ITEPEJIIK

Jonarok 3

A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»
Biax 28 ancronana 2023 poky Ne 2022

JIKAPCBKHX 3ACOBIB (MEJUYHUX IMYHOBIOJIOTTYUHUX MMPEMAPATIB), IIIOJ10 AKUX BYJIU BHECEHI
3MIHH O PEECTPAIIMHUX MATEPIAJIIB, SIKI BHOCSTBHCS IO TEP)KABHOI'O PEECTPY JIKAPCHKHX
3ACOBIB YKPAIHHA

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n JNlikapcbKko2o | (nikapcbka ¢popma, 3asieHUKa eupo6HUKa eidnycky yeaHHs1* | peecmpauyiliHo2o
3acoby ynakoeka) nocei04yeHHs1
1. | ABIPATEPOH | tabnetku no 250 wr, TOB YkpaiHa BUPOBHMLTBO, Icnanis/ BHECEHHS 3MiH O peeCcTpaLiiHMX maTepianis: 3a He UA/18043/01/01
-BICTA no 120 TabneTok y "dapmaueBT nepBuHHE, Yecbka 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom | nidnsieae
nnacTMKoBoOMy n4Ha BTOPUHHE Pecny6nika Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKi
KOHTeVHepi no 1 KOMMaHis nakyBaHHs, XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
nnacTMKoBOMY Bicta" KOHTPOrb SIKOCTI, MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
KOHTEViHepy B BUNYCK cepii: 3aCTOCYBaHHS reHepUYHUX/TiIBpMaHMX/6ionoaidHMX
KapTOHHiIN kopooLi CiHTOH XicnaHis, nikapcbkux 3acobiB Nicnsi BHECEHHsI Tiei camol
C. 1., IcnaHis; 3MiHW Ha pedepeHTHUIN Npenapart (3MiHa He
KOHTpPOrb AKOCTI notpebye HagaHHS XOOHUX HOBUX [OAATKOBUX
(cpizmko- AaHnx) 3MiHW BHECEeHO A0 IHCTPYKLUii ANns
XiMIYHUIA): ME[MYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
KBiHTa-AHaniTika po3ainu "lMokasaHHs", "OcobnueocTi
C.p.0., Yecbka 3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un",
Pecny6bnika "MobiuHi peakuii" 3rigHo 3 iHpopMalLieto Wwoao
MeAMNYHOro 3aCTOCyBaHHs pedpepeHTHOro
nikapcbkoro 3acoby (3utura®, Tabnetkn no 250
mr). BBegeHHst 3aMiH npoTsirom 6-T MicauiB nicns
3aTBEpAKEHHSA
2. | ATPETA® TabneTkn, BKpUTI AT YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/19766/01/02
nniBKOBOI "®apmak” [onaBaHHA HOBOI cUNK Aji: 4ogaBaHHA HOBOT CUNK peuenmom nionsieae

oboroHkoto, no 60
mr no 10 TabneTok y
6nicTepi, no 6
onicTepiB y nayui

nii (3aTBEepmKeHO: TabneTkn, BKpUTi MiBKOBO
o6ornoHkot, no 90 mr).
MepiognyHiCTb NOAaHHA perynspHo
OHOBOBaHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dapmakoHarnsay,
3aTBepaKeHoro Hakazom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi rOCTULT
YkpaiHu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioaNYHOCTI MOAaHHSA perynsapHuX 3BiTiB 3
6esnekw.
3. | AEBIT® Kancynm m'ski; no 10 AT Ykpaina AT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: bes - UA/7362/01/01
kancyn y 6nictepax; | "KUIBCbKMU "KUIBCbKA 3MiHm | TNy - 3MiHK Wwoao Geanekn/edeKTUBHOCTI peuenma
no 10 kancyny n BITAMIHHUN Ta hapmakoHarnsaay (iHwi 3miHn)
6nictepi, no 1, abo BITAMIHHNA 3ABOT" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
no 3, abo no 5 " 3ABOO" BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
6nicTepiB y nauuj; BUNYYEHO iHGOpMaLLito, BUKNaaeHy pPOCiNCbLKOH
no 20 kancyny MOBOI0; YKPAiHCbKUIA TEKCT MapKyBaHHS
6nictepi, no 1, abo npoaybnbLo0BaHO aHrniNnCcbLKo MOBO. BBeaeHHs!
no2,abono3 3MiH NPOTAroM 6-TU MicsUIB NiCNs 3aTBEPKEHHA
6nictepu y nayui; no
50 kancyny
6nictepi, no 1
6nictepy y nayui
4. | ASUTPOMIL MOPOLLIOK Tosapwucteo YkpaiHa LizsHcy Kurtan BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/15933/01/01
UHY (cybeTaHuin) y 3 Benuunaa 3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa
OUrigPAT NoABINHUX obmexeHo dapmachbioTikan HaViMeHyBaHHs1 Ta/abo agpecu Micus
nonieTuneHoBmx Bignosigans Ko., Ilta. NPOBaXEHHS AiANbHOCTI BUPOOHMKa (BKITHOYaouM,
naketax ans HiCcTIO 3a HeobXigHOCTi, MicLe NPOBeAEeHHS1 KOHTPOO
dapmaueBTUYHOTO "®apmaueBT sIKOCTi), abo BnacHuka mactep-canna Ha A®I, abo
3aCTOCyBaHH4A M4Ha noctavansHuka A®Il/BuxigHoro
KOMMaHisi matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
"3popos's" 3acToCcoBYOTbCA Y BUPOOHMLTBI ADI (K10

3a3HavYeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponevicbkin hapmakonei y 3aTBepaXeHoMy
nocbke, abo BUpobHMKa HOBOI [OMOMIXKHOT
PEYOBUHM (SKLLO 3a3HaYeHO y AOChE) 3MiHa
HallMeHyBaHHA Ta agpecy BUpobHuka cybcTaHuii
(AsutpomiuuHy gurigpaTty), 6e3 3amiHu micus
BUPOGHMUTBA. 3MiHW I Tuny - 3miHK 3 sikocTi. ADI.
(iHwi 3miHK) oHoBneHHss DMF gns cy6eTaHuii
A3UTpOMILMHY AurigpaT 3aTBepaXXEHOro
BMpoGHuKa Jiangsu Weigida Pharmaceutical Co.,
Ltd. (3aTBepaxeHo : Version 1.1, January, 2016;
3anponoHoBaHo: Version 2.0, February 02, 2021).
Ak Hacnigok, npuBeAeHHs cneundikauii i meToais
KoHTponto Ao Bumor DMF 3a nokasHukamu:
«Onuc» (BupaneHo BisyaneHo, EP),
«Po34umHHicTbY, «pH», «[nTOME onTu4He
obepTaHHs», «Bogay, «CynbdaTtHa 3onay,
«KinbkicHe BU3Ha4YeHHs», «laeHTugikawisa»-
[o4aTKoBO A0 igeHTudikauii metogom
abcopbuiiHoi cnekTpodoTomeTpii B I4-obnacTi,
wo Bignoeigae moHorpacii EP, sonoBHeHO
MeToZOoM piaMHHOI XxpoMaTtorpadii (in house),
06’egHaHo nokasHuku «Mpo3opicTb po3ynHy» Ta
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
«KonbopoBiCTb po34MHy» (3anpornoHOBaHO:
«30BHILLHIN BUMMSAA PO34nHY»); Bunyyero
NOKa3HUK «Baxkki meTanuy - 4ogaHo OLiHKY
PU3UKIB LLIOAO KOHTPOMIO EMEMEHTHMX JOMILLOK
3rigHo ICH Q3D guideline for elements impurities;
«CynpoBigHi JOMILLKM» - HOPMYBaHHS Ta
MeToauKy npmeeaeHo go sumor DMF
(3aTBEpPOKEHO: ...- He Binbwe 0,5 cymu gomiwok D
i J; 3anponoHoBaHo: He Ginble 0,5 cymn AOMILLIOK
D, Ji O); - yTO4HEHO MeTOAMKY BU3HAYEHHS
3anuLwKoBKX KiNIbKOCTEWN OpraHiYHNX PO3UYMHHUKIB
MeTaHoIy, eTaHony, aLueToHy, AMXIIOPMETaHy,
xnopodopmy. 3miHa TepMmiHy nepekoHTponio APl 3
2 pokiB Ao 4 pokiB BiNOBIAHO 4O OHOBIEHMX
[aHNX 3 BUBYEHHS cTabinbHOCTI.
5. | AIMA®IKC MOPOLLOK Ta KEOPIOH ITania KEOPIOH ITanis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/17426/01/02
PO3YMHHUK ANst C.INA. C.N.A. TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenmom
PO34MHY Ans 23.07.2015 Ne 460) BunpaeneHHsi NOMUMIOK y
iHdy3in, 1000 HyMepaLii NyHKTIB y cToBN4YuKy "MeTtoam
MO/10 mn; cdonakoH KOHTpono" po3aainy "Cneundikauis" MKA ons
Ne 1 3 nopoLukom no PosunHHuka (Boga onst iH'ekuin).
1000 MO y
KOMMNIEKTi 3
PO34MHHMKOM (BOAA
Aans iH'ekuin) no 10
MmNy donakori Ne 1
Ta Habopom ansi
PO3YMHEHHS i
BBELEHHS Y
KapTOHHIN kopobui
6. | AIMA®IKC MOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/17426/01/01
PO3YUMHHUK ANst C.INA. C.N.A. TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenmom
pO34MHy Ans 23.07.2015 Ne 460) BunpaBneHHsi NOMUIOK Y
iHcpysin, 500 MO/10 HyMepaLii NyHKTIB y cToBN4uky "MeToam
mr; pnakoH Ne 1 3 KOHTponto" po3aainy "Cneuundikauis" MKA ans
nopotukom no 500 PosunHHuka (Boga aonst iH'ekuin).
MO y komnnekTi 3
PO34YMHHMKOM (BOAA
Aans iH'ekuin) no 10
My donakoHi Ne 1
Ta Habopom ans
PO3YMHEHHS i
BBELEHHS Y
KapTOHHiIN kopobui
7. | AKHECTON® | kpem, 200 mr/r; no MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: bes nionsizae UA/7011/01/01
30 ry Ty6i, no 1 Ty6i "KvniBmegnp "KviBmepnpenap 3MiHM | Tuny - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3Bu® peuenma
B nauuj enapat” ar" nikapcbKkoro 3acoby. 3miHa Ha3BK NikapCcbKoro

3acoby. SATBEPIKEHO: AKHECTOI.
SAMNPOMNOHOBAHO: AKHECTOIN®. TepmiH




4 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BBEAEHHS 3MiH - NPOTArom 6 MicsiLie nicns
3aTBEPOKEHHSI.
8. | AKTEMPA® PO34MH Ans iH'ekuin, TOB «Polu YkpaiHa BupobHuLTBO HimeyuunHa/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/13909/02/01
162 mr/0,9 mn; 4 YkpaiHa» HeposdacoBaHo LLisenuapis BUNpaBreHHsA TEXHIYHOI NOMUIKN B peuenmom
nornepegHLo i npoaykuii, oHoBneHux MKA, siki 3aTBepaXeHi Haka3om
HaMoBHEHMX NnepBUHHE MO3 Ykpaiuun
Lwnpuua (KoxeH nakyBaHHS, Ne 1466 Big 26.06.2020 B npoLeci BHECEHHsI
ob'emom 1 mn)y BUNPOBYBaHHS 3MiH. BuwesasHayeHnM Haka3om 3aTBEPAXKEHO

KapTOHHiI kopooLyj;
4 nonepeaHbLO
HamnoBHEHUX
wnpuua (KoxeH
o6'emom 1 mn)y
KapTOHHiIN kopobui

Ha CTepurbHICTb
Ta GakTepianbHi
E€HOOTOKCUHM:
Bettep dapma-
depTuryHr FTmM6X
i Ko KT,
HimeuumnHa;
BunpobyBaHHs
Ha CTepUrbHICTb
Ta GakTepianbHi
€HOOTOKCUHM:
Bettep ®apma-
depTuryHr FTmM6X
i Ko KT,
HimeuuunHa;
Bettep dapma-
®epTuryHr rm6X
i Ko KT,
HimeyumnHa;
BunpobyBaHHs
KOHTPOIIO SIKOCTI
(kpim
BUNpPOOYBaHHs
Ha CTepurbHICTb
Ta BakTepianbHi
€HOTOKCUHN):
Pow ®apma AT,
HimeyumnHa;
BTopuHHe
nakyBaHHs1,
BUNpPOBYBaHHS
KOHTPOTHO SIKOCTI
(kpim
BUNpPOBYBaHHS
Ha CTepunbHICTb
Ta BakTepianbHi
€HO0TOKCUHN),
BUMYCK cepii:
®.XopdpmaHH-
Na Pow N1A,
LLisevinapis

BHECeHHs 3MiH o po3ginie MKA "BupobHukm
nitoyoi pedoBuHK”, "Cneumdikauis” Ta "MeTtoaun
KoHTpont". B HagaHin go LieHTpy nosHin
oHoBneHin Bepcii MKA, aka MiCTUTb 3aTBepaXeHy
Ta OHOBEHY iHbopMaLilo 3 BpaxyBaHHAM
BHECEHWX 3MiH, Oyna npunyLeHa TexHiyHa
nomunka B Cneuudikauii 3a nokasHMKOM sIKOCTi
"YucToTa", a came: BiACYTHICTb iHbopmauii woao
3a3HaYeHHs 3aTBEPMKEHUX KpUTEPIiB
NPUAHATHOCTI 3a NoKasHMKOM "[Hwwi",
BUNPoByBaHHs SIKOrO NPOBOASATL 338 METOAMKO
BMPOGHMKa MeToAoM ekcknto3neHoi BEPX, a
TakoX 3a nokasHukom "Tpe" Ta "lHwi",
BUNPoByBaHHS SIKOr0 NPOBOASATL 338 METOAMKO
BUpobHMKa MeToaoM iOHO-06MiHHOT BEPX.
®dipmoto HagaHi noBHi Bepcii MKA, siki mictaTb
BUNpaBneHy iHopMaLito 3 ypaxyBaHHSM 3MiH,
AKi 3aTBepAXeHUMM Hakasamm MO3 Ykpainun Ne
1466 Bia 26.06.2020, Ne 2669 Big 18.11.2020, Ne
987 Bip 09.06.2022 Ta Ne 2198 Big 05.12.2022
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

ANEPTIHON
nnoce

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto; no 10
TabneTtok y 6nicrepi,
no 1 abo 2 Gnictepu
Y KapTOHHIN
ynakoBLuj

IDKIBOXAP
A ®APMA
MPAMBIT
nmMmITeq

IHgia

BadpHa
dapmachbioTikan
clTa.

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHa 3asiBHUKA (BnacHUKa peecTpauinHoro
noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015
Ne 460) TepMiH BBeAEHHS 3MiH NpPOTArom 6
MicsiLiB nicnsi 3aTBepAXeHHs; 3MiHu | Tuny - 3miHn
oo 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux nNpo cuctemy
thapmakoHarnsgy (BBefAeHHs y3ararnbHEHUX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNoBHOBaXeHOI ocobu, BianoBsiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLeHHi
mMacTep-caina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papmakoHarnag. Hitova
pepnakuis: MonanakpiwHa Maxikep bBiHy.
MponoHoBaHa peaakuis: O-p Pamkan Oy6ein.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOi ocobu,
BiANOBiganbHOI 3a hapMakoHarnag.
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
BiNoBiganbHoi 3a hapmakoHarnag B YKpaiHi.
[itova pepakuis: IBaHuUbkni AHOpiIM Bacunbosuy.
MponoHoBaHa pepakuis: HikiTueHkosa JltoboB
IBaHiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHUKKa, BianoBiaanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa micus
30iNCHEeHHSI OCHOBHOI [isiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-caiina
cucTeMu dhapmakoHarnsgy Ta oro Homepa; 3MiHu
| TMny - 3MiHK Wwopno 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - OHOBREHHS
3aTBEpOKEHOro TEKCTY MapKyBaHHS! NEPBUHHOI Ta
BTOPWHHOI YNakoBOK Nikapcbkoro 3acoby. TepmiH
BBEAEHHS 3MiH NPOTSrom 6 micauiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/14440/01/01

10.

AINNEPTEK®

TabneTkn, BKpUTI
o6onoHkoto, no 10
Mmr; no 7 abo no 20
TabneTtok y bnicrepi;
no 1 6nictepy B
KapTOHHI kopobui

PapmaueBT

MYHUI 3aBOf,

«MNOJIb®AP
MA» C.A.

Monblwa

PapmaLeBTUYHKN
1 3aBof
"Monbdapma"
C.A.

Monbwa

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH -
NpoTSArom 6 MicsiLiB Nicnsi 3aTBEpPOXKEHHS.

be3
peuenma

UA/6422/02/01

11.

ANOTEHAWH

Tabnetku no 10 mr/5
Mr no 7 Tabnetok y
6nictepi; no 4 abo 8

3AT
dapmanesT
MYHUI 3aBOf,

YropwumHa

3AT
dapmaueBTU4HU
1 3aBop ElC

YropwuHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.

3a
peuernmom

UA/11609/01/04




6 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
GnictepiB y Eric 3MmiHa y meTogax BunpobyBaHHS rOTOBOIO

KapTOHHIN ynakoBLi;
no 10 Tabnetok y
6nictepi; no 3 abo 9
6nictepiB y
KapTOHHIN ynakoBLi

nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBepOKeHMX MeTofax BUNpobyBaHHS) -
BHECEHHS HE3HAYHWX peaakuiiHuX 3MiH B

cneundikauito 13 Ta meToan KOHTPONIO 3a
nokasHukom «Onucy, a came po3gineHHs
nokasHuka «Onuc npenapaTty» Ha OKpeMi
nokasHukm «Onucy, «MapkyBaHHs», «Konip»,
«3anax», ik 3aTBEpAXXEHO B KpaiHi
3anBHuka/BupobHuka. bes amiHv BUMor
cneundikauii.
3MiHn | TMny - 3MiHK 3 siKoCTi. [OoTOBUMIA NikapCbkKi
3aci6. KoHTposb roTOBOro nikapcbkoro 3acoby.
3mMiHa y MeTogax BunpobyBaHHS roToBOro

nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHs) -

He3HayHi 3MiHu B cneuudikaLii Ta meToai

KoHTponto M3 3a nokaszHukom «Po3mip

TabneToky, 6e3 3MiHWM HOpMyBaHHS1. 3MiHK | Tvny -
3MiHM 3 skocTi. FoTOBMI Nikapcbkuii 3aci6.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
MeToAax BMNPoOyBaHHS roTOBOrO NikapCbKOro
3acoby (He3HayHa 3miHa y 3aTBEPIKEHUX
MeToAdax BUNpoOyBaHHS) - HE3HAYHI 3MiHW B
cneuundikauii Ta metogi koHTponto 113 3a
NoKasHUKOM «laeHTudikaLia Jitounx pedoBUH»
(Ph.Eur 2.2.29, 2.2.27) 6e3 3MiHU HOpMYyBaHHS.
3miHu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpAKEHVX MeTofax BUNpobyBaHHS) -

He3Ha4Hi 3MiHM B cneundikaLii Ta meTogi

koHTporito 13 3a nokasHukom «KinbkicHe

BU3HaveHHsa» (Ph.Eur. 2.2.29) 6e3 3miHn
HOpMyBaHHS. 3MiHu | Tuny - 3miHW 3 AKoCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb roToBoro
nikapcbKkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOTO NiKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpOKEHUX MeToAax
BUNpPobyBaHHs) - He3HaYHi 3MiHM B cneumdikauii
Ta meTogi kKoHTporto MM13 3a nokasHUKoOM
«OpaHopigHicTb fo30BaHMX oguHULby (Ph.Eur
2.2.29, 2.9.40), 6e3 3MiHV HOpMYBaHHs1. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [0TOBMIN Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOoOyBaHHSA roTOBOrO NiKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEPIKEHUX

MeTodax BUNpoGyBaHHS) - He3HauHi 3MiHW B




[IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
cneumdikauii Ta meTogi koHTponto 113 3a
nokasHukom «CynposigHi Aomiwkuy» (Ph.Eur

2.2.29), 6e3 3MiHM HOpPMYyBaHHS.
3MiHn | TMny - 3MiHK 3 aKocTi. [OTOBMI Nikapcbkuii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEpPOKEHMX METOAAX BUNPOOYBaHHS) -
He3HayHi 3mMiHM B cneundikaLii Ta meTogi
koHTporto 113 3a noka3Hukom «CTUpaHHICTb»
(Ph.Eur 2.9.7), 6e3 3MiHU HOpMyBaHHs1. 3MiHu |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMi 3aci6.
KoHTpOsb roTOBOro Nnikapcbkoro 3acoby. 3mMiHa y

mMeTodax BMMPOOYyBaHHSA roTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpMKEHNX

meToAax BUNPoOyBaHHS) - HE3HaYHI 3MiHW B
cneundikauii Ta metogi koHTponto 13 3a

3MiHM HOpMyBaHHs1. 3MiHK | TUNY - 3MiHM 3 SKOCTI.
["oToBMI Nikapcbkuin 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
BUNPOOYBaHHS)
- He3Ha4Hi 3MiHK B cneuudikauii Ta metogi
koHTporto 113 3a nokasHukom «OgHOpPIAHICTE
macu» (Ph.Eur 2.9.5), 6e3 3MiHW HOpMyBaHHS
3miHu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPobyBaHHSI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBepAKEeHVX MeTofax BUNpobyBaHHS) -
He3Ha4Hi 3MiHM B cneundikaLii Ta meTogi
KoHTponto M3 3a nokasHukom «Bmict Bogn»
(Ph.Eur 2.5.12), 6e3 3miHVM HOpMyBaHHS. 3MiHu |
TMny - 3MiHK 3 SKoCTi. [OTOBMI Nikapcbkuin 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BMNPOOyBaHHSA roTOBOIO NiKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEPIKEHUX
meToAax BUNPoOyBaHHS) - HE3HaYHi 3MiHW B
cneundikauii Ta meTogi koHTponto 113 3a
nokasHukom «Po3unHeHHsi» (Ph.Eur 2.9.3) 6e3
3MiHW HOPMYBaHHS Ta METOAY BUNPOBYBaHHS.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y

3aTBEpPAKEHUX MeToaax BUNPobyBaHHS) -

nokasHukom «CepegHsi Maca» (Ph.Eur 2.9.5), 6e3

He3HauHi 3MiHM B cneundikadii Ta MeTogi
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

koHTporito 113 3a nokasHukom «MikpobionoriyHa
ynctoTta» (Ph.Eur. 2.6.12, 2.6.13, 5.1.4.). be3
3MiHM BUMOT crieumdikauii. 3miHum | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
AinbHUUi (BkMtoYatoum ainbHuui ans Ad,
NPOMIDXHOrO MPOAYKTY abo roToBOro MikapcbKoro
3acoby, AinbHULI Ans NpoBeAeHHS NaKyBaHHS,
BMPOGHMKa, BiAMNOBiAaNbHOMO 3a BUMYCK Cepin,
MicLle NpoBefeHHs KOHTPOSO cepii) abo
nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
abo JOMOMiXKHOT PEYOBMHM (SIKLLO 3a3HaYEHO Y
[OCbE) BUMYYEHHS 3aTBEPAXXEHOr0 BUPOOHMKa
nito4oi pevoBmHK Biconponony dymapaTty
Aurobindo Pharma Limited, India. 3minwn | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOT
OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
NPOMKHOrO NPoAyKTy abo roToBOro Nikapcbkoro
3acoby, AinbHULI ANs NpoBeAEeHHS NaKyBaHHS,
BMpo6HMKa, BiANOBIAanbHOrO 3a BUMYCK cepit,
MiCLle NpoBeaEeHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXigHOrO MaTepiany, peareHTty
abo J0MNOMIPKHOI PEHOBUHM (SIKLLLO 3a3HAYeHO Y
[OCbE) BUMYYEHHS 3aTBEPAXXEHOrO BUPOBOHMKa
[itoY0T peqyoBUHN amnoaunidy, LWo Bignosigae
amnogunidy 6ecunaty Hetero Drugs Limited, India

12.

AMBPOKCON

Tabnetku no 30 mr;
no 10 Tabnetok y
GnicTepi; no 2
6nictepu y nayui

MAT
"Kuismegnp
enapat”

YkpaiHa

MAT
«KviBmegnpena
pat», YkpaiHa
TOB
«Mapidapm»,
CnoBeHis

Ykpaina/
CnoBeHisi

BHECEHHS 3MiH [0 peecTpauiiHix maTepianis:
3miHu | TMny - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUiA
3aci6. 3MiHn y BUpobHUMUTBI. 3amiHa abo
BBEOEHHS 10A4ATKOBOI AiNbHULI BUPOOHMLTBA AN
YacTWHW abo BCbOro BUpOGHMYOro npoLiecy
roTOBOrO fikapcbKkoro 3acoby (AinbHuUSsA, Ha sKin
npoBoaaTbcs Oyab-aki BUpobHWYi cTagii, 3a
BUHSATKOM BUMYCKY CEpiil, KOHTPOIO SIKOCTI,
NepBMHHOIO Ta BTOPUHHOTO NakyBaHHS, ANs
HecTepurbHUX nikapcbkunx 3acobis) BeegeHHs
[04aTKOBOI AiNbHULI BCbOro BUPOBHNYOro
npoLiecy rotToBoro nikapcekoro 3acody TOB
«Mapidapm», CnoseHisi, BBeaeHHS 3MiH NpoTarom
6-TK MicAUiB Nicnsa 3aTBEPAXEHHS.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. 3MiHn y BupobHuuTBi. 3amiHa abo
BBEJEHHS 0AaTKOBOI AinNbHULi BUpobHULITBa Ans
YacTWHW abo BCbOro BUpoGHMYOro npoLiecy
roToOBOro MikapCbKoro 3acoby (AinbHWUS Ans
NepBMHHOIO NaKyBaHHS)

BBeaeHHs gogaTkoBoi AiNbHULI ANS NepPBUHHOMO
nakyBaHHst TOB «Mapicapm», CroBeHis
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepKEHHS1. 3MiHuM | Tuny - 3MiHM 3 AKOCTI.

be3
peuenma

nidnsieae

UA/2084/01/01
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JliKapcbKo20
3acoby

Popma sunycky
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yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

[oToBMI nikapcbkuii 3aci6. 3MiHWM Yy BUPOBHMLTBI.
3amiHa abo BBeAEeHHS OAaTKOBOI AiNbHULI
BMPOGHMLUTBA AN YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (AinbHULA ANt BTOPUHHOTO NaKyBaHHS)
BBeneHHs 4oaaTKoBOI AinbHUL ANt BTOPUHHOTO
nakyBaHHs TOB «Mapicpapmy», CrioBeHis.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepPAKEHHS. 3MiHU | TUNY - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. 3miHKM y BUPOBHMLTBI.
3MiHa iMnopTepa/3miHu, WO CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOSKO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHsA BUPOOHMKA, LLO
BiAMOBiAae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntouatoum KOHTponb/BUNPobyBaHHSA cepii -
BBeaeHHs 0oaaTkoBOi AinbHULUI, WO Bignosigae 3a
KOHTpOnb Ta Bunyck cepii TOB «Mapidapm».
3MiHW BHeCeHiI B iHCTPYKLjt0 ANt MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"BrpobHuk", "Micue3sHaxomkeHHs BUpobHuKa Ta
agpeca Micusi NPOBaKEHHS NOro AisanbHocTi" 3
BiANOBIAHNMW 3MiHAMW B TEKCTi MapKyBaHHA
yNakoBOK. BBeAeHHs1 3MiH NpoTArom 6-tn micsiuis
nicna 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro Nnikapcbkoro 3acoby. 3miHa y meToaax
BMNpPoOYBaHHS rOTOBOrO NikapCbKoro 3acoby (iHLi
3MiHN Yy MeToAax BUNPobyBaHb (BKIHOYaK4M
3amiHy abo gonoBHeHHs1)) [logaBaHHA MEeTOANKN
«MikpobionoriyHa YmcToTa» Ans AoaaTKoBoil
ainbHuLi TOB «Mapidapmy», CnoseHist, 3MiHN y
MeToaMLi «MikpobionoriyHa uictoTa» ong
3aTBepOKeHoro BUpobHuka BBegeHHs 3MiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPXKEHHS.

13.

AMIOAPOH

TabneTtku no 200 wmr,
no 10 TabneTok y
6nictepi; no 3
6nictepn y navui 3
KapToHY

AT
"KUIBCLKMN
n
BITAMIHHU
" 3ABOL"

YkpaiHa

AT

"KNIBCLKMN

BITAMIHHAM
3ABOQ"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHum).
3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBMHHOI Ta
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
BUMyYeHo iHpopmaLito, BUKNageHy pOCiNCbKO
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoaybnboBaHO aHrMicbKo MoBO. BBeaeHHs
3MiH NpOTSArom 6-TW MiCsAILiB MicNs 3aTBEPOXKEHHS.

3a
peuenmom

UA/4514/01/01

14.

AMIKALNH-
BICTA

PO34MH Anst iH'ekuin,
250 mr/mn; no 2 mn
(500 mr) abo no 4
mn (1000 mr) y
dnakoHi; no 1
dnakoHy B

MicTtpan
Kenitan
MeHepxmeH
T JlimiTen

AHrnia

AHOAPM
XEMNAC C.A

Ipeuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa po3mipy ynakoBKku roToBOro
nikapcbkoro 3acoby (3miHa Mmacu/o6'emy BMiCTy
KOHTelHepa 6araTo030BOro CTEPUIILHOIO

3a
peuernmom

He
nidnsieae

UA/19469/01/01
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PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

JliKapcbKo20

Haszea

3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

nikapcbkoro 3acoby (abo ogHO4030BOrO,

aionycky

yeaHHs*

peecmpayitiHo20
noceio4yeHHs1

KapTOHHIN nayui

4aCTKOBOrO BMKOPUCTaHHS) Ta 6aratogo3oBoro
nikapcbkoro 3acoby 6ionoriYyHoro/iMmyHosoriYHoOro
NOXOOKEHHS AN NapeHTeparnbHoro
3aCTOCYBaHHS) - BHECEHI B iHCTPYKLit0 ANnst
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Ynakoska" 3 BignoBigHUMKU 3MiHamMu B
TEKCTi MapKyBaHHS1 YNakoBKv NikapcbKoro 3acoby.
CynyTHs 3MiHa
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTporb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonyctummx
Me>XX FOTOBOrO Nikapcbkoro 3acoby (iHLwi 3amiHM)
CynyTHs 3MiHa
- 3MiHM 3 sikocCTi. FOTOBMIA NikapCbkuii 3acio.
CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs roTOBOrO NikapCbKoro 3acoby
(iHWi 3miHW) - BHeceHHs 3MiH o maTepianis
peecTpaLiHOro 4ocke, a came AoAaBaHHSA
ynakoBku rno 4 mn (1000 mr) (koHUeHTpauis
npenapary 3anuaeTbcsi HeaMiHHOK 250 Mr/mn) y
cnakoHi, (uncoloured clear glass vial type | sealed
with bromobutyl rubber stopper and aluminium cap
with plastic flip-off seal) 6e3 amiH1 nepBUHHOrO
nakyBarnbHOro Matepiany, 3 BignosigHNMH
3MiHaMu Ao p. «Ynakoskay, « TepmiH npuaaTHOCTI»
Ta cneumdikauii/meTogax koHTponto n. «O6’eM Lo
BUTSIraeTbCA». 3aTBEPKEHO:
Ynakoska. Mo 2 mn (500Mr) y donakoHi, no 1
nakoHy B nadui. 3anponoHoBaHo: Ynakoska. Mo
2 mn (500 mr) a6o 4 mn (1000 mr) y cpnakoHi, no 1
nakoHy pas3oMm 3 iHCTPYKLIE AnS MeAUYHOro
3acTocyBaHHSA B nayui. TepMiH npuaaTHoCTi:
3aTBepaKeHo: 2 poku
3anponoHoBaHo: [insa ynakosku 500 mr/2 mn — 2
poku; [ins ynakoskn 1000 mr/4 mn — 18 wmic.;
BHeCeHi B iHCTPYKLi0 AN MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"TepmiH npugaTtHocTi". BBeAEHHs1 3MiH NpOTAromM
6-TW MicaUiB nicnsa 3aTBepAKEHHs

3a

UA/4102/01/01

15.

AMIHOCON®
HEO 10%

PO34uH ANS iHdY3il;
no 500 mny
nnsLwKax

"Xemodapm
" ALl

Pecny6bnik
a Cepbis

KOHTPOMb SIKOCTI,
BUMYCK cepii:
"Xemohapm"

AlLl, Pecnybnika

Cepbis
BMPOGHMLUTBO
Hepo3dacoBaHo
T npoaykuii,

Pecny6bnika
Cepbis/
YopHoropis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi

€Bponenckkin dapmakonei/MoHorpadii. NMogaHHA

HoBoro abo oHoBneHoro ceptudikaTta

BignoBigHOCTi abo BuUny4eHHsi cepTudikata

BigNoBIgHOCTI €BponeWchbkin hapmakonei: ons

A®I; ansa BuxigHoro

nepBUHHa Ta

marTepiany/peareHTy/npoMikHOTO NPOAYKTY, Lo

peuernmom




11 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHA BMKOPUCTOBYIOTECS Y BUPOOHMUTBI APl; ang
yrnakoBkKa, AOMNOMIKHOI pevoBuHU (cepTudikaT BignNoBIAHOCTI
KOHTPOSb SIKOCTI: €Bponeiickkin hapmakonei) - HoBuin ceptudikat
XeMOMOHT Bifl BXXe 3aTBepa)KeHOro BUPOGHUKa - MoAaHHs
a.o.o., HOBOrO cepTudikaTa BignoBigHOCTI €BponenchbKin
YopHoropis capmakonei Ne RO-CEP 2014-227-Rev 00 gns

niroyoi pevoBurHM Lysine acetate Big Bxe
3aTBepakeHoro BupobHuka Kyowa Hakko Bio Co.,
Ltd., Japan (3amiHa OM®). 3miHu | TUny - 3MiHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTMMmNX MEX,
BU3Ha4YeHuX y cneumdikauisx Ha Adl, abo
BUXIOHWA/NPOMIKHWUIA NpOaYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSH Y npoueci BupobHuutea AdPI
(OonoBHEHHS cneumadikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS)
[ONOBHEHHS cneundikalii AN [il0Y0i Pe4YOBUHM
Lysine acetate BupobHuka Kyowa Hakko Bio Co.,
Ltd, Japan nokasHukom «CynyTHi OMiLLKM» 3
BiANOBIAHMM MeToAoM BUNpobyBaHHs (Any
unspecified impurity NMT 0.1%, Total NMT 0.2%
method HPLC in-house). 3miHu | Tuny - 3miHn 3
akocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BVXifHOro MaTtepiany/peareHTy/npoMipXKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
OHoBneHWn cepTudikaT Bif ye 3aTBepaKeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikata
BiAMNoBigHOCTI €Bponeincoki papmakonei Ne R1-
CEP 2014-227-Rev 00 ans pjto4oi pe4oBrHU
Lysine acetate Big Bxe 3aTBEpAXKEHOTO BUPOOHMKA
Kyowa Hakko Bio Co., Ltd., Japan
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponenckkin dapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOrO cepTudikaTa
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTBCS Y BUPOOHMLTBI ADI; ans
[OMOMIXXHOT pevoBUHU (cepTudikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHUI
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
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3acoby ynakoeka) noceio4yeHHs1

cepTuddikat Bif y)Ke 3aTBEpKEHOro BUPOBHMKa -
noAaHHs OHOBMEHoro ceptudikara BiANOBIAHOCTI
€Bponewickkin dapmakonei Ne R1-CEP 1999-018-
Rev 03 (3atBepaxeHo: R1-CEP 1999-018-Rev 02)
ans gitoyoi pevosuHu Proline Big Bxe
3aTBepAxeHoro BMpobHuka Kyowa Hakko Bio Co.,
Ltd., Japan 3minu | Tuny - 3miHM 3 AKoCTiI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEHOro cepTudikata BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIAHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ana gonomi>kHOT peHoBUHM (cepTudikaT
BiQNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBReHui cepTudikaT Bif, y>xe 3aTBepAXeHOoro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BiAMNoBigHOCTI €Bponencoki papmakonei Ne R1-
CEP 1999-019 - Rev 03 (3aTBepaxeHo: R1-CEP
1999-019 - Rev 02) ans gito4oi pevoBuHM Serine
Bif, BXe 3aTBepaXeHoro BMpobHuka Kyowa Hakko
Bio Co., Ltd., Japan 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT
BiZNOBIOHOCTI €BpONEenchKii
apmakonei/moHorpadii. MogaHHsa HoBoro abo
OHOBIEHoro cepTudgikarta BignosigHocTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOrO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BignoBigHocTi €Bponeinchkii hapmakonei) -
OHoBneHun ceptudikaT Bif yxe 3aTBepaXeHOro
BUPOBHMKa - NOAAHHSI OHOBMNEHOrO cepTudikata
BignoBigHocTi €Bponencokii papmakonei Ne R1-
CEP 1999-014 - Rev 04 (3atBepaxeHo: R1-CEP
1999-014 - Rev 03) ans Aito4oi pe4yoBuHN
Isoleucine Big BXe 3aTBEpKEHOrO BUPOOHWMKa
Kyowa Hakko Bio Co., Ltd., Japan. 3minu | Tuny -
3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDXKHOTO
NpoAYKTY, LU0 BUKOPUCTOBYHOTLCS Y BUPOBHMUTBI
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A®I; ons gonomMixkHoi pevoBuHK (cepTudikat
BiQMNOBIQHOCTI €Bponewchbkin hapmakoner) -
OHoBReHui cepTudikat Big, y>xe 3aTBEpAXEHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikara
BiANoBigHOCTI €Bponencokivi papmakonei Ne R1-
CEP 1999-136-Rev 06 (3atBepaxeHo: CEP 1999-
136-Rev 05) ana gitoyoi pevoBmHn Methionine Big,
yXe 3aTBepaxeHoro BupobHuka SEKISUI
MEDICAL CO., LTD., Japan. 3Miuu | Tuny - 3miHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponecbkin dapmakonei: gna APl ans
BUXigHOro MaTepiany/peareHTy/npomMixXHoro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT pedoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiickkin hapmakoner) -
OHoBneHun cepTudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NoAaHHsS OHOBMEHOro cepTudikara
BignoBigHocTi €Bponeicokin hapmakonei Ne R1-
CEP 1999-136-Rev 07 ans aitlo4oi pe4oBuHN
Methionine Big yxxe 3aTBepakeHOro BUpobHmka
SEKISUI MEDICAL CO., LTD., Japan.
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOOHMUTBI APl; ans
[OMNOMIXXHOI peqoBUHU (cepTudikaT BignNoBiAHOCTI
€Bponevicbkin dapmakonei) - Hosui ceptudikat
Bi, HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST)
NoAaHHS HOBOTO cepTudikaTa BignoBiAHOCTI
€sponevicbkin dapmakonei Ne R1-CEP 2010-189-
Rev 00 ans gitovoi pevoBuHu Leucine Big HOBOro
Bupo6HMka SHANGHAI KYOWA AMINO ACID
CO., LTD., China.(gonoBHeHHS). 3MiHn | TNy -
3miHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUITyYEHHS cepTudikarta BignoBigHOCTI
€Bponencokin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpoMiXXHOro
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PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep
peecmpayitiHo20

Ne
n/n

Hasea
JliKapcbKo20

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

3asieHUKa

Kpaina

Bupo6bHuk

eUpPOb6HUKa

Kpaina

NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOBHULTBI

aionycky

yeaHHs*

noceio4yeHHs1

3acoby

Bi

Yecbka

HoBwuin cepTudikat Big HOBOro BUpoGHWMKa (3amiHa
abo JOMOBHEHHS) NOAAHHSA HOBOrO cepTudikaTa

dapmakonei/moHorpadii. MogaHHsA HoBoro abo

NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHMLTBI

HoBwuin cepTudikat Big HOBOro BUpoGHMKa (3aMiHa

BiAMNoBigHOCTI €Bponencoki papmakonei Ne R1-

ADI; ana AONOMIKHOT peyoBMHUM (CepTudikaTt
BignoBigHOCTI €Bponevickkin hapmakoner) -

anoBigHOCTI €Bponerichbkini hapmakonei Ne R1-
CEP 2007-351-Rev 00 ans gjto4oi pe4oBuHu
Alanine Big HoBoro Bupo6Huka SHANGHAI
KYOWA AMINO ACID CO., LTD., China.
(BonoBHeHHS). 3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin

OHOBIEHoro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BVXifHOro martepiany/peareHTy/npoOMiKHOTO

AQDI; ans AONOMIKHOT peyoBMHU (cepTudikaTt
BiQNOBIQHOCTI €Bponewcbkin hapmakoner) -

a60 [OMOBHEHHS) NoAaHHA HOBOro cepTudikaTa

CEP 2010-263-Rev 00 ans gito4oi pe4oBmHM
Proline Big HoBoro Bnupo6bHmka SHANGHAI
KYOWA AMINO ACID CO., LTD., China.
(monoBHeHHs). 3miHu | TUNy - 3MiHK 3 sKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €BpONEnchKii
dapmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BMXifHOro MaTtepiany/peareHTy/NpoOMiXXHOTO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ona gonomixkHOI pevoBuHM (cepTudikat
BignoBigHocTi €Bponeinchkii hapmakonei) -
HoBwuii cepTudikat Big HoBoro BMpo6HuKa (3amiHa
abo [oNOBHEHHS) NofaHHA HOBOTO cepTudikara
BignoBigHOCTI EBponenchkiii papmakonei Ne R1-
CEP 2008-003-Rev 00 ans gjto4oi pe4oBuHU
Serine Big HoBoro Bupo6bHnka SHANGHAI KYOWA
AMINO ACID CO., LTD., China. (10NOBHEHHS)
BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:

3a

UA/17240/01/01

AHAIPENIQ
3EHTIBA

16.

Kancynu Teepai no
0,5 mrno 100
Kancyn y nnsiui; no
1 nnawui 'y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

KBIHTA-
AHATITUKA
c.p.o., Yecbka
Pecny6bnika
(ximiko-ghiznuHe

Pecny6bnika/
HimeuuunHa/
Icnanis

TECTYBaHHs);

3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHNX AaHUX Npo CUCTEMY

peuernmom

hapmakoHarnsay (BBeAEeHHs! y3aranbHeHUX AaHux
npo cuctemy apmakoHarnsay, amiHa
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Pottenpopd YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
®apma M'mbX, 3[ificHeHHs1 hbapmakoHarnsigy; KOHTakTHoOi ocobu 3
Himeyunna chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
(BTOpUHHE dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
nakyBaHHS); Bifl yNoBHOBaXeHOi 0cobw, BignoBigansHoT 3a
CIHTOH 34iicHeHHs hapmakoHarnsgy (BknoYarymn
XICIMAHIA, KOHTaKTHi AaHi) Ta/abo 3MiHW y pOo3MiLLEeHHi
C.N., IcnaHis macTep-anna cuctemu dpapmakoHarnagy) 3miHa
(BMPOGHMLTBO KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
"in bulk", dapmakoHarnag B YkpaiHi.
nepBuHHE Ta [itoya pepakuin: Amepi biona xecci.
BTOPUHHE MponoHoBaHa pepakuis: CaB4yeHko OMUTpo
nakyBaHH4, CepririoBuY. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
XiMmiKO-pi3nyHe ocobu 3aABHUKA, BiAMOBIAANBHOI 3a
TECTYBaHH4, chapmakoHarnsag B YkpaiHi
BignoBsigae 3a
BMNYCK cepii)
17. | ACNA3MIH Kancynu 3 AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/14482/01/01
MoaudikoBaHUM "KNTBCbKW "KNIBCbKWW 3MiHu | TNy - 3MiHK Wwoao 6esnekn/edekTUBHOCTI peuernmom
BMBINbHEHHAM " BITAMIHHUIA Ta cbapmakoHarnagy (iHwi 3miHn) - 3MiHN BHECEHO
TBepai, no 200 wmr; BITAMIHHA 3ABOL" y TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
no 10 kancyny M 3ABOO" yNaKoBKM Nikapcbkoro 3acoby, a came BUIy4YeHo
6nictepi; no 3 iHbopMaUito, BUKIaAeHy POCINCHKOIO MOBOIO;
Gnictepu y nayui YKpaiHCbKUIA TEKCT MapKyBaHHsi NpogybnboBaHo
aHrnincbko MoBoto. BBeaeHHs 3MiH NpoTSArom 6-
TV MicsILiB Micnsi 3aTBEPAKEHHSI
18. | ATAPAKC® TabneTku, BKpUTI HOCb Benbris BupobHuuTBO 3a Benebris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/1872/01/01
NniBKOBOO dapma C.A. MOBHUM LIMKITOM: 3miHu | Tvny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuyenmom | nidnseae
oboroHkoto, no 25 OCB ®apma, HallmMeHyBaHHA Ta/abo agpecu micus
mr, no 25 TabneTok Benbris npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
y BnicTepi; no 1 OopaTkoBa roTOBOrO fikapCbKOro 3acoby, BKo4aim
6nictepy y BMPOGHMYa AinNbHUL BUMYCKy cepii abo micLe npoBeaeHHS
KapTOHHiI kopobui OiNbHUUSA, Ha KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
AKiN BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK CEPiit)
3[AiINCHIOETLCA lMpuBeaeHHs HanMCaHHSA HaNMeHyBaHHS Ta
KOHTPOSb cepii: agpecu BUpoOHKKa BiAnoBiaanbHoro 3a
AHabioTuk HB, BMPOGHMLUTBO 3a NOBHWUM LMKIIoM Ao BrucHoBky
Benbris GMP BugaHoro Oepxnikcnyx6ot0. BupobHunya
CI'C NNa6 CimoH AinbHWUS Ta yci BUpoBHUYI onepalii 3anuarTbes
CA, Benbria He3MiHHUMW. 3MiHW BHECEHO B iHCTPYKLIO ANns
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ginu «BrupobHuk» Ta «MicLe3HaxomKeHHs
BUPOGHMKa Ta agpeca Micusi IPOBagKeHHSs! AOro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHSs1 yMakoBKU MikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPOKEHHS.
19. | AT®-NIOHI® Tabnetku no 10 mr My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpauifiHuX maTepianis: bes nionsizae UA/0723/01/01
no 10 TabneTok y aKujioHepHe akuioHepHe YTOYHEHHS HanncaHHsi yMOB Binycka Ta cTaTycy peuenma
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6nictepi, no 4 TOBapuUCTBO TOBapuUCTBO peknamyBaHHsi B Haka3i MO3 Ykpaiin Ne 1946 Big
6nictepu B nayui 3 "HaykoBo- "HaykoBo- 10.11.2023 B npoueci BHECEHHS 3MiH (3MiHM | Tuny
KapToHY BUPOBHMYMI BUPOBHWYMI - 3MiHN Wwogno G6e3nekn/eddeKTUBHOCTI Ta
LEeHTp LeHTp dapmakoHarnagy. 3MiHa y KopoTKil
"BopLuariscb "BopLuariscbkui XapaKTepucTuui nikapcbkoro 3acoby, TeKkcTi
KW XiMiKO- XimiKo- MapKyBaHHS Ta iHCTPYKLii Ans MeguyHoro
tapmaueBT hapmaLeBTUYHN 3aCTOCyBaHHA Ha nifgcTasi perynspHo
NYHUIA 1 3aBog" OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3aBoa" 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHI 40 TEKCTY IHCTPYKUii 4Ns Megu4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MoGivHi peakuii" WwWoao 6e3nekn 3aCToCyBaHHs
nito4oi peyoBuHU. BBegeHHA 3MiH npoTarom 6-tn
MicsuiB nicns 3aTBepakeHHs). Pegakuis B Hakasi -
3a peLenTom; He nignsrae. BipHa pegakuis - 6e3
peuenTa; nignsrae.

20. | ATO-JIOHI® Tabnetku no 20 mr My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 nidnsieae UA/0723/01/02
no 10 Tabnetok y akuioHepHe akuioHepHe YTOYHEHHS HanncaHHsi yMOB Bignycka Ta cTaTycy peuenma
6nictepi, no 4 TOBapUCTBO TOBapUCTBO peknamyBaHHsi B Hakasi MO3 YkpaiHn Ne 1946 Big
6nictepu B nayui 3 "HaykoBo- "HaykoBo- 10.11.2023 B npoueci BHECEHHS 3MiH (3MiHu | TUnY
KapToHy BVMPOGHWYMIA BMPOGHWYMIA - 3miHu Wwopao 6esnekn/edekTMBHOCTI Ta

LeHTp LeHTp apmakoHarnsgy. 3miHa y KopoTkili
"BopLuariscb "BopLuariBcbkui XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
KWI XimiKo- XimiKo- MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
dapmauesT dapmaLeBTUYHN 3acTocyBaHHS Ha MigcTasi perynspHo
NYHUIA 1 3asog" OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3aBop" 3acoby, abo pocnigxkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnigxeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3miHu
BHECEHi 0 TEKCTY IHCTpyKLUil ANst MeANYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"MobiuHi peakuii" woao 6e3neky 3acTocyBaHHS
fitoyoi peqoBuHU. BBEAEHHS 3MiH NpoTArom 6-Tu
MicauiB nicns 3aTBepaxeHHs). Pepakuis B Hakasi -
3a peuenToMm; He nignsirae. BipHa penakuis - 6e3
peuenTa; nignsrae.

21. | A®INOOEPM kpem, 0,5 mr/r no 20 Benyno, XopsarTis Benyno, niku Ta Xopsaris BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/11379/01/01
rabo 40 r y Ty6i; no nikn Ta KOCMeTuka, a.4a. 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom
1 Ty6i y KapTOHHIN KOCMeTHKa, Ta cbapmakoHarnsany. BeegerHst abo 3miHu oo
navui a.a.

y3ararnbHeHUX AaHux Npo CUCTEMY
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX 4aHuxX
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
34iicHeHHs bapmakoHarnsgy (Bknovarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-canna cuctemm hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoI 3a dpapmakoHarnag,.
[itoua pegakuis: TetaHa Anxnep Oypetek /
Tatjana Ajhler Duretek MD., MSc. NponoHoBaHa
pepakuis: BiwHs Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asBHMKa, BiANOBI4aNbHOI 3a hapMakoHarnag

22.

ACOULA
MAKC

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 400
mr; no 10 TabneTok
y GnicTepi; no 1
Gnictepy y
KapTOHHiIN kopobui

Oenbta
Megniken
MpomoyLwH3
Al

LLiseviuapi
A

ANKANOIO A
Ckon'e

MiBHi4YHa
MakepnoHist

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
YTOYHEHHSl HanucaHHs Ha3BU 3asiBHUKAa B
Hakasi Ne 657 Big 07.04.2023 y 3B’A3Ky 3
NpoBeAEeHHAM NpoLleaypy «BUNpPaBreHHA
TexHi4YHOI MOMUIIKU B peecTpauiiHoMy
NocBiAYeHHi» B npoueci BHeCEHHS 3MiH (3MiHa
3asBHuka 13 (MIBI1) (BnacHuka peecTpauiiHoro
noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015
Ne 460). 3miHu | TUNY - AgMIHICTpaTUBHI 3MiHW.
3miHa HavimeHyBaHHs Ta/abo agpecu micus
npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaym
[inbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOIO SIKOCTI. (QisSNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK CEPiit)
3miHa agpecu BUPOGHMKa, Y 3B'A3KY 3
NpVBEAEHHAM peecTpauinHMX JOKYMEHTIB Y
BignoBigHicTb go ceptudikaty GMP. 3minu | Tuny
- 3MiHN Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn go
y3aranbHeHUX AaHuxX Npo cUCTeMy
dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoI 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iACHEHHS1 hapMakoHarnsay (Bkrovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHW y PO3MiLLEHHI
macTtep-darina cuctemmn apmakoHarnsgy)
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKa,
BignosiganeHoi 3a dpapmakoHarnag. ditova

bes3
peuenma

UA/17783/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

pepakuia: Aue KyamaHOBCKi.
MponoHoBaHa pepakuis: Janinosa lapuca
BonogmmupiBHa. 3MiHa KOHTaKTHUX OaHMX
YyNOBHOBa)eHOi 0cobu, BignoeigansHoi 3a
dapmakoHarnag. 3miHa micus 34inCHEHHS
OCHOBHOI AisnNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaXoQKeHHA MacTep-danna cuctemu
dapmakoHarnsgy Ta voro Homepa 3MiHn | Tuny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro
3acoby 3MiHWM BHECEHI LLoa0 Ha3BM fikapCbKoro
3acoby 3atBepmxeHo: BnokMAKC dopre.
3anponoHoBaHo: AGONOA MAKC 3minm | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3MiHW BHeCeHi Ao
TEKCTY MapKyBaHHS NikapcbKoro 3acofy Lwoao
[o[aBaHHs 3asiBHUKA.
3miHu | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BIiTy 3 AOCHIAKEHb,
NpOBeAEHNX BiANOBIAHO 4O NMaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHM BHECEHi 0 iIHCTPYKLii AN MeauyHoro
3acTocyBaHHS NikapcbKoro 3acoby y po3ain
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyoaro” BignoBiaHO 0O OHOBMEHOT iHpbopmalii 3
6e3nekun fito4oi pevHoBUHM). pedakuis B Hakasi -
HenbTta Megikan MNMpomoywHs Al'. BipHa peaakuis
- Aenbta Mepgiken MNpomoywiHs ATl

23.

AUUKNOBIP
BENyno

Kpem ans
30BHILLUHLOO
3acTocyBaHHs, 5 %
no2rabono5sr,
abo no 10 ry Ty6i;
no 1 Ty6i B
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMETUKA,
a.a.

XopsarTis

Benyno, niku Ta
KocmeTuka, A.4.

Xopsaris

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu 0o
y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHS hapmakoHarnsgy (BKoYaym
KOHTaKTHi AiaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemu capmakoHarnagy) 3miHa

be3
peuenma

UA/14085/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXeHOi 0cobu 3asiBHMKA, BignosigansHoi
3a hapmakoHarnsa.
Litoua pegakuis: TetaHa Anxnep Oypetek /
Tatjana Ajhler Duretek MD., MSc. NponoHoBaHa
penakuis: BiwHa Hakiv / Visnja Nakic.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asiBHMKA, BignoBiganbHoi 3a dpapMakoHarnsg
24. | BEM®OINA PO34UH ANS iH EKLIN BAT YropwuHa 36opka py4km YropwwuHa/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a - UA/17528/01/01
B nonepeaHe0 "epeoH ans iH'ekuin, ®paHuis/ 3MiHu | TMNYy - AgMiHiCTpaTuBHI 3MiHW. Buny4yeHHa peuenmom
HaMOBHEHIN py4ui No Pixtep" BTOPMHHA Benwuka BUPOBHMYOT AinbHUUI (BKIOYAKOYM SiNbHULI Anst
75 MO (5,5 yrnakoBkKa, Bputanis A®I, npomixkHoro npoaykTy abo rotoBoro
Mkr)/0,125 mn; no [03Bin Ha nikapcbKkoro 3acoby, AinbHULI AN NpoBeaeHHs
0,125 mn po3ymHy BUMYCK Cepil: nakyBaHHs, BUPOOHUKa, BignoBiganbHoro 3a
ans iH'ekuin B BAT "T'eneoH BUMYCK Cepili, MicLie MPOBEAEHHSA KOHTPOIIO cepii)
CKNstHOMY PixTtep", abo nocTavarnbHuKa BUXigHOro matepiany,
KapTpuoxi, 3 YropLmHa; peareHTy abo 4ONOMIKHOT pe4OBMHYU (SIKLLO
ryMOBOIO Npo6Koto- BMPOBHMLTBO 3a3HayeHo y Agocke) - Komnanis Mpoesiso
NOPLUHEM i T'yMOBUM Hepo3cacoBaHo BariocainHcuc M'mbX i Ko. KIM, HimewuunHa (Provivo
ONCKOM 3 T npoaykuii, Biosciences GmbH & Co. KG) 6yna BunyyeHa B
antoMiHieBNM nepBuHHa SAKOCTi AiNbHULI ANS NPOBEAEHHS KOHTPOMIO SKOCTI
KOBNa4KomMm, ynakoBka Al 3a nokasHukoM «bionoriyHa akTUBHICTbY»
BMIiLLLEHOMY Y pyYKy (kapTpuoxi); (Biological activity (in vivo)). JTaGopaTopis

Ons BBeAeHHs:; no 1
abo 5, abo 10
nonepegHLo
HamnoBHEHUX PYYOK 3
0QHOPa3oBMMU
ronkamu (BignosigHo
1 a6o 5 abo 10) i
cepBeTKamu,
NpoCcoYeHNMU
cnupToM
(ignoBigHo 1 abo 5
abo 10) B kapTOHHIN
Kopobui

KOHTPOIb AKOCTI
3a HacTynHUMK
nokasHUKamu:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecichapm MokH,
®paHuis;
BUPOBHMLTBO
Hepo3dpacoBaHO
T npoaykuii;
nepBuMHHA
ynakoBka
(kapTpuaxi);
KOHTPOIb AKOCTI
3a HacTynHUMK
NnokasHUKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible

GionoriyHoro aHanisy ansa 6ionoriyHoi aHaniTMkn
'M6X, HimeuyumHa (Bioassay — Labor fur
Biologische Analytik GmbH (Bioassay GmbH))
3anuwuiunack AinbHuueto ansa sunpobysaHHa ADI
no LbOMY NoKa3HuKy. Takox B po3gin 3.2.5.2.1
BHECEHI AesiKi pefakLiiHi npaBKu Mo TEKCTY; 3MiHK
| Tuny - 3minHun 3 akocTi. A®I. BupobHuuTtso. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMy npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovatoun, Ae HeobxigHo, MicLie NpoBeAeHHs
KOHTponto sikocTi) ADI (3a BiacyTHOCTI
cepTudgikaTa BignoBigHOCTi €BponechbKii
hapmakonei y 3aTBepaXeHOMY A0ChE)(3MiHU 4O
3axofiB, NoB'si3aaHnx 3 koHTponem Adl, abo
[oAaBaHHSA AinbHWLi, Ae NPoBOANTLCA
KOHTpOnb/BUNpobyBaHHsi cepii) - KomnaHis
AnbBoTek MaHHoBep MMGX (Alvotech Hannover
GmbH),HimeuyunHa 6yna 3amiHeHa B AKOCTi
OinbHUUI AN NpoBeAeHHst KOHTposto skocTi ADI
(dbonnitponiHy anbda) 3a nokasHukamm «N-
rnikaHny (N-glycans), «N-rnikoninHenpamiHosa
kmucnota» (NGNA) ( N-Glycolylneuraminic acid),
«OxkucneHi opmuny» (Oxidised forms) Ha AinbHULIO
MonimyH CaeHTidik IMmyHbGionoriwe dopLuyHr
'm6X, ABcTpis (Polymun Scientific
Immunbiologische Forschung GmbH (CkopoyeHa
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Particles: CiMi Ha3zBa: Polymun Scientific GmbH)); 3mitu | Tuny -
dapmacbioTikan 3MmiHm 3 akocTi. A®I. KoHtponb A®I. 3miHa y
c Nlimiten, mMeTogax BunpobysaHHst APl abo BuxigHoro
Benuka maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BpuTtaHis; BMKOPUCTOBYETLCS y Npoueci BUpobHuutea AdI
BMPOBHMLTBO (He3HayHi 3MiHM y 3aTBEpMXEHUX MeToaax
Hepo3dacoBaHo BUNpoOyBaHHS) - HeaHauHi 3MiHM B npoueaypi
i npoaykuii, BunpobysaHHs (Content FSH, Purity, Identification
nepBuHHa (Peptide map)) conikynocTMmyno4oro ropMoHy
ynakoBka (®CrIN) (SEC-HPLC) anst akTMBHOI pe4OBUHM
(kapTpuaxi); donitponiH anbda (Follitropin alfa) - BBeaeHHs
KOHTPOrb SKOCTI HOBOrO CTaHOAPTHOrO 3pas3Ky, 3MiHN 06’emy
3a Bcima BychepHOro po3yrHy Ta LinboBUX Mac, a Takox
NoKasHMKamm 3MiHM Yacy BMMIPIOBaHHS (4ac 3ynuHKM, Yac
cneumdikauii, 3akiH4eHHs1); 3MiHn | Tuny - 3MiHm 3 sikocTi. ADI.
okpim Biological KoHTponb A®L. 3miHa y MeToaax BUNpoOyBaHHS
activity A®I| abo BuxigHOro matepiany/npoMixxHoro
(BionoriyHoi npopykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
aKTUBHOCTI) Ta npoueci BupobHuuTBa AP| (HE3HAYHI 3MiHK Y
Sterility 3aTBEpAKEHVX MeTofax BUNpobyBaHHS) -
(CtepunbHocTi)) HesHauHi 3MiHM B npoueaypi BunpobyBaHHs
: donikynoctumynotodoro ropmoHy (OCrIN) (SEC-
BAT "l'egeoH HPLC) ans aktuBHoi pe4oBuHn doniTponiH anbda
PixTep", (Follitropin alfa) - BBe4EHHS HOBOFO BTOPUHHOIO
YropwuHa CTaHOapTHOro 3pasky
25. | BEM®ONA PO34UH ANS iH eKLiN BAT YropwuHa 360pKa pyydku YropwwuHa/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/17528/01/02
B nonepeaHbo "epeoH ans iH'ekuin, ®paHuis/ 3MiHu | TUny - AgmiHicTpaTuBHI 3MiHW. BunyyeHHs peuenmom
HanoBHeHIW py4Lli no PixTep" BTOPUHHA Benuka BUPOGHMYOT AinbHULI (BKMOYa4YmM AinbHULi Ans
150 MO (11 ynaKkoBka, Bputanis A®I, npomixxHOro NpoaykTy abo rorosoro
mkr)/0,25 mn; no [03Bin Ha nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
0,25 Mn po3ynHy BUMYCK cepii: nakyBaHHs1, BUpoOHWKa, BifnosiganbHoro 3a
ons iH'ekuin B BAT "T'eneoH BUMYCK Cepili, MicLie MPOBEAEHHSA KOHTPOIIO cepii)
CKISIHOMY PixTep", abo nocTavanbHKKa BUXIQHOrO matepiany,
KapTpuoxi, 3 YropLwuHa; peareHTy abo AONOMiXXHOT PEHOBUHM (SIKLLO
ryMOBOIO NpobKoto- BMPOGHMLTBO 3a3HayeHo y Agocke) - Komnaria Mpoesiso
NOpPLUHEM i TyMOBUM Hepo3dpacoBaHO BanocanHcuc M'mbX i Ko. KIT, HimewunHa (Provivo
[OVICKOM 3 i npoaykuii, Biosciences GmbH & Co. KG) 6yna Buny4yeHa B
antoMiHieBUM nepBuHHa SIKOCTi AiNbHWLI NS NPOBEeAEHHS KOHTPOIHO SIKOCTI
KOBMA4KoOM, ynakoBka ADI 3a nokasHukom «bionoriyHa akTUBHICTb»
BMIiLLEHOMY Y PYy4Ky (kapTpuaxi); (Biological activity (in vivo)). NaGopatopis

Ons BBeAEHHs:; no 1
abo 5, abo 10
nonepeaHLo
HaMoOBHEHMX PYYOK 3
0OHOPa3oBMMU
ronkamu (BignosigHo
1 abo 5a6o 10)i
cepBeTKamu,
NpOCoYEeHNMHU

KOHTPOIb AKOCTI
3a HacTynHUMKn
NOKa3HUKaMu:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible

GionoriyHoro aHanisy gnsa 6ionoriyHoi aHaniTMkn
'M6X, HimevunHa (Bioassay — Labor fur
Biologische Analytik GmbH (Bioassay GmbH))
3anvmnachk AinbHuueto Ans sunpobysaHHa ADI
no LbOMY NoKa3HuKy. Takox B po3gin 3.2.5.2.1
BHECEHI Aesiki peaakLiiHi npaBku Mo TEKCTY; 3MiHM
| Tuny - 3minHun 3 akocTi. A®I. BupobHuuTtseo. 3miHa
BUPOGHMKa BUXiOHOTO/MPOMiXKHOIO
NpOAYKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
CnMpToM Particles: BUpobHM4oMy npoueci A®I, abo amiHa BUpoGHMKa
(ignoBigHo 1 abo 5 Pecicapm MoH, (BKntovaroum, ae HeobxigHo, MicLe NpoBeaEHHS
ab6o 10) B KapTOHHIl dpaHuis; KOHTponto sikocTi) A®I (3a BigcyTHOCTI
Kopobui BUPOBHMLUTBO cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
HeposdacoBaHo dapmakonei y 3aTBepaxXeHoOMy A0CbE)(3MiHN A0
T npoayKuii; 3axopis, NoB'sA3aHnx 3 koHTponem A®I, abo
nepBuHHa [ofaBaHHS OinbHWL, Ae NPOBOAUTLCS
yrnakoBka KOHTPOIb/BMNPOBOYBaHHS cepii) - KomnaHis
(kapTpuoxi); AnbBoTek MaHHoBep MMBX (Alvotech Hannover
KOHTPOIb AKOCTI GmbH),HimeuyunHa 6yna 3amiHeHa B AKOCTi
3a HacTynHUMKU AiNbHULI ANS NPOBEAEHHSI KOHTPOSO AKocTi ADI
NoKa3HUKamMu: (cbonnitponiHy anbga) 3a nokasHmkamm «N-
Bacterial rnikaHny (N-glycans), «N-rnikoninHenpamiHosa
endotoxins; kmucnota» (NGNA) ( N-Glycolylneuraminic acid),
Sterility; Visual «OkucneHi bopmun» (Oxidised forms) Ha ginbHULO
Appearance; MonimyH CaeHTidik IMMyHGionoriwe dopLuyHr
Visible Particles; 'm6X, ABcTpis (Polymun Scientific
Sub-visible Immunbiologische Forschung GmbH (CkopoyeHa
Particles: CiMi HazBa: Polymun Scientific GmbH)); 3mitu | Tuny -
dapmacbioTikan 3miHn 3 akocTi. A®I. KoHtponb A®I. 3miHa y
c Nimiten, mMeTogax BunpobysaHHst APl abo BuxigHoro
Benuka maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BpuTaHis; BMKOPVCTOBYETLCS y NpoLeci BupobHuutea AdI
BMPOGHMLTBO (He3HayHi 3MiHM y 3aTBEPAXEHUX MeToaax
Hepo3cacoBaHo BMNpobyBaHHs1) - HeaHauHi 3miHM B npoueaypi
i npoaykuii, BunpobyBaHHs (Content FSH, Purity, Identification
nepBuMHHA (Peptide map)) donikynocTMmynoH4oro ropMoHy
ynakoBka (PCr) (SEC-HPLC) onst akTMBHOI pe4oBUHU
(kapTpuaxi); donitponiH anbda (Follitropin alfa) - BBeaeHHsA
KOHTPOIb SIKOCTI HOBOrO CTaHOAPTHOrO 3pas3Ky, 3MiHN 06’emy
3a Bcima BychepHOro po3yrHy Ta LinbOBUX Mac, a Takox
NokasHMKkamm 3MiHM Yacy BMMIPIOBaHHS (4ac 3ynuHKM, vac
cneuudikauii, 3akiH4eHHs1); 3MiHu | Tuny - 3miHn 3 skocTi. ADI.
okpim Biological KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHs
activity A®I| abo BuxigHOro matepiany/npoMixxHoro
(BionorivHoi npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
aKTUBHOCTI) Ta npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
Sterility 3aTBEpAKEHVX MeTofax BUNpobyBaHHS) -
(CtepunbHocTi)) HesHayHi 3miHM B npoueaypi BUNpobyBaHHS
: donikynoctumyntoo4oro ropmony (PCI) (SEC-
BAT "lepeoH HPLC) ons aktMBHoi pevoBuHM PoniTponiH anbda
PixTep", (Follitropin alfa) - BBEA€HHS HOBOTO BTOPUHHOTO
YropwuHa CTaHOapTHOro 3pasky
26. | BEM®ONA PO34UH ANS iH eKUin BAT YropwuHa 360pKa pyyku YropwwuHa/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/17528/01/03
B nonepeaHbo "leneoH ans iH'ekuin, ®paHuis/ 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. BunyyeHHs peuenmom
HanoBHEHIV py4Li no PixTep" BTOPUHHA Benuka BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULI Ans
225 MO (16,5 ynakoBka, Bputanis A®I, npomixxHOro NpoAykTy abo rorosoro
mkr)/0,375 mn; no [03Bin Ha nikapcbkoro 3acoby, AinbHUL Ans NpoBEAeHHS
0,375 Mn po3ymHy BUNYCK cepii: nakyBaHHsi, BUpoOHWKa, BignosigansHoro 3a
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

ans in'ekuin B BAT "l'eneoH BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)

CKIAAHOMY PixTep", abo nocTavanbHvKa BUXigHOrO MaTepiany,

KapTpuoxi, 3 YropLmHa; peareHTy abo LONOMiIXKHOT pe4OBUHU (SIKLLO

ryMOBO Npo6Koto- BUPOBHMLUTBO 3a3HayveHo y focbe) - KomnaHis MNpogiBo

MOpLUHEM | FyMOBUM HeposdacoBaHo BaitocanHcuc MmbX i Ko. KI', Himeuwunna (Provivo

ONCKOM 3 T npoaykuii, Biosciences GmbH & Co. KG) 6yna Buny4yeHa B

anioMiHieBUM nepBuHHa SAKOCTIi AINbHULI ANA NPOBEAEHHSA KOHTPOSMO AKOCTI

KOBMa4Kom, yrnakoBka A 3a nokasHukom «bionoriyHa akTUBHICTb»

BMIiLLLEHOMY Y PYyYKy (kapTpuoxi); (Biological activity (in vivo)). JTabopaTopis

ONsi BBEAEHHS; no 1
abo 5, abo 10
nonepegHLo
HaMoBHEHMX PY4OK 3
0QHOPa30oBMMMU
ronkamu (BignosigHo
1 ab6o 5 abo 10) i
cepBeTkamu,
NpPOCOYEeHNMH
cnMpToM
(BignosigHo 1 abo 5
ab6o 10) B KapTOHHiIl
Kopobui

KOHTPOIb AKOCTI
3a HacTynHUMK
noKasHuKamu:
Bacterial
endotoxins,
Sterility; Visual
Appearance,;
Visible Particles;
Sub-visible
Particles:
Pecicdapm MoH,
dpaHuis;
BUPOBHMLUTBO
HeposdacoBaHo
T NpoaykKuii;
nepBuHHA
yrakoBka
(kapTpuaxi);
KOHTPOIb SKOCTI
3a HacTynHUMK
nokasHUKamu:
Bacterial
endotoxins;
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles: Cilli
dapmachioTikan
c Nlimiten,
Benuka
BpuTaHis;
BUPOBHMUTBO
Hepo3dacoBaHO
i npoaykuii,
nepBuHHA
ynakoBka
(kapTpuaxi);
KOHTPOIb AKOCTI
3a Bcima

GionoriyHoro aHanisy gns 6ionoriyHoi aHaniTUkK
MmM6X, HimeuuunnHa (Bioassay — Labor fur
Biologische Analytik GmbH (Bioassay GmbH))
3anuwimnack ginbHuueto ans sunpodyeaHHsa AP|
no LbOMY NOKa3HuKy. Takox B po3gin 3.2.5.2.1
BHeCeHi aesiki pegakuiiHi npaBKu No TEKCTY; 3MiHK
| TMny - 3MiHu 3 sikocTi. ADL. BupobHuuteo. 3miHa
BMPOBHVKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(BKntoyarouun, oe HeobxigHo, MicLe NpoBeaeHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
dapmakonei y 3aTBepaXeHOMY A0CbE)(3MiHN A0
3axopis, nos'sA3aHnx 3 koHTponem A®I, abo
[oAaBaHHsA AinbHULI, A€ NPOBOANTLCA
KOHTponb/B1nNpobyBaHHs cepii) - Komnaris
AnbBoTek MaHHoBep MMBX (Alvotech Hannover
GmbH),HimeyvunHa 6yna 3amiHeHa B sIKOCTi
OinbHWLI Ans NpoBeAEHHsT KOHTPosto sakocTi ADI
(dbonniTponiHy anbda) 3a nokasHukamm «N-
rnikaHu» (N-glycans), «N-rnikoninHevipamiHoBa
kmucnota» (NGNA) ( N-Glycolylneuraminic acid),
«OxkucneHi opmun» (Oxidised forms) Ha AinbHULIO
MonimyH CaeHTichik IMMyHGionoriwe ®opLuyHr
'm6X, Asctpisa (Polymun Scientific
Immunbiologische Forschung GmbH (CkopoyeHa
HasBa: Polymun Scientific GmbH)); 3miHn | Tuny -
3miHm 3 akocTi. A®l. KoHtponb A®I. 3miHa y
meTogax BunpobyBaHHa ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS y npoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNpobyBaHHs1) - HeaHauHi 3miHM B npoueaypi
BunpobyBaHHs (Content FSH, Purity, Identification
(Peptide map)) ponikynocTMmynol4oro ropMoHy
(PCr) (SEC-HPLC) onst akTMBHOI pe4oBUHM
donitponiH anbda (Follitropin alfa) - BBegeHHs
HOBOrO CTaHAAPTHOrO 3pasky, 3MiHN 06’emy
6ycepHOro po3ymHy Ta LinboBUX Mac, a Takox




23

[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nokasHukamm 3MiHM Yacy BUMIpIOBaHHSI (4ac 3ynuHKK, Yac
cneundikadii, 3akiH4eHHs); 3MiHn | TMny - 3MiHm 3 akocTi. ADL.
okpim Biological KoHTponb A®L. 3miHa y meToaax BunpobyBaHHS
activity A®I abo BuxigHoro matepiany/npomMixHoro
(BionorivHoi npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
aKTMBHOCTI) Ta npoueci BupobHuuTBa AP| (He3HaYHI 3MiHK Y
Sterility 3aTBEpPAKEHNX MeToAax BUNPOoOyBaHHS) -
(CrepunbHocri)) HesHauHi 3miHu B npoueaypi BUNpobyBaHHs
: onikynoctumynotodoro ropmoHy (®CrIN) (SEC-
BAT "lepeoH HPLC) ons aktuBHOi pevoBuHM PoniTponiH anbga
PixTep", (Follitropin alfa) - BBEA€HHS HOBOTO BTOPUHHOIO
YropwuHa CTaHOapTHOrO 3pasky
27. | BEM®OINA PO34MH ANs iH eKuin BAT YropwuHa 360pKa pyyku YropwwmHa/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/17528/01/04
B rnornepeaHLo "lepeoH Ans iH'eKuin, ®paHuis/ 3MiHM | TUny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs peuenmom
HaMOBHEHIN py4ui No Pixtep" BTOpPUHHA Benwuka BUPOBHMYOT AinbHUUI (BKMOYAKOYM AiNbHULI Ans
300 MO (22 mkr)/0,5 ynakoBkKa, BpuTaHis A®I, npomixxHoro npogykTy abo rotoBoro
mi; no 0,5 mn [03BiN Ha nikapcbKoro 3acoby, AinbHUL ANS NPOBEeAEHHS
PO34MHY ANs iH'eKUin BUMYCK Cepil: nakyBaHHs, BUPOOHMKa, BignoBiganbHoro 3a
B CKNAHOMY BAT "T'eneoH BUMNYCK Cepili, MicLie NpoBeAEeHHS! KOHTPOIIO cepii)
KapTpuoxi, 3 PixTep", abo nocTayanbHVKa BUXIQHOTO marepiany,
ryMOBO Npo6koto- YropwuHa; peareHTy abo JONOMiKHOT PEYOBUHM (SIKLLO
NOPLUHEM i T'yMOBUM BUPOBHMLUTBO 3a3HayveHo y gocbe) - KomnaHis Mpogiso
ONCKOM 3 HeposdacoBaHo BanocanHcuc M'mbX i Ko. KI', Himewunna (Provivo
antoMiHieBuUm T npoaykuii, Biosciences GmbH & Co. KG) 6yna BunyyeHa B
KOBMaykoM, nepBuHHa SIKOCTi AiNbHULI ANS NPOBeAEHHS KOHTPOMIO SIKOCTi
BMIiLLEHOMY Y PY4Ky yrnakoBka A®I 3a nokasHuKoM «bionoriyHa akTUBHICTb»
Ans BBeAEHHS; no 1 (kapTpuaxi); (Biological activity (in vivo)). Na6opatopis

abo 5, abo 10
ronepeaHbLo
HamnoBHEHUX PYYOK 3
0QHOPa3oBMMU
ronkamu (BignosigHoO
1 abo 5 abo 10) i
cepBeTKamu,
NpPOCOYEeHUMMU
cnupToM
(ignoBigHo 1 abo 5
abo 10) B kapTOHHIN
kopooui

KOHTPOIb SKOCTI
3a HacTynHUMK
nokasHUKamu:
Bacterial
endotoxins,
Sterility; Visual
Appearance;
Visible Particles;
Sub-visible
Particles:
Pecicdapm MoH,
®paHuis;
BMPOGHMLUTBO
Hepo3dacoBaHo
T npoaykuii;
nepBuHHa
yrakoBka
(kapTpuaxi);
KOHTPOIb SKOCTI
3a HacTynHUMK
nokasHUKamu:
Bacterial

GionoriyHoro aHanisy Ans GionoriYHoi aHaniTuku
'mM6X, HimeyunHa (Bioassay — Labor fur
Biologische Analytik GmbH (Bioassay GmbH))
3anuwmnach ginbHuueto anst BunpobysaHHs ADI
no LbOMY NMOKa3HWKy. Takox B po3gin 3.2.5.2.1
BHECEHI Aesiki peaakuiiHi npaBku MO TEKCTY; 3MiHM
| Tuny - 3miHun 3 sikocTi. APl BupobHuuTteo. 3miHa
BMPOBHVKa BUXiAHOIO/MPOMIXKHOIO
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
(BKntoyaroun, oe HeobxigHo, MicLie NpoBeaeHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTIi EBpoNechbkin
dapmakonei y 3aTBepAXeHOMY A0ChE)(3MiHU A0
3axofiB, NoB'sizaaHux 3 koHTporem Adl, abo
[oAaBaHHs AinbHWLi, Ae NPOBOAUTLCA
KOHTponb/B1NpobyBaHHsi cepii) - Komnaris
AnbBoTek MaHHoBep MMGX (Alvotech Hannover
GmbH),HimeyvunHa 6yna 3amiHeHa B sIkoCTi
OiNbHULI ANs NPOBEAEHHST KOHTPOSto sAkocTi AD|
(donnitponiHy anbda) 3a nokasHukamu «N-
rnikaHuy (N-glycans), «N-rnikoninHevipamiHosa
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
endotoxins; kucnota» (NGNA) ( N-Glycolylneuraminic acid),
Sterility; Visual «OxkucneHi opmun» (Oxidised forms) Ha AinbHuULIO
Appearance; MonimyH CaeHTidik IMMyHGionoriwe PopLuyHr
Visible Particles; 'M6X, AecTpia (Polymun Scientific
Sub-visible Immunbiologische Forschung GmbH (CkopoyeHa
Particles: CiMli Ha3zBa: Polymun Scientific GmbH)); 3mitu | Tuny -
dapmackioTikan 3MiHn 3 akocTi. ADI. KoHTponb A®I. 3miHa y
c llimiten, MeToaax BunpobyBaHHs A®I abo BUxigHoro
Benuka maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BpuTtaHis; BUKOPUCTOBYETbLCS Y Npoueci BUpobHuLTea ADI
BMPOBOHMLTBO (He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
Hepo3cacoBaHo BUNpobyBaHHs) - HeaHauHi 3MiHK B npoueaypi
T npoaykuii, BunpobyeaHHs (Content FSH, Purity, Identification
nepBuHHa (Peptide map)) donikynocTMmyso40ro ropMoHy
ynakoBka (®CrIN) (SEC-HPLC) anst akTMBHOI pe4OBUHM
(kapTpuoxi); donitponiH anbda (Follitropin alfa) - BBegeHHs
KOHTPOIb SKOCTI HOBOIO CTaHAAPTHOrO 3pas3ky, 3MiHN 06’emy
3a Bcima BychepHOro po3yrHy Ta LinboBMX Mac, a Takox
nokasHukamm 3MiHM Yacy BUMIpIOBaHHSI (4ac 3ynuHKK, Yac
cneundikauii, 3aKiH4eHHs); 3MiHn | TMny - 3MiHm 3 sikocTi. ADI.
okpim Biological KoHTponb A®L. 3miHa y MeToaax BUNpoOyBaHHS
activity A®I abo BuxigHoro matepiany/npoMiKHoOro
(BionorivHoi npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
aKTUBHOCTI) Ta npoueci BupobHuuTBa AP| (HE3HaYHI 3MiHK Y
Sterility 3aTBEpOKEHMX MeTofax BUNpobyBaHHs) -
(CrepunbHocTi)) HesHauyHi 3miHM B npoueaypi BUNpobyBaHHS
: donikynoctumyntoto4oro ropmony (PCI) (SEC-
BAT "legeoH HPLC) ons aktuBHoi pevoBuHM PoniTponiH ansga
PixTep", (Follitropin alfa) - BBEA€HHS HOBOrO BTOPUHHOIO
YropwuHa CTaHOapTHOro 3pasky
28. | BEM®ONA PO34UH ANS iH eKLin BAT YropwuHa 360pKa pyyku YropwuHa/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/17528/01/05
B nonepeaHs0 "TeneoH Ons iH'ekuin, ®paHuia/ 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. BunyyeHHs peuenmom
HanoBHeHIV py4Lli no PixTep" BTOPUHHA Benuka BUPOGHMYOT AinbHULI (BKMOYaYmM AinbHULI Ans
450 MO (33 ynakoBka, BpuTaHis A®I, npomixxHoro npoaykTy abo rotoBoro
mkr)/0,75 mn no 0,75 [03BiN Ha nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
M1 PO34MHY Ans BUMYCK cepii: nakyBaHHs1, BUpoOHWKa, BifnosiganbHoro 3a
iH'eKUin B ckNsiHOMY BAT "legeoH BUWMYCK Cepili, MicLie NpOBeAEHHS KOHTPOMO cepii)
KapTpuoxi, 3 PixTep", abo nocTayanbHVKa BUXIQHOrO marepiany,
ryMOBO Npo6koto- YropwuHa; peareHTy abo AONOMiXHOT PEHOBUHM (SIKLLIO
NOpPLUHEM i TYMOBUM BMPOGHMLUTBO 3a3HayeHo y Aocbe) - Komnanisi Mpogiso
ONCKOM 3 Hepo3dacoBaHo BanocanHcuc M'mbX i Ko. KI', HimewunHa (Provivo
antoMiHieBUM i npoaykuii, Biosciences GmbH & Co. KG) 6yna Buny4yeHa B
KOBMaYKoM, nepBuHHa SIKOCTi AiNbHULI ANs NPOBeAEHHS KOHTPOMIO SIKOCTI
BMIiLLEHOMY Y PYy4Ky yrnakoBka A®I 3a nokasHuKkoM «bionoriyHa akTUBHICTb»
Ans BBeAEHHS; no 1 (kapTpuaxi); (Biological activity (in vivo)). Na6opatopis
abo 5, abo 10 KOHTPOIb SIKOCTi GionoriyHoro aHanisy aAns GionoriYHoi aHaniTukK
nonepeaHLo 3a HacTynHUMKn 'M6X, HimeyunHa (Bioassay — Labor fur
HanoBHEHMX PY4OK 3 nokasHUKamu: Biologische Analytik GmbH (Bioassay GmbH))
0fHoOpa3oBUMU Bacterial 3anuwmnach ginbHuuero ansi BunpobysanHs ADI
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ronkamu (BignosigHo endotoxins, no LbOMy NMokasHuKy. Takox B po3gin 3.2.5.2.1
1 a6o 5 abo 10) i Sterility; Visual BHECEHI AesKi peaakuUiviHi npaBku No TEKCTY; 3MiHM
cepBeTKamu, Appearance; | TMny - 3MiHu 3 sikocTi. ADL. BupobHuuteo. 3miHa
NPOCOYEHNMM Visible Particles; BUPOBHMKA BUXIOHOrO/MPOMIDKHOIO
crnmpTom Sub-visible npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
(BignosigHo 1 abo 5 Particles: BUpobHM4omy npoueci A®l, abo amiHa BUpobHMKa
ab6o 10) B KapTOHHIl Pecichapm MoH, (BKntovarouun, ge HeobxigHo, MicLe npoBeaeHHs
KopobuLi ®paHuis; KOHTponto skocTi) AdI (3a BiACYyTHOCTI
BUPOBHMLUTBO cepTudgikaTa BignoBigHOCTI €Bponeichkii
Hepo3dacoBaHo dapmakonei y 3aTBepmxeHOMY LOCbE)(3MiHM O0
i npoayKuii; 3axofiB, NoB'si3aHnx 3 koHTporem Adl, abo
nepBuHHa OofaBaHHs OinbHWL, Ae NPOBOAUTLCS
ynakoBka KOHTpOMb/BUNpoByBaHHs cepii) - KomnaHisi
(kapTpuaxi); AnbsoTek NaHHoBep MMOX (Alvotech Hannover
KOHTPOIb AKOCTI GmbH),HimeuyunHa 6yna 3amiHeHa B sIKOCTi
3a HacTynHUmun OiNbHULI ANs NpoBeAeHHst KOHTponto sikocTi ADI
NnoKasH1Kamu: (dbonniTponiHy anbda) 3a nokasHukamm «N-
Bacterial rnikaHny (N-glycans), «N-rnikoninHenpamiHosa
endotoxins; kncnota» (NGNA) ( N-Glycolylneuraminic acid),
Sterility; Visual «OxkucneHi opmmn» (Oxidised forms) Ha AinbHULIO
Appearance; MonimyH CaeHTidik IMMyHGionoriwe dPopLuyHr
Visible Particles; 'M6X, AecTpis (Polymun Scientific
Sub-visible Immunbiologische Forschung GmbH (CkopouyeHra
Particles: CiMi Ha3zBa: Polymun Scientific GmbH)); 3mitu | Tuny -
dapmachkioTikan 3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
c Jlimiten, meTozax BunpobyBaHHst A®I abo BuxigHoro
Benuka maTepiany/npoMixXHOro NpoaykTy/peareHTy, LWo
BpuTaHis; BMKOPUCTOBYETbLCS y NpoLeci BupobHuutea AdI
BMPOGHMLTBO (He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
Hepo3dpacoBaHo BUNpobyBaHHs1) - HeaHauHi 3mMiHM B npoueaypi
i npoaykuii, BunpobyBaHHs (Content FSH, Purity, Identification
nepBuHHa (Peptide map)) donikynocTMmysoH40oro ropMoHy
ynakoBka (PCr) (SEC-HPLC) onst akTMBHOI pe4oBUHM
(kapTpuaxi); donitponiH anbda (Follitropin alfa) - BBeaeHHs
KOHTPOIb SKOCTI HOBOrO CTaHAAPTHOrO 3pas3ky, 3MiHN 06’emy
3a Bcima OydepHOro posurHy Ta LinboBUX Mac, a TaKoX
nokasHukamm 3MiHM Yacy BUMIpIOBaHHsI (Yac 3ynuHKK, Yac
cneundikauii, 3akiH4eHHs); 3MiHn | Tuny - 3MiHm 3 sikocTi. ADI.
okpim Biological KoHTponb A®I. 3miHa y meTodax BUNpobyBaHHS
activity A®I| abo BuxigHOro Matepiany/npomMixxHoro
(BionorivHoi NpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
aKTUBHOCTI) Ta npoueci BupobHmuTea AP| (He3HayHi 3MiHW Yy
Sterility 3aTBEpOKEHMX MeTofax BUNPOByBaHHS) -
(CrepunbHocTi)) HesHayHi 3miHM B npoueaypi BUNpobyBaHHS
: onikynoctumynotyoro ropmoHy (®CrIN) (SEC-
BAT "legeoH HPLC) ans aktuBHoi pevoBuHM doniTponiH ansga
PixTep", (Follitropin alfa) - BBeA€HHS HOBOrO BTOPUHHOTO
YroplumHa CTaH4apTHOro 3pasky
29. | BETMUTA TabneTku Actennac HigepnaH BMPOGHMLUTBO CLIA/ BHECEHHS1 3MiH 4O peecTpauinHmMX maTepianis: 3a - UA/14532/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NPOSIOHroBaHoiI Aii dapma an bulk: ABapa Higepnanam | 3miHu | Tuny - 3milm wopo 6e3nekn/edpeKTMBHOCTI peuenmom
no 25 mr; no 10 Opon B.B. dapmachbioTikan Ta chapmakoHarnsgy. 3miHa yactotu Ta/abo
TabneTtok y 6nicrepi; TekHonogxumc TEPMIiHIB MOAaHHA perynsapHO OHOBOBaHUX 3BITiB
no 1 abo 3 6nictepu IHK., CLUA; 3 Besneku nikapcbkux 3acobis - 3MiHa YacToTn
Yy KapTOHHI nayui nepBuHHa Ta NOAaHHS perynsipHO OHOBIIIOBAHOIO 3BiTy 3
BTOPUHHA 6esneku.
ynakoBka, [itoya pegakuis: Yactora nogaHHa perynsapHo
KOHTPOIb SKOCTI, OHOBIOBAHOIO 3BiTy 3 6e3neku 1 pik. KiHueBa
BigNoBiganbHUN paTta ans BkntoYeHHs aaHux go PO36 -
3a BMNYyCK cepii: 31.12.2018 p. Jata nogaHHs - 11.03.2019 p.
Actennac lMponoHoBaHa peaakuis: Yactota nogaHHs
Papma HOpon perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3neku 3 poku.
B.B., KiHueBa gata ans Bknto4YeHHs gaHux go PO36 -
Hinepnanan 30.06.2024 p. Oata nogaHHs - 28.09.2024 p.
PekomeHaoBaHO A0 3aTBEPKEHHS BiAMNOBIAHO A0
nepioaMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkmx 3acobiBs y EC
30. | BETMUTA TabneTku Actennac HigepnaH BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 4O peecTpauinHnxX maTtepianis: 3a - UA/14532/01/02
NPOSIOHroBaHoI Aii dapma an bulk: ABapa Higepnanam 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom
no 50 mr; no 10 Opon B.B. dapmachioTikan Ta papmakoHarnsgy. 3miHa YactoTu Ta/abo
TabneTtok y 6nicrepi; TekHonogxmc TEPMIiHIB MOA4AHHA perynspHO OHOBOBaHUX 3BITiB
no 1 abo 3 6nictepu IHK., CLUA; 3 Besneku nikapcbkux 3acobis - 3miHa YacToTn
Yy KapTOHHIi nayui nepBuHHa Ta NOAaHHS perynsipHO OHOBITIOBAHOIO 3BiTy 3
BTOPUHHA 6e3neku.
ynakoBka, [itoya pepakuis: YactoTta nogaHHsA perynspHo
KOHTPOIb SIKOCTI, OHOBIHOBAHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa
BigNoBiganbHUN paTta ans BkntoveHHs aaHux go PO36 -
3a BMNYCK cepii: 31.12.2018 p. Jata nogaHHs - 11.03.2019 p.
Actennac lMponoHoBaHa pepakuisa: Yactota nogaHHs
dapma HOpon perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku 3 poku.
B.B., KiHueBa gata ans BkntoyeHHs gaHux no PO36 -
Hinepnangn 30.06.2024 p. lata nogaHHs - 28.09.2024 p.
PekomeHgoBaHO [0 3aTBepOXXEHHS BIANOBIAHO A0
nepioAnNYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BiTiB 3 6e3neku nikapcbkmx 3acobiB y €C
31. | BIOKNEWH PO34uH NS iH'eKuin, MpuBaTtHe YkpaiHa MpusatHe Ykpaina BHECEHHS 3MiH 10 peecTpauifHuX MaTepianis: 3a He UA/18960/01/01
30 mr/mn, no 1 mn B aKujioHepHe akujioHepHe 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
amnyni; no 5 amnyn TOBapucCTBo TOBapucTBo Ta dhapmakoHarnsaay. 3miHa y KopoTKin
y 6nicTtepi; no 1 abo "Nekxim- "Nekxim-Xapkis" XapakTepucTuLL NikapcbKoro 3acoby, TeKCTi
no 2 6nictepu B Xapkis" MapKyBaHHS Ta IHCTPYKLUii Ans Mean4Horo

nayui; no 1 mn e
amnyni no 100
amnyn B navui

3aCTOCyBaHHs Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbkoro 3acoby B nicrnsapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiaTpuyHux
pocnimkeHrb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3miHu
BHECEHO B iHCTPYKLIO Ans MegnyHoro
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3acTocyBaHHS Nikapcbkoro 3acoby Ao poaainy
"OcobnuBocTi 3acTocyBaHHs" BiANOBIAHO A0
OHOBJEHOI iHchopmalii Wwoao 6esnekn
3acTOoCyBaHHS [ito40i PEYOBUHM 3rigHO 3
pekomeHgauieto PRAC

32.

BOJ-PAH®

Tabnetkn, no 10
TabneTok y 6nicTepi;
no 1 Gnictepy B
KapTOHHIN ynakoBLyj;
no 10 Tabnetok y
6nictepi; no 10
GnicTepiB y
KapTOHHIN ynakoBLi

IDKIBOXAP
A ®APMA
MPAMBIT
nmMmITeq

IHgia

BadpHa
dapmachbioTikan
c Nta., lHaia
Bisimen J1abc
JTa, IHaia

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauinHoro nNoceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). TepmiH BBe4EHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepmKeHHs. 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a papmakoHarns. firova pegakuis:
[onanakpiwHa Manikep BiHy. MponoHoBaHa
pepakuis: O-p PagxaH Oy6en. 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHoi ocobu, BianoBigansHoi 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
Ykpaini. [itova pegakuis: |IBaHuubkvin AHApin
BacunboBuy. MNponoHoBaHa pepakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHYMKA,
BiNoBiganbHoil 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-caiina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHn
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
OHOBEHHSA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. 3miHa y MapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBEAEHHAM Y BiANOBIAHICTb A0
BMMOr 3aKOHOOABCTBA. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsiLiB Nicnsi 3aTBEpAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/13388/01/01

33.

BOJ1-PAH®

Tabnetku in bulk: no
1000 Tabnetok y
nakeTi, BKnageHomy

IDKIBOXAP
A ®APMA
NPAVBIT

IHaia

BadHa
dapmachbioTikan
c Ilta., IHgis

IHAis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauiHoro nocBig4eHHst) (3rigHo Hakasy MO3

He
nidnsieae

UA/13389/01/01
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3aseHuUK

Kpaina
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[IpoioBxkeHHs JoaaTka 3

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢ghopma,
ynakoeka)
Yy KOHTenHep

nmMmITeq

3asieHUKa

Bupo6bHuk

Bisimen J1abc

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

34.

BOPU30N

1o, IHAaisa

Big 23.07.2015 Ne 460). TepmiH BBe4EHHS 3MiH -
npoTSArom 6 micsAUiB nicnsa 3aTBepMKeHHS. 3MiHN |
My - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux nNpo cuctemy
chapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANOBiAanbHOI 3a
34iicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
dapmakoHarnsagy B YKpaiHi, SKWo BOHA BiAMiHHa
Bi, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs cdhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a papmakoHarnsaa. [irova pegakuis:
[onanakpiwHa MNaHikep BiHy. MNponoHoBaHa
penakuis: [-p PagpkaHn Jybei. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXeHOI 0cobu, BiANoBiaanbHoiI 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIiAaNbHOI 3a dhapMakoHarnsag B
YkpaiHi. [itova pegakuisi: IBaHUUbkMn AHApIn
BacunboBuy. NponoHoBaHa peaakuisi:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[laHMX KOHTaKTHOT 0cobu 3asiBHUKA,
BiAgnoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cucTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHw).
OHOBMEHHS 3aTBEPPKEHOIO TEKCTY MapKyBaHHS
NepBWHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBEAEHHAM Y BiANOBIAHICTb 4O
BMMOr 3aKOHOAABCTBA. TepMiH BBEAEHHS 3MiH -
NpoTHArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.

TabneTku, BKPUTI
NniBKOBOI
oboroHkoto, no 50
mr no 10 TabneTtok y
6nicTepi; no 6
onicTepiB y nayui

My6niyHe
akuioHepHe
TOBapuUCTBO
"HaykoBo-
BUPOGHWYMIA
LeHTp
"BopLuariscb
KW XiMiKO-
hapmaneBT
NYHUIA

3aBoa”

YkpaiHa

My6niyne
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOGHWYMIA
LEeHTP
"BopLuariBcbkui
XiMiKo-
apmaLeBTUYHN
1 3aBoa”

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTKil
XapakTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
nikapcbkoro 3acoby B nicnapeecTpauiiHui nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,

3a
peuernmom

npoBeAeHWX BigNoBIigHO A0 NnaHy negiaTpudHnx

He
nidnsieae

UA/12163/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECeHi [0 iHCTPYKLii Ans MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MobiuHi peakuii" woago 6e3neky 3acTocyBaHHs
niroYoi pevoBrHN.BBEAEHHS 3MiH NpOTArom 6-Tu
MicsUiB Micnsa 3aTBEPAXEHHS
35. | BOTOKC® MOPOLLOK ANs AnnepraH IpnaHais AnnepraH Ipnangis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3a - UA/16656/01/02
KOMMJEKC pO34MHy Ans iH'ekuin | ®apmacbtoTi dapmachkioTikan 3MiHuM | TMNy - 3MiHK 3 aAKkocTi. 3MiHKM Ao peuenmom
BOTYNIHIYH no 200 ognHULB- Kans3 3 lpnangia peecTpauiiHOro NOCBiAYEHHS BHACNiAOK iHLLMX
oro AnnepraH; 1 Ipnangis perynstopHux npoueayp. NMM®/BA3® (mactep-
TOKCUHY bnakoH 3 NOPOLLKOM cann Ha nnasmy/3aranbHuin hainn Ha BaKLMHHWI
TANY A (BIO B KAPTOHHI Kopobui aHTureH). BkntoyeHHs HOBOro, OHOBNEHOro abo
CLOSTRIDIU 3MiHEeHOro Mactep-gainna Ha nnasmy y
M peecTpaliiHe 4OCbe Ha Nikapcbkuii 3acio
BOTULINUM) (npouenypa 2-ro etany ans NMM®) (BkntoueHHst

OHOBMEHOro/3aMiHEHOr0 MacTep-anna Ha nnasmy,
AKLLO 3MiHN He BMNVBaloTb Ha BNACTUBOCTI
roTOBOrO MikapCbKoro 3acoby) - BkntoueHHs

OHOBrEeHOro mactep-danna Ha nnasmy y
peecTpaLiiHe 4ocbe Ha nikapcbkuii 3acio: PMF

Certificate Ne EMEA/H/PMF/000001/04/AU/025/G;

3MiHn | TMny - 3MiHK 3 siKoCTi. 3MiHM oo
peecTpaLiiHoOro NOCBiAYeHHS BHACNigOK iHLLMX
perynsaTopHux npoueayp. NM®/BA3® (mactep-

banin Ha nna3my/3aranbHuin hann Ha BaKLMHHWNA
aHTUreH). BknioyeHHs HOBOro, OHoBMeHoro abo

3MiHeHoro mactep-canna Ha nnasmy y

peecTpaLiiHe [OCbE Ha NiKapcbkuii 3acio
(npouenypa 2-ro etany anst NMIM®) (BkntoYeHHs

OHOBMEHOro/3aMiHEHOro MacTep-alna Ha nnasmy,
AKLLIO 3MiHW HEe BMNMBAlOTb Ha BNAcTUBOCTI
roTOBOrO MikapCbKoro 3acoby) - BkntoueHHs

OHOBIEHOro MacTep-ganina Ha nnasmy y
peecTpaLiiHe AOCbe Ha Nikapcbkui 3acio: PMF
Certificate Ne EMEA/H/PMF/000002/04/AU/35/G;
3minu | TNy - 3miHKM 3 sikocTi. 3miHM o
peecTpaLiHOro NOCBiA4YEHHS BHACMIOOK iHLLNX
perynsitopHux npoueayp. NM®/BA3® (macTep-
daiin Ha nnasmy/3aranbHuin an Ha BakLUMHHUIA
aHTureH). BknoyeHHs HoBOro, oHoBneHoro abo
3MiHeHoro mactep-canna Ha nnasmy y
peecTpauiiiHe AOoCbe Ha Nikapcbkuii 3acib
(npouenypa 2-ro etany ans NM®) (BkntoyeHHs

OHOBMNEHOro/3MiHEHOro MacTep-alina Ha nnasmy,
AKLLO 3MiHU He BMNVBatloTb Ha BNAcTUBOCTI
roTOBOrO NiKapcbKkoro 3acoby) - BkntoyeHHs

OHOBIEHOro MacTep-aina Ha nnasmy y
peecTpaLiiHe Aocbe Ha nikapcbkuii 3acie: PMF
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

Certificate Ne EMEA/H/PMF/000002/04/IB/36/G;
3MmiHn | Tuny - 3MiHKM 3 AkocTi. 3MiHM Ao
peecTpauiiHOro NOCBIAYEHHSI BHACNIAOK iHLLMX
perynstopHux npouegyp. NMM®/BA3®P (mactep-
ann Ha nnasmy/3aranbHuin dann Ha BakUMHHUIA
aHTureH). BknoyeHHst HOBOro, OHOBMEHOro abo
3MiHEHOro mactep-canna Ha nnasmy y
peecTpaliiiHe 40oCbE Ha Nnikapcbkuii 3acib
(npouenypa 2-ro etany ans NMM®) (BknoYeHHs
OHOBJIEHOr0/3MiHEHOIO MacTep-chaina Ha nnasmy,
SKLLO 3MiHM He BMNUBaOTb HA BMACTUBOCTI
roToBOro nikapcbkoro 3acoby) - BknoyeHHs
OHOBIEHOro Mactep-darina Ha nnasmy y
peecTpaLiiHe AOCbe Ha Nikapcbkui 3acio: PMF
Certificate Ne EMEA/H/PMF/000002/04/1B/37

36.

BOTOKC®
KOMMNEKC
BOTYNIHIYH
oro
TOKCUHY
TMNY A (BIA
CLOSTRIDIU
M
BOTULINUM)

MOPOLLIOK ANst
PO34MHYy AN iH'eKuin
no 100 oanHnub-
AnnepraH; 1
PnakoH 3 MOPOLLKOM
B KAPTOHHI Kopobui

AnnepraH
dapmacbioTi
Kan3
IpnaHgis

Ipnaxgis

AnnepraH
dapmachbioTikan
3 lpnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | TUNy - 3MiHK 3 akocTi. 3miHnM ao
peecTpaLiiHoro NOCBiAYEHHS BHACNIQOK iHLLMX
perynstopHux npoueayp. NMM®/BA3®d (macTep-
hann Ha nnasmy/3aranbHui hann Ha BaKUMHHWN
aHTureH). BknoveHHs HOBOro, oHoBneHoro abo
3MiHEHOro mactep-canna Ha nnasmy y
peecTpaLiiHe OCbe Ha Nikapcbkuii 3acio
(npouenypa 2-ro etany ans NMM®) (Bknto4eHHst
OHOBMEHOro/3aMiHEHOro MacTep-alna Ha nnasmy,
SIKLLO 3MiHM He BMNUBAKOTb HA BMACTUBOCTI
roToBOro nikapcbKoro 3acoby) - BknoueHHs
OHOBIEHOro MacTep-darina Ha nnasmy y
peecTpaLiiHe AOCbe Ha Nikapcbkui 3acio: PMF
Certificate Ne EMEA/H/PMF/000001/04/AU/025/G;
3minu | TNy - 3miHKM 3 skocTi. 3miHM o
peecTpaLiiHOro NOCBiA4YEHHS BHACMIOOK iHLLNX
perynsaTopHux npoueayp. NM®/BA3® (macTep-
darin Ha nnasmy/3aranbHuin ann Ha BakLUMHHWUIA
aHTureH). BknoveHHs HoBOro, oHoBneHoro abo
3MiHeHoro mactep-canna Ha nnasmy y
peecTpauiiiHe 4OoCbe Ha Nikapcbkuii 3acid
(npouenypa 2-ro etany ans NM®) (BkntoyeHHs
OHOBMNEHOro/3MiHEHOro MacTep-alina Ha nnasmy,
SIKLLO 3MiHW HE BMNMBAOTb HA BNACTUBOCTI
roTOBOrO NiKapcbKkoro 3acoby) - BkntoyeHHs
OHOBIEeHOro Mactep-darina Ha nnasmy y
peecTpaLiiHe AoCcbe Ha nikapcbkuid 3acie: PMF
Certificate Ne EMEA/H/PMF/000002/04/AU/35/G;
3minu | TNy - 3miHKM 3 sikocTi. 3miHK Ao
peecTpaLinHOro NocBiAYeHHS BHACMIAOK iHLWNX
perynatopHux npoueayp. NM®/BA3® (mactep-
daiin Ha nnasmy/3aranbHuin ann Ha BakLUMHHWUIA
aHTureH). BknoyeHHs HOBOro, oHoBneHoro abo

3a
peuenmom

UA/16656/01/01
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[IpoioBxkeHHs JoaaTka 3

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky
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yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

37.

BYOEHO®ATN

3MiHEHOro mactep-canna Ha nnasmy y
peecTpaliiiHe 40CbE Ha Nnikapcbkuii 3acib
(npouenypa 2-ro etany ans NMM®) (BknoYeHHst
OHOBJIEHOr0/3MiHEHOIO MacTep-chaina Ha nnasmy,
SIKLLO 3MiHM He BMNVBaOTb HA BMACTUBOCTI
roToBOro nikapcbkoro 3acoby) - BknoyeHHs
OHOBIeHOro Mactep-darina Ha nnasmy y
peecTpaLiiHe Aocbe Ha nikapcbkuii 3acie: PMF
Certificate Ne EMEA/H/PMF/000002/04/IB/36/G;
3MiHn | TMny - 3MiHK 3 sKocTi. 3MiHK oo
peecTpauinHOro NOCBiAYEHHS BHACMiAOK iHLWINX
perynstopHux npoueayp. NMM®/BA3®P (macTep-
cann Ha nnasmy/3aranbHuin hainn Ha BaKLMHHWIA
aHTureH). BknoveHHs HOBOro, oHoBneHoro abo
3MiHEHOro mactep-canna Ha nnasmy y
peecTpaLiiHe 4OCbe Ha Nikapcbkuii 3acio
(npouenypa 2-ro etany ans NM®) (BkntoyeHHs
OHOBJIEHOro/3MiHEHOro MacTep-chaina Ha nnasmy,
SIKLLO 3MiHW HEe BMNMBAOTb Ha BNAacTUBOCTI
roTOBOro NiKapcbKoro 3acoby) - BkntoyeHHs
OHOBIEeHOro mactep-darina Ha nnasmy y
peecTpaLiiHe Aocbe Ha Nikapcbkuii 3acio: PMF
Certificate Ne EMEA/H/PMF/000002/04/1B/37

bK

TBepAi kancynu 3
KMLLKOBOPO3YNHHIM
1 rpaHynamu no 3
mr, no 10 kancyny
6nicTepi; no 5 abo
10 GnictepiB y
Kopo6Lli 3 KapTOHY

Op. ®anbk
dapma
m6X

HimeyumH
a

BignosiganbHuin
3a BMNYCK cepin
KiHLLEBOro
npoaykty: Op.
danbk Papma
vmbX,
HimeyumnHa;
Bupo6Hukm
[030BaHoi
copmu,
NnepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTi:

JlosaH ®apma
v6X,
HimeuuuHa;
BupobHuk,
BigNoBiganbHUN
3a NepPBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPO~b SIKOCTI:
JlosaH ®apma
m6X,

Himev4uHa;

HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHWX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu chapmakoHarnagy) 3miHa
YNOBHOBAXEHOI 0CO6U 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsig.

[Hitoua penakuisi: Dr. Andrea De Lacovo / O-p
AHpgpea [e JlakoBo. NMponoHoBaHa pepakuis: Dr.
Carsten Wieser / I-p KapcTeH Bisep.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BiAnoBiganbHoi 3a hapmakoHarnsag

3a
peuenmom

UA/6964/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Bupo6Hukn,
BignoBsiganbHi 3a
KOHTPOIb SKOCTi:
'BA ®dapma
m6X,
HimevumnHa;
HaykoBo-
nocnigHui
iHCTUTYT
Xennenep
'm6X,
HimeyuunHa

38. | BYCTPUKC™ | cycneHsia ans "makcoCwmit Benvka nakcoCmiTKnsa Benbris BHECEHHS1 3MiH JO peecTpaUiiHMX maTepianis: 3a - UA/14955/01/01
KOMBIHOBA iH'ekuin, 0,5 KnanH BpuTaHis 1"H Bionogxikans 3MiHn | Trny - 3MiHK 3 gKocTi. [OTOBUI NiKapCbKui peuenmom
HA mMn/go3y; no 1 gosi'y EkcropT C.A. 3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
BAKUMHA nonepegHLo NimiTen 3aci6. 3miHa napameTpiB cneumdikaLin Ta/abo
anAa HanoBHEHOMY [OMyCTUMMUX MEX NEPBUHHOI YNaKOBKM FOTOBOIO
MPO®ITAKT wnpwi; no 1 nikapcbkoro 3acoby (iHwi 3miHn) MNepernsag,

UKHn nonepeaHL0 KPUTEPIIB NPUUHATHOCTI ANSA CRiNbHO yNnakoBaHMX
OUOTEPII, HanoBHeHOMY romnok i3 mapkysaHHsm CE, a came: 1) BuganeHHs
NMPABLA, LINpULY Y KOMNIEKTI BUNPOOYBaHb, SIKi NPOBOAATLCSA NPY MapKyBaHHi
KALUJTIOKY 3 IBOMA ronkamu B CE, 2) 36epexeHHs BignoBigHux sunpobyBaHb, Lo
(ALUENKONAP | nnactukoBomy 3aCTOCOBYHOTLCH A0 ronok. 3MiHM CTOCYHOTbCS
HUA KOHTENHepi; no 1 BUPOGHMYOT AinbHUUi y Benbrii
KOMMOHEHT | koHTelHepy y

) KapTOHHIN kopobui

(AOCOPBOB

AHA, 3I

3MEHLLUEHU

M BMICTOM

AHTUIEHIB)

39. | BYCTPUKC™ cycneHsis ons nakcoCmit Benuka nakcoCmitKnsa Benbris BHECEHHS 3MiH JO peEeCTpaLinHMX maTepianis: 3a - UA/15071/01/01
nonio iH'ekuin no 1 gosi KnaiH BpuTaHis H bionoaxikana 3MiHu | TUny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO. peuenmom
KOMBIHOBA | (0,5 mn/go3sy) no 1 Ekcnopt C.A. 3miHu B npoueci BupobHuuTBa A®| (He3HavHa
HA [403i y nonepegHeo Timiteq 3MiHa y npoueci BupobHuutea Adl).

BAKUMHA HanoBHEHOMY He3HauHa 3MiHa y npoueci BupobHuutea AdI:1)
anAa Lwnpwui; no 1 3aMiHa cBuHsAYoro TpuncuHy (pTrypsin) Ha
NMPO®IIAKT nonepegHL0 TPUMNCWH, OTPUMAHUIA 32 AOMNOMOIOK TEXHOMOTIT
UKU HarnoBHEHOMY pekoMbiHaHTHOI AHK (rTrypsin); 2) BuaaneHHs
OUOTEPI, LUINPULY Y KOMMNEKTI cynbaTy HEOMILMHY 3 PO3YMHY TPUMCKHY, LLO
NMPABLA, 3 IBOMa rofikamu B BUKOPUCTOBYETLCA B cepeaoBuwi pTrypsin, a
KALUIIOKY nnacTMKoOBOMY Takox 3MmiHa pH po3unHy TpuncuHy 3 6,9 +0,2 o
(AUENONAP KOHTelHepi; no 1 7,0 £0,2. PepakuiiHi 3MiHW: OHOBMEHHSI NOCUNaHb
HUN KOHTeViHepy y Ha aHaniTM4Hi METOAU Ta OHOBIEHHS CKIaay
KOMMOHEHT | kapToHHil kopobui po3uuHy Ne 6.

) TA

noniomieni

TY

(IHAKTUBOB
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AHA)
(AACoPBOB
AHA, 3I
3MEHLLUEHU
M BMICTOM
AHTUIEHIB)
40. | BYCTPUKC™ | cycneHsia ans "makcoCmit Benuka nakcoCmitKns Benebrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/15071/01/01
nonio iH'ekwin no 1 poasi KnanH BputaHisa | 1H Bionopxikans 3MmiHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
KOMBIHOBA (0,5 mn/posy); no 1 Ekcnopt C.A. 3aci6. Cnctema KoHTeHep/3aKkynoproBanbHuii
HA 003i y nonepegHbo Nimiten 3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
BAKLIMHA HanoBHeHOMY AONYCTUMUX MEX NEPBUHHOT YNAKOBKN FOTOBOIO
ans wnpwi; no 1 nikapcbkoro 3acoby (iHwi 3miHn) MNepernsag,
MPO®IAKT nonepeaHL0 KPUTEPIIB NPUUHATHOCTI ANSA CRiNbHO ynakoBaHWUX
UKH HanoBHeHOMY romnok i3 mapkysaHHsm CE, a came: 1) BuganeHHs
OUDTEPI, LINpULY Y KOMNIEKTI BUNPOOYBaHb, SIKi NPOBOAATLCSA NPV MapKyBaHHi
NMPABLUA, 3 IBOMAa ronkamu B CE, 2) 36epexeHHs BignoBigHnx sunpobyBaHb, Lo
KALLUJTOKY NnacTUKOBOMY 3aCTOCOBYHOTLCH [0 rOMokK. 3MiHM CTOCYOTbCS
(AUENONAP KOHTelHepi; no 1 BUPOGHMYOI AinbHuUUi y Benbrii
HUN KOHTEHEpY Y
KOMMOHEHT | kapTOHHIn kopobui
) TA
noniomieni
TY
(IHAKTUBOB
AHA)
(AACOPBOB
AHA, 3I
SMEHLLUEHU
M BMICTOM
AHTUIEHIB)
41. | BAHJIEPK TabneTkun, BKpUTI AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a - UA/18884/01/01
NniBKOBOIO "KNIBCbKW "KMIBCbKWNIA 3MiHm | Tuny - 3MiHK Woao 6esnekn/edeKTUBHOCTI | peuenmom
obornoHkoto, no 10 n BITAMIHHAW Ta papmakoHarnsgy (iHwi 3miHu)
mr, no 10 TabneTok BITAMIHHA 3ABO[T" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
y BnicTepi, no 3 ” 3ABOO" BTOPWHHOI YNaKOBKW NMikapCcbkoro 3acoby, a came
Gnictepu y navui BUMYyYeHo iHpopmaLito, BUKNageHy pOCifCbKo
MOBOIO; YKPAIHCbKUA TEKCT MapKyBaHHS
npoay0brnbLoBaHO aHrMiNCLKOK MOBO. BBeaeHHs
3MiH NpOTArom 6-Tn MicsLiB Nicnsi 3aTBepAKEHHS
42. | BAHINEPK TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a - UA/18884/01/02
NNiBKOBOO "KNIBCbKW "KUIBCbKUN 3minu | Tuny - 3miHK wopao 6esnexkn/edeKTUBHOCTI peuernmom
obornoHkoto, no 20 n BITAMIHHAW Ta chapmakoHarnsgy (iHwi 3miHu)
mr, no 10 TabneTok BITAMIHHA 3ABO[T" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
y GnicTepi, no 3 n 3ABOO" BTOPWHHOI YNaKoBKW Nikapcbkoro 3acoby, a came

Gnictepu y navui

BUMyYeHo iHpopmaLito, BUKNageHy pOoCiNCbKoo
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoay06nbLoBaHO aHrNINCLKOK MOBO. BBeaeHHs
3MiH NpOTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS




34 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
43. | BAPIBAKC MOPOLLOK Ta Mepk Wapni | LWeenyapi Bupo6HuLTBO, CLUA/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/19665/01/01
BAKLIMHA PO3YMHHUK ANst Hoym IJEA A nepBuHHe Hipepnaugu | 3minm Il Tuny - 3MiHm wopo 6e3nekn/edekTMBHOCTI peuenmom
ansa cycneHxsii ans m6X nakyBaHHsi Ta Ta hapmakoHarnsgy. BHeceHHst abo 3amiHa(un) oo
NMPO®ITAKT iH’ekuin, 1 donakoH 3 aHaniTnyHe 30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
UKH nopoLukom (1 go3sa) TeCTyBaHHs nocBiAYeHHs, BKNoYatoun MNnaH ynpasniHHA
BITPSAHOI B KOMMMeKTi 3 1 BaKkumHU: Mepk pusrkamm (3acTocyBaHHs 3MiH(K), siki(a)
BICIU XKUBA | chnakoHom 3 LWapn i Joym BMMaratoTb(€) noganbLoro obrpyHTyBaHHs
ATEHYWUOBA | posunHHukom (Boaa JINC, CWA; HOBUMMW [0AATKOBUM AaHUMWU, LLIO MaKOTb
HA Ons iH'ekuin) B Mepk LWapn i HafaBaTUCS KOMMNETEHTHUM OpraHoM, OCKifbKu
KapTOHHiI kopooLi Hoywm NNC, BUMAaraeTbCA CyTTEBA OLjiHKA KOMNETEHTHUM
CLUA; opraHoMm) - 3asiBHUKOM HagaHo oHoBrieHun MnaH
MapkyBaHHs ynpaBniHHs puankamu Bepcist 3.0. 3MiHM BHeCeHi
nepBMHHOroO 0o vactuH: lll «MnaH 3 bapmakoHarnagy», V
nakyBaHH4, «3axoaum 3 MiHiMi3auii pu3ukiBy, y 3B’s13Ky 3
BTOPUHHE 3akputTsam nporpamu VZVIP Ta BuganeHHam
nakyBaHHs Ta PYTUHHUX 3axopfiB 3 dpapmakoHarnsgy. Pesiome
[03BIN Ha nnaHy ynpasniHHa pusnkamu Bepcis 3.0
BUNYCK cepii [oAaeTbes
BaKUMHU Ta
PO3YUHHNKA:
Mepk LWapn i
Hoym B.B.,
Higepnangm
44. | BIKC AKTUB Ma3b; no 25 r abo 50 MpokTep LLseviuapi MpokTep eHn HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/11440/01/01
BAJIb3AM 3 r, abo 100 r y 6aHui; eHa Fem6n ] Fem6n 3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI peuenma
MEHTOJIOM no 1 6aHui y kopobui | IHTepHewwHn MaHydekuypiHr Ta cbapmakoHarnsany. BeegerHs abo 3miHu oo
TA OnepenLuHs m6X y3aranbHeHUX AaHux nNpo cuctemy
EBKARINTO CA dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHuX
M npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu chapmakoHarnagy) 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a chapmakoHarnsig.
[Hitoya pepakuisi: Op. ®nopiaH BeHaep / Dr. Florian
Bender. MNMponoHoBaHa pepakuis: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHUX AaHKX YNOBHOBAXEHOI
ocobw, BignosiganbHoi 3a dpapmakoHarnsg.
45. | BIKC NOPOLUOK ANs MpokTep LLseviapi PadToH Benuka BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 - UA/11414/01/01
AHTUIPUN 0OpanbHOro PO34nHY; ena em6n A JlabopaTopis BpuTaHis 3miHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI peuenma
KOMMNEKC no 5 abo 10 cawe y IHTepHeLHn TimiTen Ta cbapmakoHarnsigy. BeegeHHsi abo 3miHu oo
Kopooui OnepenHs y3aranbHeHX AaHuX Npo cUcTemy
CA apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX

npo cuctemy apmakoHarnsay, amiHa
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

YyNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-anna cuctemu dpapmakoHarnagy) 3miHa
YyNOBHOBa)eHOI 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsg.

[Hitoya pepakuis: Op. ®nopiaH berngep / Dr. Florian
Bender. MNMponoHoBaHa pegakuis: Dr. Rafael
Josupeit. 3MiHa KOHTaKTHMX JAHMX YNOBHOBAXXEHO!
ocobw, BignosiganbHoi 3a dapmakoHarnsg.

46.

BIKC
AHTUTPUN
MAKC

NMOPOLLOK Ans
oparnbHOro Po34nHy
3i CMakoM NMMOHa;
no 5 a6o 10 cawe y
Kopobui

MpokTep
eHa FemGn
IHTEepHeLwHN
OnepenLwHs

CA

Lsenuapi
A

PadbTtoH
JlaGopaTtopis
Jlimiten

Benuka
BputaHia

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a chapmakoHarnsig.

[Hitoya pepakuisi: Op. ®nopiaH beHngep / Dr. Florian
Bender. MNMponoHoBaHa pepakuis: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHUX AaHKX YNOBHOBAXEHOI
ocobu, BignosiganbHOi 3a dpapmakoHarnsg.

6e3
peuenma

UA/10925/01/01

47.

BITAKCOH®

PO34MH ONs iH eKuin
no 2 mn B amnyni;
no 5 amnyny
6nictepi; no 1 abo 2
6nictepu B nayui; no
2 mn B amnyni; no 5
abo no 10 amnyny
nauyui 3 KapToHy 3
rogpoBaHo0
BKI1a[1KOO

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3miHu | TUny - 3miHu 3 gkocTi. CepTudikat
BignosigHocTi/l'E-cepTudikat BignosigHoCTi
€Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTta
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWnchkin dhapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponevicbkint apmakonei) - HoBuii ceptudikat
Bif] HOBOro BMPOGHMKa (3aMiHa abo JONOBHEHHS)
noAaHHsi HOBOro cepTudikata BiANOBIAHOCTI
€Bponelicbkint papmakonei Ne R1-CEP 2008-070 -

3a
peuenmom

UA/10507/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Rev 03 ans gitovoi pevoBmHn Cyanocobalamin Big
HoBoro Bupo6Huka YUXING BIOTECHNOLOGY
(GROUP) CO., LTD., KuTait (3onoBHeHHs1). 3MiHu
| Tuny - 3miHm 3 akocTi. A®Il. KoHTponb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo gonyctummx
MeX, BU3Ha4YeHux y crneumadikauiax Ha A®I, abo
BUXIOHWA/NPOMIKHWUIA NPOAYKT/peareHT, LWo
BMKOPWUCTOBYIOTBCS Y Npoueci BupobHuutea Ad|
(iHWi 3miHK) gonoBHEHO cneuudikaito Aitoyoi
peyoBuHM Cyanocobalamin Bupo6bHuka YUXING
BIOTECHNOLOGY (GROUP) CO., LTD., Kutai
ON9 NOKa3HMKa «laeHTudikauis» npuMiTKo
**«BU3HAYEHHS ineHTudiIKaLii NpoBoAMTLCSA Ha
cepefHin npobi» Ans BXe 3aTBEPIXKEHOrO MeToay,
LLIO 3a3Ha4YeHu B MoHorpadii EP (2.2.29 [1®Y).
48. | BITA- Tabnetku no 3 mr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a - UA/7898/01/01
MEJIATOHIH | no 10 Tabnetok y "KNIBCbKW "KNIBCbKUM 3MiHu | TNy - 3MiHK Wwoao Gesnekn/eddeKTUBHOCTI |  peuenmom
® 6nictepi; no 3 n BITAMIHHAN Ta hapmakoHarnsaay (iHwi 3miHn) - 3MiHM BHeCEHO
6nictepu B navui BITAMIHHA 3ABOL" y TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
" 3ABOO" yMaKOBKW NiKapCbKoro 3acoby, a came BUIy4eHo
iH(bopMaLito, BUKNaAeHy POCICbKO MOBOH);
YKpaiHCbKUIA TEKCT MapKyBaHHsi NpogybnboBaHo
aHrnincpKo MOBO. BBeaeHHs 3MiH npoTsrom 6-
TV MicaUiB Nicnsa 3aTBepaKEHHSA
49. | BITAMIH A Kancynu m'ski no AT YkpaiHa AT Ykpaina BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/0716/01/01
100 000 MO; "KNIBCbKW "KUIBCbKUN 3MmiHm | TNy - 3MiHK Woao Besnekn/edeKTUBHOCTI peuenma
no 10 kancyny n BITAMIHHAW Ta chapmakoHarnsagy (iHwi 3miHWM) 3MiHK BHECEHO Y
6nictepi; no 3 BITAMIHHNA 3ABO[T" TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOI
6nictepu B nauui; v 3ABOL" yMaKoBKU MikapcbKoro 3acoby, a came BUITy4YeHO
no 10 kancyny iHdopMaUito, BUKIageHy pPOCiNCbKOK MOBOIO;
6nictepi; no 5 YKpaiHCbKUIA TEKCT MapKyBaHHSA NpoAybnboBaHo
GnicTepis y navuj; aHrminceKor MoBo. BBeaeHHs 3amiH npoTtsarom 6-
no 20 kancyny TW MicALiB Nicns 3aTBepOKEHHs
6nicTepi; no 1
6nictepy B nauui;
no 20 kancyny
6nictepi; no 3
bnictepu y nayui.
50. | BITAMIH E Kancynu m'ski no AT YkpaiHa AT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHUX MaTepianis: bes - UA/0717/01/01
100 mr no 10 kancyn | "KUIBCbKWU "KNIBCbKUIN aMiHm | Tuny - 3miln wopo 6esnekn/edeKTUBHOCTI peuenma
y 6nictepax; no 10 n BITAMIHHAW Ta cbapmakoHarnagy (iHwi 3miHu) - 3MiHN BHECEHO
kancyn y 6nictepi; BITAMIHHU 3ABO[O" y TeKCT MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
no 1, abo no 3, abo  3ABOO" YNaKoBKM NikapCbKoro 3acody, a came BUITy4EHO

no 5 Gnictepis y
nayui; no 20 kancyn
y GnicTepi; no 1, abo
no 2, aéono 3
6nictepu y navuj; no
50 kancyny

iHbopmalLiito, BUKITaieHy pOCIiCbKOI0 MOBOIO;
YKpaiHCbKWUIA TEKCT MapKyBaHHs Npoay6nboBaHo
aHrnincpKo MoBO. BBegeHHsA 3MiH NpoTArom 6-
TV MiCALB Nicnsa 3aTBepOKEHHS!
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 1
6nictepy y nayui
51. | BITAMIH E Kancynu m'ski no AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/0717/01/02
200 mr no 10 kancyn | "KUIBCbKMN "KNIBCbKUM 3MiHu | Tvny - 3MiHK Woao Ge3nekn/eddeKTUBHOCTI peuenma
y 6nictepax; no 10 7 BITAMIHHUIA Ta cbapmakoHarnagy (iHwi 3miHn) - 3MiHN BHECEHO
kancyn y 6nictepi; BITAMIHHU 3ABOL" y TeKCT MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI
no 3 Gnictepu y " 3ABOO" yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4YEHO
navui iHdpopmalLiito, BUKIaaeHy POCIICLKOI0 MOBOIO;
YKpaiHCbKUIA TEKCT MapKyBaHHsi Npogybnb0BaHo
aHrnincbKo MoBOK. BBeaeHHs 3MiH NpoTsirom 6-
TV MiICALIB Nicns 3aTBEPAKEHHS!
52. | BITAMIH E Kancynu m'ski no AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH 4O peecTpauinHnMX maTtepianis: 6e3 - UA/0717/01/03
400 mr no 10 kancyn | "KUIBCbKIN "KNIBCbKUM 3MiHu | Tvny - 3MiHK Woao Ge3nekn/eddeKTUBHOCTI peuenma
y 6nicTepi, no 1 a6o " BITAMIHHUIA Ta chapmakoHarnsgay (iHwi 3MiHn) - 3MiHM BHECEHO
no 3 Gnictepny BITAMIHHA 3ABOL" y TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
navui " 3ABOO" yMaKOBKW NiKapCbKoro 3acoby, a came BUIy4eHo
iHpopmalLiito, BUKITaaeHy POCICLKOI0 MOBOIO;
YKpaiHCbKUIA TEKCT MapKyBaHHsi NpogybnboBaHo
aHrnincpKo MoBO. BBeaeHHs 3MiH NpoTArom 6-
TV MiICALIB Nicns 3aTBEPAKEHHS!
53. | BOKACENT neoasHukn (M'sTHo- Manekc IHgia MakcoH IHAis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: be3 - UA/3108/01/01
NbOOAHUKU | EekaninToBi); Ne1: KoHcblomep Xentkep MNBT. 3MmiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenma
no 1 NbOASHVKY B Xenckep NTA. PeeCcTpaLinHOro NOCBIAYEHHS); 3MiHK | Tuny -
koHBepTi; N2100, MpamsiT 3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
Ne200, Ne300: no 1 Jlimiten capmakoHarnsigy. BeegeHHs abo 3amiHm oo

NbOASIHUKY B
KoHBepTi, no 100,
200 a6o 300
KOHBEPTIB Y GaHLi;
Ne6: no 6
NbOASHWKIB Y
onictepi; no 1
6nictepy B kopobLi;
Ne12, Ne24: no 12
NbOASHWKIB Y
6nictepi, no 1 abo 2
6nictepu B kopobui

y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLLeHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a hapmakoHarnag. Hitova
pepakuisi: Cymit Kymap Ogiseai / Sumit Kumar
Dwivedi. MNponoHoBaHa pepakuis: Awuw Kymap
Yaypacisi / Ashish Kumar Chaurasia. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignoBiganeHoi 3a dpapmakoHarnag B YKpaiHi.
[itoya pepakuis: Lesuyk Hatanis. NMponoHoBaHa
pepakuisi: Axmap, PisBaH. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. 3miHa




38 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MicLie3HaxXoQKeHHA MacTep-ganna cuctemm
dapmakoHarnsay Ta noro Homepa. 3MiHa Micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
54. | BOKACENT NbOASAHUKN Manekc IHAisA MakcoH IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/3109/01/01
NbOAAHUKU | (AnenbcuH) Ne1: no KoHcblomep XenTtkep MNBT. 3miHa 3asBHuka J13 (MIBI1) (BnacHuka peuenma
1 NnboAsHWKY B Xenckep NTA. peecTpauinHoro noceigyeHHs). 3minm | Tuny -
koHBepTi; Ne100, Mpawnsit 3MmiHu Wwopo 6e3nekn/ePekTMBHOCTI Ta
N2200, Ne300: no 1 Nimiten capmakoHarnsgy. BeegeHHs abo 3amiHv oo
NbOASIHUKY B y3aranbHeHNX AaHuX Npo cUcTemy
koHBepTi, no 100, apmakoHarnsay (BBeAeHHS y3aranbHEeHNX AaHWX
200 a6o 300 npo cuctemy apmakoHarnagy, amiHa
KOHBePTIB Y GaHLUi; yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
Ne6: no 6 3AiCHEeHH:A hbapmakoHarnsgy; KOHTakTHOT ocobu 3
NbOASHUKIB Y chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
6nictepi; no 1 thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
6nictepy B kopobui; BifJ ynoBHOBa)eHOi ocobw, BignoBiaanbHOI 3a
Ne12, Ne24: no 12 3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
NbOASHUKIB Y KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
6nictepi, no 1 abo 2 macTep-arnna cuctemu dpapmakoHarnagy) 3miHa
6nictepu B kopobLi yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsig.
Nitoua pepakuia: Cymit Kymap [giseai / Sumit
Kumar Dwivedi. NMponoHoBaHa pegakuis: Awm
Kymap Yaypacis / Ashish Kumar Chaurasia. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu
3asiBHMKa, BignosiganeHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHUMKA,
BiNoBiganeHoi 3a hapmakoHarnag B YKpaiHi.
[itova pepakuis: Lesyyk HaTtanis. MponoHoBaHa
pepakuis: Axmag PizBaH. 3MiHa KOHTaKTHUX AaHKX
KOHTAKTHOI 0CcObOM 3asiBHUKA, BiANoBiganbHOi 3a
hapmakoHarnsig B YkpaiHi. 3miHa
MicLe3HaxomKeHHs MacTep-anna cuctemu
chapmakoHarnsgy Ta noro Homepa. 3miHa micus
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy
55. | BOKACENT NbOASAHUKN Manekc IHAisA MakcoH IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/12173/01/01
NbOOAHUKN | (Perynsip) Ne 1: no 1 KoHcblomep XenTkep MNBT. 3miHa 3asBHuka J13 (MIBI) (BnacHuka peuyenma
NbOASHUKY B Xenckep nTa. peecTpaLiiHoro noceigyeHHs); 3miHu | Tuny -
koHBepTi; Ne 100, Ne Mpansit 3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
200, Ne 300: no 1 Nimiten dapmakoHarnsgy. BeeaerHs abo 3amiHn o

NbOASIHUKY B
KoHBepTi; no 100,
200 a6o 300
KOHBEpTIB 3
NbOASIHUKOM B
6aHui; Ne 6: no 6
NbOASHUKIB Y

y3aranbHeHUX AaHux Npo cuctemy
tbapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEHH: hapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 1 Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
6nictepy B 3AiNCHEHHA hapmakoHarnsgy (BKIoYaym
KapTOHHiIN kopobLyj; KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
Ne 12, Ne 24: no 12 mMacTtep-darina cuctemmn papmakoHarnagy) -
NbOASHUKIB Y 3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,
6nictepi; no 1 abo BignoBigansHoi 3a hapmakoHarnag. itoya
no 2 6nictepu B pegakuisa: Cymit Kymap [giBegi / Sumit Kumar
KapTOHHiN kopobui Dwivedi. MNponoHosaHa pepakuis: Awmw Kymap
Yaypacisi / Ashish Kumar Chaurasia. 3miHa
KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu
3asBHUKA, BiAMNOBIAANbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BiANoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
[itoya pepakuin: LWesuyk HaTtanisa. NMponoHoBaHa
penakuisi: Axmap PisBaH. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaXo4KEHHA MacTep-ganna cuctemm
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
30iNCHEeHHSI OCHOBHOI fisiNbHOCTI 3
capmakoHarnagy
56. | BOKACENT NbOASHUKM Manekc IHpia MakcoH IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 - UA/3107/01/01
NbOAAHUKU | (Meposo- KoHcblomep Xentkep MNBT. 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenma
JIuMoHHMIN) Ne 1: no Xenckep nTa. peecTpauiHoro noceigyeHHs); 3miHu | Tuny -
1 NbOASHKKY B Mpawnsit 3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
koHBepTi; Ne 100, Ne NimiTen cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo

200, Ne 300: no 1
NbOASHUKY B
koHBepTi; no 100,
200 abo 300
KOHBepTIB 3
NbOASIHUKOM B
6aHui; Ne 6: no 6
NbOASHUKIB Y
onictepi; no 1
Gnictepy B
KapTOHHiI kopobuyj;
Ne 12, Ne 24: no 12
NbOASHUKIB Y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHiIl kopobui

y3aranbHeHX AaHux Npo cUcTemy
dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganeHoi 3a hapmakoHarnag. Hitova
pepakuis: Cymit Kymap Ogiseai / Sumit Kumar
Dwivedi. MNponoHoBaHa pepakuis: Awuw Kymap
Yaypacis / Ashish Kumar Chaurasia. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsg.
3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
[itoua pepakuis: Lesuyk Hatanisa. NMponoHoBaHa
penakuis: Axmag PizBaH. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOI 0cobu 3asBHUKA, BianoBiaansHoi 3a




40 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnag B YkpaiHi. 3miHa
MicLe3Haxo4KeHHs macTep-aiina cucremu
capmakoHarnsgy Ta horo Homepa. 3MiHa micus
30iNCHEeHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy
57. | BOPUKOHA3 | nopouiok ans 3eHTiBa, K.C. Yecbka BTOPUHHE [peuis BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: 3a - UA/15524/01/01
On 3EHTIBA po34nHy ans Pecny6nik naKyBaHHs, 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom
iHpysin no 200 wmr; 1 a KOHTpOrb cepii, Ta (hapmakoHarnsigy. BeegeHHs abo 3miHn oo
hnakoH 3 MOPOLLKOM Bignosigae 3a y3aranbHeHNX AaHuX Npo cUcTemy
B KapTOHHIN nayui BUMYCK cepii: chapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
SAPMATEH npo cuctemy papmakoHarnagy, amiHa
C.A., Ipeuis; yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
BTOPUHHE 34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
nakyBaHHs, apmakoHarnsay 3asiBHUKa Ans 340iNCHEHHS
KOHTPO~b cepil: thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
OAPMATEH Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
IHTEPHELLHN 3AiNCHEHHA hapmakoHarnsgy (BKoYaym
CA, lpeuis; KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
BUPOGHMLTBO "in mMacTep-caina cuctemu hapmakoHarnsgy) -
bulk", nepBuHHe 3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
Ta BTOPUHHE BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
nakyBaHH4, Litoya pepakuin: Amepi biona Oxxecci.
KOHTpOrb cepii, MponoHoBaHna pepakuis: CaB4yeHko AmMnTpo
BignoBsigae 3a CepririoBuY. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
BUMYCK cepii: ocobu 3asBHMKa, BianoBiganbHoI 3a
Andpapm Ennac dapmakoHarnsa B YkpaiHi
C.A,, peduis
58. | FABPETO kancynu rno 100 wr, . XodpdpmaH | Lsenuapi BupobHuuTBo, MopTyranis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/20035/01/01
no 120 kancyny H-J15 Pow A BMNPOOYBaHHs CLIA/ 3miHu |l Tuny - 3MiHn Wwopo 6esnekn/edbekTMBHOCTI | peuernmom | nidnszae
nnswuyi, no 1 Iitg KOHTPOSIO SKOCTI LLiseniuapis Ta papmakoHarnsgy. 3mMiHu y KOpoTKili

NAAWLUI Y KaPTOHHIN
Kopobui

npu BUMycKy,
BMNPOOYBaHHs
cTabinbHOCTI,
nakyBaHHs
NPOMIDKHOTO
npoaykty SDD
(mmcnepcii
npanceTuHioy,
BUCYLLEHOI
PO3MUINEHHAM):
XoBioHe
dapmacieHcis,
CA.,
MopTyranis;
Bupo6HuuTBO
Kancyn,
BMNPOOYBaHHs
KOHTPOIIO AKOCTI
npu BUMYCKY,

XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
AaHnMu 3 papmakoHarnsgy - 3MiHu BHeCeHo o
IHCTPYKLUii ANS MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao po3sainis "®apmakonoriyHi
BnactmeocTi", "OcobnuneocTi 3acTocyBaHHA",

"Cnocib 3acTocyBaHHs Ta fo3un", "MobivHi peakuii".

BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3aTBepAKeHHs. 3miHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL NnikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
[OaHUMW 3 SIKOCTi, AOKMIHIMHUMU, KMiHIYHUMK
OaHnMu Ta AaHnMu 3 hbapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TeCcTyBaHHA Nig "dapmakonoriyHi BnactusocTi”, "B3aemogis 3
yac iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUAm
BUNpoOyBaHb B3aemogin", "Cnoci6 3acTtocyBaHHsi Ta gosun",
cTabinbHoCTI, "Mo6ivHi peakuii”. BBegeHHs 3MiH NpoTArom 6-Tn
nakyBaHHSA MiCsILiB Micnsi 3aTBEPOKEHHS
kancyn y bulk
yMaKoBKy:
KataneHt KTC,
JINC, CWA;
[NepBuHHE Ta
BTOPWHHE
naKyBaHHs:
AnpepcoHbpeko
H IHk. (MK
dapma
Cepsices),
CLUA; Bunyck
cepii:
& . XodhdpmaHH-
Ia Pouw J11A,
LLisenuapis
59. | FTEKCABIT apaxe, no 50 gpaxe AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 6e3 - UA/5225/01/01
Yy KOHTENHepi "BITAMIHWN" 3MiHu | Tuny - 3miHn 3 skocTi. CepTudcpikart peuenma
nnacTtMacoBomy; no BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
1 KOHTeWHepy B €Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
nayui; no 50 gpaxe HOBOro abo OHOBNEHOro cepTudikaTa
Y KOHTEeNHepi BignoBigHoCTi abo BUny4eHHs cepTudikata
nnacTMacoBomy BignoBigHOCTi €Bponenchkii hapmakonei: aons
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yxe 3aTBEpAXEHOro BUpobHUKa.
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2013-010 -
Rev 01 (3aTBepaxeHo: R1-CEP 2013-010 - Rev
00) ansa gitovoi pevoBrHK PnbodnasiHy (BiTami
B2) Big Bxe 3aTBEpAKEHOrO BUpPOOHMKa Hubei
Guangji Pharmaceutical Co., LTD, Kutan
60. | TEHCYNIH cycneHsis ons BIOTOH MonbLwa BUPOOHMK, MonbLia BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/1978/01/01
M30 iH'ekuin, 100 O4/mn; C.A. BignosigansHUin 3MmiHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui peuenmom
no 10 mny 3a 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3mipy cepii
CKISIHOMY ChJTaKOHi; BUPOOHMLTBO, (BKMOYaOUM gianasoH po3Mipy cepii) roToBoro
no 1 pnakoHy B nepBuHHE i nikapcbkoro 3acoby (3MiHa CTOCY€ETbCSI BCiX iHLUMX
KapTOHHIN navui; BTOPUHHE nikapcbkux hopm CyKynHOro (KOMMmeKCHoro)
no 3 mne nakyBaHH4, BMpoBHMYOro npouecy)




42 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTpuoxi; no 5 KOHTpOrb Ta MonepeaHi poamipu cepint ctaHosunn 100n, 150m,
KapTpuaoXis y BMNYCK cepii: 400n. Hosi poamipu cepiit NponoHyTbLCS
6nictepi; no 1 BIOTOH C.A,, po3mipom 150n, 400n Ta 1500n.
Gnictepy B MonbLua; BBepneHHs 3MiH npoTsarom 6-Tu mMicauiB nicns
KapTOHHIN nayui BMPOBHWK, 3aTBepKEeHHs
BigNoBiganbHUN
3a KOHTPOSlb
cepii: IHCTUTYT
BioTexHonorii Ta
AHTWBIOTKKIB,
Monblwa
61. | TEHCYNIH cycneHsia ans BIOTOH Monbwa BUPOGHMK, Monbwa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: - - UA/9809/01/01
M30 iH'ekuin, 100 OO/mn; C.A. BignosiganbHUin 3MinHn Il Tuny - 3MiHK 3 akocTi. FoToBUIA NikapcbkKi
in bulk: ro 10 mny 3a 3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa po3mipy cepii
CKNstHOMY (hnakoHi; BUPOGHMLTBO, (BKroYatoumM gianasoH po3Mipy cepii) roToBoro
no 150 dnakoHis y NEpPBUHHE i nikapcbKkoro 3acoby (3MiHa CTOCYETbCS BCIiX iHLLMX
NNacTMKOBIN KaceTi; BTOPUHHE niKapcbkux hopM CyKynHOro (KOMMIeKCHoro)
no 1 kacerti y nakyBaHHs, BMPOGHMYOro npouecy)
Kopobui; KOHTPOSb Ta MonepeaHi po3mipu cepin ctaHosunu 100n, 150n,
in bulk: nro 3 Mn B BUMYCK Cepii: 400n. HoBi po3mipu cepiit NponoHyTbCA
KapTpumpki; no 600 BIOTOH C.A,, po3mipom 150m, 400n Ta 1500n.
KapTpuaxis y MonbLua; BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
NNacTUKOBIN KaceTi; BUPOOHMK, 3aTBEPAKEHHSA
no 1 kacetiy BigNoOBiganbHUN
kopooui 3a KOHTPOIlb
cepii: IHCTUTYT
BioTexHonorii Ta
AHTWBIOTUKIB,
Monbla
62. | FIHOMAKC cynosutopii 3eHTiBa, K.C. Yecbka Ekcenric Inay Type4unHa BHECEHHS 3MiH 10 peecTpauifHUX MmaTepianis: 3a - UA/15953/01/01
BariHanbHi, 100 Pecny6bnik CaHai Be 3MiHu | Tuny - 3miHn wopno 6esnekn/eHPeKTUBHOCTI peuenmom
mr/150 mr no 7 a Tipxapet Ta cbapmakoHarnsany. BeegerHs abo 3miHu oo

CynosnTopiiB y
CcTpunax B KAPTOHHIN
Kopobui

AHoHim LWipkerTi

y3aranbHeHX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHnX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SIKLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiMCHEHHS hapmakoHarnsgy (BKoYyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-carina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.

[itoya pepakuin: Amepi biona xecci.
MponoHoBaHa pepakuis: CaB4yeHko AMnUTpo
CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3aABHMKA, BianoBiganbHOI 3a
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dapmakoHarnag B YkpaiHi.
63. | FMHOC® Kpanni opanbHi, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17957/02/01
po34uH, 15 mr/0,6 "dapmaueBT "dapmaneBTUYH 3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoTOBUIA NikapCbkKin peuenmom
mn; no 20 mn abo 50 | nuHa dipma a chipma 3aci6. 3MiHn y BUpobHMLTBI. 3MmiHa po3mipy cepii
MmNy dOnakoHi- "NapHuug" "NapHuus” (BKntOMatoum giana3oH po3Mipy cepii) roToBoro
KpanenbHuui; no 1 nikapcbKkoro 3acoby (3meHweHHs go 10 pasis) -
hnakoHy- BBE[EHHSA AOAAaTKOBOro PO3Mmipy cepii roToBoro
KpanenbHULUi B nayui nikapcbkoro 3acoby 250 n
3areepmkeHo: 500 n, 1000 n 3anponoHoBaHo:
250 n, 500 n, 1000 n
64. | MAMAKC® TabneTkun no 3 wr, TOB Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11974/01/02
no 10 TabneTtok y "TNEOPAP OAPM" 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nionsieae
6nictepi; no 3, abo M naTao" Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKil
no 6, abo no 10 XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
GnictepiB y MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
KapTOHHIN ynakoBLi 3aCTOCYBaHHS reHepUYHUX/TiIBpMaHMX/6ionoaibHMX
nikapcbkunx 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHMI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX [OAATKOBUX
AaHux) 3MiHM BHECEHO [0 IHCTPYKLUi Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnactusocTi”,
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMau B3aemogin", "3actocyBaHHs y nepion
BariTHOCTi abo rogyBaHHsi rpyaar”, "TMobiyHi
peakuii” BignosigHo 4o iHopmaLlii woao
MeAMNYHOro 3aCTOCyBaHHsi pepepeHTHOro
nikapcbkoro 3acoby (AMAPWII, TabneTkn).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6esnekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHM BHECEHO [0 iHCTPYKUiT Ans
ME[MYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3gin "MobiuHi peakuii" WoAo BaXNNBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
65. | MUMAKC® Tabnetku no 4 wmr, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH JO peeCTpaLiiHUX maTepianis: 3a He UA/11974/01/03
no 10 Tabnetok y "TTIEQAPAP PAPM" 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nidnseae
6nicTepi; no 3, abo MnTao" Ta papmakoHarnsgy. 3MiHu y KOpoTkin

no 6, abo no 10
GnictepiB y
KapTOHHIN ynakoBLi

XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHsI reHepUYHUX/ribprMaHMX/GionoaibHmx
nikapcbkux 3acobiB Nicnsi BHECEHHsI Tiei camol
3MiHWN Ha pedepeHTHWIN Npenapart (3MiHa He
notpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX
AaHux) 3MiHM BHECEHO [0 IHCTPYKLUi Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
posginu: "®apmakornoriyHi BnactusocTi”,
"B3aemogis 3 iHWK1MKM nikapcbknMu 3acobamu 1a
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iHWi BMan B3aemogin", "3actocyBaHHs y nepion
BariTHocTi abo rogyBaHHs rpyaat”, "MobivHi
peakuii” BignosigHo 4o iHbopmalii Wwoao
MeONYHOro 3acToCcyBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (AMAPWI, TabneTku).
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHM) 3MiHVM BHECEHO [0 iHCTPYKUiT Ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mobivni peakuii" WoAo BaXNNBOCTI
3BiTyBaHHs1 Npo NobiyHi peakuii. BBeaAeHHs1 3MiH
npoTsarom 6-Tu MicsaLiB Nicnsa 3aTBepAXEHHS

66.

MNMAMAKC®

TabneTku no 2 wmr,
no 10 TabneTtok y
6nictepi; no 3, abo
no 6, aéo no 10
GnictepiB y
KapTOHHIN ynakoBLi

TOB
"TMEQDAP
mnaTa"

YkpaiHa

TOB "KYCYM
SAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay. 3MiHu y KOpoTkin
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
nikapcbKkunx 3acobiB nicnsi BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX [OAATKOBUX
AaHux) 3MiHM BHECEHO [0 IHCTPYKLUi Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
posginu: "®apmakornoriyHi BnactusocTi”,
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogin”, "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii” BignosigHo 4o iHopmaLii woao
MeAMNYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (AMAPWII, TabneTtkn).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHM BHECEHO [0 iHCTPYKUiT Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3gin "MobiuHi peakuii" WoAo BaXNNBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3MiH
NpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/11974/01/01

67.

MMIKNAOA

TabneTku 3
MoaundikoBaHUM
BUBINbHEHHSIM Mo 60

KPKA, a.4.,
Hoso mecto

CnoseHis

Bupo6Huk
BianosiganbHUn
3a BUPOBHULTBO

CnoseHisi/
Kutain

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUiA
3aci6. 3MiHM y BUpoOHUUTBI. 3MiHa

mr; no 15 TabneTok «in-bulky», iMnopTepa/amiHu, L0 CTOCYHTLCS BUNYCKY cepii Ta
y 6niictepi; no 2, 4 nepBUHHE Ta KOHTPOIO SIKOCTi FOTOBOTO NiKapCbKoro 3acoby
abo 6 6nictepiB y BTOPUHHE (3amiHa abo goaaBaHHS BUPOGHKMKA, Lo
KapTOHHI kopobui nakyBaHHS, BiANOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
KOHTpOrb Ta BKITH0HAK4M KOHTPONb/BUNPoByBaHHS cepii.
BUMYCK cepii: HopaBaHHs BUpobHuKa, BinosiganbHoro 3a
KPKA, a.4a., iMnopT Hepo3dacoBaHoi Npoaykuii B CnoseHito

3a
peuernmom

UA/14151/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
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3acoby ynakoeka) noceio4yeHHs1
HoBo mecTo, Ona noAanbLloro ynakyBaHHs, a came Krka d.d.,
CnoBeHisa Novo mesto, CnoBeHisi (3a agpecoto Limap’elka
Bupo6GHuK, uecra 6, 8501 HoBo MecTo, CrioBeHist), Akui
BigNoBiganbHUN 3aTBEepAKEHNI SIK BUPOOHUK, BiANOBiAanbHWIA 3a
3a KOHTPOIb BMPOBHMLUTBO «in bulk», NnepBMHHE Ta BTOPUHHE
cepii (disnyHi Ta nakyBaHHS, KOHTPOIb cepii Ta BUNyck cepii. 3MiHn
XiMiYHi meToamn | TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta
KOHTpPOIH0): dapmakoHarnsgy (iHwi 3amiHn). 3MiHK BHeCeHi B
KPKA, a.4., TEKCT MapKyBaHHSA Ha BTOPUHHIN ynakoBLi
HoBo mecTo, nikapcbKkoro 3acoby, a caMme YTOYHEHHS!
CnoBeHis BVKNaAeHHs iHopmaLii Woao aatn TepMiHy
HN30X npugatHocTi. BBegeHHs 3MiH npoTsrom 6-tu
(HauioHanbHi MicsuiB nicns saatBepmkeHHs. 3MiHm Il Tuny -
naboparopis 3a 3MiHK 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y
34paB’e, OKose BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
iH XpaHo), AinbHWUI BUpobHULTBa AN YacTuHu abo BCboro
CnoBeHiga BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
JNabeHa g.0.0, 3acoby (iHwWi 3MiHM) BBEAEHHS [OOATKOBOI
CnoBeHis OinbHuui BupobHuutea ZHEJIANG HUAHAI
BMPOGHMK PHARMACEUTICAL Co., Ltd., China ans
BigNoOBiganbHUN BMpobHMUTBA «in bulky». Takox BHOCATbLCS AesiKi
3a BUPOBHMLTBO HEe3HayHi 3MiHM B TEXHOMOTiYHI NpoLueaypu —
"in bulk™: A0[AaHO NakyBarnbHi MaTepianu Ta TpuBanicTb
KEAHD 36epiraHHst npogykuii «in bulk» ansa ginbHUUi
XYAXAN ZHEJIANG HUAHAI PHARMACEUTICAL Co.,
PAPMACBIOTIK Ltd., Kutan Ta ymoBu TpaHCnopTyBaHHs.
Al Ko., IlTa., BBeaeHHs 3MiH npoTsrom 6-Tu micauiB nicns
Kutan 3aTBEPAKEHHS.
68. | FPUN®NIO TabneTku ons AHaHTa Benuka ApTypa IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: Ne 4, Ne 10 - - UA/6965/01/01
BMPOGHUKa Megikeap BpuTtaHis dapmacbtoTikan 3minu Il Tuny - 3miHm 3 sikocTi. A®L. BupobHuuTeo. bes
dnamiHro nra. 3 MeT. IlTA., 3miHa BUpOOHMKa BMXigHOIO/MPOMiXKHOIO peuenma;
dPapmacbloTukanc IHAaia; dnamiHro npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y Ne 200 — 3a
Ita., IHais: no 4 dapmacbioTukan BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa peuenmom
TabneTkun y cTpuni; c lta., IHgis (Bkntovaroum, fe HeobxigHo, MicLe NpoBeaEeHHS

no 1 ctpuny y
KOHBepTi; no 4
TabneTkun y cTpuni;
no 1 ctpuny y
KoHBepTi; no 50
KOHBEPTIB Y
KapTOHHIN kopooLyj;
Ans BUpobHuka
ApTypa
dapmackioTikana
MNeT. Jlto.: no 4
TabneTkun y cTpuni;
no 1 ctpuny y
KOHBepTi; no 4
TabneTku y cTpuni;

KOHTponto skocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BignoBigHOCTi EBpoNechbkKin
dapmakonei y 3aTBepaXeHOMY [0ChE)(BBEAEHHS
HoOBOro BMpo6HuKa APl 3 HagaHHSAM mMacTep-
darina Ha A®l) BBeieHHs HOBOro BUpoGHuKka AdI
kodpeiHy (Aarti Pharmalabs Limited, India) ans
BMpo6HuKa M3 ApTypa ®apmacktoTikans [BT.
JItg., IHAais, (3aTBEpOkeHun BUpobHuK AdI:
kodpeiHy (Kores (India) Limited)). BBegeHHs 3amiH
npoTArom 3-X MicALiB Nicns 3aTBEpAXKEHHS. 3MiHK
Il Tuny - 3miHuK 3 sikocTi. ADI. BupobHuuteo. 3MiHa
BUPOGHMKa BUXiOHOMO/MPOMIXKHOIO
npoayKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpOGHMYOMY npoueci A®I, abo 3miHa BUpobHUKa
(Bkntovatoun, Ae HeobxigHo, MicLie MpoBeAeHHs
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3acoby ynakoeka) noceio4yeHHs1

no 1 ctpuny y
KoHBepTi; no 50
KOHBEPTIB Y
KapTOHHiIN kopobLyj;
no 10 Tabnetok y
6nictepi, no 1
6nictepy y kopobui

KOHTponto sikocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
chapmakonei y 3aTBepAXeHOMY A0Che)(BBEAEHHS
HoBoro BMpo6Huka APl 3 HagaHHSM MacTep-
danna Ha APl) BBeaeHHsi HOBOro BupobHuka AdI
napauetamony — . Sri Krishna Pharmaceuticals
Limited, IHgis, onsa BupobHuka INT13 ApTypa
dapwmacktoTtikana M8T. JIta., [HAia, (3aTBEpOKEeHU
BUpobHMK Adl:napauetamony (Bharat
Chemicalsindia)). BeegeHHs 3MiH npoTsirom 3-x
MicauiB nicnsa 3atBepaxeHHs. 3minu Il Tuny -
3MiHun 3 skocTi. A®l. BupobHuuTBO. 3MiHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y
BMpobHM4oMy npoueci A®l, abo amiHa BUpobHMKa
(Bkrtovaroum, ae HeobxigHoO, MicLe NpoBeaeHHS
KOHTponto skocTi) AdI (3a BiaCyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei y 3aTBepAXeHOMY A0ChE)(BBEAEHHS
HoBOro BMpo6Huka APl 3 HagaHHSaM mMacTep-
danna Ha A®l) BBegeHHs HoBOro BnpobHuka AdI
napaueTtamony — ¢. Granules India Limited, IHais,
ans BupobHuka 13 Aptypa ®apmacetoTikana
MeT. JItg., IHgia, (3aTBEpOKEHUIA BUPOBHMK ADI:
napauetamony (Bharat Chemicalsindia)).
BBeneHHs 3miH npoTarom 3-x MicsuiB nicns
3aTBepaKeHHs. 3miHu Il Tuny - 3miHKM 3 sKocTi.
A®|. BupobHuuTBO. 3MiHa BUpOGHMKa
BMXiAHOro/MPOMIDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYOTbCS Y BUpOBHUYOMY npoueci ADI,
abo 3miHa BMpobHUKa (BkMovaruu, e HeobxigHo,
MicLie NpoBeAeHHs KOHTponto aKkocTi) AdI (3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe)(BBeaeHHS HOBOro BUpobHuka Al 3
HafjaHHaM macTep-darnna Ha AD|) BeeaeHHs
HoBoro BMpo6Huka AP| eHinedppuHy
rigpoxnopug — @. Aarti Industries Limited, IHgis,
ans BupobHuka M3 ApTtypa ®apmachbioTikans
MeT. 1., IHAis, (3aTBEpOXEHNI BUPOBHUK AdI:
deHinedpuHy rigpoxnopugy ( Medilux
Laboratories Pvt.Ltd., India) BeegeHHsi 3amiH
npoTarom 3-x MicAuiB nicns 3aTBEPIAXEHHS. SMiHM
Il Tuny - 3minHun 3 akocTi. APl BupobHuuteo. 3MiHa
BMPOGHVKa BUXiAHOTO/MPOMIXKHOIO
npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BMpOoGHMYOoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkrtoyaroum, fie HeobXxigHO, MicLle NPoBeAEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
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cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
apmakonei y 3aTBepaXeHOMy A0CbE)(BBEAEHHS
HoBoro Bvpo6Huka APl 3 HagaHHSM MacTep-
canna Ha A®l) BBegeHHs HOBOro BnupobHuka APl
deninedpuvHy rigpoxnopug — ¢. Malladi Drugs &
Pharmaceuticals Limited, IHgis, anst BupobHuka
M3 Aptypa ®apmacsktoTikana MeT. JI14., IHgiN,
(3aTBEpKEHNI BUPOOHUK ADI: dheHinedpuHy
rigpoxnopuay ( Medilux Laboratories Pvt.Ltd.,
India). BBeaeHHs 3MiH npoTsrom 3-x MicsauiB nicns
3aTBEPAKEHHS

69.

OAUBOBET

Ma3b, no 15 r a6o 30
r masiy Ty6i; no 1
TyOi y KApTOHHIW
Kopobui

JIEO ®apma
AIC

LaHia

JIEO
JTabopaTtopic
Jlimiten

Ipnangis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3Minn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTI €BponeWchkin thapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponelicbkint hapmakonei) - OHoBReHWN
cepTuddikat Bif yxKe 3aTBEpAKEHOro BUpobHMKa -
[MopgaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€ponevicbkkin dpapmakonei R1-CEP 2002-031-
Rev 03 Big BXe 3aTBEpAKEHOTO BUPOOHMKa
CURIA SPAIN S.A.U., Spain gitoyoi pe4yoBuHu
6eTameTasoH AMNPOMiOHaT B 3B’A3KY 3i 3MiHOIO
Ha3BM BUpoOHuKa (3aTBepaxeHo: R1-CEP 2002-
031-Rev 02 Crystal Pharma S.A.U., Spain;
3anponoHoBaHo: R1-CEP 2002-031-Rev 03
CURIA SPAIN S.A.U., Spain).

6e3
peuenma

UA/7276/01/01

70.

AOEKCUn

PO34MH ANs iH'ekuin
50 Mr/2 mn; no 2 mn
B amnyni; no 5
amnyn y KOHTYpHIn
YapyHKOBIN
ynakosui; no 1
KOHTYPHil
YapyHKOBIN yrnakoBLi
Y KapTOHHI
ynakoBuUj

DKIBOXAP
A ®APMA
MPAMBIT
JIMITEQ

IHaia

CTEPWUN-IPKEH
NAN®
CAMEHCHS ()
nTa

IHAis

BHECEHHS1 3MiH O peecTpauiHMX maTtepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsAUiB nicnsa 3aTBepMKeHHS. 3MiHu |
Tuny - 3MiHK Wwopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHEeHUX AaHuX Npo CUcTemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBaXeHOi 0cobw, BignosiganeHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iMCHEHHs1 hapMakoHarnsay (Bknyanym

3a
peuenmom

He
nidnseae

UA/17601/01/01




48

[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-arina cuctemmn apmakoHarnagy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa Manikep Biny. MponoHoBaHa
pepakuisa: [-p Pagkan Oy6ei. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXeHoi ocobu, BianoBiaanbHoI 3a
hapmakoHarnsig. 3miHa KoHTakTHOT ocobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itoya pegakuis: IBaHuUbkMin AHApIn
BacunboBuu. MNponoHoBaHa pegakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHYMKA,
BinoBiganeHoi 3a hapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiNCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-cainna
cvucTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHn
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnsgy (iHwi amiHn).
OHOBMEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
3acoby. TepMiH BBEEHHS 3MiH - NPOTSrom 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.

71.

OEKCTEMN

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 200
mr; no 10 TabneTok
y 6nicTtepi, no 1
onictepy y nauui

AT
"KNIBCbKW
n

BITAMIHHA
1 3ABOO"

YkpaiHa

AT
"KUIBCBKUI
BITAMIHHUIA

3ABOA"

Ykpaina

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPeKTUBHOCTI
Ta dbapmakoHarnagy (iHwi 3miHm)
3MiHM BHECEHO Y TEKCT MapKyBaHHS1 MEPBUHHOI Ta
BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby, a came
BUITy4€HO iHOpMaLito, BUKNaAEeHy POCICbKO
MOBOIO; YKPAIHCbKUA TEKCT MapKyBaHHS
npoaybnbLoBaHO aHrMikcbKo MoBo. BBeaeHHs
3MiH NPOTArom 6-TM MicsLIB MicNsi 3aTBEPAKEHHS

6e3
peuenma

UA/18367/01/01

72.

OEKCTEMN

TabneTku, BKpUTI
NNiBKOBOO
o6onoHkoto, no 400
mr; no 10 TabneTok
y 6nicTtepi, no 1
onictepy y nauui

AT
"KUIBCbKW
n
BITAMIHHNA
v 3ABOL"

YkpaiHa

AT
"KUIBCBKUI
BITAMIHHUIA

3ABOA"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPeKTUBHOCTI
Ta dbapmakoHarnagy (iHwi 3miHm)
3MiHM BHECEHO Y TEKCT MapKyBaHHS1 MEPBUHHOI Ta
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
BUITy4€HO iHOpMaLito, BUKNaAEHY POCICHKO
MOBOIO; YKPAiHCbKU TEKCT MapKyBaHHS
npoay6nboBaHO aHrMikcbKo MoBO. BBeaeHHs
3MiH NPOTArom 6-TM MicsLIB NicNsl 3aTBEPAKEHHS

be3
peuenma

UA/18367/01/02

73.

OENAKIH
XPOHO® 300
Mr

TabneTku, BKPUTI
060mOHKOM0,
NPOSIOHroBaHOI A,
no 300 mr; Ne 100
(50x2): no 50
Tabnetoky
KOHTenHepi,
3aKPUTOMY KPULLIKOK

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodi BiHTpon
IHpacTpia

DdpaHuis

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTKil
XapakTepuCTULL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acTOCyBaHHS

3a
peuernmom

He
nionsieae

UA/10298/01/01




[IpoioBxkeHHs JoaaTka 3

no 2 KOHTENHEPN y
KapTOHHiIN kopooLi

pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHo o IHCTpyKLUii Ans MeguyHoro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactmeocTi", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs rpygaro”,
"Cnoci6 3acTtocyBaHHs Ta 40o3n" BianoBigHO OO
OHOBMEHOT iHhopMmaLlii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BeegeHHs1 3mMiH npoTsirom 6-
TV MicsiLiB nicnst 3aTBepoKEHHS. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/ePeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3miHu) 3miHM BHECeHo 40
IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby o posginis "OcobnmeocTi
3acTocyBaHHs" Ta "Mo6iyHiI peakuii” BignoBigHoO 4o
OHOBJEHOI iHpopmalii 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsarom 6-
TV MicaLiB nicnsa 3aTBepykeHHs. 3MiHu Il Tuny -
3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy - 3MiHu BHeceHo 4o
IHCTpYKUiT ANst MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3ainis "3actocyBaHHs y
nepiop BariTHocTi abo rogyBaHHs rpyaato”,
"MobiyHi peakuii" BiANOBiAHO 4O MaTepianis
peecTpauiiHOro JOChE, a TAaKOX BHECEHHS
iHdbopMaUii Woao BaXMBOCTI 3BiTYBaHHS Npo
noGiyvHi peakuii Ta BiACYTHICTb ePeKTUBHOCTI
nikapcbKkoro 3acoby no po3sginy "MNobGiyHi peakwii”.
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLL NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii Ansi
MeAMYHOrO 3aCTOCYBaHHS y 3B’3KY i3 HOBUMM
[OaHUMW 3 SKOCTI, AOKMIHIMHUMU, KMiHIYHUMK
OaHnMu Ta AaHnMu 3 hbapmakoHarnsagy - 3MiHu
BHECEHO [0 IHCTpyKLUii Ana MeandHoro
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"B3aemogis 3 iHWK1MKM nikapcbknMun 3acobamu Ta
iHLWIi BUAM B3aemogin" BignoBigHO A0 MaTepianis

peecTpauinHoro JochbeE.

49
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3 nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
BOJIOronornmHayemM; abo sik pe3ynbTaT OLiHKW 3BIiTY 3 A4OCHIAXKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx




3aseHuUK

Kpaina

Bupo6bHuk

50
Kpaina
eUpPOb6HUKa

[IpoioBxkeHHs JoaaTka 3
Ymoeu
aionycky

PeecmpauitiHa npoyedypa

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

BBepgeHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBepAKeHHs. 3MiHn Il Tuny - 3miHn woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.

TOB YkpaiHa

YOPNA TypeyunHa

MEOVUWH

3MiHM Y KOPOTKilN XapaKTepuCTULi Nikapcbkoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’513KY i3 HOBUMM
[aHMMW 3 SKOCTi, AOKMIHIMHUMU, KIiHIYHUMK
OaHMMK Ta gaHvMK 3 hapMakoHarnsgy - 3MiHm

3acToCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y

BiANOBIQHO 4O MaTepianiB peecTpaLiiHoro 40CLE.

3MinHn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI

BHECEHO A0 IHCTPYKLiT ANa MeanyHoro

nepiog BariTHocTi abo rogyBaHHs rpyaar”

BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.

Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKiv
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW JaHUMW 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3MiHu BHeceHo 4o
IHCTpYKUiT ANSt MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemopin", "OcobnmneocTi 3acTocyBaHHS",
"MobiyHi peakuii" BignoBigHoO Jo MaTepianis
peecTpauinHoro Aocbe, Ta 4O TeKCTY po3ainy
"Mob6ivni peakuii" Woao BHeCEHHs iHdopmaLii
LLIOAO BaXIMBOCTI 3BiTyBaHHS Npo NobiyHi peakuii
Ta BiACYTHICTb ePEKTMBHOCTI NikapCbKoro 3acoby.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. 3minm Il Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL, NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEAMNYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMKN
OaHnMu Ta AaHnMu 3 chapmakoHarnsagy - 3MiHu
BHeCeHO A0 IHCTpyKuii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"MpoTtunokasanHs", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpypar”, "Mobivni peakuii” BignosigHo oo
MaTepianiB peecTpauiiHoro gocke. BBeaeHHs 3miH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPAXKEHHS.
BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsigy (iHWwi 3MiHW) - OHOBNEHHSI

3a
peuernmom

74.

OEPUNAND

kpem, 0,5 mr/r, no 50
r B Ty6i; no 1 1y6i B

KapTOHHI kopobui

«YOoPng

MEOVLIVH»

INAY CAH. BE.

UA/18398/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
TIDK. A.LL. 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA BTOPUHHOI
yNaKoBKM MikapcbKoro 3acoby, a came yTOYHEHHS
iHdopMmauii y n. 3 "MNepenik 4ONOMIXXHUX pe4oBUH",
n.8 "[arta 3akiH4eHHs TepMiHy npugaTHocTi", n. 12
"Homep peecTpauiriHoro nocsigvyeHHs", n.13
"Homep cepii nikapckoro 3acoby”, n. 17 "lHwe".
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPOKEHHSI.
75. | AUMETUIICY | pianHa abo ToBapucTBO YkpaiHa Bunyck cepii: TNatsis/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: - - UA/17520/01/01
Nb®OKCHA KpucTtanm 3 TOB "ENMIC", Kutan 3MiHu | TUny - 3MiHK 3 akocTi. A®Il. KoHTponb AdI
(cybcTaHuis) y obmexeHo JlaTBis; Yci (iHWi 3miHK). OHOBNEHHSN BXe 3aTBEPAXEHNX
B6oykax Bignosiganb cTagii METOAIB KOHTPOSO AKOCTI Nikapcbkoro 3acoby, a
nnactmacoBux abo HiCcTIO BUPOGHMLTBA, came BUKNaJeHHS TEKCTY AepP>XaBHO MOBOIO
mMeTanesux Ans "ENNIC- 33 BUHATKOM 3riAHO Cy4aCHUX BUMOT.
thapmaueBTUYHOro YKPATHA" BUMYCKY cepil:
3aCTOCyBaHHSs! Xy6ei CiHda
Kemikanc Npyn
Ko., lta., Kutan
76. | OOKUE® TabneTtkn, BKpUTI Ckan ®apma | O6'egHaHi TToniH Jlimiteg IHais BHECEHHS1 3MiH O peeCTpaLiHMX maTepianis: 3a He UA/12609/01/02
obornoHkoto, no 200 B3-TOB Apabcbki 3MiHa 3aaBHwuka J13 (MIBI) (BnacHuka peuyennmom | nidnseae
mr, no 10 TabneTok Emipatun peecTpauiiHoro noceig4yeHHs) (3rigHo Hakaly MO3

y BnicTepi; no 1
6nictepy B nauui 3
KapToHY

BiA 23.07.2015 Ne 460). 3miHn | Tvny - 3miHK
wono 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3ararnbHEeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiANOBiganbHOI 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTep-canna cuctemu papmakoHarnsaay). 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHUKa, BigNOBiganbHOI
3a cpapmakoHarnsg. Hitoya pegakuis: Shahnawaz
Ibrahim. MponoHoBaHna pepakuis: Dr. Jaimon John
Soman. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXeHO!
ocobu 3aABHMKKa, BianosiganbHOI 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asiBHMKA, BignosiganbHoi 3a dhapMakoHarnsaj B
YkpaiHi. Jitoua pegakuis: Onyshchuk Liudmyla.
MponoHoBaHa pepakuisi: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocotu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi.
3miHa MicLe3HaxomKeHHs MacTep-carina
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

cuctemun chapmakoHarnsgy Ta moro Homepa. 3miHa
Micu$s 34iINCHEHHSI OCHOBHOI OisiNbHOCTI 3
dapmakoHarnsgy

7.

AOOKLE®

TabneTku, BKpUTI
obonoHkoto, no 100
mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B nayui 3
KapTOHY

Ckan ®apma
B3-TOB

O6'eqHaHi
Apabcbki
Emipatun

TToniH JlimiTeq

IHAis

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpaLiiHoro noceig4yeHHs) (3rigHo Hakaly MO3
BiA 23.07.2015 Ne 460). 3miHn | TMny - 3MiHK
wono 6esnekn/edhekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA
BiJ, YNOBHOBa)XeHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-cavina cuctemmn capmakoHarnagy). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a phapmakoHarnsa. Litova pegakuis: Shahnawaz
Ibrahim. MponoHoBaHa pepakuisa: Dr. Jaimon John
Soman. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXXEHOI
ocobu 3asBHKKa, BianoBiaanbHOI 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. Jitoua pegakuis: Onyshchuk Liudmyla.
lMponoHoBaHa pepakuisi: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi.
3miHa Micue3HaxoaKeHHs macTep-carina
cvcTeMun dhapmakoHarnsaay Ta noro Homepa. 3MiHa
Micus 34iMCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy

3a
peuenmom

He
nidnsieae

UA/12609/01/01

78.

AOP30TUMO
ne

Kpanni OYHi, pO34uH;
no 5 mn y cnakoHi-
KpanensHuui; no 1
nakoHy-
KpanenbHuLi B
KapTOHHiIl kopobui

Appan-
[aneHcbkuin
JlabopaTopi

na.o.

Xopsaris

Appan-
[aneHcbkuii
JlaBopaTopin
n.n.

Xopsgarisi

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHs Ha MiAcTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nnikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAXKEHb,
nNpoBeAeHNX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogkeHo 3

3a
peuernmom

He
nidnsieae

UA/14028/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

KOMMETEHTHUM YTNOBHOBa)XEHUM OpraHom).
3MiHV BHECEeHi A0 iHCTPYKLii AN MeguyHoro
3acToCyBaHHS NikapcbKkoro 3acoby y po3ginu

"Cnoci6 3actocyBaHHsi Ta foan", "IMoGiyHi peakuii”
BiAMNOBIAHO 4O OHOBIEHOI iHbopMalLlii 3 6e3neku
Lit0401 pevyoBUHMN.

79.

OPOTABEPU
H

Tabnetkun no 0,04 r
no 10 TabneTok y
6nictepi; no 1 abo 2
Gnictepu B nayui 3
KapTOHY

MAT
"Ximcapmsa
BOA,
"YepBoHa
3ipka"

Ykpaina

MAT
"Ximcapmsasog
"YepsoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis:
3MmiHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BKrOYatouM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (3meHLweHHst 4o 10 pasi)
BBEAEHHSA 40AATKOBOIo po3Mipy cepii roToBOro
nikapcbkoro 3acoby 3ateepmkeHo: 1. TP -64-
00481241-107-19 TeopeTuyHuin o6’em cepii:
128,57 Tnc. yn. Ne10 (10x1) 64,285 Tuc. yn. Ne20
(10x2) OuikyBaHuin 06’em cepii: 117,0£122,0 Tuc.
yn. Ne10(10x1) 58,5+61,0 Tuc. yn. Ne20(20x1)
3anponoHoBaHo: 1. TP -64-00481241-107-19
TeopeTnyHuin 06’em cepii: 128,57 Tuc. yn. Ne10
(10x1) 64,285 Tuc. yn. Ne20 (10x2) OuikyBaHui
06’em cepii: 117,0£122,0 Tnc. yn. Ne10(10x1)
58,5+61,0 Tmc. yn. Ne20(20x1) 2. TP -64-
00481241-158-21 TeopeTuyHuin o6’em cepii:
43,243 Tnc. yn. Ne10 (10x1) 21,621 Tuc. yn. Ne20
(10x2) OuikyBaHui 06’em cepii: 39,140+41,084
Tunc. yn. Ne10 (10x1) 19,570+20,542 tuc. yn.
Ne20(20x1) 3miHun | Tuny - 3miHn 3 sikocTi. [oTOBUMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa y meToax BUNpobyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (OHOBMNEHHS npoLieaypu
BUNpoByBaHHsS AN NpMBEAEHHS Y BiANOBIAHICTb 3i
3MiHeHoto 3aranbHoto ctatTeto [1PY abo
€Bponeiicbkoi hapmakonei) NnpuBeaeHHst
nokasHuka «CtupaHictb» B Crneumdikauii Ta
MeTogax koHTponto 13 y BignoBigHCTL A0 BUMOT
gitoyoi AdY 2.9.7 3atBepaxeHo: Cneumdikauis:
CtupaHicTb —He binblwe 1% (OPY 1.2, 2.9.7)
MeToau koHTponto: CTupaHicTb. BusHaveHHs
npoBoasTb Ha 20 TabneTkax. BrpaTa B maci He
6inbLue 1% Bia cymapHoi Macy BUNpobyBaHWx
Tabnetok ((APY 1.2, 2.9.7) 3anponoHoBaHo:
Cneumdikauis: CtupaHictb —He 6inbwe 1,0 %
(OPY 2.9.7) MeToam koHTponto: CTUpaHiCTb. He
Ginbwe 1,0 % (OAPY 2.9.7)

be3
peuenma

UA/2014/01/01

80.

ENTANPA3A

KOHLieHTpaT Ans
PO34MHy Ans
iHdpy3in, 2 mr/mn, no
3 mMn 'y dnakoHi; no
1 donakoHy B

Takena
dapmacbioTi
Kans
IHTepHeLwHn

Al lpnaHgis

Ipnangis

BigNoBiganbHUN
3a BUNYCK cepii:
Lavep
dapmachbioTikan
3 lpnangis

Ipnangis/
HimeuuunHa/
CLUA/
Higepnanaun

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. A®l. BupobHuuTBO.
3miHu B npoueci BupobHuutBa A®| (HesHavHa
3MiHa y npoueci BupobHuutea Adl) -
3MiHa KOHLeHTpaLii 6ydepHOro po3ynHy, Lo

3a
peuernmom

UA/13360/01/01




54 [IponoBkeHHs 1oaarka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopooLi BpeHy JlimiTen, BUKOPUCTOBYETLCS ANs1 36epiraHHs
IpnaHais; xpomaTorpadiyHoi cmonu Q-Sepharose
BUPOBHMLUTBO (3aTBepmkeHo: 0,01 M Sodium Hydroxide),
niKapcbkoro 3anponoHoBaHo: 0,1 M Sodium Hydroxide), 3
3acoby, BiANoBiAHMMK 3miHamu B po3ain 3.2.S.2.3. Control
nepBuHHe of Materials — Media and Buffer Composition
nakyBaHHs,

KOHTPOIb AKOCTI
cepii, BisyanbHa
iHCnekKuis:
BetTtep ®apma-
deprirtoHr MTM6X
EHa Ko. KT,
HimeuuunHa;
BUPOBHMLUTBO
nikapcbKoro
3acoby,
nepBuHHe
nakyBaHHs,
KOHTPOIb AKOCTI
cepil: KengxiH
Baiodapma,
NTA (ab6a
EmepoxeHT
BarnoConywwiHa
(CibiAin), CLUA;
KOHTPOIb SKOCTI
cepil, BisyanbHa
iHCneKujs:
BeTtTep ®apma-
PeprirtoHr M'M6X
EHnp Ko. KT,
HimeyumnHa;
BeTtTep ®apma-
PeprirtoHr M'M6X
EHnp Ko. KT,
HimeyumnHa;
Bettep ®apma-
PeprirtoHr M'M6X
EHa Ko. KT,
HimeuuuHa;
KOHTPOIb AKOCTI
cepii: Wanep
XbloMeH
[xeHeTik
Tepanic, CLUA;
Yapnb3 Pisep
JlabopaTtopis
Avneng 1A,
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Ipnangis;
ancTpubyuis
HaMoBHEHMX

HemMapKoBaHUX
briakoHiB:
EmiHeHT
Cepsices
KopnopenuH,
CLUA;
MapKyBaHHS Ta
nakyBaHHs,
ancTpubyuis
roToBOro
nikapcbkoro
3acoby:

LIEnYEnN

Cannnain YenH,
Higepnanaw;
LIEnYEnN
Cannnan YewnH
(Higepnangu)

Higepnangm

81.

ENTOHBA

PO34MH ANs iH eKuin
no 150 mkr/0,5 mn
no 0,5 mn po3unHy B
nonepegHLo
HanoBHEHOMY
wnpwui; no 1
nonepegHLo
HamnoBHEHOMY
LUNpULY pasom 3i
CTEPUIIBHO
iH’EKLIINHOI ronkow
y BigKpUTOMy
nnacTUKoBOMY NOTKY
B KapTOHHII kopobui

OpraHoH
CeHrtpan lct
M6X

Lsenuapi
A

BupobHuLTBO
Hepo3dpacoBaHo
i npoaykuii Ta
nepBuHHA
ynakoBka,
KOHTPOIb SIKOCTI,
TeCcTyBaHHSA
CTepunbHOCTI Ta
HakTepianbHnx
€HOO0TOKCUHIB
roToBOro
nikapcbkoro
3acoby
(koHTpOnb
SKOCTI),
BidyarnbHa
iHCnekuis:
Bettep dPapma-
®epTuryHr rm6X
i Ko. KT,
HimeuuuHa;
KoHTpornb
AKOCTI,
TECTyBaHHS
CTepunbHOCTI Ta
BakTepianbHUx

HimeuuunHa/
Higepnanaun

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHWX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMakoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBigansHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a (papmakoHarnsig.

[itova pepakuis: MapiaHHa Bank-KopTteHpaag.
MponoHoBaHa peaakuis: [oktop ®epHaHaa
TaBapec. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXeHOoI ocobu 3asiBHUKa, BiANOBiganbHOT
3a (hapmakoHarnsg. 3MiHa MicLe3HaxomKeHHs!
MacTep-caina cuctemy papmakoHarnsgy

3a
peuenmom

UA/13125/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

€HOO0TOKCUHIB
roToBOro
nikapcbKoro
3acoby
(koHTpOnb
SIKOCTI),
Bi3dyanbHa
iHCnekujs:
Bettep dapma-
depTuryHr FTmM6X
i Ko. KT,
HimeuumnHa;
BizyanbHa
iHCnekujs:
Bettep dapma-
depTuryHr F'mM6X
i Ko. KT,
HimeuumnHa;
KoHTponb sikoCTi
Ta TeCTyBaHHSA
crabinbHocTi,
BTOPUHHA
yNakoBKa,
[03Bin Ha
BUMYCK cepii:
H.B. OpraHoH,
HigepnaHaw;
TecT Ha
iMyHOaKTUBHICTb
: MC[ BioTtek
B.B.,,
Higepnangm

82.

ENTOHBA

PO34MH ANs iH eKuin
no 100 mkr/0,5 mn;
no 0,5 mn po3unHy B
nonepegHLo
HamnoBHEHOMY
wnpwui; no 1
nonepeaHLo
HarnoBHEHOMY
LUNpULy pasom 3i
CTEPUIBHO
iH’EKLIINHOI ronkow
Yy BigKpuTomy
nnacTUKoBOMY NOTKY
B KapTOHHII kopobui

OpraHoH
CeHtpan lct
M6X

Lsewuapi
A

Bupo6HMuTBO
Hepo3dacoBaHO
i npoaykuii Ta
nepBuHHa
ynakoBka,
KOHTPOIb SIKOCTI,
TECTyBaHHs1
CTepunbHOCTI Ta
bakTepianbHNX
€HOO0TOKCUHIB
roToBOro
niKapcbKoro
3acoby
(koHTpOnb
SIKOCTI),
BidyarnbHa
iHCnekKuis:

HimevuunHa/
Higepnanaun

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dhapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a (papmakoHarnsig.

[itova pegakuis: MapiaHHa Bank-KopTteHpaaga.

3a
peuenmom

UA/13125/01/01
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[IpoioBxkeHHs JoaaTka 3

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

(nikapcbka ¢ghopma,

Popma sunycky

ynakoeka)

Kpaina
3asieHUKa

3aseHuUK

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

Bettep dPapma-
®epturyHr FrmeXx
i Ko. KT,
HimeyumnHa;
KoHTponb
AKOCTI,
TeCTyBaHHs
CTepunbHOCTI Ta
BakTepianbHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKoro
3acoby
(koHTpOnb
SIKOCTI),
BidyanbHa
iHCnekujs:
Bettep dapma-
depTuryHr F'mM6X
i Ko. KT,
HimeuumnHa;
BizyanbHa
iHCnekujs:
Bettep dapma-
®epTuryHr rm6X
i Ko. KT,
HimeuumnHa;
KoHTponb skocTi
Ta TeCTyBaHHS
cTabinbHocTi,
BTOPUHHA
yMNaKkoBKa,
[03Bin Ha
BUMYCK cepii:
H.B. OpraHoH,
Hinepnanaw;
TecT Ha
iMyHOaKTUBHICTb
: MC[ bioTek
B.B.,,
Higepnangm

MponoHoBaHa peaakuis: [oktop ®epHaHaa
TaBapec. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a (hapmakoHarnsg. 3MiHa micLe3HaxoaKeHHs!
macTtep-darina cuctemm dapmakoHarnagy

3a

He

UA/12801/01/02

83.

EMAHEPA®

Kancynu
KMLLKOBOPO3YMHHI NO
40 wr, no 7 kancyn y
6nictepi; no 1, 2 abo
4 6nictepu B

KapTOHHiIl kopobuyi

KPKA, a.4., CnoBeHis

Hoso mecto

BUPOGHMUTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
naKyBaHHs,
KOHTpOnb Ta
BUNYCK cepii:
KPKA, a.4.,

CnoBeHisi

HoBo mecTo,

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta dbapmakoHarnsaay. 3MiHW y KOpOTKil
XapaKkTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS reHepU4HNX/ribpnaHux/G6ionogioHnx
nikapcbkux 3acobiB nicnsi BHECEHHs! Tiei camoi

3MiHN Ha pedepeHTHWI NpenaparT (3MiHa He

peuernmom

nidnsieae
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
CnoBeHisi notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
KOHTPOMb Cepii: AaHnx) 3MiHM BHECeHI 40 IHCTPYKLUii Ans
KPKA, a.4., MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
HoBo mecTo, po3ainu "®apmakonoriyHi BnacTueocTi”,
CnoBeHisa "Moka3zaHHs" (yTouHeHHs ), "OcobnueocTi
3acTtocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
"Oitn" (yTouHeHHs), "MobivHi peakuii" 3rigHo 3
iHcbopMmaLieto LWoa0 MeANYHOro 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (HEKCIYM)
BBefeHHs 3MiH NpoTArom 6-Tu Micsiuie 3 gatm
3aTBEPAKEHHS.
84. | EMAHEPA® Kancynu KPKA, a.4., CnoeeHis | BUpoBHMUTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a He UA/12801/01/01
KMLLKOBOPO34YMHHI N0 | HoBO mecTo bulk", nepBuHHe 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom nidnsieae
20 mr, no 7 kancyny Ta BTOPUHHE Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKi
6nictepi; no 1, 2 abo nakyBaHH4, XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
4 Gnictepn B KOHTPOSb Ta MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
KapTOHHiIN kopobui BMNYCK cepii: 3aCTOCYBaHHS reHepUYHUX/TiIBpMAHMX/6ionoaidHMX
KPKA, a.4., nikapcbkux 3acobiB Nicns BHECEHHsI Tiei camoi
HoBo mecTo, 3MiHM Ha pedepeHTHUI Npenapar (3MiHa He
CrnioBeHis notpebye HagaHHA XXOAHUX HOBMX 0OAATKOBUX
KOHTPO~b cepil: naHux) 3MiHM BHeCeHi Ao iHCTpyKLUii gns
KPKA, a.4., MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
HoBo mecrTo, po3ginu "®apmakonoriyHi BnacTmeocTi”,
CnoBeHis "MokasaHHsA" (yTouHeHHs), "OcobnmnBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta o3un",
"OiTn" (yTouHeHHs), "MMobiunHi peakuii” 3rigHo 3
iHdbopMmaLiieto Woao MeaNYHOro 3aCTOCYBaHHS
pedbepeHTHOro nikapcbkoro 3acoby (HEKCIYM)
BBeneHHs 3MiH NpoTArom 6-Tu MicsiLiB 3 gatm
3aTBEPOKEHHS.
85. | EMOKNOT MOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH ITanisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/17394/01/02
PO3YUMHHUK ANst C.INA. C.N.A. TexHiyHa nomurnika (3rigHo Hakasy MO3 Big peuenmom
po34MHy Ans 23.07.2015 Ne 460). BunpaBneHHs NOMUIIOK Y
iHdysin, 1000 HyMepaLii NyHKTIB y cToBN4uky "MeToam

MO/10 mn, cdonakoH
Ne 1 3 nopoLukom no
1000 MO y
KOMMMEKTi 3
PO34MHHMKOM (BOAa
Aans iH ekuin) no 10
MmNy donakoHi Ne 1
Ta Habopom ansi
PO3YMHEHHS i
BBEEHHS Y
KapTOHHIl kopobui

KoHTporn" po3giny "Cneundikauis" MKA ans
PosuunHHuka (Boga ans iH’ekuin). 3aTBepaKeHo:
21. NuToMa eneKkTponpoBigHICTb
n.26 MKA. 22. Pe4oBWHM, LLIO OKUCHIOKTLCS N.27
MKA. 23. 3anuwok nicns BunaptoBaHHs n.29 MKA.
24. MexaHidHi BKNIOYEHHS
n.30 MKA. 25. O6’em, wo sutaraerbcs N.31 MKA.
26. CtepunbHictb N.32 MKA. 27. BakTtepianbHi
eHgoTokeuHn .33 MKA. 3anponoHoBaHo:

21. NuTtoma enekTponposigHicTe N.21 MKA. 22.
Pe4yoBUHMU, WO OKNCHIOKTLCA N.22 MKA. 23.
3anuwok nicnsi BunaptoBaHHs n.23 MKA.

24. MexaHiuHi BkrtodeHHs n.24 MKA. 25. O6’em,
wo Butaraetbes nN.25 MKA. 26. CtepunbHicTb 1.26
MKA. 27. bakrepianbHi eHAOTOKCUHMU
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
n.27 MKA
86. | EMOKINOT MOPOLLIOK Ta KEOPIOH ITanisa KEOPIOH ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/17394/01/01
PO3YMHHUK NS C.MN.A. C.M.A. TexHiyHa nomunka (3rigHo Hakasy MOS3 Big peuenmom
po34nHy ans 23.07.2015 Ne 460). BunpaBneHHs NOMUIIOK Y
iHcdpysin, 500 MO/10 HymepaLii MyHKTIB y cToBn4uky "Metoam
mr, ¢prnakoH Ne 1 3 KOHTponto" po3aainy "Cneundikauis" MKA aons
nopotukom no 500 Po3unHHuka (Boga ons iH'ekuin). 3atBepaxeHo:
MO y komnnexTi 3 21. TluToma enexkTponpoBigHICTb
PO34YMHHMKOM (BOAA n.26 MKA. 22. Pe4oBuWHM, LLIO OKUCHIOTLCA N.27
ans iH’ekuin) no 10 MKA. 23. 3anuwok nicns sunaptoBaHHsa n.29 MKA.
MmNy donakori Ne 1 24. MexaHi4Hi BKIMOYEHHSA
Ta Habopom ans n.30 MKA. 25. O6’em, wo sutaraetbcs n.31 MKA.
PO3YMHEHHS i 26. CtepunbHictb N.32 MKA. 27. BaktepianbHi
BBEAEHHSA Y eHpgoTokenHm n.33 MKA. 3anponoHoBaHo:
KapTOHHiIN kopoOLi 21. Nutoma enekTponpoBigHicTb N.21 MKA. 22.
Pe4yoBUHMU, WO OKNCHIOKTLCA N.22 MKA. 23.
3anuwok nicns BunaproBaHHs n.23 MKA.
24. MexaHiuHi BkntoveHHs nN.24 MKA. 25. O6’em,
o BuTtaraetbes .25 MKA. 26. CtepunbHicTb N.26
MKA. 27. BakrepianbHi eHAOTOKCUHM
n.27 MKA
87. | EHOAO®AIbK | nopowok ans Op. ®anbk HimeyvumH Op. ®anbk Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/4197/01/01
OoparbHOro po3yunHy; dapma a dapma 'M6X, ITanis 3miHn | TMny - 3miHn Wwopo 6e3nekn/ehekTMBHOCTI peuenma
no 55,318 r m6X Himeyunna Ta hapmakoHarnsay. BeeaeHnHs abo 3amiHu oo

MOPOLLIKY Y NaKeTi;
no 6 nakeTiB y
Kopo6Lli 3 KapTOHY

(BignoBigansHui
3a BUNYCK cepin
KiHLLEBOIO
npoaykTy Ta
anbTepHaTMBHE
BTOPVHHE
nakyBaHHS);
Knoke ®apwma-
Cepsic 'M6X,
HimeyuunHa
(BUpPOGHMK
[030BaHoI
copmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1);
JlosaH ®apma
v6X,
HimevuunHa
(BUPOBHWMK
[030BaHoI
cdopmu,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs);

y3ararnbHEeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
mactep-darna cuctemu dpapmakoHarnagy) 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHUKa, BigNOBiganbHOI
3a chapmakoHarnsig.

[itoya pepakuia: Dr. Andrea De Lacovo / O-p
Anpgpea [e JlakoBo. [NponoHoBaHa peaakuisi: Dr.
Carsten Wieser / I-p KapcTeH Bisep.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHYMKa, BignosiganbHoI 3a hapmMakoHarnsg
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
C.LLT. c.p.n.
Cepsisio
IHTepHauioHane,
ITania
(BMPOBHYMK
[030BaHoi
¢hopmu,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs1)
88. | EHTEPOXEP | cycneHsis opanbHa; TOB Ykpaina NABOPATOPII ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes nionsiea UA/4234/01/01
MIHA® Ne 10; Ne 20 (10x2): "Onenna IOHITEP, ITanis YTOYHEHHS cTaTyCy peKknamyBaHHsA B HaKas3i peuenma €
no 5 mn y conakoHi; Xenckea dpaHuis; MO3 YkpaiHu Ne 1957 Big 14.11.2023 B npoueci
no 10 dnakoHis, YkpaiHa" Onenna BHECEHHS 3MiH (3MiHn | Tuny - 3miHn Wwoao
3'eQHaHNX MiXK Xenckea Itani 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
coboto C.p.n., ITanis 3MiHa y KOpOTKil XapaKTepucTuLi nikapcbkoro
nonieTnneHoBow 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
nepeMuYKoto, y MeAMYHOro 3aCTOCyBaHHs Ha MiACTaBi perynsipHo
kaceTi; no 1 abo 2 OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
KaceTun B KapTOHHIl 3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
Kopobui nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHIAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpudHnX
pocnigxeHb (PIP) (iHwi 3MiHK). 3MiHK BHECeHO B
IHCTPYKLUito ANSt MEAMYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby no posgainis "OcobnmeocTi
3actocyBaHHs1", "lNMob6iyHi peakuii” BignosigHo o
OHOBMeEHOT iHdopMaLii woao 6e3neku
3aCTOCYBaHHS Jit040l pevyoBMHY, BIANOBIAHO OO
pekomMeHpauin PRAC. BBegeHHst 3MiH npoTsarom 6-
TH MicsiliB nicnsi 3aTBepakeHHs. 3miHun Il Tuny -
3MiHn Wwoao 6e3nekn/edPeKkTUBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkii
XapakTepucCTuL NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
AaHvMu 3 papmakoHarnsgy. 3MiHM BHECEHO B
IHCTpYyKLUito ANst MEAMYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
BnacTmBocTi" (dpapMakokiHeTuka), OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peakuii”. BBeieHHSA 3MiH NpOTArom 6-Tn MicsiLiB
nicnsi 3aTBepaXeHHs). Pefakuis B Hakasi - He
nignsirae. BipHa peaakuis - nignsarae.
89. | ENAQON Kancynu m'ski, no 5 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: bes3 - UA/12187/01/01
HEO kancyn y 6nictepi; "KNIBCbKW "KUIBCBKUIA 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenma
no 6 a6o 12 n BITAMIHHUW Ta chapmakoHarnsaay (iHwi aminn).
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6nicTepiB y nauuj; BITAMIHHU 3ABOL" 3MiHN BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI Ta
no 10 kancyny " 3ABOO" BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
6nictepi; no 3 abo 6 BUYyYeHO iHcbopmaLlito, BUKNaZgeHy pOCiCbKoo
GnicTepiB y navui MOBOIO; YKPAiHCbKUIA TEKCT MapKyBaHHS
npoay6nboBaHO aHrMicbKo MoBO. BBeaeHHs
3MiH NPOTSArom 6-TM MicsLiB Micnsi 3aTBEPAKEHHS.
90. | ETAM3UNAT PO34uH ANs iH eKuin Tosapucteo Ykpaina KOHTPOIb AKOCTI, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/5470/01/01
12,5 %; no2 mn B 3 BMNYCK cepii: 3MmiHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
amnyni; no 10 amnyn | obmexeHow ToBapucTBo 3 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
y nayui 3 KapTOHY; Bignosiganb 0oB6MeXeHo iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
no 2 mn B amnyni; HiCTIO BignoBiganbHicT KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
no 10 amnyny "dapmaueBT to "HocnigHun (3amiHa abo goaaBaHHs OinbHULI, Ha SAKin
6nictepi; no 1 MYHa 3asog "MHUNC", 3AINCHIOETBCA KOHTPOSL/BUMNPOBYBaHHSA cepii) -
onictepy y nayui 3 KOMMNaHis YkpaiHa [oAaBaHHSA AinbHWLI Ha SIKiN 30iACHI0ETLCSA
KapTOHY; NO 2 MN B "3popos's" BCi cTagii KOHTPOIMIO SIKOCTi BUPOOHMLTBA AKLiOHEpHE
amnyni; no 5 amnyn BUPOGHMLTBA, ToBapucteo "Manuudapm”; 3miHn | Tuny - 3miHK 3
y 6nictepi; no 2 KOHTPOIb SKOCTI, AKocTi. [oToBMI Nikapcbkuii 3aci6. 3miHn y
6nictepn y nayui 3 BUMYCK Cepil: BUPOGHMLTBI. 3aMiHa abo BBeAEHHS [,OAATKOBOI
KapToHY ToBapucTBo 3 AinbHWUI BUpobHULTBa AN YacTuHK abo BCbOro
0BMexeHo BUPOBHMYOro NpoLiecy roToBOro fikapcbKoro
BigNoOBiganbHiCT 3acoby (AinbHMUSA, Ha Ak NpoBoaAaTbLCA Byab-aki
10 BUPOGHMYI cTagii, 38 BUHATKOM BUNYCKY cepii,
"®apmaueBTUNYH KOHTPOMIO SIKOCTi Ta BTOPVMHHOTO MakyBaHHSA ANS
a KoMnaHis CTepUIbHUX NikapcbKknx 3acobiB (BKI4aoym
"3popos'sa", BMPOGNEHi acenTu4HUM MeTOA0M), KpiM
YkpaiHa nikapcbkunx 3acobiB 6ionoriyHOro/iMyHoOnoriYHoro
BCi cTagii NnoxoaeHHs1). BBegeHHs 3MiH npoTsrom 6-Tu
BUPOGHMLTBA, MicsILiB Micnsi 3aTBEPOKEHHS
KOHTPOMb SIKOCTI: CynyTHs 3miHa
AkuUioHepHe - 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK
TOBapuCTBO y BUpoGHMLUTBI. 3aMiHa abo BBeOeHHS 4oaaTKoBOI
"Tanuudgapm", [inbHULi BUPOOHULITBA ANS YacTUHU abo BCbOro
YkpaiHa BMPOGHMYOro NpoLecy roToBOro NikapCbKoro

3acoby (AinbHULSA ANsS BTOPMHHOIO NakyBaHHS);
3MiHn | TUnYy - 3MiHK 3 gKocTi. FoToBMIA NiKapChKUiA
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
(Bkntovatoum gianasoH po3Mipy cepii) roroBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) - Y 3B’A3Ky 3
BUPOOHNYOO HEODXIAHICTIO BBEAEHHS
[o4aTKoBOro po3mipy cepii npenapaTty Anst HOBOI
[inbHULi BUpOOHMLTBA AKLIIOHEPHE TOBapUCTBO
"lanuudapM”, WO 3HaXoAUTbCS 3a aApecoto:
YkpaiHa, 79024, lbBiBcbka 06r1., MicTo JbBiB,
Bynuust OnpuLlkiBcbka, 6yanHok 6/8,
3aTBEpPAKEHO 3anpornoHoBaHO
380 n-190 000 amnyn
500 n-250 000 amnyn
30 n- 15 000 amnyn
1130n- 565000 amnyn
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40 n- 20000 amnyn
800 n — 400 000 amnyn 380 n-190 000 amnyn
500 n-250 000 amnyn
30 n- 15 000 amnyn
1130n- 565000 amnyn
40 n- 20000 amnyn
800 n — 400 000 amnyn
3anpornoHoBaHui po3mip cepii
150 n - 75 000 amnyn;
3MiHuM | TUNYy - 3MiHK 3 aKkocCTi. FoTOBUI NikapCbKKin
3aci6. 3MiHn y BUpoBHMLTBI. 3MiHK Y npoueci
BMPOGHMLTBA roTOBOIO fikapcbKoro 3acoby,
BKIOYa4M NPOMIKHUA NPOAYKT, WO
3aCTOCOBYETLCS MPW BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BUpPOBHMUTBA) - He3HauHi 3MiHM y 3aTBEpOKEHOMY
npoueci BUpobHMLUTBA ANst HOBOI OiNbHUL
BUPOGHMLTBA AKLiOHEPHE
ToBapucTeo"Mannidapm”, obymoBreHi
TEXHIYHUMW XapaKTepucTukamv obnagHaHHs. 3MiH
y cneumdikauii Ta MeTogax KOHTPOMO NikapCbKoro
3acoby He Biabynocs. BupobHuumin npouec, skui
BKITIOYA€E OKpeMi CTagii, 3anuwaeTbCcs Takum camu;
3MinHn | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y napameTpax cneuudikauin Ta/abo
[OMyCTUMUX MEX, BUSHAYEHUX y crieumdikaLlisix
Ha A®I, abo BUXiAHUIA/MPOMIXHMIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTBa AP| (4ONOBHEHHS
crneundikaLii HOBUM NMOKa3HWKOM SIKOCTi Ta
BiQMOBIAHMM MEeTOAOM BUNpobyBaHHS) -
[onoBHeHHS cneundikaLii BXiGHOro KOHTPOIo
HOBWUM MOKa3HWKOM sIKOCTi «bakTepianbHi
€HAO0TOKCUHWU» Ta BianoBiaHMM MeToaoM; 3MiHu |
TMny - 3MiHK 3 SKocCTi. [O0TOBMI Nikapcbkuin 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX FOTOBOrO NiKapCbKoro 3acoby (BUny4YeHHs
HEe3Ha4yHOro NokasHuka (Hanpvknag, 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB Y cMakoBuX 406aBOK)) -
Buny4yeHHs nokasHvka «AHOMasibHa TOKCUYHICTb»

91.

ETUNOCENT
70

po3ynH 70 % no 100
My donakoHax; no
11, 5 ny nnswkax
cknsHMX; no 11, 5 n,
10n,20ny
KaHicTpax
noniMepHnx

OO KHnw
Bitanin
Bonoaumup
oBMM

YkpaiHa

MpAT "Bionik"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMxX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsay (iHwi 3miHv) BBegeHHs
[00aTKOBOrO TEKCTY MapKyBaHHs yNakoBOK
nikapcbkoro 3acoby 6e3 HaHeCceHHs rofiorpamu.

3a
peuernmom

UA/16066/01/01




63 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
92. | ETUNOCENT po3uuH 96 %, no DOIM KHnw YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH O peecTpauinHuX maTtepianis: 3a - UA/16122/01/01
96 100 mn y donakoHax Bitanin 3MinHu | TUNY - 3Milu Wono 6e3nekun/echeKTUBHOCTI peuenmom
cknsHMx; no 1 n, 5 n Bonogumup Ta hapmakoHarnsgy (iHwi 3miHn) BHeceHHs 3MiHM
Y NASALWKaxX CKNAHUX; oBUY 00 MapkyBaHHA coopmum in bulk, a came BBefeHHS
no1n,5n,10n, 20 B 06ir 4oAaTKoBMX YNakoBOK 3 MapKyBaHHAM 6e3
Ny KaHicTpax ronorpamu. BBeaeHHs [OAaTKOBOro TEKCTY
noniMmepHmx MapKyBaHHs1 yakoBOK MikapcbKoro 3acoby 6e3
HaHECEHHS roforpamu.
93. | ETUNOCENT po3uunH 96 % in bulk: | ®OIM KHnw YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH O peecTpauinHnuX maTtepianis: - - UA/16123/01/01
96 no1n,5n 10n, 20 Bitanin 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
n'y KaHicTpax Bonoanmup Ta cbapmakoHarnagy (iHwi 3mMiHW) BHeceHHs 3MiHn
noniMepHnx oBUY 00 MapKyBaHHA coopmu in bulk, a came BBefeHHS
B 06ir 40OaTKOBUX YNaKoBOK 3 MapkyBaHHsM 6e3
ronorpamu. BBeeHHs1 LOAATKOBOIrO TEKCTY
MapKyBaHHs1 yakoBOK fikapcbKoro 3acoby 6e3
HaHECEHHS rornorpamu.
94. | 30JIONEHT® | TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 3a He UA/9814/01/02
060noHKol10, "TNEAPAP SAPM" 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkuii peuenmom | nidnsieae
KVLLKOBOPO34MHHI MO M naTao" 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
20 mr no 14 3aci6. 3miHa po3mipy ynakoBKu roToBOro

Tabnetok y 6nicrepi;
no 1 6nictepy y
KapTOHHIN ynakoBLi;
no 10 TabneTtok y
6nictepi, no 3
6nictepu B
KapTOHHIN ynakoBLi

nikapcbkoro 3acoby (3MiHa KinbKocTi oanHUL
(Hanpviknag TabneTok, amnyn TOLO) B yNakoBLii:) -
3miHa nosa Adiana3oHoM 3aTBepAXeHVX PO3MipiB
yMakoBKM - BBEOEHHS 40OATKOBOro po3Mipy
ynakoBku Ans fosysaHHs 20 mr: no 10 TabneTtok y
6nictepi, no 3 6nictepn B KAPTOHHI ynakoBLj 3
BigNoBigHMMM 3MiHaMu Ao po3sginy “Ynakoska”
MKA 3. 3miHn BHeceHi Ao iHCTpyKLii ons
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ain "Ynakoska" ana nosysBaHHs 20 Mr.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHUM y KOPOTKili XapakTepucTuL NikapCbKoro
3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKUiT Ans
MEAMNYHOrO 3aCTOCYBaHHs!
reHepuYHMX/ribpuaHux/6ionogibHMx nikapcbkmnx
3acobiB nicnsa BHECEHHS TiEi caMoi 3MiHW Ha
pecbepeHTHUIA Npenapar (3miHa He noTpebye
Ha[laHHS )XOHUX HOBMX OOAATKOBUX AaHWX) 3MiHU
BHECEHI [0 iHCTPYKLIi Ans MeanyHoro
3acTocyBaHHs NikapcbKoro 3acoby y po3ain
"Mob6iuni peakuii" 3rigHo 3 iHpopMmalLieto Wwoao
MeAMYHOro 3aCTOCyBaHHsi pechepeHTHOro
nikapcbkoro 3acoby (KOHTPOIOK, TabneTku
ractpopeaucteHTHi no 20 mr, no 40 mr). BBeaeHHs
3MiH NPOTSArom 6-TW MiCSILB MiCNsi 3aTBEPAKEHHS.
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHW) 3MiHM BHECEHI
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[0 TEKCTY MapKyBaHHS fikapcbkoro 3acoby, a
came BHECEHO JoAaTKoBYy opasy Ta yTOUHEHO
iHcbopMmauito woao norotuny. BeeaeHHs 3miH
NPOTArom 6-Tu MicsILB NiCNs 3aTBEPKEHHS.
3MinHu | TUNY - 3miHu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsay (iHwi 3miHu) 3MiHM BHeCEHi
[0 IHCTPYKLIT ANs MeAUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3aain "Mob6ivHi peakuii”
LLOA0 3BiTYBaHHSA Npo NobivHi peakuii. BBeaeHHs
3MiH NPOTSArom 6-Tu MiCsILB Micnsi 3aTBEPKEHHS.
3Minu | TUNY - 3Milu Wono 6e3nekun/echeKTUBHOCTI
Ta phapmakoHarnsay. BHeceHHst abo amiHa(un) oo
3060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
nocBiAYeHHs, BKoyatoun MNnax ynpasniHHA
pu3nkamMm (3aCTOCYBaHHS TEKCTY, SKUIA
NOrO[>KEHWUIA 3 KOMNETEHTHUM OpraHoM)
3asBHMKOM HagaHo oHoBneHun lNnaH ynpasniHHS
puamkamm Bepcis 2.0. 3MiH1 BHECEHO [0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3
6esnekn» lll «MnaH 3 dapmakoHarnsaay» IV
«[MnaHun Wwopno nicnapeecTpauinHnx gocnigXeHb
edekTnBHOCTI» V «3axoan 3 MiHiMizauii pusukie»
VI «Pestome nnaHy ynpasniHHA pusnkamu» VII
«dopatkm» (goaatku 1-8) y 3B’A3Ky 3 OHOBIIEHHSIM
iHgbopMauii 3 6e3nekun Lito4oi peyoBUHU
naHTonpason BiANOBAHO A0 aKTyarnbHOI
pedepeHTHOT iHbopMaLlii, a TakoX y 3B'A3KY i3
3MiHoto chopmarty BignosigHO o BumMor Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).

95.

30JIONEHT®

TabneTku, BKpUTI
060r0HKOI0,
KMLLKOBOPO3YMHHi NO
40 mr no 14
TabneTtok y bnicrepi;
no 1 6nictepy y
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
6nicTepi, no 3
Gnictepu B
KapTOHHIN ynakoBLi

TOB
"TMEOPAP
mnaTa"

YkpaiHa

TOB "KYCYM
OAPM"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHuX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta papmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/ribpuaHMX/GionoaibHmMx
nikapcbkux 3acobiB nicnsi BHECEHHsI Tiel camoi
3MiHWN Ha pedepeHTHWIN Npenapar (3MiHa He
notpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
OaHunx) 3MiHW BHeCeHi o iHCTpyKLUii Anst
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3gain "Mob6iuni peakuii" 3rigHo 3 iHbopmaLlieto
LLOA0 MEAMYHOIO 3aCTOCYBaHHS pedepeHTHOro
nikapcekoro 3acoby (KOHTPOJIOK, TabneTkm
ractpopesucteHTHi no 20 mr, no 40 mr). BBeaeHHs
3MiH NpOTSArom 6-TW MiCAILiB MicNs 3aTBEPOAXKEHHS.

3a
peuenmom

He
nidnseae

UA/9814/01/01
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Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsagy (iHwi 3mMiHM) 3MiHM BHECEHI
[0 TEKCTY MapKyBaHHS Jikapcbkoro 3acoby, a
came BHECEHO [oAaTKoBy pa3y Ta YyTOYHEHO
iH(bopMaUito Wwodo noroTuny.
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHM) 3MiHM BHECeHi [0 iHCTpYKLii ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mobivni peakuii" Woao 3BiTyBaHHSA Npo
nobiyHi peakuii. BBegeHHs 3MiH npoTsirom 6-Tu
MicsiLiB nicnsi 3aTBepAKEHHS. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edhekTUBHOCTI Ta
tapmakoHarnagy. BHeceHHs abo 3miHa(u1) oo
3060B'A3aHb Ta YMOB BuAadi peecTpaLiiHoro
nocBiAYeHHs, BKoyatoun MNnaH ynpasniHHA
pu3rKamMm (3acTOCyBaHHS TEKCTY, SKUIA
NOro>KEHU 3 KOMNETEHTHUM OpraHoMm)
3asBHMKOM HagaHo oHoBneHun lNnaH ynpasniHHS
puamkamm Bepcis 2.0. 3MiH1 BHECEHO [0 YacTuH: |
«3aranbHa iHdopmauis» || «Cneumndikauis 3
6esnekn» lll «MnaH 3 dapmakoHarnsagy» IV
«[MnaHu wopo nicnapeecTpauinHnx JocnigXeHb
edekTMBHOCTI» V «3axoam 3 MiHiMi3auii pusnkie»
VI «Pestome nnaHy ynpasniHHA pusnkamu» VII
«[dopatkn» (nopatkm 1-8) y 3B’s13Ky 3 OHOBINIEHHSAM
iHpopmalLii 3 6e3neku aito4oi peyoBUHM
naHTonpason BiANOBAHO A0 aKTyarnbHOI
pedepeHTHOT iHbopMaLlii, a TakoX y 3B'A3KY i3
3MiHoto chopmarTy BignosigHO o BumMor Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines).

96.

IBYNPOM
CMNPUHT
KANC

Kancynu m'ski no
200 wmr, no 6 abo no
10, abo no 12
kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHiIl kopobuyj;
no 12 kancyny
6nictepi; no 2
Gnictepu B
KapTOHHiIl kopobuyj;
no 10 kancyny
6nictepi; no 3
Gnictepu B

tOHina6, N

CLIA

Bupo6Huk
BianoBiganbHUn
3a
BUPOGHULTBO,
KOHTpOrb Ta
BUMNYCK NPOAYKTY
in bulk: MaTteoH
CodToxenc
B.B.,
HigepnaHaw;
Bupo6Huk
BigNoBiganbHUN
3a ynakoBKy,

HigepnaHnaun
/

MNonblia

BHECEHHS1 3MiH O peecTpauinHnMX maTtepianis:
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKui
3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BUNpobyBaHb (BKkMoYakoun 3amiHy abo
[OMOBHEHHS)) 3MiHa y MeTofax BUNpobyBaHHsI
roTOBOrO fikapcbKoro 3acoby a came, foAaBaHHA
Y®-meTtoay Ans igeHTudikauii giro4oi pevyoBUHN.
3miHu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudgikaui Ta/abo
A0MYyCTUMMX MEX roToBOro Nikapcbkoro 3acoby

be3
peuenma

UA/6045/02/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

KapTOHHiIN kopooLi

KOHTpOnb Ta
BUMYCK cepii
roToBOro
npogykty: TOB
HOC dapmauis,
Monbwa

(iHWi 3MiHK) 3MiHa cTOCYETHLCA BUOANEHHS
nosHavok «FP» i «BP», siki BUkopuctoBytoTbCs
Ons BCix napameTpiB y cneuudikadii. ETan, Ha

SIKOMY MPOBOAUTLCS BUNPODYBaHHS - Lie NUTaHHS,
wo crocyetbcst GMP. Tomy B JOCbe He NOTPIGHO
BKasyBaTu nosHayku «FP» i « BP». Metoam
aHanisy s3anvarTbCa HE3MIHHUMM, TOMY

NnoBTOpHa Nepesipka MeToziB He NoTpibHa

97.

IK3UM

nopoLuok Ans 50 mn
oparbHOI cycneHasii,
100 mr/5 mn, 1
hnakoH 3 NOPOLLKOM
pasoMm 3 MipHUM
CTaKaH4YMKOM Y
KapTOHHIN ynakoBLi

Ckan ®apma
B3-TOB

O6'eqHaHi
Apabcbki
Emipatn

JTtoniH Jlimiteq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
peecTpauinHOro nNoceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460); 3miHu | Tuny - 3MiHK
oo 6esnekun/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHm oo
y3aranbHeHX AaHux Npo cUcTtemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnsgy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYanym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
mMacTtep-darina cuctemm papmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BiAgnosiganeHoi 3a hapmakoHarnag. [itova
pepakuisi: Shahnawaz Ibrahim. MponoHoBaHa
pepakuis: Dr. Jaimon John Soman. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BiAgnoBiganesHoi 3a dhapmakoHarnag B YKpaiHi.
[itoya pepakuisi: Onyshchuk Liudmyla.
lMponoHoBaHa pepakuisi: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopisHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa MicLe3HaxooKeHHs MacTep-daina
cucTeMu chapmakoHarnsigy Ta oro Homepa. 3MiHa
MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy

3a
peuenmom

He
nidnsieae

UA/4880/01/01

98.

IPBETAH

Tabnetku no 300 mr;
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu B navui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT

"KUIBCLKIN

BITAMIHHAN
3ABOL"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsay (iHwi 3miHu)
3MiHM BHECEHO Y TEKCT MapKyBaHHS1 MEPBUHHOI Ta
BTOPUWHHOI yNaKoBKM Nikapcbkoro 3acoby, a came
BUMyYeHo iHpopmaLito, BUKNageHy pOCiNCbKO
MOBOIO; YKPAiHCbKU TEKCT MapKyBaHHS

3a
peuernmom

UA/6820/01/01
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
npoay06nboBaHO aHrNiNCbKOK MOBO. BBeaeHHst
3MiH NpOTArom 6-Tn MicsLIB NicNsi 3aTBEpPAKEHHS
99. | IPBETAH-H Tabnetku no 300 AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/13715/01/02
mr/12,5 mr, no 10 "KNIBCbKW "KNIBCbKUM 3MiHu | TNy - 3MiHK Wwoao Gesnekn/eddekTUBHOCTI |  peuenmom
Tabnetok y 6nicTepi; 7 BITAMIHHUIA Ta chapmakoHarnsagy (iHwi aminn).
no 3 Gnictepu B BITAMIHHU 3ABOL" 3MiHN BHECEHO Y TEKCT MapKyBaHHS NepPBUHHOI Ta
navui " 3ABOO" BTOPUHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
BUIy4€HO iH(OpMaLito, BUKNAAEHY POCINCHKO0
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoay06nboBaHO aHrNiNCbKOK MOBO. BBeaeHHs
3MiH NpOTSArom 6-TW MICSILIB MiCNs 3aTBEPAXKEHHS.
100. | IPBETAH-H Tabnetku no 150 AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/13715/01/01
mr/12,5 mr, no 10 "KUIBCbKW "KMIBCbKNI 3MiHm | TNy - 3MiHK Wwoao 6eanekn/edeKTUBHOCTI peuernmom
Tabnetok y 6nicTepi; " BITAMIHHUIA Ta chapmakoHarnsagy (iHwi amiHn).
no 3 Gnictepu B BITAMIHHU 3ABOL" 3MiHN BHECEHO Y TEKCT MapKyBaHHS NepPBUHHOI Ta
navui " 3ABOO" BTOPWMHHOI YNakoBKW Mikapcbkoro 3acoby, a came
BUITy4€HO iH(OpMaLito, BUKNAAEHY POCINCHKO
MOBOIO; YKPATHCbKUIN TEKCT MapKyBaHHA
npoay0bnbLoBaHO aHrMiNCbKOK MOBO. BBeaeHHs
3MiH NPOTSArom 6-TW MICSILIB MiCNsi 3aTBEPAKEHHS.
101. | IPUHOTEKAH | koHueHTpaT ans Akkopg, MonbLwa BigNoOBiganbHUN Monbwa/ BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/19933/01/01
AKKOPQ NPUroTyBaHHSA Xenckea 3a BUNyCK cepil: IHpis/ 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
po34nHy ans Moncka Cn. Axkopp Xernckea Benuka Ta dhapmakoHarnsaay (iHWwi 3MiHW) - OHOBNEHHS
iHdy3in, 20 mr/mn; 3.0.0. Moncka Cn. 3 BpuTaHis/ 3aTBEPAKEHOIO TEKCTY MapKyBaHHSA YNakoBKM
no 5 mn (100 mr) 0.0. Cknag YropwuHa nikapcbKoro 3acoby BigNoBiAHO 4O BUMOT Hakasy
abo no 15 mn (300 ImnopTepa, MO3 Ykpainn Ne 460. BBeaeHHs 3MiH NpoTsarom 6-
Mr) y donakoHi, no 1 Monbua; TV MicAILiB Nicns 3aTBEPOKEHHS
nakoHy B mayui BMPOGHMLTBO
nikapcbkoro
3acoby,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
IHTac

dapmacbioTikan
c Nimiten, IHAis;
noparkoBse
BTOPUHHE
naKyBaHHS:
AKKOP[
XEJICKEA
NIIMITEL,
Benuka
BpuTaHis;
CuHonTtuns
Ingactpian Cn. 3
0.0., Monbuwa;
KOHTPOIb SIKOCTi:
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BECCHIHI
XaHrepi K.,
YropLimHa;
PAPMABANIA
Ira.
Mikpo6ionoriyHa
naboparopis,
YropwwmHa
102. | ITOMEA® TabneTkn, BKpUTI MPO.ME[L.L} Yecbka BUPOOGHMLTBO 3a Yecbka BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/11446/01/01
NNiBKOBOO C MNparaa.c. | Pecny6nik | noBHum umknom: | Pecny6nika/ | 3MmiHu | Tuny - 3MiHM 3 sikocTi. FoTOBUIA NikapCbkni peuenmom
oboroHkoto, no 50 a NMPO.MEA.LIC CnoBaubka 3acib. KoHTpornb roToBoro nikapcbkoro 3acoby.
M Mpara a.c., Pecny6nika 3MmiHa y MeTogax BUNpoGyBaHHS rOTOBOIO
no 20 TabneTtok y Yecbka nikapcbkoro 3acoby (HeaHayHa 3miHa y
6nictepi, no 2 abo 5 Pecny6bnika; 3aTBepAKeHNX MeTofax BUnpobyBaHHs). HeaHauHi
GnictepiB y NEpPBUHHE i 3MiHM B onuci meToay BMNpobyBaHHS
KapTOHHiI kopooLi BTOPUHHE «lpeHTudikauis. Tutany giokema»
abo no 15 Tabnetok nakyBaHHs:
y GnicTepi, no 1 KOO®APMA
Gnictepy y C.p.o., Yecbka
KapTOHHiIN kopobLi Pecny6nika;
KOHTPOIb SIKOCTi:
AJIC Yecbka
Pecny6nika,
C.p.0., Yecbka
Pecny6bnika;
BMPOBHMLTBO,
nepBuHHE i
BTOPUHHE
naKyBaHHs,
KOHTPOIb SIKOCTi:
CaHeka
dapmacbioTukan
3a.c,
CnoBaubka
Pecnybnika
103. | KAHOIO NMOPOLLIOK "menmapk IHaia "meHmapk IHAis BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: be3 - UA/9754/03/01
HaLwkipHuia, 10 mr/r dapmacbloT dapmacbioTukan 3MmiHu | TUNy - 3miHm 3 skocTi. APl. KoHTponb AdI. peuenma
no 30 r y donakoHi, vkans Jita. 3 NlTo. 3miHa y MeTofax BunpobyBaHHss A®I abo

no 1 pnakoHy B
KapTOHHiIl kopobui

BMXiiHOro MaTtepiany/npoMixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWwi 3MiHK y MeToAax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
nonoBHeHHs1) A®I abo BUXigHOro/npomMixxHoro
NPOAYKTY) 3MiHa METOAY BU3HAYEHHSI MOKa3HUKa
«3anuLuKoBi PO34MHHUKN. ALETOH» BUPOBHUKa
[iroYoi pevoBmHM knoTpumasony Halcyon Labs.
Pvt. Ltd., India 3 meTogy Ma3oBa xpomaTorpadis
Ha MeTo[ BU3HAYEHHs BTPAT Npu BUCYLLYBaHHI
(Loss on drying) 3 BignoBigHMMK 3MiHamMu B po3gin
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3.2.S.4.2. AHaniTnuHi meToamkn. Kputepii
NPUAHATHOCTI He 3miHmBees (NMT 5000 ppm (NMT
0,5 %))
104. | KAHAOIA pO34mMH onsa "nmenmapk IHgis "meHmapk IHais BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: bes - UA/9754/01/01
30BHILUHLOIO dapmacbiot dapmacbtoTrkan 3Mminu | TUny - 3miHm 3 akocTi. APl. KoHtponb AdPI. peuenma
3acTocyBaHHs, 10 vkans Jita. 3 lTa. 3miHa y MeTofax BunpobyBaHHs APl abo
mr/1 mn, no 20 mny BMXifHOro martepiany/npoMixxHoro
dnakoHi 3 npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
KOBMNa4ykom 3 npoueci BupobHuuTea A®I (iHwi 3mMiHK y MeTogax
KOHTpOreM nepLuoro BUNpobyBaHHs (BKMoYakoum 3amiHy abo
BiAKpWTTSA: no 1 nonoBHeHHs1) A®| abo BMXigHOro/NPOMIKHOIO
hbnakoHy B npoayKTy) 3MiHa MeTody BU3HA4YeHHS NMoKa3HUKa
KapTOHHIN ynakoBLi «3anuKoBi PO3YMHHUKN. ALLETOH» BMPOOHMKA
Aitoyoi pevoBuHU knoTpumasony Halcyon Labs.
Pvt. Ltd., India 3 meTogy Ma3zoBa xpomatorpacis
Ha MeTof BU3HAYEHHS BTPAT NpU BUCYLLYBaHHI
(Loss on drying) 3 BignoBigHMMM 3MiHamMun B po3ain
3.2.S.4.2. AHaniTndHi meToamkn. Kputepii
NPUIHATHOCTI He 3MiHuBcs (NMT 5000 ppm (NMT
0,5 %))
105. | KAHOIQ PO34YMH A58 PpOTOBOI 'neHmapk IHgia 'neHmapk IHAis BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: be3 - UA/8209/01/01
nopoXxxHuHM 1 % no dapmacbioT dapmacbioTukan 3MmiHu | TUny - 3miHm 3 akocTi. APl. KoHTponb AdI. peuenma
15 Mn y donakoHi i3 vkans Jita. 3 l1a. 3miHa y MeTopax BunpobyBaHHss A®I abo
npo6koto- BUXigHOro MaTepiany/npoMixxHoro
KpanenbHULeo Ta npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
KOBMa4kom 3 npoteci BupobHuuTea AP (iHWwi 3MiHM y MmeToaax
KOHTPOMEeM nepLuoro BUNpobyBaHHs (BKMoYakoum 3amiHy abo
BigKpuTTS; no 1 nonoBHeHHs1) A®I abo BMxXigHOro/MpomixKHOro
hbnakoHy B npoAyKTy) 3MiHa MeToAy BU3Ha4YEHHS NMOoKa3HUKa
KapTOHHIN ynakoBLi «3anuLIKoBi PO34YMHHUKM. ALLETOH» BUPOOHMKa
Aitoyoi pevoBuHU knoTpumasony Halcyon Labs.
Pvt. Ltd., India 3 meTogy Ma3oBa xpomaTorpadis
Ha MeTo[ BU3HAYEHHS BTPAT NpU BUCYLLYBaHHI
(Loss on drying) 3 BignoBigHMMK 3MiHamMy B po3gin
3.2.5.4.2. AnanitnyHi metoaukn. Kputepin
NpUAHSATHOCTI He 3miHmBest (NMT 5000 ppm (NMT
0,5 %))
106. | KAHOIOEPM kpem no 15 r kpemy neHmapk IHAisA "meHmapk IHAis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a - UA/5199/01/01
B Ty6i; no 1 Ty6i B dapmacbloT dapmacbioTukan 3miHu | TUNy - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
KapTOHHIIN ynakoBLji vkans Jita. 3 NlTa. Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO
[0 TEKCTY MapKyBaHHS BTOPMHHOI YNaKoBKu
nikapcbkoro 3acoby B n. 13. «<HOMEP CEPIi
JIIKAPCbKOI'O 3ACOBY»
107. | KAPBOMNAT KOHLeHTpaT ang TOB «TeBa YkpaiHa BUPOBHMLTBO Hioepnanamn BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a He UA/14502/01/01
WH-TEBA pO34MHy Ans YkpaiHa» Hepo3dacoBaHO / 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenmom | nidnszae
iHdpy3in, 10 mr/mn, ro NPoAyKTy, Xopgaris Ta dpapmakoHarnsaay. 3miHa y KOpoTKin

no 5 mn, 15 mn, 45
mn abo 60 mn'y
donakoHi, no 1

NnepBUHHE Ta
BTOPUHHE
NaKyBaHHA,

XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHS Ha MigCcTaBi perynspHo
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
hbnakoHy B KopoOLi KOHTpOrb cepil, OHOBJIHOBAHOrO 3BiTY 3 6Ge3nekun Nikapcbkoro
A03BiN Ha 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
BUMYCK Cepii: nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
dapmaxemi abo sk pe3ynbTaT OUiHKK 3BIiTY 3 JOCHIMKEHD,
b.B., NpoBeAEeHNX BiANoOBIgHO 40 NnaHy negiatpudHnx
Hinepnanaw; pocnigpkerb (PIP) (3MiHy y3romkeHo 3
KOHTpOrb cepii: KOMMETEHTHNM YNOBHOBaXEHUM OpraHom).
MNIBA 3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
XpBarcka A.0.0., 3acTocyBaHHS NikapCcbKoro 3acoby y po3ainu:
XopsarTis "MpoTunokasaHHs" (peaaryBaHHs), "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii" BignosigHo oo
OHOBJEHOI iHpopmalii 3 6e3neku aitoyoi
PEYOBUHN.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | Tuny - 3MiHM Woao
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). 3MiHM BHECEHO O0 IHCTPYKLUii Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woa0 BaXKINBOCTI
3BiTyBaHHs Npo nobiyHi peakuii. BBeaeHHs 3MiH
NpoTSAromM 6-Tu MicsaUiB Nicnsa 3aTBEPAXEHHS.
108. | KAPOUKET® TabneTku 3eHTiBa, K.C. Yecbka Bupo6Humk HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/4491/01/01
PETAPO NPOMOHIroBaHoI Aji Pecnybnik | HepoadacoBaHO 3miHu | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
no 20 mr; no 10 a 1 npoaykuii Ta Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
TabneTok y 6nictepi; KOHTPOIb SIKOCTi: y3aranbHeHUX AaHuxX Npo cUcTemy
no 5 Gnictepis B Ewncika dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
KapTOHHiI kopobui dapmacbioTukan npo cuctemy cdapmakoHarnagy, amiHa
3 'MBX, yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
HimeuuunHa; 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
Bupo6Huk dapMakoHarnagy 3asBHUka Ans 30iNCHEHHS
BigNoBiganbHUN dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
3a KOHTPOIb BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBiganbHoi 3a
AKOCTI 30iACHEHHs hapmakoHarnsgy (Bkrovaym
Hepo3dacoBaHO KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
i npoaykuii: macTep-darna cuctemu dpapmakoHarnagy) 3miHa
Encika KOHTaKTHOI 0cobu 3asiBHUKa, BianoBigansbHOI 3a
dapmacbioTukan dapmakoHarnag B YkpaiHi.
3 'mbX, [Hitoua pepakuis: Amepi biona [xecci.
HimevuunHa; [MponoHoBaHa pepakuis: CaByeHko OMUTPO
MNepBuHHE Ta CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
BTOPUHHE ocobu 3asiBHUKA, BignosigansHoi 3a
naKyBaHHS: dapmakoHarnag B YkpaiHi
Encika
dapmacbloTukan
3 'MBX,
HimevuunHa;
Bupo6Huk
BigNoBiganbHUN

3a BMNYCK cepii:
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Encika
dapmacbioTukan
3 'mbX,
HimeyuunHa
109. | KAPOUKET® TabneTku 3eHTiBa, K.C. Yecbka Bupo6Huk Himevuunna BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: 3a - UA/4491/01/02
PETAPO NPOSIOHroBaHoI Aii Pecnybnik | Hepo3dacoBaHo 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom
no 40 wmr; no 10 a i npoaykuii Ta Ta (hapmakoHarnsigy. BeegeHHs abo 3miHn go
TabneTok y bnicTepi; KOHTPOIb AKOCTI: y3aranbHeHUX AaHux npo cuctemy
no 5 Gnictepis B Enicika thapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX gaHux
KapTOHHiI kopooLi dapmacbtoTukan npo cuctemy apmakoHarnaay, amiHa
3 'MBX, yrNoBHOBaXeHoi ocobwu, BignoBifansHoi 3a
Hime4vuuHa; 34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
Bupo6Humk chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
BiAMOBiAANbHWIA dapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHa
3a KOHTPOIb Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
SAKOCTI 3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
HeposdacoBaHo KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
T Npoaykuii: mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
Encika KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmacbioTukan dapmakoHarnsa B YKpaiHi.
3 [MBX, Litoya pepakuin: Amepi biona Oxxecci.
HimeuuuHa; MponoHoBaHa peaakuis: CaByeHko OMUTpo
lMepBuHHE Ta CeprivioBuy. 3MiHa KOHTaKTHWUX AAHUX KOHTaKTHOI
BTOPUHHE ocobu 3asBHMKa, BianoBiganbHOI 3a
nakyBaHHS: dapmakoHarnag B YkpaiHi
Encika
dapmacbioTukan
3 'mbX,
HimeuuuHa;
Bupo6Huk
BigNoBiganbHUN
3a BUNyCK cepil:
Encika
dapmacbioTukan
3 'MBX,
HimeyunHa
110. | KAPOOHAT kancynu; no 20 abo CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes - UA/6386/01/01
30 kancyny YKpaiHCbKO- YKpaiHCbKO- 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenma
KOHTelHepi; no 1 icnaHcbke icnaHcbke Ta cbapmakoHarnsgy (iHwi 3miHM) OHOBREHHSI
KOHTEWHepy B nayui nignpuemcTs nianpuemMcTBo TEKCTY MapKyBaHHS yrNakoBKYM NikapCbKoro 3acoby,
3 KapTOHYy 0 "Cnepko "Cnepko a came BUNyYeHHs iHbopmalii, 3a3HayYeHoi
YkpaiHa" Ykpaina", pocincbkoo MOBOK. TepMiH BBEAEHHS 3MiH
YkpaiHa (MoBHuWM nNpoTHArom 6 MicsuiB nicns 3aTBepaKeHHS
LMK
BUPOGHMLTBA,
BUMYCK cepii;
KOHTPOIb
SIKOCTi)
111. | KENNPA® TabneTtkn, BKpUTI IOCB Benbria HOCB ®apma Benbris BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a He UA/9155/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

ob6onoHkoto, no 500
mr; no 10 TabneTok
y BnicTepi; no 3 abo
6 GnictepiB y
KapTOHHIN nayui

dapma C.A.

3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHs OisnbHOCTI BUpobHUKa/imMnopTepa
roTOBOrO JlikapCbKoro 3acoby, BKo4a4um
AOinbHUL BUNYyCKy cepii abo micLe NnpoBeaeHHs
KOHTPOSIO AKOCTI. (QisNbHICTL, 3a SKy Bignosinae
BUPOGHMK/IMNOPTEP, BKIOYAKOYM BMMYCK CEPIl).
[MpuBeaeHHA HanncaHHs HaiMeHyBaHHS Ta
agpecy BUpobHMKa BignoBigansHoro 3a
BUPOBHMUTBO 32 MOBHMM LMKITOM 40 BUCHOBKY
GMP BugaHoro [epxnikcnyx6oto. BupobHuia
[inbHUUS Ta yci BUpoBGHKYI onepalii 3anuwatoTbes
He3MiHHUMW. 3MiHW BHECEHO B iHCTPYKLit0 ons
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomKeHHst
BUPOBGHMKA Ta agpeca Micusi NPOBamKEeHHs 10ro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKM fikapCbkoro 3acoby.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micsauis nicns
3aTBEPKEHHS.

peuenmom

nidnsieae

112.

KEMMNPA®

TabneTkn, BKpUTI
ob6onoHkoto, no 1000
mr; no 10 TabneTok
y BnicTepi; no 3 abo
6 bnicTepiB y
KapTOHHIN naywi

OCB
dapma C.A.

Benbria

HOCB dapma

Benbria

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaXeHHs AisnbHOCTI BUpobHUKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaym
[inbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOO SIKOCTI. (QisSNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKUM BUMYCK CEpilA).
MpuBeaeHHA HanncaHHs HaiMeHyBaHHS Ta
agpecu BUpoOHKKa BiAnoBiaanbHoro 3a
BMPOGHMUTBO 3a NOBHWUM LMKIIoM Ao BrucHoBky
GMP BugaHoro Jepxnikcnyx6oto. BupobHunya
AinbHWUS Ta yci BUpobHUYi onepalii 3anuwarTbes
HEe3MiHHUMUW. 3MiHM BHECEHO B iHCTPYKLito Anst
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ginu «BrupobHuk» Ta «Micue3HaxomKeHHs
BMpOGHMKa Ta agpeca Micusi IPOBagXeHHSs AOro
LiSANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHSs1 yakoBKU MikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/9155/01/03

113.

KEMMNPA®

TabneTku, BKPUTI
obonoHkoto, no 250
mr; no 10 TabneTok
y 6nicTtepi; no 3 abo
6 bnictepiB y
KapTOHHIN nayui

OCb
dapma C.A.

Benbrisa

HOCB dapma

Benbris

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NpoBafXeHHs AisinbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO flikapCbKoro 3acoby, BKtoyaoum
AinbHWL BUMYCKy cepii abo micLe npoBeaeHHS
KOHTPOIO SIKOCTI. (QisiNbHICTb, 3a sIKy Bignosigae
BMPOGHMWK/iMNOpTEp, BKIOYaKYM BUMYCK CEpil).

3a
peuernmom

He
nidnsieae

UA/9155/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

MprBeaeHHA HanncaHHsi HaiMeHyBaHHS Ta
agpecu BUpobHMKa BiAMNOBIAansHOro 3a
BUPOBHMUTBO 32 MOBHMM LMKIIOM 40 BUCHOBKY
GMP BugaHoro Jepxnikcnyx6oto. BupobHuya
AinbHMUS Ta yci BUpoBHMYI onepaLii 3anuwatoTbes
HE3MiHHUMW. 3MiHW BHECEHO B iHCTPYKLItO ons
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ainu «BrupobHuk» Ta «Micue3HaxomKeHHs!
BUPOGHMKA Ta agpeca Micusi NPOBaKEHHS NOro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS1 YMaKoBKU MikapcbKoro 3acoby.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 micauis nicns
3aTBEPOKEHHS.

114.

KETANbI'H
®

Tabnetku no 0,01 r;
no 10 TabneTtok y
6nictepi; no 1 abo 2
6nictepu y navui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Tekxim -

Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis",
YkpaiHa; MNpAT
"TexHonor",
Ykpaina

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHIAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHMM OpPraHoM) - 3MiHU
BHeCeHO A0 IHCTpyKuUii Ans MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHA" Woa0 6e3neku
3acToCyBaHHS Lilo40i pev4oBUHN KeToponak
BignoBigHo Ao pekomeHaauii PRAC

3a
peuenmom

He
nidnsieae

UA/3314/01/01

115.

KETAHIKC

PO34MH ONs iH EKLNA,
30 mr/Mnno 1 mn B
amnyni; no 10 amnyn
y naydi; no 1 mn B
amnyni; no 100
amnyn y navui; no 1
M1 B amnyni; no 5
amnyn B 6nictepi; no
2 6nicTtepu B nayui

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nexxim-Xapkis"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
NpoBeAeHWX BiAnoBigHO A0 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YTNOBHOBAXXEHUM OpraHom) 3MiHu
BHECEHO B iHCTPYKLIO Ans MeanyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ao po3ainy
"OcobnueocTi 3acTocyBaHHA" BigMNoBigHO 40
OHOBMeEHOT iHhopMaLii woao 6e3neku
3aCTOCyBaHHS [it040i pevOoBUHM 3rigHo 3

3a
peuenmom

He
nidnsieae

UA/3314/02/01




74 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
pekomeHgauieto PRAC
116. | KIHEMPOH Kancynu Teepgi no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18908/01/01
75 mr; no 7 kancyny "TexHonor" "TexHonor" 3MiHn | TMNy - AgMiHicTpaTMBHI 3MiHW. 3MiHa peuenmom nidnsieae
GnicTepi; no 2 abo Ha3BM Nikapcbkoro 3acoby
no 3 Gnictepu B 3MiHM BHECEHI W00 Ha3BW fikapcbkoro 3acoby.
nayuji 3 KapToHy 3arsepaxeHo: NPEFAJIOH (PREGALON)
3anponoHosaHo: KIHEMPOH (KINEYRON
BBeaeHHs 3MiH NnpoTsarom 6-t1 micauiB nicns
3aTBEPOKEHHS
117. | KIHEAPOH Kancynu Teepai no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18908/01/02
150 mr, no 7 kancyn "TexHonor" "TexHonor" 3MmiHn | Tuny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnseae
y BnicTepi; no 2 abo Ha3BW nikapcbKkoro 3acoby
no 3 6nictepu B 3MiHM BHECeHi LLoa0 Ha3Bu MikapcbKkoro 3acoby.
navui 3 KapToHy 3atBepaxeHo: NPEFAJIOH (PREGALON)
3anponoxosaHo: KIHEMPOH (KINEYRON
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
118. | KIHEWPOH Kancynu Teepai no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a He UA/18908/01/03
300 wmr; no 7 kancyn "TexHonor" "TexHonor" 3minu | Tvny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnszae
y 6nictepi; no 2 abo Ha3BM Nikapcbkoro 3acoby
no 3 Gnictepu B 3MiHW BHeCeHi LLoa0 Ha3BM fikapcbkoro 3acoby.
navui 3 KapToHy 3atBepaxeHo: NPEFAJIOH (PREGALON)
3anponoHosaHo: KIHEMPOH (KINEYRON
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEpAKEHHSA
119. | KIHEMPOH Kancynu Teepai no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis: 3a He UA/18908/01/01
75 wmr; no 7 kancyny "TexHonor" "TexHonor" 3MiHu | TUnNy - 3MiHK 3 sKocTi. FoTOBMIA NiKapCbKUiA peuenmom | nidnseae
6nicTepi; o 2 abo 3aci6. CtabinbHicTb. 3miHa y TepMiHax
no 3 6nictepu B npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
naJui 3 KapToHy nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY
NpYAATHOCTI FOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBku (MigTBEPOXKYETLCA AaHUMU
peanbHoro Yacy). 36inbLIeHHst TepMiHy
NpUAATHOCTI FOTOBOTO MiKapCbKOro 3acoby Ha
OCHOBI MO3NTUBHUX pe3ynbTaTiB JOCHIMKEHHS
ctabinbHocTi. 3aTBepmxeHo TepmiH NnpuaaTHoCT 2
poku. 3anponoHoBaHo TepMiH npuaaTHOCTI 3
POKW. 3MiHM BHECEHI B IHCTPYKLilO ANt MEAUYHOrOo
3aCTOCYBaHHS fikapcbKoro 3acoby y po3gin
"TepMiH npuaaTtHocTi".
120. | KIHEMPOH Kancynu Teepai no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/18908/01/02
150 mr; no 7 kancyn "TexHonor" "TexHonor" 3MiHu | TUnNYy - 3MiHK 3 sikocTi. FoTOBMIA NiKapCbKuiA peuenmom | nidnsieae

y BnicTepi; no 2 abo
no 3 Gnictepu B
naJui 3 KapToHy

3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsi roToBOro
nikapcbkoro 3acoby (36inbLIeHHs TEpPMiHY
NpWAATHOCTI FOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBku (MigTBEPAXKYETLCA AaHUMU
pearnbHoro Yacy). 36inbLIeHHst TepMiHy
NpUAATHOCTI FOTOBOTO JiKapCbKOro 3acoby Ha
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
OCHOBI MNO3UTUBHUX pe3yrbTaTiB AOCHiIAKEHHS
cTabinbHocTi. 3aTBepaxeHo TepMiH NnpuaaTHoCT 2
poku. 3anponoHoBaHo TepMiH npuaaTHocTi 3
POKW. 3MiHW BHECEHI B iHCTPYKLiIO AN MeguyHoro
3aCTOCYyBaHHS fikapcbKoro 3acoby y po3gin
"TepMmiH npugaTHocTi".
121. | KIHEMPOH Kancynu Teepgi no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/18908/01/03
300 wmr; no 7 kancyn "TexHonor" "TexHonor" 3MiHN | TURYy - 3MiHK 3 SKocTi. [oToBUIA NiKaPCbKUIA peuenmom | niidnseae
y BnicTepi; no 2 abo 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
no 3 Gnictepu B npvaatHocTi abo ymoBax 36epiraHHs roTOBOro
navui 3 KapToHy nikapcbkoro 3acoby (36inbLIeHHst TEPMiHY
npuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi yNakoBKu (MiATBEPAKYETHCA AaHUMM
peanbHoro 4acy). 36inbLeHHs TepMiHy
npuaaTHOCTI FOTOBOrO MikapcbKoro 3acoby Ha
OCHOBI MO3UTUBHWX pe3yrnbTaTiB AOCHIAKEHHS
cTabinbHocTi. 3aTBepmxeHo TepmiH npugaTHOCTI 2
poku. 3anponoHoBaHo TepMiH npuaaTHocTi 3
POKWN. 3MiHW BHECEHI B iHCTPYKLit0 AN MeguyHoro
3acTOoCyBaHHS NikapCcbKoro 3acoby y po3ain
"TepMiH npugaTHocTi".
122. | KIOBII pO34uH ANs iHdy3in Bakctep Al ABCTpis BMPOBHMLTBO, Benbria/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16884/01/01
100 mr/mn, no 10 mn nepBuHHE Ta ABCTpis 3miHn | TMny - 3miHn Wwopo 6e3nekn/ehekTMBHOCTI peuenmom
(1 r/10 mn), no 25 BTOPUHHE Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
mn (2,5 r/25 mn), no nakyBaHHs, y3ararnbHEeHUX AaHux npo cuctemy
50 mn (5 /50 mn), KOHTPOrb AKOCTI dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
no 100 mn (10 r/100 N3, sBunyck npo cuctemy cdapmakoHarnagy, amiHa
mn), no 200 mn (20 cepii: bakcanta YNOBHOBAXEHOI 0cobu, BignoBigansHoi 3a
r/200 mn), no 300 Benmxiym 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
mn (30 r/300 mn) y MaHydekTypiHr dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dnakoHi; no 1 CA, benbrisi; dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
hnakoHy B kKopoOLyi KOHTpPOIb AKOCTI Bif] ynoBHOBaXeHOi ocobw, BianoBiaanbHOI 3a
N3: Takega 30iACHEHHS hapmakoHarnsgy (Bkrovaym
MaHnydek4ypiHr KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
ABcTpis AT, mactep-darna cuctemu dpapmakoHarnagy) 3miHa
ABCTpis yMNOBHOBaXeHoI ocobu 3asiBHUKa, BigNOBiganbHOI
3a chapmakoHarnsig.
[Hitoua pepakuisa: Cymit MyHmkan / Sumit Munjal.
MponoHoBaHa pepakuis: Stephane Brouckaert.
3MiHa KOHTaKTHMX JaHWUX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BigNoBiganbHoi 3a hapmakoHarnsg
123. | KNONIAOIPE | tabnetku, BKpUTI ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis: 3a - UA/3924/01/01
b oboroHkoto, no 75 3 BMPOGHMLTBA, 3miHu | Trny - 3miHm 3 akocTi. A®Pl. CTabinbHiCTb. peuernmom
mr no 10 TabneToky | obmexeHo KOHTPOSb SIKOCTI, 3miHa nepiogy NOBTOpHMX BUNPOOyBaHb/nepioay
6nictepi: no 1 abo 2, | Bignosiganb BUNYCK cepii: 36epiraHHs abo ymoB 36epiraHHs ADI (3a
abo 3 6nictepn B HiCTIO ToBapucTBO 3 BiJCYTHOCTI Y 3aTBEP)KEHOMY JOCbE cepTudikata
KopobLi 3 KapTOHyY "dapmaueBT 0ob6MmexeHo BiZNOBIQHOCTI €Bponenchkin hapmakonei, Lo
U4Ha BignosiganbHicT BKIOMAE Nepiof NOBTOPHOIO BUNPOGYBaHHS)
KOMNaHisi 10 "[ocnigHui (nepiof NOBTOPHOrO BUNpoGyBaHHs/Nepios
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
"3popos's" 3asog "MHUNC", 36epiraHHs1) - 36inbLueHHst abo BBeAEHHS nepiogy
YKkpaiHna; BCi noBTOpPHOro BMNpobyBaHHs/nepioay 36epiraHHsa Ha
cragii OCHOBI pe3ynbTaTiB OChiAKeHb Y pearnbHOMY Yaci
BUPOOHMLTBA, - 36inbLUeHHs1 TepMiHy NpuaaTHOCTI cybcTaHuji
KOHTPOIb SKOCTI, knonigorpento Gicynbdat Ao 4 pokis
BUMYCK Cepii: (3aTBEpYKEHO: Nepio NEPEKOHTPOSIO - 12
ToBapucTBo 3 MiCsILIiB) HAQ OCHOBI pe3ynbTaTiB SOCNIMKEHHD
obmexeHoto cTabinbHOCTI y peanbHOMY Yaci, NpoBeAeHNX
BianosiganbHicT BnpobHmkoM A®I Ind-Swift Laboratories Limited,
10 "OAPMEKC IHgis. 3aTBepaxeHo: MNepion nepekoHTponto 12
FPYMN", YkpaiHa; Micauis. 3anponoHoBaHo: TepMiH npuagaTHocTi 4
BCi cTagii poKu
BUPOGHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK Cepil:
ToBapucTBo 3
obmexeHoto
BigNoOBiganbHiCT
10
"dapmaLeBTUYH
a KoMnaHis
"3popos'sa”,
YKkpaina
124. | KNOTPUMA3 | kpem 1 %;no20ry "makcoCwmit Benvka Oendapm Monbwa BHECEHHS1 3MiH 4O peecTpauinHMxX maTtepianis: 6e3 nidnsieae UA/2564/02/01
on Ty6i; no 1 1y6i B KnsinH BpuTtaHis Mo3HaHb C.A. 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPeKTUBHOCTI peuenma
KapTOHHIN kopobui Ekcnopt Ta dhapmakoHarnsagy. 3MiHV y KOpOTKiv
Nimiteq XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHSA reHepu4HNX/ribpnaHux/6ionogioHnx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHW Ha pedepeHTHUIN Npenapart (3MiHa He
noTpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
naHunx) 3miHn BHeceHi 4o IHCTpykuii ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3ginie "3acTocyBaHHs y nepioa BariTHocTi abo
rogyBaHHs rpyaar”, "MobivHi peakuii” BignosigHo
[0 iHbopMaLii pedepeHTHOro nikapcbkoro 3acoby
(Canesten Cream, 1%). BBegeHHs1 3MiH NpoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXEHHS.
125. | KO- TabneTku, BKPUTI HOBEN TypeyuunH HOBEN INAY TypeyunHa BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a - UA/11583/01/01
IPBECAH® 060rmoHKoto, no 150 INAY CAHAT a CAHAI BE 3MiHK | TUny - 3MiHK 3 sIKoCTi. FOTOBMIA MiKapcbKkUn | peuenmom
mr/12,5 wmr, no 14 BE TIOXKAPET 3aci6. 3MiHu y BUpoGHMUTBI. 3MiHa po3mipy cepii
TabneTok y 6nictepi; | TIOXAPET A.LL. (Bkntovatoum dianasoH po3Mipy cepii) roToBoro
no 2 6nictepu B A.L

KapTOHHIN ynakoBLi;
no 15 tabnetok y
6nictepi; no 6
GnicTtepiB y
KapTOHHIN ynakoBLji

nikapcbkoro 3acoby (iHLwi 3MiHK) 3MiHa po3mipiB
cepii roToBoro nikapcbkoro 3acoby:
3atBepaxeHo: [ina tabnetok no 150 mr/12,5mr
Po3wmip cepii M3 80 000 TabneTok, BKPUTUX
o6onoHkot; 600 000 TabneTok, BKPUTUX
o6onoHkow; 960 000 TabneTok, BKPUTUX
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
obonoHkotw. Ans Tabnetok no 300 mr/12,5wr.
Poamip cepii I'M3; 32 000 TabneTok, BKPUTUX
o6onoHkoto; 320 000 TabneTok, BKPUTMX
o6onoHkoto; 480 000 TabneTok, BKPUTMX
o6ornoHkot. 3anpornoHoBaHo: [nsi TabneTok no
150 mr/12,5mr. Poamip cepii 113. 960 000
TabneTtok, BKpuTMx obonoHkoto; 1 800 000
TabneTok, BKpMTUX 060roHkow [ns TabneTok no
300 mr/12,5mr Poamip cepii T13 480 000
TabneTok, BKpuTUx 06onoHkor; 900 000
TabneTok, BKPUTMX 060OHKO
126. | KO- TabneTkn, BKpUTI HOBEN TypeyuunH HOBE/ ITAY TypeydnHa BHECEHHS1 3MiH JO peecTpaLiHMX maTepianis: 3a - UA/11583/01/02
IPBECAH® o6oroHkoto, no 300 | INAY CAHAT a CAHAI BE 3MiHm | TMNY - 3MiHK 3 akocTi. FoToBWIA MiKapcbkuin | peuenmom
mr/12,5 wmr, no 14 BE TIOXAPET 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepil
Tabnetok y 6nictepi, | TIOIXKAPET A.LL (BKroYatoumM gianasoH po3Mipy cepii) roToBoro
no 2 Gnictepny A.LL nikapcbkoro 3acoby (iHwi 3amMiHW) 3MiHa po3mipis
KapTOHHIN ynakoBLi; cepii roToBoro nikapcbKoro 3acoby:
no 15 tabnetok y 3artsepgxeHo: [Ans Tabnetok no 150 mr/12,5mr
6nictepi; no 6 Po3mip cepii M3 80 000 TabneTok, BKPUTUX
onictepiB y obonoHkoto; 600 000 TabneTok, BKpUTMX
KapTOHHIN ynakoBLi o6onoHkoto; 960 000 TabneTok, BKPUTMX
obornoHkoto. [Ans Tabnetok no 300 mr/12,5wmr.
Po3mip cepii M3; 32 000 TabneTok, BKpUTUX
o6onoHkoto; 320 000 TabneTok, BKPUTMX
o6onoHkot; 480 000 TabneTok, BKPUTUX
o6onoHkoto. 3anponoHoBaHo: [ina Tabnetok no
150 mr/12,5mr. Poamip cepii ['113. 960 000
TabneTtok, BKpUTMX 06oroHkoto; 1 800 000
TabneTtok, BKpuTux 060noHkow [Ana Tabnetok no
300 mr/12,5mr Po3awmip cepii N3 480 000
TabneTok, BkpMTUX obonoHkor; 900 000
TabneTok, BKpUTMX 060MOHKOK
127. | KONAPEKC rpaHynu ans CTALOA HimeuumH BUNYCK Cepint: HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: bes - UA/17148/01/01
Bhiy opanbHOro po3uunHy, | ApUHanNMITT a CTAOA 3MiHu | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa peuenma
no 2,02 ry cTik- enb Al' ApuHaimiTTens HanlmMeHyBaHHA Ta/abo agpecu micus

nakeTuky; no 12
CTiK-NakeTuKiB y
KapTOHHIN kopobui

Al', HimevyunHa
BMPOGHMLUTBO
Hepo3dacoBaHo
ro NpoaykTy,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTPOIb Cepin:
JlosaH ®apma
'mM6X,
HimevuunHa
nepBUHHE Ta
BTOPUHHE
nakyBaHHsi,

npoBaXeHHs AisnbHOCTI BUpOGHMKa/imnopTepa
roTOBOrO fikapcbKoro 3acoby, BKIoYaum
[inbHULi BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPONIO SIKOCTI. (QiSNbHICTb, 3a sIKy Bignosigae
BMPOGHMK/iIMNOPTEp, HE BKMOYakUM BUMYCK cepilt)
- 3MiHa agpecu BupoOHuka MN3 JlosaH Papma
MM6X, HimeuunHa, 6e3 3MiH1 MicLs BUPOOHMUTBA
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTPOMNb/BUNPO
ByBaHHs cepil:
JlosaH dapma
v6X,
HimeyuunHa
128. | KOMBIrPUN TabneTtku, no 4 OPIrAHOCHU OAE EBepTomKeH IHAis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/2068/01/01
OEKCA® TabneTku y bnicTepi H TNand CaeHcus 3MmiHu | TUny - 3miHm 3 akocTi. CepTudikar peuenma
3 dhonbrn NANSCAEH Nimiten BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
arntoMiHieBoi i nniBkn CH3 (Ed €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
NoniBiHINXNOPUAHOT; 3ET ) HOBOro abo OHOBNEHOro cepTudikaTa

no 1 Gnictepy y
nayui 3 KapToHy; No
20 na4yok y rpynosin
navui 3 KapToHy; No
8 TabneTok y
6nictepi 3 donbru
arntoMiHieBOI i NNiBkK
NONIBIHINXNOPUAHOI;
no 1 Gnictepy y
navui 3 KapToHy; No
10 na4vok y rpynosin
nayui 3 KapToHy; No
4 Tabnetkn y
6nictepi 3 donbru
arntomiHiesoi; no 1
Onictepy y nayui 3
KapToHy; no 20
nayokK y rpynosin
navui 3 KapToHy; No
8 TabneTok y
6nicTtepi 3 ponbru
anoMinieBoi; no 1
6nictepy y nauyui 3
KapToHy; no 10
naYvoK y rpynosiv
nayui 3 KapToHy; Nno
4 TabneTtkn y
6nicTepi i3 donbrun
arntomiHiesoi; no 1
Gnictepy y
nanepoBomy
KoHBepTi; no 20
nanepoBux
KOHBEPTIB y
rpynosiv nayui 3
KapToOHY

BianosigHocTi abo BMNyYeHHsi cepTudikaTta
BignoBigHOCTI €BponeWicbkin hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€sponevicbkin hapmakonei) - Hosuin ceptudikat
Bif BXXe 3aTBepOKeHOro BMpobHuKa - MogaHHs
HOBOrO cepTudikaTy BiaNoBiAHOCTI €BpONEnchbkKil
dapmakonei CEP R1-CEP 2000-144-Rev 06 ans
A®I napaueTtamon Big Bxe 3aTBEPAXKEHOr0o
BUpoGHumKa Sri Krishna Pharmaceuticals Limited,
India. 3MiHu | TUny - 3miHn 3 akocti. CepTudpikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocCTi €Bponenchkii hapmakonei: ans
A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHM (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - HoBuii ceptudikat
Bifl BXXe 3aTBepOXeHOro BUpoGHUKa - MogaHHs
HOBOrO cepTudikaTy BiAMOBIAHOCTI €BPONENChKIN
dapmakonei CEP R1-CEP 2003-179-Rev 04 ons
AD| deHinedpuHy Big BXe 3aTBEPAXEHOrO
BupobHuka Malladi Drugs & Pharmaceuticals,
India. 3MiHu | TUNY - 3MiHM 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTta
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWnchkin dapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponeicbkint dapmakonei) - Hosuii ceptudikat
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Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknam Homep
aionycky yeaHHs1* | peecmpauiliHo2o
noceio4yeHHs1

Bupo6bHuk
eUpPOb6HUKa

Popma sunycky 3aseHuUK Kpaina
(nikapcbka ¢ghopma, 3asieHUKa
ynakoeka)
Bif BXXe 3aTBepaXeHoro BMpobHuKa - MogaHHsA
HOBOro ceptudikaTy BiAnoBIAHOCTI €BpoONenchKin
capmakonei CEP R1-CEP 1998-053-Rev 04 gns
A®I gekcTpomeTopdhaH Bif BXe 3aTBEPAKEHOrO
BMpobHuka Wockhardt Limited, India. 3minu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaTt BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BPONENCHKIN
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTIi abo
BUNYyYEHHN cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: ana A®I; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ana AONOMIDKHOT pedYoBMHM (CepTudikaTt
BignoBigHOCTI €Bponeiickkin hapmakoner) -
HoBwuin cepTudikaT Big HOBOro BUpOoGHWMKa (3aMiHa
abo ponoBHeHHS) [logaBaHHA HOBOrO BUPOGHWMKa
Divi’s Laboratories Limited, India gnsa agitovoi
pevoBUHM AeKkcTpomeTopdaHy rigpobpomig 3
HagaHHAM cepTudikaTta BiAnoBIAHOCTI
€ponevickkin hapmakonei CEP R1-CEP 1999-
103 Rev 06. 3MiHK | TRy - 3MiHK 3 sIKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBIEeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ona
BVXifHOro MaTtepiany/peareHTy/npoMipXKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
HoBui cepTudikat Big BXe 3aTBEpAXeHOoro
BUpOGHWKa - [MogaHHsa HoBoro cepTudikaTy
BignoBigHoCTi €Bponewcekin dhapmakonei CEP
R1-CEP 2008-154-Rev 02 gnsa A®l
XxnopdeHipamiH Bif BXe 3aTBEpPAKEHOrO
BMpobHuka Supriya Life Sciences Ltd., India
IHAis BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis: -
3MmiHu | TUny - 3miHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs

Ne Hasea
n/n JNliKapcbKo20
3acoby

UA/2069/01/01

OAE EBepTomxeH
TNang CaeHcus
JlimiTen

129. | KOMBIrPUN Tabnetky, in bulk: no | OPFTAHOCU
DEKCA® 5000 TabneTtok y H
nakertax NAASCAEH
CU3 (E®
3ET ) HoBoro abo oHoBneHoro ceptudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTugikata
BignoBigHocCTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro

matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo

BUKOPUCTOBYIOTBLCS Y BUPOOHMUTBI ADI; ans
[OMNOMiXHOI pevyoBUHU (cepTudikaT BignosigHoCTi
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

€Bponeickkin hapmakonei) - HoBui ceptudikat
Bi[l BXXe 3aTBEpOKEHOro BUPOGHMKa - MoaaHHs
HOBOrO cepTudikaTy BiANOBIAHOCTI €BpONEnchbKin
capmakonei CEP R1-CEP 2000-144-Rev 06 gns
A®| napaueTtamon Bif BXe 3aTBEPAXEHOro
BUpobHuMKa Sri Krishna Pharmaceuticals Limited,
India. 3MiHu | TunNy - 3miHn 3 skocTi. CepTudbikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTI
€BponeWckkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BiANoBigHOCTI abo BUnyYeHHsi cepTudikata
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBiaHOCTI
€sponevicbkin dapmakonei) - Hosui ceptudikat
Bifl BXXe 3aTBepOXeHOro BUpoGHUWKa - MogaHHs
HOBOrO cepTuikaTy BiANoBiAHOCTI €BpoNneinchbKin
dapmakonei CEP R1-CEP 2003-179-Rev 04 ans
A®I heHinedpurHy Bif BXXe 3aTBEPOKEHOTO
BupobHuka Malladi Drugs & Pharmaceuticals,
India. 3MiHu | TUny - 3miHn 3 akocti. CepTudcpikar
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€BponeWcbkin dhapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNEHOroO cepTudikaTa
BignoBigHoCTi abo BUny4eHHs cepTudikata
BignoBigHocTi €Bponenchkii hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXXHOrO NPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponevicbkint dapmakonei) - HoBuii ceptudikat
Bifl BXXe 3aTBepOXeHOro BUpoGHUuKa - MogaHHs:
HOBOTO cepTudikaTy BiAMOBIAHOCTI €BPONENChKIN
dapmakonei CEP R1-CEP 1998-053-Rev 04 ans
A®I gekcTpomeTopdaH Bif BXe 3aTBEPAXEHOro
BuMpo6Huka Wockhardt Limited, India. 3minn | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI EBPONENChKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BVXifHOTrO MaTepiarny/peareHTy/npoOMiDKHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTLCS Y BUPOGHULTBI
A®I; ona 4ONOMIXKHOI peqoBUHM (cepTudikaT
BigNoBIgHOCTI €Bponevickkin hapmakoner) -
HoBwuit cepTudikat Big HOBoro BUpoGHWKa (3aMiHa
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

abo gonoBHeHHs) [logaBaHHS HOBOrO BUPOGHWMKa
Divi’s Laboratories Limited, India gns gito4oi
pevoBUHM AeKkcTpomeTopdaHy rigpobpomig 3
HagaHHaM cepTudikaTa BignoBigHOCTI
€sponewicbkin bapmakonei CEP R1-CEP 1999-
103 Rev 06. 3MmiHu | TMny - 3MiHK 3 KOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT
Bi4NOBIQHOCTI €BpONenchbKiin
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOro cepTudikaTta BignoBigHOCTI abo
BUIYyYEHHS cepTudikarta BignoBigHOCTI
€Bponecbkin dapmakonei: gna A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ona oonomixkHOT pedoBUHM (cepTudikaT
BignoBigHOCTI €Bponeiicbkin hapmakoner) -
HoBuii cepTudikat Big BXe 3aTBEpPAXEHOro
BUPOGHMKa - MNogaHHst HoBoro ceptudikaty
BignoBigHocTi €Bponeicokin hapmakonei CEP
R1-CEP 2008-154-Rev 02 gnsa A®I
XnopdeHipamiH Big BXxe 3aTBEpOKEHOro
BUpobGHMKa Supriya Life Sciences Ltd., India

130.

KOMBINPUI-
KB

Tabnetku no 5 mr/10
mr no 10 TabneTok y
6nictepi, no 3
onictepu B navui

AT
"KUIBCbKW
n
BITAMIHHN
v 3ABOL"

YkpaiHa

AT

"KNIBCLKMN

BITAMIHHAM
3ABOQ"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cpapmakoHarnsagy (iHwi 3miHu)
3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBMHHOI Ta
BTOPUWHHOI YNakoBKM Nikapcbkoro 3acoby, a came
BUMYyYeHo iHpopmaLito, BUKNageHy poCiNCbKo
MOBOIO; YKPaiHCbKWUIA TEKCT MapKyBaHHS
npoaybnbLoBaHO aHrMikcbKo MoBo. BBeaeHHs
3MiH NpOTArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS

3a
peuenmom

UA/11887/01/01

131.

KOMBICAPT

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkot, 5
mr/160 mr no 10
TabneTok y 6nictepi;
no 3 6nictepu y
nayui

AT
"KNIBCbKM
n

BITAMIHHA
1 3ABOO"

YkpaiHa

AT

"KNIBCLKMN

BITAMIHHAM
3ABOQ"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy (iHwi 3miHu)
3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBMHHOI Ta
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
BUMYyYeHo iHpopmaLito, BUKNageHy poCiNCbKo
MOBOIO; YKPaiHCbKMUIA TEKCT MapKyBaHHS
npoaybnboBaHO aHrMicbKo MoBO. BBeaeHHs
3MiH NpOTHArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHSA

3a
peuenmom

UA/15340/01/01

132.

KOMBICAPT

TabneTkn, BKpUTI
NniBKOBOI
obonoHkoto, 10
mr/160 wmr; no 10
TabneTok y 6nictepi;
no 3 Gnictepuy
nayui

AT
"KUIBCLKMN
n
BITAMIHHY
1 3ABOL"

YkpaiHa

AT

"KNIBCHKUN

BITAMIHHUM
3ABOQ"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta dbapmakoHarnagy (iHwi 3miHm)
3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBMHHOI Ta
BTOPUWHHOI YNaKoBKM Nikapcbkoro 3acoby, a came
BUITy4eHO iHOopMaLito, BUKNaAeHy POCICbKO
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoay6nboBaHO aHrMikcbKo MoBO. BBeaeHHs
3MiH NPOTArom 6-TM MicsLIB NicNsi 3aTBEPAKEHHS

3a
peuernmom

UA/15341/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
133. | KOMBICAPT TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a - UA/15124/01/01
H NniBKOBOIO "KNIBCbKW "KUIBCBKUIA 3MiHm | Tuny - 3MiHK Wwoao 6eanekn/edekTUBHOCTI | peuernmom
06onoHkoto, No 5 n BITAMIHHUN Ta dhapmakoHarnsagy (iHwi 3miHn) - 3MiHM BHECEHO
mr/160 mr/12,5 mrno | BITAMIHHU 3ABOL" y TeKCT MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI
10 TabneTok y " 3ABOO" yNaKoBKU fikapcbKkoro 3acoby, a came BUIy4YeHO
6nictepi; no 3 iH(bopMaLito, BUKNaaeHy pOCiCbKO MOBOH);
Gnictepu y nayui YKpaiHCbKUIA TEKCT MapKyBaHHsi Npogybnb0BaHo
aHrnincbKo MoBO. BBeaeHHs 3MiH NpoTArom 6-
TV MicAUiB Nicnsa 3aTBepaKeHHS
134. | KOMBICAPT TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/15125/01/01
H NniBKOBOIO "KNIBCbKW "KUIBCBKUIA 3MiHm | Tuny - 3MiHK Wwoao 6eanekn/edekTUBHOCTI | peuernmom
o6onoHkoto, no 10 n BITAMIHHUN Ta hapmakoHarnsaay (iHwi 3miHn) - 3MiHM BHeceHO
mr/160 mr/12,5 wmr, BITAMIHHU 3ABOL" y TEKCT MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI
no 10 tabnetok y " 3ABOO" yMaKOBKM NiKapCbKoro 3acoby, a came BUIy4eHo
6nictepi; no 3 iHbopMaLito, BUKNaaeHy POCICbKO MOBOH);
Gnictepu y navui YKpaiHCbKUIA TEKCT MapKyBaHHsi NnpogybnboBaHo
aHrnincpKo MOBO. BBeaeHHs 3MiH NpoTArom 6-
TV MicaUiB Nicnsa 3aTBepaKEHHSA
135. | KOMNABIKC® | Ttabnetkun, BKpUTI TOB YkpaiHa CAHO®I PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11680/01/02
obornoHkoto, 75 "CaHoi- BIHTPOIM 3MiHu |l Tuny - 3miHn wopo 6e3nekn/edeKTUBHOCTI peuenmom nidnsieae
Mmr/75 mr Ne 28 ABeHTiC IHOACTPIA Ta dpapmakoHarnsgy. 3mMiHW y KOpoTKili
(7x4): no 7 TabneTok YkpaiHa" XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
y 6nictepi; no 4 MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
6nictepu B 3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHUMU 3
KapTOHHiIN kopooLi SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
AaHvMu 3 papmakoHarnsgy. 3MiHM BHECEHO A0
IHCTPYKLUii ANS MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby o posginy "OcobnueocTi
3actocyBaHHS". TepmiH BBEAEHHS 3MiH MPOTAroM
6 MicsLiB nicns 3aTBEpPOXEHHS.
136. | KCAPENITO® | Ttabnetku, BKpUTI Banep Al HimeyumH Banep Al Himeuunna BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/9201/01/01
NniBKOBOIO a 3minHn Il Tuny - 3MiHKn wono 6e3nekn/epeKTUBHOCTI peuenmom

obornoHkoto, no 10
mr; Ne 5 (5x1): no 5
TabneTtok y bnicrepi;
no 1 6nictepy y
KapTOHHIN nayui; Ne
10 (10x1), Ne 100
(10x10): no 10
Tabnetok y bnicrepi;
no 1 abo no 10
GnicTtepiB y
KapTOHHIN nayui

Ta cpapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
30060B'A3aHb Ta YMOB BuJaui peecTpaLiiHoro
NOCBiAYEHHS, BKIoYaoum [naH ynpaeBniHHA

pu3uKkamm (3acTocyBaHHs 3MiH(1), siki(a)
BMMaratTb(€) noganbLLoro 06rpyHTyBaHHS
HOBMMM [OAATKOBUM [aHUMMK, LLIO MatoTb
HafaBaTMCst KOMNETEHTHUM OPraHoM, OCKINbKM
BMMaraeTbCsi CyTTEBA OLHKA KOMNETEHTHUM
opraHom) 3asBHukom banep Al HimeuunHa
HaJaHO OHOBMEHWI NNaH ynpasniHHA pu3ukamm
Bepcisa 13.4.
3MiHM BHeceHo o yacTuH: || «Cneumdikauis 3
6e3nekn», Il «MnaH 3 dpapmakoHarnsgy», IV

«lMnann Wwopao nicnapeecTpauiiHnX AoChigKeHb

edekTUBHOCTI», V «3axoam 3 MiHiMi3aujii pu3nkiBy,

VI «Pestome nnaHy ynpasniHHs pusukamuy, VI

«[ogatkny y 3B’a3Ky 3 nogaHHam o EMA
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
iH(bopMaUii Wwoao pesynbTatiB gocnigKeHb 3
nporpamn PASS DUS. Pestome nnaHy ynpasniHHs
pusmkamm Bepcia 13.4 gogaeTbes
137. | NA®EPOBIO | nioginizat gns TOB "®3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a - UA/13720/01/01
H® po3uunHy ans iH'ekuin | "BIOPAPMA "BIO®APMA" 3minu |l Tuny - 3MiHn 3 sKkocTi. FoTOBMI NiKapcbkn | peuenmom
1 000 000 MO; no 5 " 3aci6. KoHTposnb roToBOro nikapcbkoro 3acooy.
dnakoHiB 3miHa y MeToaax BUNpobyBaHHS! rOTOBOIO
nioginizata 'y nikapcbkoro 3acoby (cyTTeBa 3MiHa y
6nictepi; no 2 GionoriyHomy/iMyHonoriMHOMY/iMyHOXiMIYHOMY
Gnictepn y nayui 3 mMeTogi BunpobyeaHHs abo MeTogi, y KoMy
KapToHy BMKOPUCTOBYETLCS BionoriyHuii peareHT, abo ix
3amiHa, abo GionoriyHoro npenapary NOPiBHSAHHS
(cTaHpapTHOro npenapary), Lo He 3a3Ha4YeHun y
3aTBEPPKEHOMY MPOTOKONi) 3MiHN A0 NOPSAAKY
BUKOHaHHS TecTy "KinbKicHe BU3HAYEHHS.
[poTuBipyCHa akTMBHICTL" BiANOBIAHO A0
BanigauiviHoro 3BiTy, a came BUMYYeHHS NPUMITKY
Npo KaTanoXHun Homep 96-nNyHKOBOro NiaHLeTy
(Falcon, 353072), oHoBneHo iHpopmaLito npo
KOMMOHEHTHWIA CKaj NOXWBHOIO CepefoBuLLa,
[04aHo iHhopMaLito NPo NPUroTyBaHHA
docgaTHO-conboBoro GydgepHoro, 1 r/n po3ynHy
KpucTaniyHoro ioneToBoro, pe3asypuHy, a Takox
BUITyYEHO KoA Ans MiXXHapO4HOro CTaHA4apTHOro
3pasKy aKTUBHOCTI PEKOMBIHaHTHOrO iHTepdEePOHY
anbda-2 B, atectoBaHoro BOO3 NIBSC
138. | TA®EPOBIO | nioginizat ans TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/13720/01/02
H® po3uunHy ans iH'ekuin | "BIOPAPMA "BIO®APMA" 3miHu |l Tuny - 3MiHm 3 sikocTi. [OTOBWI NiKapcbkniA | peyenmom

3 000 000 MO; no 5
dnakoHiB
nioginizata y
6nictepi; no 2
Gnictepu y navui 3
KapToHY

3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPobyBaHHSI rOTOBOrO
nikapcbkoro 3acoby (cyTreBa 3miHa y
BionoriyHomy/iMmyHOMoriYHOMY/iMyHOXIMIYHOMY
meTopai BUnpobysaHHsA abo MeTogj, y Akomy
BUKOPUCTOBYETbCS BioNoriyHMIM peareHT, abo ix
3amiHa, abo 6ionoriyHoro Npenapary NOpiBHAHHA
(cTaHaapTHOro nNpenaparty), WO He 3a3HayeHnn y
3aTBEpPKEHOMY NPOTOKOSI) 3MiHW A0 NOPSAAKY
BVKOHaHHS TecTy "KinbkiCHe BU3HaYeHHs.
[MpoTuBipycHa akTMBHICTL" BIANOBIAHO 40
BanigauiviHoro 3BiTy, a caMe BUIyYEeHHSI MPUMITKY
Npo KaTanoxHuin Homep 96-nyHKOBOTO MraHLIEeTy
(Falcon, 353072), oHoBReHo iHdopMmalLiito Npo
KOMMOHEHTHWIA CKnag, MOXUBHOMO cCepeaoBuLLa,
[o[aHo iHdopMaLiio Npo NpUroTyBaHHA
docgaTtHo-conboBoro 6ydgepHoro, 1 r/n po3ymHy
KpucTaniyHoro ¢ioneToBoro, pe3asypuHy, a Takox
BUITYYEHO KOZA AN MPKHapOAHOro CTaHAapTHOro
3pas3Ky aKTUBHOCTI PEKOMBIHaHTHOrO iHTepdEePOHY
anbga-2 B, atectoBaHoro BOO3 NIBSC
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

139.

JIA®EPOBIO
H®

nioginisat gns
PO34MHy Ans iH'eKuin
6 000 000 MO; no 5
dnakoHiB
nioginizata Tano 5
amnyn po3vmHHMKa
no 2 mn (Boga ans
iH’ekuin) y Bnictepi;
no 1 Gnictepy y
nayui 3 KapTOHy

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3Mminu Il Tuny - 3MiHM 3 sKkocTi. FoTOBMI NiKapCbKun
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (cyTTeBa 3miHa y
GionoriyHomy/iMyHonoriMHOMY/iMyHOXiMiYHOMY
meTogi BunpobyBaHHs abo meTogi, y Sskomy
BMKOPUCTOBYETLCS BionoriyHuii peareHT, abo ix
3amiHa, abo GionoriyHoro npenapary NopiBHSHHSA
(cTaHpapTHOro npenapary), Lo He 3a3Ha4YeHun y
3aTBEPPKEHOMY NPOTOKONi) 3MiHN A0 NOPSAAKY
BUKOHaHHS TecTy "KinbKicHe BU3HAYeHHS.
[poTuBipyCHa akTMBHICTL" BiANOBIAHO A0
BanigauiviHoro 3BiTy, a came BUMYYeHHS NPUMITKY
npo KaTanoXHun Homep 96-nNyHKOBOro NnaHLeTy
(Falcon, 353072), oHoBneHo iHpopmaLito npo
KOMMOHEHTHWIA CKaj NOXWBHOIO cepefoBuLLa,
[00aHOo iHhopMaLito NPo NPUroTyBaHHA
docgaTHO-conboBoro GydgepHoro, 1 r/n po3ynHy
KpucTaniyHoro ioneToBoro, pe3asypuHy, a Takox
BUITyYEHO KoA Ans MiXXHapOo4HOro CTaHA4apTHOro
3pa3sKy akTUBHOCTiI pekoMBiHaHTHOrO iHTepdEPOHY
anbda-2 B, atectoBaHoro BOO3 NIBSC

3a
peuenmom

UA/13720/01/04

140.

JIA®EPOBIO
H®

nioginizat gns
PO34MHY AN iH'eKUin
18 000 000 MO; no
1 donakoHy
niocpinizata Ta no 1
amnyrni po34YnHHMKA
no 2 mn (Boga ans
iH’ekuin) y Gnictepi;
no 1 6nictepy y
naJui 3 KapToHy

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPoByBaHHSI rOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y
BionoriyHomy/iMmyHOMoriYHOMY/iMyHOXIMIYHOMY
meTopai BUunpobysaHHsA abo MeTogj, y Akomy
BUKOPUCTOBYETbCS BioNoriyHMIM peareHT, abo ix
3amiHa, abo 6ionoriyHoro Npenapary NOpiBHAHHA
(cTaHaapTHOro nNpenaparty), WO He 3a3HayeHnn y
3aTBEpPKEHOMY NPOTOKONI) 3MiHU A0 NOPSAAKY
BMKOHaHHS TecTy "KinbkiCHe BU3HaYeHHs.
[MpoTMBipyCcHa akTMBHICTL" BIANOBIAHO A0
BanigauiviHoro 3BiTy, a caMe BUITyYEeHHSI MPUMITKY
npo KaTanoxHuin Homep 96-nyHKOBOTO MIaHLLETy
(Falcon, 353072), oHoBReHO iHdopMmalLlito Npo
KOMMOHEHTHWIA CKnag, NOXUBHOIO CepefoBuLLa,
[o[aHo iHdopMaLiio Npo NpUroTyBaHHA
docgaTtHo-conboBoro 6ydgepHoro, 1 r/n po3ymHy
KpucTaniyHoro ioneToBoro, pe3asypuHy, a Takox
BUITYyYEHO KO AN MPKHapOAHOro CTaHA4apTHOro
3pasKy aKTUBHOCTI PEKOMBIHaHTHOrO iHTepdEePOHY
anbga-2 B, atectoBaHoro BOO3 NIBSC

3a
peuenmom

UA/13720/01/06

141.

JTA®EPOMAK
Cc

cynoauTopii no 3
000 000 MO; no 3
cynosutopiino 1ry

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3miHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui
3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.

3a
peuernmom

UA/13779/01/04
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTYPHIN 3MmiHa y meTogax BunpobyBaHHS rOTOBOIO
YapyHKOBIN nikapcbkoro 3acoby (cyTTeBa 3MiHa y
ynakoBui; no 1 GionoriyHomy/iMyHonoriMHOMY/iMyHOXiMIYHOMY
KOHTYPHIW MeTogi BunpobyBaHHs abo MeTogi, y KoMy
YapyHKOBIW ynakosLi BMKOPUCTOBYETLCS BionoriyHuii peareHT, abo ix
B Mauui 3 KapTOHYy; 3amiHa, abo GionoriyHoro npenapary NopiBHSAHHSA
no 5 cynosutopiis (cTaHgapTHOro npenapary), Lo He 3a3HavyeHuni y
no 1 ry KOHTYpHIW 3aTBEPPKEHOMY MPOTOKONi) YTOUHEHHS NOPSAKY
YapyHKOBIn BUKOHaHHS TecTy N.6 KinbkicHe BU3Ha4eHHs. 6.1
ynakoBui; no 1 abo [poTuBipyCHa aKTUBHICTb "BMU3HAYeHHSs
MO 2 KOHTYPHI NPOTMBIPYCHOI aKTMBHOCTI iHTepdepoHy anbda 2b
YapyHKOBI yNakoBKM METOAOM KynbTypW KMiTUH", a came AoAaBaHHS
B nayui 3 KapToHy KniTnHHOI kynbTypn WISH (ATCC, CCL 25),
YyTNMBOI A0 BipyCy BE3UKYNSIPHOrO CTOMaTUTY, 5K
anbTEePHATUBHOI 3aTBEPKEHUM KIMITUHHUM MNiHIAM,
BUITYYEHHS KoAy Ans MiXKHAapPOAHOro CTaH4apTHOro
3pa3sKy akTUBHOCTiI PEKOMBIHAHTHOTO iHTEpdEPOHY
anbda — 2b, atectoBaHoro BOO3 (Interferon
alpha - 2b, (Human, rDNA derived) NIBSC, a
TaKOX BUMpPaBIIEHHS HETOYHOCTI B HANMCaHHI
Ha3BW peakTuBy nonicopbat 80 P
142. | NTA®EPOMAK | cynoauTtopii no 1 TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/13779/01/03
Cc 000 000 MO; no 3 "BIO®PAPMA "BIO®APMA" 3miHn |l Tuny - 3MiHn 3 skocTi. FoTOBWI Nikapcbkn | peyenmom
cynosuTopiino 1 ry " 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
KOHTYPHi 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
YapyHKOBIN nikapcbkoro 3acoby (cyTTeBa 3miHa y
ynakosui; no 1 GionoriyHomy/iMmyHonoriYHOMY/iMyHOXIMIYHOMY
KOHTYPHi mMeTogi BunpobyBaHHs abo meTofi, y sskomy
YapyHKOBIW ynakoBLi BMKOPUCTOBYETLCH BiONOrivyHMIM peareHT, abo ix
B MayLj 3 KApTOHY; 3amMiHa, abo GionoriyHoro nNpenapary NOpiBHSIHHS
no 5 cynosutopiis (cTaHpapTHOro npenapary), Lo He 3a3Ha4YeHun y
no 1 ry KOHTYpHINn 3aTBEPPKEHOMY MPOTOKONi) YTOYHEHHS NOPSAAKY
YapyHKOBIN BUKOHaHHS TecTy n.6 KinbkicHe BU3Ha4eHHs. 6.1
ynakosui; no 1 abo [MpoTuBipyCHa akTUBHICTb "BuUsHayeHHs
Mo 2 KOHTYPHI NPOTMBIPYCHOI aKTMBHOCTI iHTepdepoHy anbda 2b
YapyHKOBI yNaKkoBKW MEeTOAOM KyrbTypu KniTUH", a came fofaBaHHs
B Nayui 3 KapToHy KniTuHHOI KynbTypy WISH (ATCC, CCL 25),
YyTNMBOI A0 BipyCy BE3UKYNSIPHOrO CTOMaTUTy, SiK
anbTepHaTUBHOI 3aTBEPIKEHUM KITITUHHUM NiHisM,
BUITyYEeHHs KOAy Ans MiDXKHapOOHOro CTaHAapTHOro
3pa3sKy akTUBHOCTiI PEKOMBIHAHTHOTO iHTEPdEPOHY
anbga — 2b, atectoBaHoro BOOS (Interferon
alpha - 2b, (Human, rDNA derived) NIBSC, a
TaKoX BUMpPaBIIEHHS HETOYHOCTi B HANUCaHHI
Ha3BM peakTuBy nonicopbat 80 P
143. | NEBACENT TabneTku, BKPUTI DKIBOXAP IHais BadHa IHais BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: - He UA/13293/01/01
NniBKOBOKO A ®APMA dapmackioTikan 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka nidnsieae
obornoHkoto, no 500 MPAMBIT c Nnra. peecTpaLinHoro nocBig4eHHs ) (3rigHo Hakady MO3

Mmr in bulk: no 5

JIMITEQ

Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

TabneTtok y 6nicrepi;
no 200 6nictepiB y
KapTOHHIN ynakoBLyj;
in bulk: no 10
TabneTok y 6nicTepi;
no 100 GnictepiB y
KapTOHHIN ynakoBLyj;
in bulk: no 1000
Tabnetok y
nonieTMneHoBoMy
nakeTi B KOHTENHepi

npoTsarom 6 MicsuiB nicnst 3aTBepakKeHHsA. 3MiHu |
TUny - 3MiHK Wwopo 6esnekn/edekTMBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHEeHUX AaHuX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa MNanikep BiHy. MponoHoBaHa
penakuis: [-p PagpkaHn Jybei. 3MiHa KOHTAKTHUX
[aHMX yNnoBHOBaXeHoi ocobu, BianoBiaanbHoi 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIiAanbHOI 3a dhapMakoHarnsg B
YkpaiHi. [litova pegakuis: IBaHnubkui AHApIn
BacunboBuu. MNponoHoBaHa pefakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHYMKA,
BiNoBiganbHoi 3a hapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-caiina
cvcTeMun dhapmakoHarnsay Ta woro Homepa. 3MiHn
| Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
OHOBEHHSA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBWHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. 3miHa y MapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBEAEHHAM Y BiAMNOBIAHICTb A0
BUMOT 3aKOHOOABCTBA. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

144.

NEBACENT

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
mr; no 5 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHII ynakoBLi;
no 10 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLi

IDKIBOXAP
A DAPMA
MPAMBIT
NIMITER

IHAisa

BadHa
dapmacbioTikan
clTa.

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
npoTarom 6 micsiLiB nicns 3aTBepKEHHS.3MiHM |
Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHWX faHnx nNpo cucTemy
dapmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 hapMakoHarnsiay; KOHTakTHOT ocobu 3

3a
peuernmom

He
nidnsieae

UA/13292/01/01
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Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a papmakoHarnsaa. [irova pegakuis:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuisa: [-p Pagkan Oy6ei. 3MiHa KOHTAKTHUX
[OaHuxX yrnoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnag B
YkpaiHi. [itova pegakuis: IBaHuubkMin AHApIn
BacunboBu4. MNponoHoBaHa pedakLisi:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa Micus 3AiNCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cuctemun chapmakoHarnsgy Ta noro Homepa. 3MiHu
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
apmakoHarnsaay (iHwi 3amiHw).
OHOBEHHA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNAaKOBOK MikapCbKoro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
113, y 3B's3ky 3 NpuBEAEHHSM Y BiANoBiAHICTb 0
BMMOr 3aKOHOAABCTBA. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.

145.

JIEBEPET
MIHI

TabneTku, BKpUTI
NNiBKOBOO
ob6onoHkoto, 0,10
mr/0,02 wmr; no 21
TabneTui B GnicTepi;
no 1, 3 abo no 6
GnicTtepis B
KapTOHHiI kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

KOHTPOIb AKOCTI,
BMPOGHMLUTBO
roToBOro
NPOAYKTY,
nakyBaHHs,
BUNYCK cepii:
TlabopaTopioc
JleoH ®apma,
C.A,, IcnaHis;
MikpobionoriyHm
N KOHTPOb:
JIABOPATOPIO
EYABAPHE,
C.A,, IcnaHis;
anbTepHaTMBHa
ainsiHka
BTOPWHHOIO
napKyBaHHSI:
TOB MaHaHTian
IHTerpa, IcnaHis

Icnanis

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu 0o
y3aranbHeHUX AaHuxX Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaxeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.

[itova pepakuin: Amepi biona xecci.
MponoHoBaHa pepakuis: CaByeHko AMnUTpo
CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3aABHMKA, BianosiganbHOI 3a

3a
peuenmom

UA/15001/01/01




88

[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnag B YkpaiHi
146. | NEBO®JIOKC | TabneTku, BKpUTI TOB «TeBa Ykpaina Axtasic NTA ManbTa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/11952/01/02
ALUUH-TEBA NNiBKOBOO YkpaiHa» 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudcpikat peuenmom
obonoHkoto, no 500 BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
mr, no 5 TabneTok y €sponelicbkin hapmakonei/moHorpadii. NMogaHHsA
6nictepi, no 2 HOBOro abo oOHoBMNEHOro cepTudikaTa
6nictepu B BianosigHocTi abo BMNyYeHHsi cepTudikaTta
KapTOHHiN Kopobui BiANoOBIAHOCTI €Bponencokivi hapmakonei: ans
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUPOOHMUTBI ADl; ans
[OMOMDKHOI peqoBUHM (cepTudikaT BianoBigHOCTI
€Bponeiickkin hapmakonei) - HoBuin ceptudikat
BiJ, BXXe 3aTBepAXeHOro BUpobHuka. MNogaHHs
HOBOrO cepTudikaTa BignoBigHOCTI €Bponeichbki
cdapmakonei RO-CEP 2019-161-Rev 01 gnsa AdI
nesodpriokcaumnHy remirigpaTy Bif BXe
3aTBepakeHoro BupobHuka Mylan Laboratories
Limited (Unit-9), India.
147. | NEBO®INOKC | tabnetkn, BKpUTI TOB «TeBa YkpaiHa Axtasic NTA ManbTa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/11952/01/01
ALUUH-TEBA NNiBKOBOO YkpaiHa» 3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat peuenmom
obornoHkoto, no 250 BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
mr, no 5 TabneTok y €Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
6nictepi, no 2 HoBOro abo oHoBneHoro ceptudikaTa
6nictepu B BiAnoBigHOCTi abo BUny4eHHs cepTudikata
KapTOHHIN kopobui BiANoBiAHOCTI €Bponenceki hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkin dapmakonei) - Hosui ceptudikat
BiJ, BXXe 3aTBEepAXeHOro BUpobHuka. NogaHHs
HOBOro cepTudikaTa BiAnoBiAHOCTI EBpONEenChKin
capmaxkonei RO-CEP 2019-161-Rev 01 gnsa AdI
nesodpriokcaumnHy remirigpaTy Bif BXe
3aTBepgkeHoro BupobHuka Mylan Laboratories
Limited (Unit-9), India.
148. | NIHECCA TabneTtkn, BKpUTI IDKIBOXAP IHais BadHa IHais BHECEHHS1 3MiH JO peeCTpaLiiHMX maTepianis: - - UA/11533/01/01
NniBKOBOO A PAPMA dapmacbtoTikan 3MiHa 3asBHuka J13 (MIBM) (BnacHuka
obornoHkoto, no 600 MPANBIT c Nnra. peecTpaLinHOro nNoceig4eHHs) (3rigHo Hakady MO3
mr in bulk Ne 1000 NIMITER Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH

(5x200): no 5
TabneTtok y bnicrepi;
no 200 6nicTtepiB y
KapTOHHiII kopobuyj;
in bulk Ne 1000: no
1000 Tabnetok y
KOHTelrHepax

npoTarom 6 MicauiB Nicns 3aTBEPMKEHHS. 3MiHM |
TMny - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy chapmakoHarnagy, amiHa

yrnoBHOBaXeHoi ocobu, BignoBiganbHoi 3a

30iCHEHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3




89

[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

chapmakoHarnagy 3asBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, KO BOHa BiAMiHHA
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a papmakoHarnsaa. [irova pegakuis:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuisa: [-p Pagkan Oy6ei. 3MiHa KOHTAKTHUX
[OaHuxX yrnoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnag B
YkpaiHi. [itova pegakuis: IBaHuubkMin AHApIn
BacunboBuy. MNponoHoBaHa peaakLisi:
HikiTyeHkoBa Jlto60B |BaHiBHA.3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa Micus 3AiNCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cuctemun chapmakoHarnsgy Ta noro Homepa. 3MiHu
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
apmakoHarnsaay (iHwi 3amiHw).
OHOBEHHA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNAaKOBOK MikapCbKoro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
13, y 3B'si3Ky 3 NpuBEAEHHSAM Y BiANoBigHICTb A0
BMMOT 3aKOHOAAaBCTBa. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.

149.

JNIIHECCA

TabneTku, BKpUTI
NniBKOBOO
o6ornoHKoto, no 600
Mr no 5 tabnetok y
6nicTepi; no 1
6nictepy B
KapTOHHiI kopobui

DKIBOXAP
A ®APMA
MPAVBIT
JIMITEQ

IHaia

BadHa
dapmacbioTikan
cllta.

IHAis

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
peecTpaLinHOro NocBig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHSI 3MiH
npoTarom 6 MicauiB nicns 3aTBepaAXeHHS. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3miHn go
y3aranbHeHUX AaHuxX Npo cUCTeMy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHNX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoI 3a
3AiCHEeHHs bapmakoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi AiaHi) Ta/abo 3MiHW y PO3MiLLEHHI
MacTep-carnna cuctemm papmakoHarnsaay). 3miHa
YMNOBHOBaXeHOoI 0cobu 3asiBHUKa, BiANOBiganbHOI
3a papmakoHarnsg. fitova pegakuis:

3a
peuenmom

UA/11532/01/01
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[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuis: O-p Papkan Oy6en. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXeHoi ocobu, BianoBiaanbHoi 3a

tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B

YkpaiHi. [itoya pegakuis: IBaHuUbkMin AHApIn
BacunboBuuy. NponoHoBaHa peaakuis:
HikiTueHkoBa Jlto60oB IBaHiBHa.3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0cobu 3asiBHMKA,
BifgnoBigansHoi 3a dhapmakoHarnag B YkpaiHi.
3MmiHa Micus 3AiINCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-cainna
cuctemun chapmakoHarnsagy Ta moro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
capmakoHarnsgy (iHwi amiHn).
OHOBEHHA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKOro
3acoby. 3miHa y MapkyBaHHi cpopmu in bulk ans
13, y 3B'A3Ky 3 NpuBeaeHHsAM Y BignoBigHIiCTb A0
BMMOT 3aKOHOAABCTBA. TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicsuiB Nicnsi 3aTBEPIYKEHHS.

150.

NionpPiaAM

Tabnetku 4 mr/1,25
mr/5 mr; no 15
TabneTtok y 6nicrepi,
no 2 abo 4 6nictepu
Y KapTOHHIl Kopobui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3miHu | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHUX AaHuxX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHux
npo cuctemy papmakoHarnsgy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXEHOI 0CO0M, BiAnoBiganbHoi 3a
30iACHEHHs hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi.

[itoya pepakuin: Amepi biona xecci.
[MponoHoBaHa pepakuis: CaByeHko OMUTPO
CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3asBHKKA, BignoBigansHoi 3a
dapmakoHarnag B YkpaiHi

3a
peuenmom

UA/19970/01/01

151.

nonpPiaAM

Tabnetku, 8 mr/2,5
mr/5 mr; no 15
TabneTok y 6nictepi,
no 2 abo 4 6nictepu
Y KapTOHHIl Kopoobui

3eHTiBa, K.C.

Yecbka
Pecny6bnik
a

3eHTiBa, K.C.

Yecbka
Pecnybnika

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnsigy. BeeaeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignoBiganbHoi 3a

3a
peuernmom

UA/19970/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHS
tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bif, yNOBHOBaXXeHOT 0cobMu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0cobu 3asiBHMKa, BiAMNOBiganbHOI 3a
dapmakoHarnag B YkpaiHi.

[itoya pepakuis: Amepi biona Oxecci.
MponoHoBaHna pepakuis: CaB4yeHko [AmMnTpo
CepririoBu4. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHKKa, BianosiganbHOI 3a
dapmakoHarnsg B YKpaiHi

152.

NionpPiaAM

Tabnetku, 8 mr/2,5
mr/10 mr; no 15
Tabnetok y bnicrepi,
no 2 a6o 4 6nictepu
Y KapTOHHIlA kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3eHTiBa, K.C.

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHS
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTAKTHOI 0CcObOM 3asiBHUKA, BiAnoBigansHoi 3a
dapmakoHarnag B YkpaiHi.

[itova pepakuin: Amepi biona xecci.
MponoHoBaHna pepakuis: CaB4yeHko AmnTpo
CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3asBHUKKa, BianoBiganbHOI 3a
dapmakoHarnsg B YkpaiHi

3a
peuenmom

UA/19970/01/03

153.

JIOPAHO

Tabnetku no 10 mr
no 7 TabneTtok y
onictepi; no 1
Gnictepy B
KapTOHHiIl kopobuyj;
no 10 Tabnetok y
GnicTepi; no 2
Gnictepu B
KapTOHHiIN kopobui

Canpos
dapmacbioTi
Kans a.n.

CnogBeHisi

BUPOGHMLUTBO in
bulk,nakyBaHHs,
BUNYCK cepii:
CantoTac
dapma 'mbX,
HimeuuuHa;
nakyBaHHs1,
BUMYCK cepii:
Nek C. A.,
MonbLia

HimevuunHa/
MNonblia

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3MiHu | Tuny - 3MiHn 3 sikocTi. CepTuddikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBrneHoro cepTudikaTta
BignoBigHOCTI abo BUNy4YeHHs cepTudikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpoBHUKa.
[NogaHHA oHOBREHOro cepTudikaTta BiANOBIAHOCTI

be3
peuenma

UA/6985/02/01
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n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
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3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

€Bponecbkin dapmakonei Ne R1-CEP 2007-348 -
Rev 03 (3atBepaxeHo: R1-CEP 2007-348 - Rev
02) pnsa A®| nopataguHy Big BXXe 3aTBEPKEHOrO
BMpobHMka Morepen Laboratories Limited, IHgis1.

154.

JIOPMHOEH®
A

masb no 15 r B Ty0i;
no 1 Ty6i B kopobui

TOB
«BAYL
XENC»

Ykpaina

dapmsasog
€nbca A.T.

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS AissNbHOCTI BUPODOHMKa (BKNtovaouu,
3a HeobXigHOCTI, MicLe NPOBeAEHHS1 KOHTPOSO
sIKOCTi), abo BnacHuka mactep-canna Ha Adl, abo
nocravansHuka Adl/BnxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (AKLLLO
3a3HavYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeickKii thapMakonei y 3aTBepaKeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo Y AOCbE). 3MiHa
Ha3BW BUPOOHMYOI OinbHMU BignoBiganbHOI 3a
MiKPOHi3aLiito Ailo4oi pe4oBUHM caniunnoBoi
KucnoTtu. BupoBHuya ainbHuusA, agpeca Ta yci
BUPOGHMYI onepauii 3anmwarTbecst HE3MIHHUMW.

3a
peuenmom

UA/1717/01/01

155.

JIOPICTA® H
100

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto no 100
mr/12,5 mr; no 10
TabneTok y 6nictepi;
no 3 abo no 6
GnictepiB y
KapTOHHiIl kopobuyj;
no 14 tabnetok y
6nictepi, no 2 abo
no 4 6nictepu y
KapTOHHiIl kopobuyj;
no 15 rabnetok y
6nicTepi, no 2 abo
no 4, abo no 6
GnictepiB y
KapTOHHI kopobui

KPKA, a.4.,
HoBeo mecto

CnoBeHisi

BUPOOHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpOnb Ta
BUNYCK cepii:
KPKA, o.4.,
HoBo mecTo,
CrnoBeHis;
KOHTPOMb Ccepii:
KPKA, a.4.,
HoBo mecTo,
CrnoBeHis;
KOHTpOrb cepil:
INabeHa g.0.0.,
CrnioBeHis

CrnioBeHis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI
Ta cbapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHi

B TEKCT MapKyBaHHS Ha BTOPWHHIN yrnakoBLji, a

caMe YTOYHEHHs BUKNaAeHHs iHdopMauii Wwoao
AaTtv TepmiHy npuaaTtHocTi; 3Milm | Tuny - 3MiHm 3
skocTi. CepTudpikat BignosigHocTi/l' E-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei: ans A®l; ons
BVXifHOrO MaTtepiany/peareHTy/npoOMipKHOTO
NPOAYKTY, O BUKOPUCTOBYHOTECS Y BUPOOHULTBI
A®I; ons gonomixkHoi pevoBuHM (cepTudikat
BigNOBIQHOCTI €Bponewichkin hapmakoner) -
HoBwui cepTudikat Big BXxe 3aTBEpAXeHOro
BMPOOHYKa - NogaHHsA HOBOro cepTudikaTa
BignoBigHOCTI €Bponencoki papmakonei Ne RO-
CEP 2019-275 - Rev 00 gns gito4oi peqoBuHU
Losartan potassium Big BXe 3aTBEpAKEHOrO
BupobHuka KRKA, d.d., Novo mesto; 3miHm | Tuny
- 3miHu 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUIYYEHHS cepTudikaTta BignoBigHOCTI

3a
peuenmom

UA/12084/01/01
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Ne
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Hasea
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Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

€Bponencbkin dapmakonei: gna A®l; ans
BMXigHOro martepiany/peareHTy/npoOMiKHOIO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI
A®I; ons gonomMixkHoi pevoBuHK (cepTudikat
BigNOBIQHOCTI €Bponewchbkin hapmakoner) -
HoBwuin cepTudikat Big HOBOro BUpPOGHMKa (3aMiHa
abo JoNoOBHEHHS) - MoAaHHSA HOBOToO cepTudikaTa
BiANoBigHOCTI €Bponencokini papmakonei Ne R1-
CEP 2010-139 - Rev 05 gns gitoyoi peqoBuHM
Losartan potassium Process Il Big HoBoro
BUpoGHuKka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.; 3minu | Tny -
3MmiHun 3 skocTi. CepTuddikat BignosiaHocTi/lE-
cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJEHOro cepTudikaTta BignoBigHoCTi abo
BUITyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeicbkin dapmakonei: gna APl ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHMLTBI
A®I; ona gonomixkHOT pedoBUHM (cepTudikaT
BignoBigHOCTI €BponeWicbkin hapmakoner) -
OHoBneHun ceptudikaT Bif e 3aTBepaXeHOro
BMPOGHMKa - NoAaHHS OHOBMEHOro cepTudikaTty
BignoBigHocTi €Bponeichkin dapmakonei Ne R1-
CEP 2000-091-Rev 04 (3atBepaxeHo: R1-CEP
2000-091-Rev 03) ans Aitoyoi pevoBUHK
Hydrochlorothiazide Big 3aTBepaxeHoro
Bupo6GHka UNICHEM LABORATORIES LIMITED;
3MmiHu | TUny - 3miHm 3 skocTi. APl. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHsa AD| abo
BUXiOHOro MaTepiany/npoMixXHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWwi 3MiHM y MeToaax
BMNpobyBaHHs (BKMoYaoum 3amiHy abo
pornoBHeHHs1) A®I abo BMxXigHOro/MpomixkKHOro
npoaykTy) - foAaHHs metoay (in house) ans
Bu3HauyeHHs gomiwkun N-Nitrosodibutylamine
(NDBA) not more than 0.03 ppm ans aitoyoi
peyoBuHYK Losartan potassium anst HoBoro
B1po6Hmka ZHEJIANG HUAHAI
PHARMACEUTICAL CO,, LTD.

156.

JIOPICTA®
HD

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, 100

KPKA, a.4.,
HoBo mecTo

CnoseHis

BUPOGHMUTBO "in
bulk", nepeuHHe
Ta BTOPUHHE

CnoseHisi/
Kutain

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3minu | Trny: 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi

mr/25 mr; no 10 nakyBaHHS, €Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
TabneTtok y bnicrepi; KOHTpOrb Ta HOBOro abo OHOBNEHOrO cepTudikaTa

no 3, abo no 6, abo BUMYCK cepii: BignoBigHOCTi abo BuUny4eHHs cepTudikata

no 9 GnicTepis y KPKA, o.4., BignoBigHOCTi €Bponenchkii papmakonei: ans

3a
peuernmom

UA/6454/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopobLyj; HoBo mecTo, A®I; onsa BuxigHoro
no 14 Tabnetok y CnoBeHis matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
6nictepi, no 1, abo KOHTPOIb cepii: BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
no 2, abo no 4, abo KPKA, a.4., [OMOMDKHOI peqoBUHM (CepTudikaT BianoBigHOCTI
no 6, abo no 7 HoBo mecrTo, €sponelicbkin hbapmakonei) - OHoBReHWN
GnictepiB y CnoBeHis cepTuddikat Bif y)Ke 3aTBEpYKEHOro BUPOOHMKA -
KapTOHHiIN kopooLi BUPOBHMLUTBO noJaHHsi OHOBMEHOro cepTudikaTy BiANOBIAHOCTI
«in bulk»: €Bponelcbkin hapmakonei Bif Bxe
HiHréo MeHoBo 3aTBepakeHoro BupobHuka UNICHEM
TiaHkaHr LABORATORIES LIMITED ans Adl
dapmacbtoTrkan rigpoxnoportiasuagy CEP Ne R1-CEP 2000-091-
c Ko., lta., Rev 04 (3atBepgxeHo: R1-CEP 2000-091-Rev
Kutan 03). 3MiHu | Tuny: 3minm 3 sikocTi. A®I. KoHTponb

KOHTPOMb Cepii:
IlabeHa g.0.0.,
CnoBeHis

A®I. 3miHa y meToaax BunpobysaHHA ADIl abo
BUXigHOro MaTepiany/npoMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHmuTea AP (iHwi 3MiHK y meToaax
BUNpobyBaHHs (BKNtoYaoun 3amiHy abo
nonoBHeHHs1) A®I abo BuxigHOro/npomixkHoro
npoaykTy) - 3MiHa B MeToaax KoHTponto AP|
HoBOro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. gns A®| nosaptaHy
Kanito, a came JOMOBHEHHS cneundikaLii
powmiwwkoto NDBA 3 HopMyBaHHsIM He BinbLue Hix
0,03 ppm, umknorekcaHy — He 6Ginblue 1000 ppm,
isonponaHony — He 6Ginblue 2000 ppm. 3miHu |
Tuny: 3MiHM 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
3MiHu y BUpobHMUTBI. 3amiHa abo BBeOEHHS
[0AaTKOBOI AiNbHULI BUPOBHMLTBA ANS YaCTUHU
abo BcbOro BUpoBGHMYOro npoLiecy roToBoro
nikapcbkoro 3acoby (AinbHWUS, Ha skl
npoBoaaTbcs Oyab-ski BUpobHWYi cTagii, 3a
BUHSATKOM BUMYCKY CEpiil, KOHTPOIO SIKOCTI,
NEPBUHHOIO Ta BTOPMHHOIO MaKyBaHHS, NSt
HeCcTepurbHUX Nikapcbkux 3acobiB) - BBEAEHHSA
[04aTKOBOI BUPOBHMYOT AinbHULL, BiANOBiAaNbHOT
3a BupobHuuTBo (for bulk product) - Ningbo
Menovo Tiankang Pharmaceuticals Co., Ltd.,
No0.85 Binhai West Road Daxie Development
Zone, Ningbo, Zheijang Province, 315812, China.
Importation site (for bulk product) Krka, d.d., Novo
mesto Smarjeska cesta 6, 8501 Novo mesto
Slovenia. 3MiHu | TUNY: 3MmiHK 3 sikocTi. [oTOBMNI
nikapcbkuii 3aci6. 3mMiHM y BUpoOHULUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY Ccepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKkoro 3acoby
(3amiHa abo foaaBaHHst BUPOOHUKA, Lo
BifnoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIH0YAK4M KOHTPOMb/BUNpobyBaHHS cepii-
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peecmpayitiHo20

157.

JIOPTEH3A®

BBeAEHHS 04aTKOBOI BUPOOHMYOI OinbHML,
BignoBsiganbHoi 3a imnopT (for bulk product) -
Ningbo Menovo Tiankang Pharmaceuticals Co.,
Ltd., No.85 Binhai West Road Daxie Development
Zone, Ningbo, Zheijang Province, 315812, China.
Importation site (for bulk product) Krka, d.d., Novo
mesto Smarjeska cesta 6, 8501 Novo mesto
Slovenia. 3MiHu | TUNY: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/E-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
chapmakonei/mMoHorpadii. NMogaHHa HoBoro abo
OHOBJEHOro cepTudikarta BignosigHocTi abo
BUNYYEHHA cepTudikaTa BigNoBIgHOCTI
€Bponencbkin dapmakonei: ana A®l; ans
BUXigHOro MaTepiany/peareHTy/npomMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
ADI; ans AONOMIDKHOT peyYoBMHM (CepTudikaTt
BignoBigHOCTI €BponeWicbkin hapmakoner) -
HoBwuin cepTudikaT Big HOBOro BUpOGHUMKa (3aMiHa
abo [ONOBHEHHSA) NoJaHHSA HOBOTO cepTudikaTty
Bi4NOBIgHOCTI €BponeWnchkin hapmakonei Big
HoBOro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. gna A®| nosaptaHy
kanito CEP Ne R1-CEP 2010-139-Rev 05 3minu |
Tuny: 3miHun 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MoaaHHs
HoBoro abo oHoBneHoro ceptudikaTa
BigNoOBIQHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocCTi €Bponenchkii hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBbCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkin dapmakonei) - Hosui ceptudikat
BiJ, BXX€ 3aTBEPAXEHOro BUPOOHUKA - NOAAHHS
HOBOro cepTudikaTy BignoBiAHOCTI €Bponeinchkii
dapmakonei Bif BXxe 3aTBepAXXEHOro BUpobHMKa
KRKA, D.D., NOVO MESTO ans A®I nosaptaHny
kanito CEP Ne RO-CEP 2019-275-Rev 00. 3miHu |
TMny - 3MiHK Wopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHW) 3MiHM BHeCeHi B
TEKCT MapKyBaHHS Ha BTOPUHHIW ynakoBLj
nikapcbkoro 3acoby y n.8 "[lata 3akiH4eHHsi
TepMiHy npugaTHocTi".

noceio4yeHHs1

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 50

KPKA, 8.4,
HoBo mecTo

mr/5 mr; no 10

CnoseHis

KPKA, 8.4,
HoBo mecTo,
CnoBeHisi

(BignoBigansHWi

CnoseHisi/
Himeyuunna

BHECEHHS1 3MiH 4O peecTpaLinHMX maTepianis:
3minHn Il Tuny - 3MiHKn Wwopao 6e3nekn/epeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTKili

XapaKTepuCTHULLi NikapCcbKoro 3acoby, TEeKCTi

3a
peuernmom

He
nionsieae

UA/14993/01/02
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PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

TabneTtok y 6nicrepi;
no 3, no 6 abo no 9
GnictepiB y
KapTOHHiIN kopooLi

3a BUPOOHULTBO
“in bulk”,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOrb Ta
BUNyCK cepii);
KPKA, a.4.,
HoBo mecTo,
CnoBeHis
(BignoBiganbHui
3a KOHTPOJb
cepii); JTabop
JIC CE&Ko.KT,
HimevuunHa
(kOHTpPOIb
MikpobionoriyHoi
4mncToTU cepii (y
BMNaaKy
KOHTpOrto cepii
TAL ®apma
rvm6X)), TAL
dapma 'M6X,
HimevuunHa
(BignoBigansHui
3a KOHTPOJ1b
cepii); TALQ
dapma 'mbX,
Himeyuunna
(BignoBigansHui
3a NepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepii)

MapKyBaHHS Ta iHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMUW AaHUMW 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta

OaHMMK 3 hapMakoHarnsgy - 3MiHum BHECEHO B
iHCTPYKLUiO AN MEQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posgainy "Bsaemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAan

B3aemogin". BBegeHHs 3MiH NnpoTarom 6-tu

MicauiB nicnsa 3aTBepAXEHHSA

158.

JIOPTEH3A®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 100
mr/5 mr; no 10
TabneTok y 6nictepi;
no 3, no 6 abo no 9
GnictepiB y
KapTOHHiIl kopobui

KPKA, o.4.,
HoBo mecTo

CnoBeHis

KPKA, o.4.,
HoBo mecTo,
CnoBeHisi
(BignoBigansHui
3a BUPOBHULTBO
“in bulk”,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTpOrb Ta
BUMNYCK cepii);
KPKA, o.4.,
HoBo mecTo,
CnoBeHisi
(BignoBigansHWi

CnoBeHis/
HimevuunHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu Il Tuny - 3MiHn Wwopao 6e3nekn/edheKTUBHOCTI
Ta papmakoHarnsgy. 3mMiHu y KopoTKii
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans MeaU4Horo
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMYW AaHUMU 3
SAKOCTI, AOKNIHIYHUMW, KNiHIYHUMMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3MiHu BHECEHO B
iHCTpYKLUil0 Ans MeQUYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby no po3aginy "Bsaemogis 3
iHLWIKMKM nikapcbkuMK 3acobamu Ta iHLWi Buam
B3aemogin". BBeAeHHsi 3MiH NpoTarom 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/14995/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3a KOHTPOSlb
cepii); Jlabop
J1C CE&Ko.KT,
HimevuunHa
(koHTpOnb
MikpoGionoriyHoi
4ncToTH cepii (y
BUMNagKy
KOHTpOnto cepii
TAL ®apma
m6X)); TAL
dapma 'M6X,
HimevuunHa
(BignoBigansHui
3a KOHTPOJSlb
cepii); TAO
dapma 'M6X,
HimevuunHa
(BignoBiganbHUi
3a NepBUHHE Ta
BTOPUHHE
nakyBaHHs,
BMNYCK cepii)

159.

JIOPTEH3A®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkoto, no 50
mr/10 mr; no 10
TabneTok y 6nictepi;
no 3, no 6 abo no 9
GnicTtepiB y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecto

CnogeeHisi

KPKA, a.4.,
HoBo mecTo,
CrnioBeHis
(BignoBigansHWi
3a BUpOBHNLTBO
“in bulk”,
nepBUHHE Ta
BTOPUHHE
naKyBaHHs,
KOHTpOnb Ta
BUMNYCK cepii);
KPKA, o.4.,
HoBo mecTo,
CnoBeHisi
(BignoBigansHui
3a KOHTPOIlb
cepii); Jlabop
J1C CE&Ko.KT,
HimevuunHa
(koHTpOnb
MikpobiornoriyHoi
4ncToTm cepii (y
BMMNagKy
KOHTpOIo cepii
TAL ®apma
'm6X)); TAO

CnoseHisi/
HimevuunHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3miHu Il Tuny - 3MiHn Wwopao 6e3nekn/edheKTUBHOCTI
Ta cdhapmakoHarnsagy. 3MiHW y KOpOTKiv
XapaKkTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy - 3MiHu BHECEHO B
iHCTPYKLiO AN MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny "Bsaemogis 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHLWi Buam
B3aemogin". BBeeHHs1 3MiH npoTarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS

3a
peuenmom

He
nidnsieae

UA/14994/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapma 'M6X,
HimeuyunHa
(BignoBiganbHUin
3a KOHTPOJIlb
cepii); TAQ
dapma 'M6X,
HimeyuunHa
(BignoBiganbHui
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUMYCK cepii)
160. | IOPTEH3A® | TabneTtku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., CnoseHisi/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/14993/01/01
NniBKOBOKO HoBo mecTO HoBo mecrTo, HimeyunHa 3minn Il Tuny - 3MiHKn wopao 6e3nekn/epeKTMBHOCTI peuenmom nidnseae
o6onoHkoto, no 100 CnoBeHis Ta hapmakoHarnsgy. 3mMiHu y KOpoTkin
mr/10 mr; no 10 (BignoBiganbHUi XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
TabneTok y 6nictepi; 3a BUPOBHNLTBO MapKyBaHHS Ta iHCTPYKUii AnA MeaM4Horo
no 3, no 6 abo no 9 “in bulk”, 3acCTOCyBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
GnictepiB y nepBUHHE Ta SAKOCTi, AOKNIHIMHUMWN, KMiHIYHUMM JaHUMK Ta
KapTOHHIN kopobui BTOPUHHE AaHnMm 3 dpapmakoHarnsgy - 3MiHM BHECEHO B
nakyBaHHs, iHCTPYKLUil0 ANsi MeQUYHOro 3acTOCyBaHHS

KOHTpOrb Ta
BUMNYCK cepil);
KPKA, a.4.,
HoBo mecTo,
CrnioBeHis
(BignoBigansHWi
3a KOHTPOJIlb
cepii); JTabop
J1C CE&Ko.KT,
HimevuunHa
(koHTpOnb
MikpobionorivyHoi
uncToTm cepii (y
BUMNagKy
KOHTpoOnto cepii
TAL ®apma
rvm6X)), TAL
dapma 'mbX,
HimevuunHa
(BignoBigansHUin
3a KOHTPOIlb
cepii); TAQ
®apma 'mbX,
HimevuunHa
(BignoBigansHuin
3a NepBuHHE Ta
BTOPUHHE
nakyBaHHsi,

nikapcbkoro 3acoby o po3aginy “Bsaemogis 3
iHLWIMMM nikapcbkumm 3acobamu Ta iHWi Buan
B3aemMogin". BeegeHHs 3MiH NpoTarom 6-tm
MicsILiB Micnsi 3aTBEPOKEHHS
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

BUMYCK cepii)

161.

JIIOrABAIIH

Kancynu no 75 wmr,
no 14 kancyny
GnicTepi, no 2 abo
no 4 Gnictepun y
KapTOHHiI kopooLi

Ckan ®apma
B3-TOB

O6'eHaHi
Apabcbki
Emipatn

TToniH JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
peecTpauinHoro nNoceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460); 3miHu | Tuny - 3miHn Wwoao
6eanekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBeneHHs abo 3miHM [0 y3aranbHEHUX aHUX Npo
cuctemy chapmakoHarnsgy (BBeaeHHs
y3aranbHeHUX AaHuX Npo cuctemy
chapmakoHarnsigy, 3miHa ynoBHOBa)keHoi ocobu,
BignoBiganbHoI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOT 0cO0M 3 (hapMakoHarnsigy 3asiBHuKa
0N 30iMCHEHHA bapmakoHarnaay B YKpaiHi, aKwo
BOHa BiMiHHa Bif YNOBHOBaXeHOi ocobu,
BiANOBIgANbHOI 3a 34iNCHEHHS hapMakoHarnsgy
(BKIOYAOYM KOHTAKTHI gaHi) Ta/abo 3MiHM y
PO3MiLLieHHI MacTep-anna cuctemm
tapmakoHarnagy) - 3miHa ynoBHoBa)keHoi ocobu
3asiBHMKa, BiANOBiAanbHOI 3a hapMakoHarnag.
[itoya pepakuis: Shahnawaz lbrahim.
MponoHoBaHa peaakuis: Dr. Jaimon John Soman.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asBHUKA, BiAMOBIAANbHOI 3a hapmakoHarnsg.
3MiHa KOHTaKTHOI 0CO0M 3asiBHUKA,
BiAgnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
Hitouwa pepakuis: Onyshchuk Liudmyla.
[MponoHoBaHa pepakuis: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. 3miHa micLe3HaxoKeHHs MmacTep-daiina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHa
Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy

3a
peuenmom

He
nidnsieae

UA/15921/01/01

162.

JIOrABANIH

kancynu no 150 wr,
no 14 kancyny
6nicTepi, no 2 abo
no 4 6nictepn y
KapTOHHI kopobui

Ckan ®apma
B3-TOB

O6'egHaHi
Apabcbki
Emipatu

TToniH JimiTeq

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHa 3asBHuka J13 (MIBI1) (BnacHuka
peecTpaLinHoro noceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460); 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BBeneHHs abo 3MiHM 40 y3aranbHEeHVX AaHuX Npo
cvctemy chapmakoHarnsagy (BBeaeHHs
y3aranbHeHWX faHnx Npo cucTemy
dapmakoHarnsigy, 3MiHa ynoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a 34iCHEHHS chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa
Ons 3aicHeHHs hapMakoHarnagy B YKpaiHi, SKWo
BOHa BifMiHHa Bif yNOBHOBaXeHOi ocobw,
BiA4NoBiganbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKIHOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHM y

3a
peuenmom

He
nidnsieae

UA/15921/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

pPO3MiLLeHHi MmacTep-daina cuctemm
chapmakoHarnsgy) - 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
[itoya pepakuis: Shahnawaz lbrahim.
MponoHoBaHa peaakuis: Dr. Jaimon John Soman.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BifnoBigansHoi 3a dhapMakoHarnag B YKpaiHi.
Litoua pegakuisi: Onyshchuk Liudmyla.
lMponoHoBaHa pepakuisi: Yeremenko Valentina
Viktorivna / €peMeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocotu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi. 3miHa MicLie3HaxomkeHHs MacTep-danna
cuctemun cdhapmakoHarnsgy Ta noro Homepa. 3miHa
Micu$s 34iINCHEHHSI OCHOBHOI isiNbHOCTI 3
capmakoHarnagy

163.

JNIOrABANIH

kancynu no 300 wmr,
no 14 kancyny
6nictepi, no 2 abo
no 4 Gnictepny
KapTOHHiIN kopobui

Ckan dapma
B3-TOB

O6'egHaHi
Apabcbki
Emipatun

JltoniH Jlimiteq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauiiHoro noceig4yeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460); amiHu | Tuny - 3miHn Wwoao
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BBegeHHs abo 3miHM 4o y3aranbHEeHUX AaHux npo
cucTemy chapmakoHarnsay (BBeAeHHs
y3aranbHeHUX AaHux nNpo cucTemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignosiganbHoI 3a 34iMCHEHHS chapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 papmakoHarnagy 3asBHuKa
AN 3aincHeHHs dhapMakoHarnagy B YKpaiHi, SKLWo
BOHa BiAMiHHa Bif YNIOBHOBaXeHOi 0cobu,
BiZNOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
(BKNHOYAOYM KOHTaKTHI AaHi) Ta/abo 3miHW y
po3MilLeHHi MacTep-chaina cuctemu
dapmakoHarnagy) - 3miHa ynoBHOBaXkeHoi 0cobu
3asiBHMKA, BignosiganeHoi 3a hapMakoHarnsag.
Hitoua pepakuisi: Shahnawaz Ibrahim.
MponoHoBaHa pepakuis: Dr. Jaimon John Soman.
3MiHa KOHTaKTHMX OaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKa, BignosiganbHoi 3a dhapMakoHarnsa.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignoBiganeHoi 3a dpapmakoHarnag B YKpaiHi.
Litoya pepakuisi: Onyshchuk Liudmyla.
MponoHoBaHa pegakuisi: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cotu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxomKeHHs macTep-daina
cvcTeMu dpapmakoHarnsigy Ta oro Homepa. 3MiHa

3a
peuenmom

He
nidnsieae

UA/15921/01/03
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[IponoBkeHHs 1oaarka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

MicLS 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

164.

JNIIOMNIHOP

Tabnetkn no 1,5 mr
no 1 Tabnetuiy
GnicTepi; no 1
Gnictepy B
KapTOHHIN ynakosLi

Ckan ®apma
B3-TOB

O6'eqHaHi
Apabcbki
Emipatn

JTtoniH Jlimiteq

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauinHoro nNoceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460); 3miHu | Tuny - 3MiHu
oo Gesnekn/edhekTUBHOCTI Ta
apmakoHarnsgy. BeenerHs abo 3miHn go
y3aranbHeHNX AaHuX Npo cUcTemy
dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
chapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHaA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-caina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignoBiganbHOI 3a hbapmakoHarnag. Litova
pegaakuisi: Shahnawaz Ibrahim. MponoHoBaHa
pepakuis: Dr. Jaimon John Soman. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu
3asiBHMKa, BignosiganeHoi 3a hapMakoHarnsag.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BiAgnoBiganeHoi 3a dhapMmakoHarnag B YKpaiHi.
[itoya pepakuisi: Onyshchuk Liudmyla.
MponoHoBaHa pepakuisi: Yeremenko Valentina
Viktorivna / EpemeHko BaneHTuHa BikTopiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT ocoou
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. 3miHa MicLe3HaxoKeHHs macTep-daiina
cvcTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHa
Micu$S 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy

3a
peuernmom

He
nidnsieae

UA/15702/01/01

165.

JIIOTEIHA

TabneTkun
cybniHreansHi no 50
mr; no 30 TabneTok
Y KOHTeNHepax; rno
30 TabneTtok y
KOHTelHepi; no 1
KOHTenHepy y
KapTOHHIN kopooLyj;
no 15 tabnetok y
6nicTepi; no 2
Gnictepu B
KapTOHHI kopobui

AT "Apamep
dapma”

MonbLa

AT "Apamvep
Papma"

MNonblia

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MiHu | Tuny - 3miHn wopo 6esnekn/eHPeKTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeceHi B

TEKCT MapKyBaHHS Ha BTOPUHHY YNaKoBKY
nikapcbKkoro 3acoby, a caMe yTOYHEHHS
incbopmauii y n. 12 HOMEP PEECTPALIMHOIO
MOCBIOYEHHA. BBeaeHHs 3MiH NpoTarom 6-Tu
MicsLiB Micnsi 3aTBEPOKEHHS.

3a
peuenmom

UA/5244/02/01

166.

MABTEPA®

PO34MH ANs iH eKLiNA,

TOB «Pouw

YkpaiHa

BupobHuLTBO

LLiBenuapis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

He

UA/14231/01/01




102 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
1400 mr/11,7 mn; no YkpaiHa» Hepo3dacoBaHo 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom | nidnseae
11,7 mn y donakoHi; i npoaykuii, Ta dhapmakoHarnsgy. 3miHa y KopoTkin
no 1 donakoHy y nepBUHHE Ta XapakTepucTuLi NnikapcbKoro 3acoby, TeKCTi
KapTOHHiIN kopooLi BTOPUHHE MapKyBaHHS Ta iHCTPYKLIi Ans MeguyHoro
nakyBaHH4, 3aCTOCyBaHHS Ha MiagcTasi perynspHo
BMNPOOYBaHHs OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbKoro
KOHTpOro 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
SIKOCTI, BUMYCK nikapcbkoro 3acoby B nicnsipeecTpauiiiuin nepion,
cepii: abo sk pe3ynbTaT OUiHKK 3BITY 3 JOCHIMKEHD,
®.XodhdpmaHH- npoBeAeHnX BigNOBIAHO A0 NaHy neaiaTpuyHmnx
J1s Pow Jitg, pocnigpkerb (PIP) (3MiHy y3romkeHo 3
LLisenuapis; KOMMETEHTHUM YNOBHOBaXEHUM OpraHoMm).
BunpobyBaHHs 3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
KOHTpPOIo 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
SIKOCTI: "OcobnueocTi 3acTtocyBaHHA" Ta "MMo6iYHI peakwji”
& . XodhdpmaHH- BignosigHo fo pekoMeHaauih PRAC. TepmiH
Na Pow 1A, BBEOEHHS 3MiH - NPOTSArom 6 MicsiyiB nmicnsi
LLisenuapis 3aTBEPAKEHHS.
167. | MATHEMAKC | Tabnetku, BKpUTI ToBapucTeo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 6e3 - UA/15597/01/01
-300POB'A NMiBKOBOO 3 obmexeHoro 3MiHn | Tuny - 3MmiHn 3 skocTi. CepTudikat peuenma
obornoHkoto, no 10 obmexeHo BigNoOBiganbHiCT BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
Tabnetok y 6nictepi; | Bignosigans 10 €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
no 3 abo 6 6nictepis HiCTIO "®apmaLeBTUYH HOBOro abo OHOBMNeHOro cepTudikaTa
y kopobui 3 kapTo "dapmaueBT a KoMnaHig BignoBigHoCTi abo BUNy4YeHHs cepTudikata
M4Ha "3gopos's" BignoBigHocCTi €Bponenchkii hapmakonei: ons
KOMNaHis A®I; onsa BuxigHoro
"3popos's" matepiany/peareHTy/npoMiXXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignNoBiAHOCTI
€Bponevicbkinn dapmakonei) - HoBuii ceptudikat
Bi, HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST)
NoAaHHS HOBOTO cepTudikaTa BignoBiAHOCTI
€sponelicbkint hapmakonei Ne R1-CEP 2013-165 -
Rev 00 ans gito4oi peyoBuHu Pyridoxine
hydrochloride Big HoBoro BMpoGHuKa Jiangxi
Tianxin Pharmaceutical Co., Ltd. (qonoBHeHHs).
Ak Hacnigok, 3amiHW B cneundikauii Ta metTogax
KOHTPOIMIO 32 NMOKa3HMKOM «3arnuLLKoBa KinbKiCTb
opraHiYHMX PO34YMHHUKIBY 3ridHO NpeACcTaBneHoro
CEP.
168. | MAKCILUMH® KOHUeHTpaT ans TOB "lOpis- YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3a He UA/18718/01/01
pO34MHy Ans dapm” ®apm" 3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenmom | nidnsizae

iHcpysin, 400 mr/20
mnno 20 mny
donakoHi; no 1
dnakoHy y nauyui 3
KapTOHY

Ta papmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuli nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCyBaHHS Ha MiACTaBi perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3Mekun Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiHiii nepiog,
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abo sk pe3ynbTaT OUiHKK 3BITY 3 JOCHIMKEHD,
NpoBeAEeHNX BiANoBIigHO A0 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBa)XX€HMM OpraHoM)
3MiHM BHECEHi A0 iHCTPYKLii AN MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ain
"MoGiyHi peakwii" BiZNOBIAHO 4O OHOBMEHOI
iHdbopmalii 3 6e3neku ailoyoi pevoBMHU.
BBepneHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBEePAKEHHS!

169.

MEOOKIAB

TabneTku, BKpUTI
NniBkOBOIO
obornoHkoto, no 500
Mr/125 wmr; no 8
TabneTtok y 6nicrepi;
no 2 Gnictepny
KapTOHHiIN kopobui

Megokemi
nTa

Kinp

Mepokemi NTA
(3aBog B)

Kinp

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauin Ta/abo
[OMNyCTUMKX MEX FOTOBOrO fikapCbKoro 3acoby
(iHWi 3miHKW) NpuBeaeHHs cneumdikauii 3a
nokasHmkom «MikpobionoriyHa yncrtoTay y
BiANOBIOHICTb 40 opuriHanbHOI cneyndikawii
BMPOGHMWKa, @ caMme YyTOYHEHHS! NepioANYHOCTI
KOHTPOO JAHOro NokasHuka: « TecT NpoBOAMTLCS
OAVH pa3 Ha 6 micsuiB abo oauH pas Ha KOXHIl
10-Tin cepii, 3anexHo Big TOro, Lo HacTaHe
paHiwe».

Takox B meToau koHTponto MKA J13 BBoanTbeA
iHdpopmaisi: «MikpoGionoriyHe gocniaXeHHs €
HEPYTMHHMM aHani3oM, OCKiNbKu
BMKOPWCTOBYBaHUIA BUPOGHMYMIA NpoLec i npupoaa
TBEPAMX NepoparnbHUX NikapCbkux hopM He
CNPUSIOTb 3POCTaHHIO MiKPOOpPraHi3miB».

3a
peuenmom

UA/4428/01/01

170.

MELOOKIIAB

TabneTku, BKpUTI
NniBKOBOO
o6ornoHKoto, Mo 875
mr/125 mr; no 7
TabneTok y 6nictepi;
no 2 6nictepn y
KapTOHHiI kopobui

Mepokemi
nTa

Kinp

Mepokemi JIT[]
(3aBop B)

Kinp

BHECEHHS1 3MiH O peecTpauiHMX maTtepianis:
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikaui Ta/abo
AO0MYyCTUMMX MEX roTOBOrO NiKapcbKoro 3acoby
(iHWwi 3MiHK) NpuBeAeHHs cneuudikadii 3a
nokasHukom «MikpobionoriyHa ymucrtoTay y
BiANOBIAHICTb 4O opuriHanbHOI cneumaikawii
BMPOBHMWKA, @ caMme YyTOYHEHHS NepioaNYHOCTI
KOHTPOIO AaHOro rnokasHuka: « TecT NpoBoAUTLCS
oavH pa3s Ha 6 micsiliB abo oiMH pa3 Ha KOXHIl
10-Tit cepii, 3anexHo Bif TOro, WO HacTaHe
paHiwe».

Takox B meToam koHTponto MKA J13 BBoanTbes
iHdpopmauis: «MikpobionoriyHe foCniAKeHHS €
HEPYTUHHMUM aHani3oMm, OCKinbKu
BMKOPWCTOBYBaHUIA BUPOGHMYMIA NpoLec i npupoaa
TBEpAVX NepoparnbHKX NikapCbkux hopM He
CMpUAIOTb 3POCTAHHI0 MIKPOOPTraHi3MiBy.

3a
peuenmom

UA/4428/01/02

171.

ME[LOOKJTAB®

TabneTku, BKpUTI

Mepokemi

Kinp

Mepokemi T

Kinp

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:

3a

He

UA/4428/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NNiBKOBOO nTao (3aBog B) 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom nionsieae
obonoHkoto, no 875 Ta chapmakoHarnsagy (iHwi 3miHn)
mr/125 mr: no 7 3MiHW BHECEHi B TEKCT MapKyBaHHS! Ha NePBUHHY
TabneTok y 6nictepi; Ta BTOPWHHY YNakoBK fnikapcbkoro 3acoby, a
no 2 bnictepun y came YTOYHEHHS BUKadeHHs iHdopmauii Lwoao
KapTOHHiI kopooLi natv BupobHuUTBa, AaTn TepMiHY NpUaaTHOCTI,
Homepy cepii Ta Homepy Pl1. BBeaeHHst 3amiH
NpOTArom 6-T MicAUIB NiCNs 3aTBEPOXKEHHS.
3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BW nikapcbkoro 3acoby 3MiHN BHECEHI LWoao
Ha3BW nikapcbKoro 3acoby.
3arteepokeHo: MELOKIIAB (MEDOCLAV)
3anponoxoBaHo: MEJOKITAB® (MEDOCLAV)
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
172. | MEQOOKNAB® | TabneTtku, BKpUTI Mepokemi Kinp Mepokemi T Kinp BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/4428/01/01
NniBKOBOIO nTa (3aBoa B) 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenmom nidnseae
o6onoHkoto, no 500 Ta hapmakoHarnsay (iHwi 3miHn)
mr/125 mr: no 8 3MiHW BHECEeHi B TEKCT MapKyBaHHS1 Ha NePBUHHY
Tabnetok y bnicrepi; Ta BTOPVHHY yNakOBKM NiKapcbKoro 3acoby, a
no 2 Gnictepny came YyTOYHEHHs BUKNageHHs iHdopmalii woao
KapTOHHiI kopoOLi natv BupobHuUTBa, AaT TepMiHY NpUaaTHOCTI,
Homepy cepii Ta Homepy PI1. BBeaeHHst 3amiH
NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
Ha3BM NikapcbKkoro 3acoby 3MiHM BHeCEHi LWoao
HasBM Nikapcbkoro 3acoby.
B3aTtBepaxeHo: MEOOKNAB (MEDOCLAV)
B3anponoHosaHo: MEJOKITAB® (MEDOCLAV)
BBeaeHHs 3MiH NnpoTsrom 6-Tu MicauiB nicns
3aTBEPAKEHHS
173. | MEPOBAK MOPOLLOK ANA Mictpan AHrnisa BMPOGHMLTBO ITanisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a - UA/18216/01/01
NpUroTyBaHHS Kenitan roToBOro 3miHu | TUny - 3miHu 3 akocTi. CepTudikat peuenmom
po3ynHy Ans iH'ekuin | MeHemxmeH nikapcbKoro BignosigHocTi/lE-cepTudikat BignosigHoCTi
no 1000 wmr; 1 abo T NimiTen, 3acoby Ta €Bponencbkin dapmakonei/MoHorpadii. NMogaHHA
10 donakoHis 3 BUMYCK cepii: HoBoro abo oHoBneHoro ceptudikaTa
NOPOLLKOM Y ALIC OOB®AP BignoBigHocTi abo BUny4eHHs cepTudikata
KapTOHHiIN kopooLi C.M.A., Itanis;

BUPOGHMLUTBO Ta
KOHTpPOIb SKOCTI
CTepuInbHOi
cymiwi: ALIC
OOBDAP
C.M.A., ltania

BiANoBiAHOCTI €Bponencoki hapmakonei: Ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqoBUHU (cepTudikaT BignosiaHoCTi
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHUKa -
MNoaaHHsa oHosneHoro CEP R1-CEP-2011-238-
Rev 01 (nonepepaHs Bepcis R1-CEP-2011-238-
Rev 00) ons gitoyoi pevyoBnHN MeporneHemy
Tpuriaparty Bif BXe 3aTBepKeHOro BUpobHuka
ACS Dobfar S.P.A., ltaly. 3miHu | Tuny - 3miHn 3
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sIKOCTi. [0TOBMI Nikapcbkuii 3aci6. KoHTpornb
roTOBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPoOyBaHHS rOTOBOrO NikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKeHNX MeTodax
BUNPobyBaHHs) HesHauHi 3mMiH1 B MeToAax
BUNpoOyBaHHA Ans n. «CynpoBigHi AOMILLKNY.
XpomatorpadiyHuii meTtoa ans RS 6ys
ONTMMIi30BaHWUI LUMSAXOM AOAABaHHSA XOMNOCTOl
npo6u Ao aHaniTM4HoI nocnigoBHocTI. KpiM Toro,
oHoBneHo aianasoH PPT 3a gomiwkoto UK-2 oo
«2,0-2,8». binbw getanbHo, gianaszoH RRT ans
UK-2, 6yB nepepaxoBaHuii 3 ypaxyBaHHaM RT
(4acy yTpumaHHs1) meponeHemy, nikie UK-1 Ta UK-
2, OTpMMaHMX 3a A0NOMOroK 3aTBEPKEHOrO
BHYTPILLHBOrO METOAY BU3HAYEHHS CYNpOBiAHNX
OOMiLWoK B N. «CynpoBigHi 4oMiLKn»

174.

MEPOBAK

NMOPOLLOK AN
NPUroTyBaHHs
PO34YMHY ANS iH'eKUin
no 500 mr; 1 abo 10
c¢nakoHiB 3
NMOPOLLKOM Y
KapTOHHiIN kopobui

Mictpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

BMPOBHMLTBO
roToBOro
nikapcbKoro
3acoby Ta
BUMYCK Cepil:
ALIC OOB®AP
C.M.A., Itanis;
BUPOBHMLTBO Ta
KOHTPOIb SKOCTI
CTepUnbHOI
cymiwi: ALIC
OOBOAP
C.M.A., Itania

ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikarta
BignoBigHoOCTi abo BUNyYeHHs cepTudikata
BiQNOBIQHOCTI €BponeWchkin hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykKTy, Lo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkiit hapmakonei) - OHOBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro BUPOOHMKa -
MNoaaHHsa oHosneHoro CEP R1-CEP-2011-238-
Rev 01 (nonepepgHs Bepcis R1-CEP-2011-238-
Rev 00) ans gitoyoi pevyoBnHN MeponeHemy
Tpuriaparty Bif BXe 3aTBepKeHOro BUpobHUKa
ACS Dobfar S.P.A,, Italy. 3minu | Tvny - 3miHun 3
sKocTi. [oToBMI Nnikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meToaax
BUNPOBYBaHHS roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHNX MeTofaax
BUNpobyBaHHs) HeaHauHi 3miHM B MeTogax
BUNpobyBaHHs Ans n. « CynpoBigHi AOMILLKMY.
XpomatorpadivHnii metof ans RS oys
OMTMMI30BaHUI LUNSAXOM AOAaBaHHSA XONoCTol
npobu o aHaniTu4Hoi nocnigosHocTi. Kpim Toro,
oHoBneHo fianasoH PPT 3a gomiwkor UK-2 no
«2,0-2,8». binbw getanbHo, giana3oH RRT gns
UK-2, byB nepepaxoBaHuii 3 ypaxyBaHHsM RT
(4acy yTpumaHHs) meponeremy, nikis UK-1 ta UK-
2, oTpyMaHuX 3a [ONOMOrOL 3aTBEPAXEHOIO
BHYTPILLHBOro METOAY BU3HAYEHHSI CyNpPOBIAHUX

3a
peuenmom

UA/18216/01/02




106

[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

OOMiLoK B N. «CynpoBigHi 4OMiLIKN»

175.

METPOHIOA3
on-
OAPHUUA

PO34uH ANs iHAY3in,
5 mr/mn; no 100 mn
y dnakoHi
noninponineHoBoMmy;
no 1 conakoHy B
nayui; no 100 mny
rnakoHax

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

Ykpaina

MpAT
"dapmaneBTUYH
a chipma
"NapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
TexHiyHa nomunka (3rigHo Hakasy MOS3 Big
23.07.2015 Ne 460), TexHi4Hy noMumnKy
BWMpPaBMEHO B IHCTPYKUIii AN MeAUYHOro
3aCToCyBaHHSA Nikapcbkoro 3acoby y po3aini
"Cknaa" (BOMoMiXKHI pe4oBuHMN). 3aTBEPAKEHO:
Cknap: gitoya pevosuHa: metronidazole; 1 mn
PO34YMHY MICTUTb METPOHIAa3ony - 5 Mr; 4ONOMIKHI
PEeYOoBUHK: HATPID Xnopua, HaTpito rigpodocdaTt
poaekarigpart, Kucnorta nMMOHHa MoHorigpar,
BoAa Ans iH’ekuinn. 3anponoHoBaHo: Cknapg: gitova
peyvoBuHa: metronidazole; 1 Mn po34nHy MiCTUTb
MeTpoHigasony - 5 mr;

[OMOMIKHI PEHYOBUHW: HATPItO Xropua, ANHATPI0
cocaT gogekarigpat, KMCnota NMMOHHa
MOHOriApaT, BoAa ANns iH eKLil.
3asHayeHe BUMNpaBfeHHs BianoBigae MaTepianam
peecTpauiiHoro 4oCLE.

3a
peuenmom

UA/4079/02/01

176.

METPOHIOA3
on-
DAPMEKC

necapii no 500 mr no
5 necapiiB y
6nictepi; no 2
onictepu B navui

ToBapucTBo
3
obmexeHo
BianoBsiganb
HiCTIO
"®apmaueBT
N4YHa
KOMNaHis
"3popos's”

YkpaiHa

TOB
"®APMEKC
rPYM”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta dhapmakoHarnsaay. 3miHa y KopoTKin
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIigHO A0 NnaHy negiaTpudHnx
pocnimkenrs (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
BiJMNoBigHO 4O OHOBMEHOI iHpopmaLii Wwoao
6e3nekn 3acTocyBaHHSs Ailo40i peYOBMHY 3rigHO 3
pekomeHaadieto PRAC. TepmiH BBeAEHHS 3MiH
npoTsirom 6 MicsiuiB nicns 3aTBepaKeHHS

3a
peuenmom

He
nidnsieae

UA/13537/01/01

177.

MET®OPMIH

TabneTkn, BKpUTI
NniBKOBOO
obornoHkoto, no 1000
mr; no 10 TabneTok
y 6nictepi; no 3 abo
5, abo 6 bnictepi y
nayui

TOB
"APTEPIYM
nTar

YkpaiHa

MAT
"Knismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuli nikapcbkoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBJTHOBAHOrO 3BiTy 3 6E3MeKun NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BiTY 3 AOCHIAXKEHb,

3a
peuernmom

He
nionsieae

UA/18846/01/01
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3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HmnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) 3miHu
BHECEHI [0 iHCTPYKLii Ans MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby y po3ainu
"OcobnusocTi 3actocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
aito4oi pe4yoBrHU. BBeaeHHs 3MiH NpoTArom 6-Tu
MicsauiB nicns 3aTBepxeHHs. 3MiHu | Tuny - 3MiHn
wono 6esnekun/edhekTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3acTOCyBaHHs1 Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiiuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NMaHy negiatpuyHnx
pocnimxeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YTNOBHOBAXXEHUM OpraHoM) 3miHu
BHECEHI [0 iHCTPYKLIi Ans MeauyHoro
3acTocyBaHHs NikapcbKoro 3acoby y po3ain
"OcobnuBocTi 3acTocyBaHHS" BiANOBIAHO A0
OHOBMeEHOI iHdopMaLlii 3 6e3neku gilyoi
peyoBuHW. BBEAeHHs 3MiH NpoTSrom 6-Tu Micsuis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) 3MiHU BHECEHi [0 iIHCTPYKLiT Ans

MEe[MYHOrO 3acTOCYBaHHS Nikapcbkoro 3acoby y
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHmnx
pocnimkens (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKUii ANS MeanYHoro
3aCcTOCyBaHHS MikapcbKoro 3acoby y posainu:
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLii 3 6e3neku
nito4oi pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-Tn
MicsUiB MicNsa 3aTBEPAXEHHS
178. | MUPOAEKC KOHUEHTpaT ans ToBapucTBO YkpaiHa TOB "dapmiges" JlaTBist BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/18108/01/01
po34nHy ans 3 3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI peuenmom | niidnseae
iHdy3in, 100 mkr/Mn, | obmexeHoto Ta hapmakoHarnsay. 3miHa y KopoTkil
no 2 MN y CKNsAHOMY Bignosiganb XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
dnakoHi, no 4 abo 5 HiCTIO MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
CKNsIHUX hNaKoHiIB B "POKET- 3aCTOCyBaHHA Ha NigcTaBi perynspHo
KapTOHHiI kopooLi OAPM" OHOBJIHOBAHOrO 3BiTY 3 6Ge3MNekun Nikapcbkoro
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

po3ain "OcobnueocTi 3acTocyBaHHNA" BigNoBigHO
[0 OHOBIEHOI iHbopmalLii 3 6e3neku aitoyoi
peyoBMHN. BBEAEHHS 3MiH NpoTsrom 6-Tu Micsuis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKiN XapaKTepuCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeON4YHOro 3aCTOCyBaHHs
reHepuYHMX/riopnaHMx/GionogibHMxX nikapcbknx
3acobiB nicns BHECEHHS Tiei camoi 3MiHM Ha
pecbepeHTHWI Npenapart (3miHa He noTpebye
HaaHHS XXO0OHMUX HOBUX 40A4aTKOBMX AaHMX) 3MiHU
BHECEHI [0 iHCTPYKLUiT Ans MeguyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ain
"MoGiyHi peakwii" 3rigHo 3 iHpopmaLieto Wwoao
MeON4YHOro 3acTocyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (Dexdor 100 micrograms/ml
concentrate for solution for infusion). BBegeHHs
3MiH NPOTAroM 6-T1 MicsUiB NicNs 3aTBEPLKEHHA

179.

MINAHOA

TabneTkn BKPUTI
NNiBKOBOO
o6onoHkoto, 3
mr/0,03 wmr; no 21
Tabnetui y 6nicrepi;
no 1 6nictepy y
KapTOHHIN ynakoBLji

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

NOBHWI LMKN
BUPOGHMLTBA:
JTaBGopaTopioc
JleoH ®apma
C.A., IcnaHisi;
anbTepHaTUBHU
1 BUPOOHUK,
KU BignoBsigae
3a BTOPUHHE
naKyBaHHS:
MAHAHTIAN
IHTEIPA,
C.J1Y., IcnaHis;
AnbTepHaTMBHU
1 BUPOBHUK,
KU BignoBigae
3a BTOPUHHE
naKyBaHHs:
ATOIC ®APMA,
C.N., IcnaHis;
Bupo6HuK, sikuii
Bignosigae 3a
MikpobionoriyHe
TECTYBaHHs:
Biona6, C.J1.,
IcnaHis;
Bupo6HuK, sikuii
Bignosigae 3a
MikpobionoriyHe
TECTYBaHHs:

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
y3aranbHeHUX AaHux Npo cuctemy
capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHnx
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTep-darina cuctemu capmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
apmakoHarnsag B YkpaiHi.

[itova pepakuin: Amepi biona xecci.
MponoHoBaHa pepakuis: CaB4yeHko OMUTpo
CepririoBu4. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3aABHUKKa, BianosiganbHOI 3a
dapmakoHarnag B YkpaiHi

3a
peuenmom

UA/13152/01/01




109 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
JlabopaTopio
EueBapHe, C.A.,
Icnanis
180. | MIO3UM MOPOLLOK ANs CaHodi 6.B. | HigepnaH HarnoBHEHHsA Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a He UA/11618/01/01
NPUroTyBaHHA an dnakoHiB Ta Benebrisa 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom | niidnseae
KOHLeHTpaTy ans BUPOBHMLUTBO Ta dhapmakoHarnsagy (iHwi 3miHn) - 3MiHM BHECEHO
po34nHy ans KiHLEeBOro A0 IHCTPYKLIT ANs MeANYHOro 3acToCyBaHHS
iHpy3in no 50 mr; 1 NPOAYKTY, nikapcbkoro 3acoby Ao po3ginis "®apmakonorivHi
bnakoH 3 NOPOLLKOM MapKyBaHHs Ta BnactueocTi" Ta "OcobnmBocCTi 3acTocyBaHHs", a
Y KapTOHHIM nayui nakyBaHH4, TaKoX pefakLiiHi/kopeKTopChKi NpaBku A0
KOHTPOIb AKOCTI po3ginis "®apmakonorivHi BnactueocTi",
M3, Bunyck "MokasaHHs", "OcobnmBoCTi 3acTocyBaHHA" Ta
cepil: "Cnoci6 3acTtocyBaHHsl Ta 40o3n" BianoBigHO 0o
[hxeHsarim marepianis peecTpauinHoro Aocbe. BBeaeHHs 3miH
Ipnang Nimitea, npoTsrom 6 micsAuiB nicns 3aTBepmkeHHs; 3miHu I
Ipnangis TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
BMPOBHMLTBO dapmakoHarnsagy. 3miHu y KOpoTKil
AC, XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
NpPUroTyBaHHA MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
posuunHy J13 ans 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW AaHVMU 3
niogpinizauii: AKOCTi, AOKMIHIYHUMM, KMiHIYHUMM JaHUMK Ta
[xeH3anm naHuMK 3 papMakoHarnagy - 3MiHM BHECEHO 0
dnangepc 6863, IHCTPYKLUii ANs MeQMYHOro 3aCTOCyBaHHs
Benbria nikapcbkoro 3acoby o po3aainy "Mo6ivni peakuii”

BiANOBIgHO A0 MaTepianiB peecTpalinHOro AOChE.
BBeneHHs 3miH npoTsarom 6 micauiB nicns
3aTBepmkeHHs; 3minm I Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. IHwi
3MiHW, SIKi He BBIMLLINKM y Lier po3ain, ski
BKIOYAKOTb NOAAHHS pe3ynbTaTiB AoCnigXeHb A0
KOMMETEHTHOro opraHy - 3MiH1 BHECEHO A0
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posginis "3gaTHicTb
BMMMBATU Ha WWBMAKICTb peakuii Npy KepyBaHHI
aBTOTPAHCNOPTOM abo 3 iHWMMU MexaHiamamn”,
"Mob6iuHi peakuii" BignNoBiaHO O OHOBMEHOT
iHpopmalLlii 3 6e3nekun 3acTocyBaHHs NikapCbKoro
3acoby. BeegeHHst 3mMiH npoTarom 6 micauis nicns
3aTBepAKeHHs; 3minu I Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL, NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, AOKNIHIYHUMUN, KNiHIYHUMK
OaHnMu Ta AaHnMu 3 hapmMakoHarnsiay - 3MiHu
BHECEHO [0 iHCTPYKUii AN MegnyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"®apmakornorivHi BnactusocTi", "lNMepeno3dyBaHHA"
Ta "MobivHi peakuii" BignoBigHO Ao mMaTepianis
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Bupo6bHuk
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Kpaina

[IpoioBxkeHHs JoaaTka 3
Peknam
yeaHHs*

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Homep

peecmpayitiHo20
noceio4yeHHs1

Ne
n/n

Hasea
JliKapcbKo20

Popma sunycky

(nikapcbka ¢ghopma,

3aseHuUK

3asieHUKa

eUpPOb6HUKa

peecTpauiiHoro gocke. BeBegeHHs 3MiH npoTsrom

3acoby

ynakoeka)

HimeuumnHa/

6 micsuiB nicns 3aTBepaXeHHst; 3miHu Il Tuny -
3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTuui nikapcbkoro 3acoby, TeKkcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeAUYHOro
3acTOCyBaHHs Ha MiACTaBi perynsipHo
OHOBIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpxeHb (PIP) (3miHa noTpebye noganbLioro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBMMMN AAHUMN) -
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3gainis
"®apmakonoriyHi BnactmBocTi" Ta "3acTocyBaHHS
y nepiog BariTHoCTi abo rogyBaHHs rpyaato”
BiZNOBIOHO [0 OHOBMEHOI iHpopMaLii 3 6e3neku
3aCToCyBaHHs Nikapcbkoro 3acoby. BeegeHHst 3amMiH
npoTarom 6 Micauis nicnsa 3aTBEpPKEHHA
BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:

3a
peuenmom

nidnsieae

He

UA/2683/02/01

181.

MOBAIJIC®

2 Gnictepu B

Tabnetku no 7,5 wmr;
no 10 Tabnetok; no

KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwWwHnN
MM6X

HimevumH
a

BepiHrep
IHrenbxanm
dapma 'MEX i
Ko. KT,
Himeyuunna
BepiHrep
IHrenbxanm
Xennac CuHrn
Membep C.A.,

peuis

Ipeuis

3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay (iHwi amiHn).
3MiHM BHECEHO [0 iHCTPYKUiT AN Mean4Horo
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnactmeocTi" (nigpo3ain
"®dapmakokiHeTVKa" yTOYHEHHST iHdopMaLlii).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. 3minm I Tuny - 3miHn wWoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuL,i NikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKMNIHIYHUMMN, KNiHIYHUMK
AaHUMK Ta faHnMu 3 hapmakoHarnsay.
3MiHM BHECEHO [0 iHCTPYKUiT AN MeaM4Horo
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"Nikapcbka opma”, PapmakoTepaneBTUYHa
rpyna. Kog ATX" (pegaryBaHHs TEKCTY po3giny
6e3 dpakTnyHoi 3miHn kogy ATX), "®apmakonoriyHi
BnacTuBocTi", "MNokasaHHa" (peaaryBaHHs),
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMAWn B3aemogain”, "OcobnmeocTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTocyBaHHs Ta fo3n", "MepenosyBaHHs",
"Mob6iuHi peakuii”.

3rigHo MaTepianis peecTpauifiHoro JoCkbE,




111 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MOXNMBUI Nogin Tabnetkn 15 mMr Ha piBHi Jo3K.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEpPAKEHHS
182. | MOBAIJIC® Tabnetku no 15 mr; BepiHrep HimeyumH BepinHrep Himeuunna/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a He UA/2683/02/02
no 10 TabneTok; no IHrenbxanm a IHrenbxanm Ipeuis 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI peuenmom | niidnseae
1 abo 2 Gnictepu B IHTepHeLHN dapma 'M6X i Ta chapmakoHarnsaay (iHwi amiHn).
KapTOHHiN Kopobui b6X Ko. KT, 3MiHM BHECEHO A0 IHCTPYKUIT ANS MeAnYHOro
Himeuunna 3aCTOCyBaHHS fikapcbKoro 3acoby o po3ainy
BepiHrep "dapmakonorivyHi BnactusocTi" (nigpo3gin
IHrenbxanm "dapmakokiHeTMKa" yTOUHEeHHs iHdopMaLii).
Xennac CuHrn BBeaeHHs 3MiH NnpoTsarom 6-tu MicauiB nicns
Membep C.A., 3aTBepAKeHHs. 3MiHn Il Tuny - 3miHun Wwopao
Ipeuia 6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHUN y KOPOTKili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKLii ans
MEAMYHOrO 3aCTOCYBaHHS! y 3B’sI3KY i3 HOBUMM
OAHUMW 3 SKOCTI, OKNIHIYHUMMN, KNiHIYHUMK
OaHnMu Ta AaHvmu 3 dhapmakoHarnsgy.
3MiHWN BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby Ao posginis
"Nikapcbka hopma”, PapmakoTepaneBTNYHa
rpyna. Kog ATX" (pegaryBaHHsi TEKCTY po3giny
6e3 dpakTnyHoi 3miHn kogy ATX), "®apmakonoriyHi
BnactumeocTi", "lNoka3aHHa" (pegaryBaHHs),
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocid
3acTocyBaHHs Ta go3n", "MepenosyBaHHs",
"MobiuHi peakuii”.
3rigHo MaTepianiB peecTpauifiHoro 4OCkLE,
MOXINMBUIA Nogin Tabnetkn 15 Mr Ha piBHi Jo3K.
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
183. | MOBANIC® Tabnetku no 15 mr; BepiHrep HimeyvumH BepinHrep Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/2683/02/02
no 10 TabneTok; no IHrenbxamm a IHrenbxamm peuis 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae
1 abo 2 Gnictepu B IHTEpHeLHN dapma M'M6X i Ta cpapmakoHarnsgy. 3miHa y KopoTkin
KapTOHHIN kopobui m6X Ko. KT, XapaKTepucTuLi nikapcbkoro 3acoby, TeKcTi
HimeuuuHa; MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
BepiHrep 3acToCyBaHHS Ha MiagcTasi perynsipHo
IHrenbxanm OHOBJTHOBAHOrO 3BiTy 3 6e3nekun Nikapcbkoro
Xennac CuHrn 3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
Membep C.A., nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
peuis abo sk pe3ynbTaT OLiHKM 3BiTy 3 AOCHiAXKEHb,

nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnigmkeHb (PIP) (iHwi 3MiHK) - 3MiHM BHeceHo fo
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainy "3actocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaat”
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BignoBigHo Ao pekomeHAaauin CMDh, a Takox
BHECEHi pejakTOpCbKi MPaBKku1 y TEKCT po3finis
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWi BMAW B3aemogain" ta "OcobnmBocTi
3acTtocyBaHHs". BBeAeHHs 3MiH NpOTArom 6-1u
MicsUiB MicNsa 3aTBEPAXEHHS

184.

MOBANIC®

TabneTtku no 7,5 wmr;
no 10 TabneTok; no
2 6nictepu B
KapTOHHiI kopooLi

BepiHrep
IHrenbxanm
IHTEepHewHn

m6X

Himeuumn
a

BepiHrep
IHrenbxanm
dapma 'MO6X i
Ko. KT,
Hime4vuuHa;
BepiHrep
IHrenbxamm
Xennac CuHrn
Membep C.A.,
[peuia

Himevumna/
Ipeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT ANS MEANYHOro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy neaiaTpu4HmnX
pocnigxeHb (PIP) (iHwi 3mMiHK) - 3MiHM BHeceHo o
IHCTPYKLUIT ANA MeANYHOro 3acTocyBaHHs
nikapcbkoro 3acoby oo po3aginy "3acTtocyBaHHs y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”
BignoBigHo Ao pekomeHaauin CMDh, a Takox
BHECEHi pejakTOpCbKi MPaBku y TEKCT po3finis
"B3aemogis 3 iHWnMK nikapcbkummn 3acobamu Ta
iHWIi BMAW B3aemogin" Ta "OcobnmBocTi
3acTtocyBaHHS". BBeAeHHs 3MiH NpoTSrom 6-tu
MicsiLiB Micns 3aTBEPOXKEHHS

3a
peuenmom

He
nidnsieae

UA/2683/02/01

185.

MOBIKCUKA
M®

PO34MH ANt iH eKLN,
15 mr/1,5mn, no 1,5
MI B amnyni; no 5
amnyny
nrnacTUKoBOMy
KOHTelHepi B
KapTOHHiI kopobui

Mosi Xenc
m6X

LLiseviuapi
a

Xenn CA

Ipeuis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHN BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu:
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIQHO 1O OHOBMEHOI iHGhopMaLlii 3 6e3neku
[itoY0i pevoBrHN BBeaeHHs 3MiH NpoTarom 6-tu
MicsaLiB 3 AT 3aTBEPAXKEHHS. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/eeKTUBHOCTI Ta
apmakoHarnsigy (iHwi amiHu) 3miHM BHeceHo Ao
iHCTPYKLUIii ANs MeAMYHOro 3aCTOCyBaHHS

3a
peuenmom

He
nidnsieae

UA/14916/01/01
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
OO0 BAXMMBOCTI 3BiTyBaHHS Npo nobiyHi peakuii
BBefeHHs 3MiH NpoTArom 6-Tu Micsiuie 3 gatm
3aTBEPOKEHHS.

186.

MOBIKCHKA
M® oAT

TabneTku, Wo
ONCMepryTbes B
POTOBI NOPOXKHWHI,
no 15 mr; no 10
TabneTtok y 6nicrepi,
no 1 aéo 2 no
6nictepu y
KapTOHHIN navui

Mogi Xenc
m6X

LLisewuapi
A

MoBHWUI UMKN
BUPOGHMLTBA:
Annekc ®apma
CA, Weenuapis

[NepBuHHE Ta

BTOPUHHE

naKyBaHHs:
Jlamn CaH
Mpocnepo

C.n.A., Itanis

LLsevinapis/
ITanis

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta dhapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLIii Ans MeguyHoro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOBJIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnapeecTpauinHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVM OpraHoMm)
3MiHWM BHECEHO A0 iHCTPYKUiT AN MeanyHoro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu:
"OcobnusocTi 3actocyBaHHSA", "lM06iuHI peakuii”
BiZNOBIQHO [0 OHOBMEHOI iHpopMaLii 3 6e3neku
[itoyoil peyoBuHN BBegeHHs 3MiH NpoTsirom 6-tu
MiCsILiB 3 ATy 3aTBEPOKEHHA. 3MiHM | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHn) 3miHM BHeceHo Ao
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
LLIOAO BaXINMBOCTI 3BiTyBaHHS Npo NobiyHi peakuii
BBeneHHs 3MiH NpoTArom 6-Tu MicsiLiB 3 gatm
3aTBEPOKEHHS.

3a
peuenmom

He
nidnsieae

UA/13585/01/01

187.

MOBIKCUKA
M® oaT

TabneTku, LWo
ONCMEepryThes B
POTOBI NOPOXKHWHI,
no 7,5 mr; no 10
Tabnetok y bnicrepi,
no 2 6nictepu y
KapTOHHIN nayui

Mosi Xenc
m6X

LLiseviuapi
a

MoBHWUI UMKN
BMPOBHMLTBA:
Annekc ®apma
CA, Weenuapis

lMepBuHHEe Ta

BTOPVHHE
nakyBaHHs:
Ilamn CaH
Mpocnepo
C.n.A., Itanisa

LLIseninapis/
ITanis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCyBaHHs Ha MiAcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHb,
NpPOBELEHNX BiAMNOBIOHO 4O NnaHy negiaTpudHnx
pocnimxeHb (PIP) (3miHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHN BHECEHO A0 iHCTPYKLiT AN MeanyHoro
3acTocyBaHHs nikapcbKkoro 3acoby y po3ainu:
"OcobnusocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIOHO 1O OHOBMEHOI iHGhopMmaLlii 3 6e3neku
[itoY0i pevoBrHN BBeaeHHs 3MiH NpoTarom 6-tu
MicsiLiB 3 AT 3aTBEPXKEHHS. 3MiHK | Tuny -

3a
peuenmom

He
nidnsieae

UA/13585/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHn) 3miHM BHECEHO A0
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "MobivHi peakuii”
OO0 BAXMMBOCTI 3BiTyBaHHS Npo nobiyHi peakuii
BBefeHHs 3MiH NpoTArom 6-Tu Micsiuie 3 gatm
3aTBEPOKEHHS.
188. | MOBIHA3A®- | TabneTku, BKpUTI Mosi Xenc LLisenuapi CaBa Xenckea IHAis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3a He UA/11619/01/01
10 MI’ 000noHKoH, m6X ] Nta, Hais; YropwuHa 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom nionsieae
KMLLKOBOPO3YMHHI NO Megiton Ta hapmakoHarnsay (iHwi 3miHu) 3MiHM BHECEHO B
10 wmr, no 10 dapmacbioTikan IHCTPYKLUIiO ANs MeANYHOro 3acTOCyBaHHSA
Tabnetok y 6nicrepi; Jta., YropwmHa nikapcbkoro 3acoby o po3aginy "Mob6ivni peakuii”
no 1 abo 3 6nictepu LLIOA0 3BiTYBaHHS NPO Migo3ptoBaHi NoGiyHi
B KAPTOHHIN KopobLi peakuii. TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MicsUiB Nicnsa 3aTBEPAXEHHSA
189. | MOBIHA3A®- | TabneTku, BKpUTI Mosi Xenc LLisenuapi CaBa Xenckea IHpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/11619/01/02
20 MIr 060roHKo, m6X A Ira, IKais; YropwuHa 3miHu | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuyenmom | nidnseae
KMLLKOBOPO34YMHHI NO Megiton Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO B
20 mr, no 10 dapmacbioTikan iHCTPYKLUIiO ANs MeANYHOTrO 3aCTOCYBaHHA
Tabnetok y bnicrepi; JIta., YropwwmHa nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
no 1 abo 3 6nictepu LLIOA0 3BiTYBaHHS NPO Migo3ptoBaHi NoGiyHi
B KAPTOHHIN KopoobLi peakuii. TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MiCsILIiB Micnsi 3aTBEPAKEHHSA
190. | MOBI®JIEKC PO34MH AN iH'EKUIN, Mosi Xenc Lsenuapi Lesa XonguHr TypeyunHa BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a He UA/19056/01/01
® OEKC 50 mr/2 mmi; no 2 mn m6X a A.C. 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nidnseae
B amnyni; 6 amnyn y Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
KOHTYPHi IHCTPYKLUiO AN MeAMYHOro 3aCTOCYBaHHS
YapyHKOBIl nikapcbkoro 3acoby Ao poaainy "lMobiyHi peakuii”
ynakosLj, o 1 LL{OA0 3BiTyBaHHS NpO Nifo3ptoBaHi NobivHi
KOHTYPHIl peakuii. TepMiH BBEAEHHSI 3MiH - NPOTAroMm 6
YapyHKOBIN ynakoBLi MiCsILiB Micnsi 3aTBEPOKEHHSA
B KapTOHHII kopobui
191. | MOKCHUH TabneTku, BKpUTI DKIBOXAP IHpia BadHa IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/11530/01/01
NniBKOBOIO A ®APMA dapmachioTikan 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenmom
obornoHkoto, no 400 MPANBIT c Nnra. peecTpaLinHOro NocBig4eHHs) (3rigHo Hakady MO3
mr; Ne 5: no 5 NIMITELL Big 23.07.2015 Ne 460). TepmiH BBeAEHHSI 3MiH

Tabnetok y bnicrepi;
no 1 6nictepy B
KapTOHHiIl kopobui

npoTArom 6 micsAUiB nicnsa 3aTBepmKeHHs. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHEeHUX AaHuX Npo CUcTemy
tbapmakoHarnsgy (BBeAeHHs y3ararnbHEHUX AaHUX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BiAnosiganesHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif] ynoBHOBaXeHOi ocobw, BignoBiaanbHoi 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLiEHHi
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

192.

MOKCUH

mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BigMNOBiganbHOI
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuis: O-p Papkan Oy6en. 3MiHa KOHTaKTHUX
[aHMX YNoBHOBaXeHoi ocobu, BianoBiganbHOI 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YkpaiHi. [itoya pegakuis: IBaHuUbkMin AHApIn
BacunboBuuy. NponoHoBaHa peaakLis:
HikiTueHkoBa JTto60B IBaHiBHa. 3MiHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0COBU 3asiBHWMKA,
BiANoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
tapmakoHarnagy. 3miHa agpecu macTtep-cainna
cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
capmakoHarnsgy (iHwi amiHn).
OHOBMEHHS 3aTBEPPKEHOrO TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro
3acoby. TepMiH BBEEHHS 3MiH - NPOTSrom 6
MicAUiB Nicnsa 3aTBEPAXEHHS.

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 400
mr, in bulk: Ne 1000
(5x200): no 5
TabneTok y 6nictepi;
no 200 6nicTepiB y
KapTOHHiIl kopobuyj;
in bulk: Ne 1000: no
1000 Tabnetok y
KOHTerHepax

IDKIBOXAP
A ®APMA
NPAMBIT
NIMITER

IHaisa

BadHa
dapmachkioTikan
clTa.

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepMKEHHS. 3MiHM |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHuX Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBifanbHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a papmakoHarnsa. firova pegakuis:
[onanakpiwHa MNaHikep BiHy. MNponoHoBaHa
pepakuisa: [-p Pagkan Oy6ei. 3MiHa KOHTAKTHUX
[OaHux ynoBHoBaxeHoi ocobu, BiAnoBiganbHoi 3a
hapmakoHarnsig. 3miHa KoHTakTHoT ocobu
3asiBHMKA, BignoBiganbHoi 3a hapMakoHarnsag B
Ykpaini. [itova pegakuis: IBaHuuUbkMn AHApIn

BacunboBuy. NponoHoBaHa pefakuis:

UA/11531/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HikiTueHkoBa JTltoboB IBaHiBHa. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI 0co6u 3asiBHYKA,
BifnoBigansHoi 3a dhapmakoHarnag B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cuctemun chapmakoHarnsagy Ta noro Homepa. 3MiHu
| TMny - 3MiHK WwWopao Ge3nekn/edhekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHw).
OHOBMEHHS 3aTBEPKEHOrO TEKCTY MapKyBaHHS
NepPBUHHOI Ta BTOPUHHOI YNaKOBOK fikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsaUiB Nicnsa 3aTBEPAXEHHS.
193. | MOKCUDJIOK | TabneTtku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/19995/01/01
CALUVH obornoHkoto, no 400 "ACTPADGA "ACTPAGAPM" TeXHiYHa nomunka (3rigHo Hakady MOS3 Big peuenmom
mr, no 5 a6o 10 PM" 23.07.2015 Ne 460). BunpaBneHHs1 TeXHI4YHOT
Tabnetok y 6nicrepi; NOMMWIKK, NOB’A3aHO 3 HEBIANOBIAHICTIO
no 1 6nictepy B (pi3HO4MTaHHS) B Mexax OAHOro AOKYMEHTa,
KopobLji 3 KapTOHY [OONYLLEHHS MOMWIKM Y MeToAax KOHTPOrio 3a
nokasHukamu «KinbkicHe BU3Ha4YeHHsI», a came:
nponyLieHa iHpopmaLis WoAo po3yMHY
nopiBHsiHHS (b). 3a3HaueHe BUNpaBNEeHHS
BiANOBIga€e apXxiBHUM MaTepianam peecTpauifiHoro
[OCbE.
194. | MOTOPUKC TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/3797/01/01
NNiBKOBOIO "KNIBCbKW "KUIBCbKWNIA 3MiHm | TNy - 3MiHK Woao Besnekn/edeKTUBHOCTI peuenma
o6onoHkoto, no 10 n BITAMIHHAW Ta hapmakoHarnsay (iHwi amiHm)
mr; no 10 TabneTok BITAMIHHA 3ABO[T" 3MiHM BHECEHO Y TEKCT MapKyBaHHS1 MEPBUHHOI Ta
y Bnictepi; no 1 abo n 3ABOO" BTOPWHHOI YNaKoBKW NMikapcbkoro 3acoby, a came
3 6nictepu y nayui BUITy4€HO iHOpMaLito, BUKNaAEHY POCICHKO
MOBOIO; YKPAiHCbKUA TEKCT MapKyBaHHS
npoay0brnbLoBaHO aHrMiNCbKOK MOBO. BBeaeHHs
3MiH NPOTArom 6-TM MicALIB MicNsi 3aTBEPAKEHHS
195. | MYKO®ANBK | rpanynu, 3,251/5t Op. ®anbk HimeuunH BignosigansHUn HimeyuunHa BHECEHHS1 3MiH O peecTpauiHMX maTtepianis: 3a - UA/6104/01/01
AMNENbCUH no 5rrpanyny dapma a 3a BUNYCK cepin 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
nakeri; no 20 m6X KiHLeBOro Ta cbapmakoHarnsagy. BeegerHs abo 3miHm oo

nakeTiB y KapTOHHI
Kopobui

npoaykty: Op.
Panbk Papma
mbX,
HimeuuuHa;
BMPOGHMKM
[030BaHoi
cdopmu,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs Ta

KOHTPOIb SIKOCTI:

JlosaH ®apma
'mM6X,
HimeyuuHa;

y3aranbHeHX AaHux Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsig.
[iroya pepakuia: Dr. Andrea De Lacovo / O-p
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BUPOGHMKN, Angpea [e Nakoso. lNponoHoBaHa pegakuia: Dr.
BignosiganbHi 3a Carsten Wieser / I-p KapcteH Bisep.
nepBUHHE, 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobun
BTOPUHHE 3asiBHUKA, BiAnNoBiganbHoi 3a hapmakoHarnsg
nakyBaHHs Ta
KOHTPOIb SKOCTi:
Jlingodapm
m6X,
HimeuumnHa;
JlosaH dapma
'm6X,
HimeuumnHa;
BUPOGHMKN,
BiAnoBiganbHi 3a
KOHTPOIb SIKOCTi:
'BA dapma
M6X,
HimeuumnHa;
XeHkenb Al i
Ko. KlaA,
Himeuuuna; NBA
dapma 'M6X,
HimeuuunHa;
JNabop JIC CE i
Ko. KT,
Himeywumnna; IMK
- lHeTuTyT
MikpobionoriyHo
ro
3abe3neyeHHs
sikocTi FTMBX,
HimeyunHa
196. | M'ATU nmctano 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: bes - UA/2261/01/01
NEPLEBOI naykax 3 BHyTpiwHiM | dPapmauesT dapmaueBTUYHa 3MiHu Il Tuny - 3miHn 3 sikocTi. ADI. BupobHuuTBo. peuenma
NINCTA naketom; mo 1,5ry n4Ha abpvika 3MiHa BUPOOHWMKa BMXiAHOTrO/MPOMIXKHOIO
dinbTp-nakeTi; No habpuka "Biona" npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
10 abo no 20 "Biona" BMpoGHMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
GinbTp-nakeTiB y (BKntoyaroun, oe HeobxigHo, MicLie NpoBeaeHHS
nauui KOHTponto sikocTi) ADI (3a BiacyTHOCTI
cepTudikaTa BianoBigHOCTIi EBponechbkin
cbapmakonei y 3aTBepaXeHOMyY 0ChE )(BBEAEHHS
HOBOro BMpoGHuKa A®| 3 HagaHHsSM MacTep-
aina Ha ADl)—- BBeAeHHS 10OATKOBOro
BMpo6HMKa ADI (M’aTn nepuesoi nucTs) Golden
Spices, €rvneT ans nikapcbkoro 3acoby M'ATU
MEPLIEBOI NNCTA
197. | HABUBIH® crpen HasanbHUi, Mi eng Oxi HimeyuunH Codpapimekc - MopTyranis BHECEHHS 3MiH O peeCTpaLiiHMX maTepianis: bes3 - UA/18086/01/01
pososaHuii 0,05 %; Xenc a IHaycTpia Kimika 3MmiHu | TUNy - 3miHK Wwopo 6e3nekn/edekTUBHOCTI peuenma
no 10 Mn y donakoHi [xepmaHi e Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3 Jo3ylounM
npuctpoem; no 1
c¢nakoHy B
KapTOHHiIN kopooLi

m6X

dapmaveyrTika,
CA.

y3aranbHeHNX AaHuX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy cpapmakoHarnsgy, amiHa
YNOBHOBa)eHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iNCHEHHA
tapmakoHarnagy B YkpaiHi, sIKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTep-anna cuctemu dpapmakoHarnagy) 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsia.

[Hitoya pepakuis: Op. ®nopiaH bengep / Dr. Florian
Bender. MNMponoHoBaHa pegakuisn: Dr. Rafael
Josupeit. 3MiHa KOHTaKTHMX JAHMX YNOBHOBAXXEHO|
ocobwu, BignosiganbHoi 3a dhapmakoHarnsg

198.

HA3MBIH®

Kpanni HasanbHi
0,01 %; no5mny
dnakoHi, no 1
¢nakoHy B
KapTOHHiI kopoOLi

Mi eng Oxxi
Xenc
[hxepmani
mM6X

HimevumH
a

Denbcapm
Bbnagens B.B.,
Higepnanaw;
Codbapimekc -
IHgycTpia Kimika
e
dapmaveyrTika,
CA,
MopTyranis

Higepnanam
/

Moptyranis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo
y3aranbHeHX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu capmakoHarnagy) 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHMKA, BignoBigansHOi
3a chapmakoHarnsig.

[Hitoua pepakuisi: Op. ®nopiaH bengep / Dr. Florian
Bender. MNMponoHoeaHa pepakuis: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHUX AaHKX YNOBHOBAXEHOI
ocobwu, BignosiganbHoi 3a dapmakoHarnsg

6e3
peuenma

UA/7928/01/01

199.

HA3UBIH®

Kpanni Ha3anbHi
0,05 %; no 10 mny
donakoHi, no 1
hbnakoHy B
KapTOHHiIl kopobui

Mi eHg Oxi
Xenc
[hxepmaHi
m6X

HimeuumH
a

Henbdapm
Bnapgens B.B.,
HigepnaHaw;
Codpapimekc -
IHaycTpia Kimika
e
dapmaveyTika,
C.A,
MopTyranis

Hinepnanamn
/

MopTyranis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBa)eHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iMCHEHHs1 hapMakoHarnsay (Bknyanym

be3
peuenma

UA/7928/01/03
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTep-anna cuctemu dapmakoHarnagy) 3miHa
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi

3a chapmakoHarnsg.

[Hitoya pepakuis: Op. ®nopiaH Berngep / Dr. Florian
Bender. MNMponoHoBaHa pepakuis: Dr. Rafael
Josupeit. 3MiHa KOHTaKTHMX JAHMX YNOBHOBAXXEHOI
ocobw, BignoBiganbHoi 3a dpapmakoHarnsag

200.

HA3MBIH®

Kpanni HasanbHi
0,025 %, no 10 mny
dnakoHi, no 1
¢nakoHy B
KapTOHHiI kopooLi

Mi eng Oxi
Xenc
[hxepmani
mM6X

HimeyumH
a

Denbcapm
Bnagens B.B.,
HigepnaHnaw;
Codbapimekc -
IHgycTpia Kimika
e
dapmaveyrTika,
CA,
MopTyranis

Higepnanam
/

Moptyranis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MminHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta chapmakoHarnsigy. BeegeHHsi abo 3miHu oo
y3aranbHeHuX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
YNOBHOBaXEHOi 0CO6M 3asiBHMKA, BignoBiganbHoi
3a chapmakoHarnsig.

[Hitoya pepakuisi: Op. ®nopiaH bengep / Dr. Florian
Bender. MNMponoHoBaHa pepakuis: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHUX AaHWX YNOBHOBAXEHOI
ocobwu, BignosiganbHoi 3a dpapmakoHarnsg

be3
peuenma

UA/7928/01/02

201.

HA3UBIH®
CEHCUTUB

crnpen HasanbHU
0,025 % no 10 mn
abo 15 mn
npenapary y
dnakoHi; no 1
dnakoHy B
KapTOHHiIN kopobui

Mi eHg Oxi
Xenc
hxepmani
m6X

HimeuumnH
a

Mi enp Oxi Xenc
Ocrtpist TM6X
eHa Ko. Or,

ABcTpis (3o3Bin

Ha BUnyck cepii);

Codpapimekc -
IHaycTpia Kimika
e
dapmaveyrTika,
C.A,
MopTyranis
(BUpPOBHMLTBO
3a NOBHUM
LIUKIIOM);
PAMAP XENC
KEAP CEPBICI3
MALPWA,
C.A.Y., IcnaHis
(BUpOBHMLTBO
3a NOBHUM
LIMKIIOM)

AscTpis/
MopTyranis/
Icnanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHnHs abo 3miHu 0o
y3aranbHeHUX AaHux Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iACHEHHS (hapMakoHarnsiay; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTep-darina cuctemu chapmakoHarnagy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOT
3a hapmakoHarnsa.

[Hitoua pepakuisi: Op. ®nopiaH beHaep / Dr. Florian
Bender. MNMponoHoBaHa peaakuisi: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHMX AaHWX YNOBHOBaXEHOI
ocobwu, BignosiganbHoi 3a hapmakoHarnsg

be3
peuenma

UA/11682/01/01




120 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
202. | HASBUBIH® cnpen HasanbHUi Mi enpg Oxi Himewunn | Mieng Oxi Xenc AscTpis/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: be3 - UA/11682/01/02
CEHCUTUB 0,05 % no 10 mn Xenc a Ocrpist TM6X Moptyranis/ | 3milu | TNy - 3MmiHK Wopo 6e3nekn/edPeKTUBHOCTI peuenma
abo 15 mn [bxepmaHi eHa Ko. Or, Icnanis Ta hapmakoHarnsgy. BeeaeHHs abo 3miHM oo
npenapary y m6X ABCTpis (0o3Bin y3aranbHeHuX AaHuX Npo cuctemy
nakoHi; no 1 Ha BUNYCK cepii); hapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
c¢nakoHy B Codbapimekc - npo cuctemy apmakoHarnagy, amiHa
KapTOHHiIN kopooLi IHaycTpia Kimika YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
e 3[ificHeHHs1 hbapmakoHarnsigy; KOHTakTHoOi ocobu 3
dapmaveyrTika, chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
C.A., dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
MopTyranis Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
(BUpOBHMLTBO 3AiMCHEHHS hapMakoHarnsgy (Bkroyarym
3a NMOBHUM KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
LMKIIOM); macTep-arnna cuctemu dapmakoHarnagy) 3miHa
GAMAP XEJIC YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
KEAP CEPBICI3 3a hapmakoHarnsia.
MALOPWL, Hitoya pepakuis: Op. ®nopian Benagep / Dr. Florian
C.A.Y., IcnaHisa Bender. MNMponoHoBaHa pegakuisn: Dr. Rafael
(BMPOGHMLITBO Josupeit. 3MiHa KOHTaKTHMX JAHMX YNOBHOBAXXEHO|
3a NOBHUM ocobw, BignosiganbHoi 3a hapmakoHarnsg
LIMKITOM)
203. | HASBUBIH® Kpanni HasarbHi Mi enp Oxi Himewunn | Mieng Oxi Xenc AscTpis/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: be3 - UA/11620/01/01
CEHCUTUB 0,01 % no 5 mn Xenc a OcTtpia M'm6X Icnanis 3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTMBHOCTI peuenma
npenapary y [xepmaHi eHg Ko. OT, Ta hapmakoHarnsay. BeeaeHnHs abo 3miHM oo
donakoHi; no 1 m6X ABCTpis (3o3Bin y3aranbHeHUX AaHux npo cuctemy
hbnakoHy B Ha BUNycK cepii); dapmakoHarnsagy (BBeAeHHS y3aranbHeHUX AaHnX
KapTOHHiI kopobui PAMAP XEJIC npo cuctemy cdapmakoHarnagy, amiHa
KEAP CEPBICI3 yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
MAOPWA, 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
C.A.Y., IcnaHisa dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
(BUpOBHMLTBO dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
3a NOBHUM BiJ, YNOBHOBaXXE€HOI 0CO0M, BiANOBiganbHoI 3a
LIMKIIOM) 30iACHEHHs hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darna cuctemu dpapmakoHarnagy) 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHoOI
3a chapmakoHarnsig.
[Hitoya pepakuis: Op. ®ropiaH bengep / Dr. Florian
Bender. MNMponoHoBaHa pepakuisi: Dr. Rafael
Josupeit. 3MiHa KOHTAKTHUX AaHKX YNOBHOBAXEHOI
ocobw, BignosiganbHoi 3a dpapmakoHarnsg
204. | HABOHEKC® | cnpeit Ha3anbHuiA, OpraHoH LLisenuapi OpraHoH XewicT Benebris BHECEHHS 3MiH [0 peecTpauiHuX maTepianis: 3a - UA/11264/01/01
CUHYC posoBaHuin, 50 CeHtpan lct a 6B 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenmom
MKkr/go3y, no 10 r (60 M6X Ta dhapmakoHarnsgy. BeeaeHHs abo 3miHu oo

[03) cycneHsii y
nonieTuneHoBomy
nakoHi 3
[03YI04NM HAacoCOM-
pO3MnumoBaYyem,

y3aranbHeHWX faHnx npo cucTemy
apmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHoT ocobu 3




121 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3aKpUTUM hapmakoHarnsgy 3asiBHUKa Ans 34ilCHEHHS
koBnaykom; no 1 apmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHa
bnakoHy y Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
KapTOHHiIN kopooLi 34iicHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-canna cuctemm hapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignoBiganbHoi 3a papmakoHarnag.
[itoua pepakuis: MapiaHHa Bank-KopTeHpaag.
MponoHoBaHa peaakuis: [oktop ®epHaHaa
TaBapec. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsg. 3MiHa mMicLe3HaxoaKeHHs!
mMacTtep-darna cuctemm dapmakoHarnsgy
205. | HANBEH PO34MH AN iH'EKLIN, Crepwun- IHgia Crepun-[xeH IHAis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/19141/01/01
10 mr/Mn no 1 mn B [xeH Nand Jland CaneHcus 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
amnyni; no 5 amnyn CarneHcus (mnrg Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
Y KOHTYPHiW () Nt y3ararnbHeHUX AaHuxX Npo cuctemy
ynakoBLuj; no 1 dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
KOHTYPHIil ynakoBLi npo cuctemy papmakoHarnsgy, 3amiHa
Y KapTOHHIlA kopobui yNOBHOBa)eHOi ocobu, BignoeigansHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTep-darina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.
Litoya pepakuis: LuHkapeHko Jlioamuna KOpiisHa.
MponoHoBaHa pepakuis: IBaHMLbKUIA AHAPIN
BacnnboBuYy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKa, BianoBiganbHOI 3a
dapmakoHarnsg B YkpaiHi.
206. | HANBY®IH pPO34MH Ans iH'ekuin, KIBOXAP IHaia CTEPUN-OXXEH IHAis BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis: 3a He UA/17533/01/01
10 mr/mn no 1 mn B A PAPMA nAn® 3miHa 3asBHuka 13 (MIBI) (BnacHuka peuenmom | nidnseae
amnyni; no 5 amnyn MPAVBIT CAMEHCK3 (M) peecTpaLiMHOro nNoceigYeHHs) (3rigHo Hakaly MO3
Y KOHTYpHIN NIMITEL nTa Big 23.07.2015 Ne 460): TepmiH BBEAEHHS 3MiH
YapyHKOBIN npoTarom 6 MicauiB Nicns 3aTBEpAKEHHS. 3MiHM |
ynakosui; no 1 TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
KOHTYPHil dapmakoHarnsgy. BeenerHs abo 3amiHn go
YapyHKOBI ynakoBLi y3aranbHeHUX AaHux Npo cuctemy
B KapTOHHIN dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX
ynakoBuUj npo cuctemy cdapmakoHarnagy, amiHa

yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEHHN hbapmakoHarnsigy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHa




122

[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi

mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA, BigMNOBiganbHOI
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuis: O-p Papxan Oy6en. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXeHoi ocobu, BianoBiaanbHoi 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAANbHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: IBaHnubkni AHApIn
BacunboBu4. NponoHoBaHa peaakLisi:
HikiTyeHkoBa Jto6oB IBaHiBHa. 3MiHa KOHTaAKTHUX
[OaHNX KOHTaKTHOI 0COBU 3asiBHWMKA,
BiANoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-cainna
cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTNBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm)
OHOBMEHHS 3aTBEPXKEHOrO TEKCTY MapKyBaHHs!

NepBUHHOI Ta BTOPUHHOI YMAKOBOK MiKapCbKOro

3acoby. TepMiH BBEEHHS 3MiH NpOTAromM 6
MicsiLiB micnsi 3aTBEPOXKEHHS.

207.

HEBIAP®

TabneTtku no 5 wmr,
no 10 Tabnetok y
6nictepi, no 3

onictepu B navui

TOB
"APTEPIYM
nTo”

YkpaiHa

NAT
"KuisBmegnpenap
at", YkpaiHa
(BMpPOOHMLTBO 3
npoaykuii in bulk
dipmun-
BMPOGHMKa
AKTABIC NTA,
ManbTa, ipmu-
BMPOGHMKa
"BankaHgapma-
Oynwiua" AL,
Bonrapis,
KOHTPOIb SKOCTI,
BUNYCK cepil)

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUNy - 3miHu 3 akocTi. APl. KoHTponb AdI.
3miHa y MmeTogax BunpobyBaHHs AD| abo
BUXiOHOro MaTepiany/npoMixXHoro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK y
3aTBepAKeHVX MeTofax BUNpobyBaHHS)
Hes3HauHi 3MiHu Ao MeTopAiB BUNpobyBaHHs AdI
Heb6iBonony rigpoxnopuay y BUnpobyBaHHi Ha
ineHTudikauito noniMopdHOI PopMu METOAOM
XRD, a Takox 3a nokasHukom «CynbcaTHa 3ona»,
30KpemMa y MeToamLi BUNpobyBaHHSA 3a3HayaloTb
yac npoxaptoBaHHs 3 roamHn. 3miHum | Tuny -
3miHu 3 skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNoBIAHOCTI EBPONENChKIN
dapmakonei/moHorpadii. 3miHW, noB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiAMNOBIAHICTb A0
MoHorpadgii Y abo €sponeiicbkoi dhapmakoner,
abo iHWoi HauioHanbHOI dhapmakonei aepxasn €C
(3MmiHa y cneuumdikauii HechapmakonenHoro AdI
ONs npyBeAeHHs y BIiANOBIAHICTb Ao Bumor AdY
abo €Bponelicbkoi hapmakonei, abo iHLWoT
HaLuioHanbHoi dhapmakonei aepxasu €C) - ADI -
npuBeaeHHs cneuundikauii Ha APl HeGiBonony

3a
peuenmom

UA/17235/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

riApOXnopua y BiANOBIAHICTE 4O BUMOT
€Bponercbkoi hapmakonei, Sk Hacnigok,
OHOBIEHHS BigkpuToi YacTuH ASMF Bepcii NBH-
AP-01, ntotnin 2022, wo6 ysrognTn ii 3
OHOBIEHo MoHorpadieto €EP (nonepeaHs
pegakuia AP-00, Sep 2017 + Updates (Dec 2018 +
Apr 2019). 3miHu | TMNY - 3MiHM 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAeHHs Y BIANOBIAHICTE A0
MoHorpadgii [J®Y abo €sponerickkoi hapmakoner,
abo iHLWOoi HauioHanbHoi dhapmakonei gepxasn €C
(3miHa y cneundikauii HedapmakonenHoro A®|
ONs NpYBEAEHHs Yy BiANOBIAHICTE Ao Bumor oY
abo €Bponelicbkoi dhapmakonei, abo iHLwoTl
HauioHanbHoi dhapmakonei gepxasu €C) - AP| -
npuBefeHHA BUMMOT cneumdikauii Ta meToais
BunpobyeaHHsA APl Big BupobHuka M3,
BiZNOBIgHO [0 BUMOT MOHOrpadii gito4oro
BUAaHHs €Bponelicbkoi Papmakonei «Nebivolol
Hydrochloride»

208.

HEBIBONON

TabneTtkn no 5 mr; in
bulk: no 10 kry
nonieTuneHoBomMy
naketi

TOB
"APTEPIYM
nra"

YkpaiHa

"BankaHgapma -
AynHiua" AL,
Bonrapis;
AkTasgic JlTa,
ManbTa

Bonrapis/
ManbTa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHun | Tuny - 3miHm 3 sikocTi. A®I. KoHTponb ADL.
3miHa y MmeTogax BunpobyBaHHs AD| abo
BUXiOHOro MaTepiany/npoMixXHoro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP| (He3HauHi 3MiHK Y
3aTBepAKEeHVX MeTofax BUNpobyBaHHS) HE3HaYHI
3MiHM 0o meTogais BunpobyBaHHa APl HeGiBonony
rigpoxnopuay y BunpobyBaHHi Ha igeHTudikauito
nonimopdHoi hopmu metogom XRD, a Takox 3a
nokasHukom «CynbdaTHa 3ona», 3okpema y
meToAauLi BUNpobyBaHHA 3a3HavatloTb Yac
npoxapoBaHHA 3 roguHu. 3MiHu | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosiaHocTi/l'E-cepTudikat
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXigHICTI0 NpMBeAeHHs Y BiANOBIAHICTb A0
MoHorpadgii Y abo €sponeicbkoi dhapmakoner,
abo iHWoi HauioHanbHOI dhapmakonei aepxasn €C
(3MmiHa y cneuundikauii HechapmakonenHoro AdI
ONs npyBeAeHHs y BIiANOBIAHICTbL Ao Bumor AdY
abo €Bponericbkoi hapmakonei, abo iHLWoT
HaLujioHanbHoi dhapmakonei aepxasu €C) - AdI -
npuBeaeHHs cneuudikauii Ha APl HeGiBonony
rigpoxnopua y BiAnoBiAHICTb 40 BUMOT
€Bponeiicbkoi hapmakonei, sik Hacnigok,
OHOBMeHHs BiakpuToi Yactuim ASMF Bepcii NBH-

UA/17220/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

AP-01, ntotnin 2022, wo6 ysrogntn ii 3
OHOBIEHOI MoHorpadieto €EP (nonepeaHs
pegakuia AP-00, Sep 2017 + Updates (Dec 2018 +
Apr 2019). 3miHu | TMNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAeHHs Y BIANOBIAHICTE A0
MoHorpadgii [J®Y abo €sponerickkoi hapmakoner,
abo iHWoi HauioHanbHoI chapmakonei aepxasu €C
(3miHa y cneundikauii HedpapmakonenHoro A®|
ONs NpYBEAEHHs y BiANoBigHiCTb 4o Bumor oY
abo €ponelicbkoi dhapmakonei, abo iHLwoTl
HauioHanbHoi dhapmakonei gepxasu €C) - AP| -
npuBeAeHHA BUMOT cneumdikauii Ta meToais
BunpobyeaHHsA APl Big BupobHuka M3,
BiZNOBIgHO [0 BMMOT MOHorpadii gito4oro
BUAaHHs €Bponericbkoi Papmakonei «Nebivolol
Hydrochloride»

209.

HEBITEH3

TabneTtku no 5 wmr;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHiI kopooLi

MPOPAPM
A
IHTEepHeLwHn
TpenguHr
Nimiten

ManbTta

AckTasgic JlTg,
ManbTa;
BankaHdapma -
Oynnuua AL,

Bonrapis

ManbTta/
Bonrapia

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BignoBigHoCTI
€Bponencbkin dapmakonei/MmoHorpadii. NogaHHA
HoBoro abo oHoBneHoro ceptudikarta
BignoBigHoCTi abo BUny4eHHs cepTudikata
BiANoOBIAHOCTI €Bponencoki hapmakonei: ans
A®I; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, LWo
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkinn dapmakonei) - HoBuii ceptudikat
BiJ, BXX€ 3aTBEPAXEHOro BUPOOHUKA - NOAaHHS
HOBOro cepTudikaTa BiAnoBiAHOCTI EBpONEChKil
dapmakonei Ne RO-CEP 2021-403 - Rev 00
(3atBepmkeHo: ASMF NBH-AP-01) ana AdI
HebiBonony rigpoxnopuay Bi BXe 3aTBEpOXEHOro
BMpo6HMKa Hetero Drugs Limited, IHagis; 3MiHum |
Tmny - 3MiHn 3 gkocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponevicbkint apmakonei/MoHorpadii. 3miHu,
NoB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii AdPY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
cneundikauii HecpbapmakonenHoro APl ans
npuBeaeHHs y BianoBigHicTb Ao Bumor DY abo
€Bponewicbkoi hapmakonei, abo iHwoi
HaLuioHanbHoi dhapmakonei aepxasu €C) - ADI -
3MiHW y cneuwndikauii BupobHuka M3 ans gitoyvoi

3a
peuenmom

UA/13347/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

peyoBuHM HebiBonony 3a nokasHukamm Onuc Ta
Po3unHHICTb Ans npuBeAeHHs y BIANOBIAHICTb A0
BUMOTr MOHOrpadii €Bponencekoi hapmakoner;
3MinHun | Tuny - 3minm 3 sikocTi. A®I. KoHTponb ADI.
3MiHa y napameTpax cneuudikauin Ta/abo
[ONyCTUMMX MEX, BU3HAYEeHWX Yy cneumndikauiax
Ha A®I, abo BMXiaHMA/MPOMIXKHWIA
npoAyKT/peareHT, LU0 BUKOPUCTOBYHOTLCS Y
npoveci BupobHuutea A®| (BUNyYeHHsS
HEe3Ha4yHoro nokasHuKa sKocTi (Hanpuknag,
BUITYyYEHHS 3aCTapinoro nokasHvka)) - BUNy4YeHHs
3i cneumdikauii BupobHuka '3 ana girovoi
peyoBUHM HeBIBONOMY 3acTapinmx nokasHWKiB
Temnepatypa nnaeneHHs Ta BmicT xnopugis

210.

HEO-
NEHOTPAH®
®OPTE

cynosuTopii
BariHanbHi, no 7
CynosuTopiie y
6nicTepi B KAPTOHHIN
Kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Excenric Inay
CaHai Be
Timxapet

AHoHim LipkerTi

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHu | Tuny - 3miHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsgy. BeeaeHHs abo 3miHu oo
y3aranbHeHNX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy capmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3iicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa AN 34iNCHEHHSsI
cthapmakoHarnagy B YKpaiHi, SKLWO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.

[itova pepakuin: Amepi biona xecci.
MponoHoBaHna pepakuis: CaB4yeHko AmnTpo
CepriioBuy. 3MiHa KOHTaKTHUX OAHUX KOHTaKTHOT
ocobu 3asBHUKKa, BianoBiganbHOI 3a
dapmakoHarnsg B YkpaiHi.

3a
peuenmom

UA/5477/01/01

211.

HIKCAP® 10
Mr

TabneTku, Lo
ANCMepryoTbCcs B
POTOBIN NOPOXHWMHI,
no 10 mr, no 10
TabneTok y 6nictepi;
no 1 abo no 3
Gnictepu B
KapTOHHiIl kopobui

MeHapiHi
IHTepHeLLoH
an
OnepeioH
c
JTrokcembypr
C.A.

Jrokcemby
pr

Bupo6HuuTBO
“in bulk”,
nakyBaHHs1,
BUMYCK cepint: A.
MeHapiHi
MaHydakTypiHr
TNoricTikc eHa
Cepsicec C.p.J1,,

ITanis

BHECEHHS1 3MiH [0 peecTpauinHuX maTepianis:
3miHu | TNy - 3miHK 3 skocTi. FoTOBUIA NiKapCbKUii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbkoro 3acoby (HesHayHa 3miHa y
3aTBepAKeHVX MeTofax BUNPobyBaHHS) — 3MiHN
MeToAMKM 3a nokasHukamm «KinbkicHe
BU3HaYeHHs» Ta «OpraHiyHi JOMILLKU» METOAOM

ITanis; BEPX, a came foaaHo anbTepHaTUBHI yMOBM NS
KoHTponb cepii: 36epiraHHs po3ynHy Ans AOCNiOKEHHS
A. MeHapiHi npuaatHocTi cuctemu (SSS). 3minm Il Trny - 3miHK
MaHydakTypiHr 3 akocTi. ADI. (iHWi 3MiHWM) NOAAHO OHOBIEHWI
JloricTikc eHp, ASMF (AP/Version 05BNF/17-05-2021) Ha gitoudy
Cepsicec C.p.J1,, peyoBUHY 6inacTuHy Bif 3aTBEPIXKEHOrO

3a
peuenmom

UA/13866/02/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
ITanis; BupobHuka Neuland Laboratories Limited, IHgis
€BpodiHC BigMNOBIQHO 4O pekoMeHAauin, HagaHnx Q3.4
Bionab cpn, CMDh Q&A — Cnu1cok ans nogaHHs 3MiH
ITanis BignosigHo fo PernameHTy Kowmicii (E€C)
1234/2008 (MocunaxHsi: CMDh/CMDv/132/2009,
Rev.56 Big TpaBHa 2020 poky). 3miHu Il Tuny -
3MiHn 3 akocTi. A®I. (iHWi 3miHKM) — nogaHo
oHoBneHun ASMF (AP/Version 08F/17-05-2021)
Ha Jitoyy peyoBuHy GinacTuHy Big 3aTBEpPAKEHOrO
BupobHuka SAIl Life Sciences Limited, IHgis
BigMNOBIQHO 4O pekoMeHAauin, HagaHnx Q3.4
CMDh Q&A — Cnu1cok ans nogaHHs 3MiH
BignoeigHo go PernameHty Kowmicii (EC)
1234/2008 (MocunaxHsi: CMDh/CMDv/132/2009,
Rev.56 Big TpaBHsa 2020 poky).
212. | HOBAIPA TabneTkn, BKpUTI "HOHiK IHpia HOHik IHais BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/8707/01/01
€BPO NMiBKOBOO dapmacbioT dapmacbioTukan 3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUI NiKapCbKUI peuenmom
o6onoHkoto, no 25 nKan JlaGopaTtopis 3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa po3mipy cepii
mr; no 1 abo no 4 JlabopaTopis (BipaineHHs (BKroYatoumM gianasoH po3Mipy cepii) roToBoro
TabneTku, BKPUTUX " dipmun "Ox. b. nikapcbkoro 3acoby (3meHweHHsA go 10 pasis)
nniBKOBOK (BiaaineHHs Kewmikans eHg BBEAEHHS foAaTKoBOro po3mipy cepii 113
06onoHKolo, y hipmm "[x. dapmacbioTukan
6nictepi, no 1 B. Kemikans 3ta.")
Gnictepy y eHg
KapTOHHiI kopobui dapmacbloT
nkans Jitg.")
213. | HOBAIPA TabneTku, BKpUTI "HOHiK IHpia HOHik IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/8707/01/02
€BPO NniBKOBOO dapmacbtoT dapmacbioTukan 3miHu | Trny - 3miHK 3 AkocTi. FoToBUI NiKapCbKui peuenmom
obornoHkoto, no 50 ukan ITabopaTopia 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepil
mr; no 1 Tabnetui Jlabopatopis (BipoineHHs (Bkntovatoum gianasoH po3Mipy cepii) roroBoro
BKPUTUX MMiBKOBOIO " dipmun "Ox. b. nikapcbkoro 3acoby (3meHweHHsA go 10 pasis)
060noHKoM, Y (BipaineHHs Kemikans eHg, BBEJEHHS 404AaTKOBOro po3mipy cepii M13
6nicTepi, no 1 dipmu "Ix. dapmacbioTukan
6nictepy B B. Kemikans 3tp.")
KapTOHHiIN kopooLi eHa
abo no 4 Tabnetku, dapmacbloT
BKPUTMX NNiBKOBOIO vkana Jitg.")
060noHKoM, Y
6nicTepi; no 1 abo 2
Gnictepu B
KapTOHHiIN kopobui
214. | HOBAIPA TabneTku, BKPUTI "HOHiK IHaisa HOHiK IHAis BHECEHHS1 3MiH 4O peecTpauinHMxX maTepianis: 3a - UA/8707/01/03
€BPO NniBKOBOO dapmacbioT dapmacbioTukan 3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi peuernmom
obornoHkoto, no 100 vkan ITabopaTopia 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy cepii
mr; no 1 Tabnetui JlabopaTtopis (BipaineHHs (Bkntovatoum dianasoH po3Mipy cepii) roToBoro
BKPUTUX MIiBKOBOO " dipmun "Ox. b. nikapcbkoro 3acoby (3meHweHHs go 10 pasis)
060noHKoM, Y (BipaineHHs Kemikans eHg BBELEHHS 404AaTKOBOro po3Mipy cepii M3
6nicTepi, no 1 dipmu "Ix. dapmacbioTukan
Onictepy B b. Kemikans 3ta.")
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiI kopooLi eHa
abo no 4 Tabnetky, dapmacbioT
BKPUTUX NNiBKOBOKO wkans Jita.")
060noHKoM, y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHiIN kopobui
215. | HOOTPOMIN TabneTku, BKpUTI OCb Benbrisa OCB ®apma, Benebrisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/0054/04/02
® nniBKOBOKO dapma C.A. Benbris 3MiHu | Tuny - AgmiHicTpaTUBHI 3MiHW. 3MiHa Ha3BK peuenmom | nidnsieae
ob6onoHkoto, no 800 HopaTkoBa nikapcbkoro 3acoby - 3mMiHa Ha3Bu MikapCbKoro
mr no 15 Tabnetok y AinbHUUA 3acoby, a came JoAoBaHHs 3Haka ® oo Haseum
6nictepi; no 2 KOHTPOIo nikapcbkoro 3acoby kupunuueto. 3aTBepaKeHo
Gnictepu B SIKOCTI: HOOTPOMNI 3anponoHosaHo HOOTPOMIT ®
KapTOHHIN nayui CXC Nab CimoH TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
CA, benbris 3aTBepAKEHHSI; 3MiHu | TNy - AaMiHicTpaTUBHI
3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu Micus
NpoBaaXeHHS AiANbHOCTI BUPOBHWKa/imnopTepa
rOTOBOrO fikapcbKoro 3acoby, BKIoYaym
OinbHMUI BUNYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BUPOGHMK/iMNIOPTEp, BKIOYAOUM BUMYCK CEPIlt) -
MpuBeaeHHs HanUcaHHS HaNMEHYBaHHS Ta
appecu BUpoOHYKa BiAnNoBiAanbHOro 3a
BMPOGHMLUTBO 3a NOBHWUM LMKIIOM Ao BrucHoBky
GMP BugaHoro Jepxnikcnyx6ot. BupobHunya
AiNbHWUS Ta yci BUpobHWyi onepauii 3anuwaTbes
HEe3MiHHUMUW. 3MiHM BHECEHO B iHCTPYKLito Anst
ME[MYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomKeHHst
BMPOGHMKa Ta agpeca Micusi IpOBagXeHHSs! Aoro
LisiNbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTI
MapKyBaHHS yMakoBKU MiKapCbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHS
216. | HOOTPOMIN TabneTtkn, BKpUTI HOCBb Beneris KOCB dapwma, Benbrisa BHECEHHS1 3MiH JO peeCTpaLiiHMX maTepianis: 3a He UA/0054/04/01
® NniBkOBOIO dapma C.A. Benbris 3MiHu | Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuK peuenmom | nidnsizae
obornoHkot, no 1200 HopaTkoBa nikapcbkoro 3acoby - 3miHa Ha3BwW nikapcbkoro
mr, no 10 TabneTok AinbHUUS 3acoby, a came Jo40BaHHA 3Haka ® 0o Ha3Bu
y 6nicTepi; no 2 KOHTpOro nikapcbkoro 3acoby kupunuueto. 3aTBepaXKeHo
Gnictepu B SIKOCTi: HOOTPOIMIN 3anponoHosaHo HOOTPOMIT ®
KapTOHHIN nayui CXC a6 CimoH TepmiH BBeIeHHS 3MiH NpoTArom 6 micauis nicns
CA, Benbria 3aTBepOKeHHsT; 3MiHu | Tuny - AgMiHicTpaTuBHI

3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS AiAnbHOCTI BUpOGHWKa/imnopTepa
roTOBOrO fikapcbKkoro 3acoby, BKIoYaum
AinbHWL BUNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIIO AKOCTI. (QisNbHICTb, 3a AKy BianoBigae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIl) -
[MpuBeAeHHs HaNUCaHHS HAMMEHYBaHHS Ta
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
agpecy BUpoOHWKKa BignoBigansHoro 3a
BMPOOHMLTBO 3@ MOBHUM LMKIOM A0 BucHOBKY
GMP BugaHoro Jepxnikcnyx6oto. BupobHuya
[inbHUUS Ta yci BUPOOHKYI onepalii 3anuwatoTbes
He3MiHHUMW. 3MiHWM BHECEHO B iHCTPYKLIO ANs
ME[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu «BupobHuk» Ta «MicLe3HaxomKeHHsi
BMpObHWMKa Ta agpeca MicLsi NPoBaKeHHs Moro
DiSNbHOCTI» 3 BiANOBIOHUMW 3MiHAMW Y TEKCTI
MapKyBaHHSs1 yMakoBKU MikapcbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS
217. | HOOTPOMNIN PO34MH Anst iH'ekuin, HOCBb Benbris Elicika ITanis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/0054/01/01
® 200 mr/Mnno5mne | ®apma C.A. dapmacbioTukan 3MiHn | Tuny - AgMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BuK peuyenmom | nidnseae
amMnyni; no 6 amnyn 3C.P.J. nikapcbkoro 3acoby - 3mMiHa Ha3Bu NikapCbkoro
y GnicTepi; no 2 3acoly, a came JoAoBaHHs 3Haka ® [o Has3Bu
onictepn y nayui nikapcbKoro 3acoby kvpunuueto. 3aTBepaXXeHO
KapTOHHiIK; no 15 mn HOOTPOMNI 3anponoHosaHo HOOTPOMIT ®
B amnyni; no 4 TepmiH BBEAEHHA 3MiH NpoTAroM 6 micsauis nicns
amnynu y bnicTepi; 3aTBEepPPKEHHS
no 1 Gnictepy y
nayLi KApTOHHIN
218. | HYTPUDPINEK | emynbcia ans B. BpayH HimeyvumH BupobHuuTBo, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13247/01/01
C nnig nNepl iHdy3in; no 1250 mn Menb3yHreH a nepBuHHa Ta TexHiyHa nomurika (3rigHo Hakasy MOS3 Big peuenmom
abo no 1875 mny Al BTOPUHHA 23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOI
MiLLIKax NnacTUKOBUX ynaKkoBka, nomunkn y MKA, ska 6yna gonyuieHa npy BHECEHI
TpukamepHux; no 1 BUnyck cepii: b. 3MiH o MKA, npu nepeHeceHHi iHdopMmauii 3
MiLLIKy BpayH peecTpauinHoro gocke p.3.2.P.5.1 go MKA, a
nnacTUKOBOMY Menb3ayHreH Arl', came y cneuudikadii HeBipHO 3a3Ha4YeHo
TpUKamepHomy y HimeyumnHa; iHdbopMaLito 3a NOKasHUKaMu:
3aXVCHOMY MILLIKY; KoHTponb cepii: "MipornyTamiHonosa kucnota" BMMOru Ans
no 5 3axmcHux B. BpayH BUNycky (3asHayeHo: 0,369 r/n); 3amictb:< 0,369
MILLIKIB B KQPTOHHIl Menb3yHreH AT, r/n); "Mponin" , "CepuH", MeToa BUNPOGYBaHHS
kopooui HimeuunHa (3a3HaveHo: TP-74341-46; 3amicTb: TP-74B07-47);
"LuTpatn" ansa TepmiH npuaaTHOCTI KpuTepil
BUIy4YeHo, " (3-sn-gpoccpatmgin)xoniH" ans
TepMiHy nNpuaaTHOCTI (3a3HadeHo: mexi: 8,55-
10,58 r/n; 3amicTb: mexi: 7,48-10,58 r/n) Ta
KOPEKTOPCbKi NMpaBku 3a
nokasHukamu"TlipornytamiHonosa kucnoTa" Ta
"Cyma rryTamMiHOBOI KUCIOTW pa3oM 3
nipornyTamiHoBOt kucnoTow" (3a3HadeHo: n.4.1.1
MKA; 3amictb: n.4.1.13 MKA), "Tpuntodpan"
(3a3HaveHo: n.4.1.15 MKA; 3amictb: n.4.1.1 MKA)
3a3HayeHe BUMNpaBrieHHs BigMNoBigae apXiBHUM
MaTepianam peecTtpauiiHoro ocbe
219. | HBKOPONEH Kancynu Teepai no TOB YkpaiHa KYCYM Ingisa/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a He UA/14034/01/01
TUH® 300 wr, no 10 «MEOQGAP XENTXKEP MBT YkpaiHa 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edheKTUBHOCTI peuenmom | nidnszae
Kancyn y bnicrepi; M JITO» NTA, IHgis; Ta dpapmakoHarnsay. 3MiHW y KOpPOTKil




129 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 1, no 3 abo no 10 AnbTepHaTMBHU XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
6nictepiB y 1 BUPOBHWK, LLO MapKyBaHHS Ta iHCTPYKUIT ANS MEeANYHOro
KapTOHHiIl ynakoBLi 3[iNCHI0E 3aCTOCYBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
BTOPUHHE nikapcbkux 3acobiB Nicns BHECEHHsI Tiei camoi
nakyBaHH4, 3MiHM Ha pedbepeHTHUI Npenapar (3miHa He

KOHTPOb SIKOCTI
Ta BUNycK cepii:
TOB "KYCYM
SAPM", YkpaiHa

notpebye HagaHHA XOAHUX HOBMX JOOATKOBUX
naHux) - 3MiHWM BHECEHO [0 iIHCTPYKUiT Ans
MELMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y
po3aginu: "Baaemogiqa 3 iHWunMK nikapcbkummn
3acobamu Ta iHwWi Buam B3aemopin”, "OcobnmBocTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaar”, "3gatHicTb
BNAMBATU Ha LUBMAKICTb peakuii Npu KepyBaHHi
aBTOTpaHCNopToM abo iHWKMMK MexaHiamamu”,
"Cnocib 3actocyBaHHsi Ta fo3N" (YTOYHEHHS
iHdbopmalii), "Mob6ivHi peakuii" BionosiaHo Ao
iHcbopMmaUii Woao MeguyHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (Neurontin,
300 mg hard capsules). BeeaeHHsi 3MiH npoTsirom
6-Tn micsauiB nicnsa 3aTBepAXeHHs; 3miHn | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
tapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLuiiiuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BITY 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIgHO A0 NnaHy negiatpudHnx
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO A0 iHCTPYKLii AN MegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby y posainu:
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs rpyaar”,
"Mob6iuHi peakuii" BigNoBiAHO O OHOBMEHOT
iHdpopmalii 3 6e3nekn Ajroyoi peyoBUHM.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepOKEHHST; 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
3MiHM) - 3MiHM BHECEHO [0 iHCTPYKUIT Ans
ME[IMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakyii” Woa0 BaXKINBOCTI
3BiTyBaHHs Npo NobiuHi peakuii.
BBeaeHHs 3MiH NpoTsarom 6-tu MicauiB nicns
3aTBEepKEHHST; 3MiHu | Tuny - 3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
BHeceHHs1 abo 3miHa(1) go 3060B'A3aHb Ta yMOB




130 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BuAadi peecTpauinHoro NoCBig4YEHHS, BKoYa4m
MnaH ynpasniHHA pusnkamm (3aCToCyBaHHS
TEKCTY, SIKUA NOTOAXKEHWNIN 3 KOMNETEHTHUM
opraHoMm) - 3asiBHUKOM HagaHo oHoBreHun MnaH
ynpaeniHHa puankamu Bepcisa 2.0. 3MiHM BHeCeHo
0o yactuH: | «3aranbHa iHpopmauisy, Il
«Cneumdikauisn 3 6e3nekny, V «3axoam 3
MiHimi3auii pusmkiBy, VI «Pestome nnany
ynpaBrniHHs pusukamuy, VIl «[Jogatkun» y 3B’A3Ky 3
npuBeaeHHAM 40 pedepPEHTHOro NikapCbKoro
3acoby Neurontin, 300 mg hard capsules. Pestome
nnaHy ynpasniHHs pusnkamm Bepcia 2.0
aopaetbest
220. | OBAPIYM PO34MH ANS iH'eKLiN Bionoriwe HimeyvumH Bionoriwe Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/3973/01/01
KOMMO3UTY | no 2,2 mn B amnyni; Xannbmitte a Xaunnbmittenb 3MiHuM | Tuny - 3MiHK 3 akocTi. APl CtabinbHicTb. peuenmom
M no 5 amnyny nb Xeenb Xeenb M'M6X 3miHa nepiogy NOBTOPHMX BUNpoOyBaHb/nepioay
KOHTYPHIl m6X 36epiraHHsi abo ymoB 36epiraHHs AdI (3a
YapyHKOBIMn BiACYTHOCTI y 3aTBep)KEHOMY OOCbE cepTudikaTa
ynakoBui; no 1 abo BiNOBIgHOCTI €BponeWnchkin hapmakonel, Lo
2, abo 20 KOHTYpHMX BKII0MaE nepiof NOBTOPHOro BUNPOGyBaHHSA)
YapyHKOBMX (nepiog noBTOpHOrO BUNPOBYyBaHHs/nepioa,
YyNaKoBOK y KOpoOLj 36epiraHHsi) - 3MeHLWeHHs. 3MiHa y TepMiHi
3 KapTOHYy npuaaTtHocTi Ansa Hydrastis canadensis MT:
3artBepokeHo: 3.2.S.7. Stability Proposed shelf-life
5 years 3anponoHoBaHo: 3.2.S.7. Stability
Conclusion “...a retest period of 36 months...”
221. | OKOMIKC® Kpanni o4Hi, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/18648/01/01
cycneHsis, no 7,5 mn "®apmak” 3MiHn | Tuny - 3miHn 3 skocTi. CepTudikaT peuenmom

y dnakoHi, no 1
dnakoHy y nauyui 3
KapTOHY

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/MmoHorpadii. MoaaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHocCTi €Bponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOGHMUTBI ADI; ons
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxe 3aTBEpPAXEHOro BUpoBHUKa.
[MogaHHA oHoBREHOro cepTudikaTta BiANOBIAHOCTI
€Bponencokin dapmakonei Ne R1-CEP 2015-205 -
Rev 00 (3aTBepaxeHo: RO-CEP 2015-205 - Rev
00) ans gitovoi pevosuHn Dexamethasone Big Bxe
3aTBepgkeHoro BupobHuka TIANJIN TIANYAO
PHARMACEUTICALS CO., LTD., Kutai.
3MmiHu | TUNYy - 3miHu 3 sikocTi. APl. KoHTponb AdI.
3miHa y MeTofax BunpobyBaHHs A®I abo
BMXiiHOro MaTtepiany/npoMixxHoro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y




131 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
npoueci BupobHuuTea A®I (iHwi 3mMiHK y MeToaax
BMNPOOYyBaHHS (BKMoyaroum 3amiHy abo
nonoBHeHHs1) A®| abo BuUXigHOro/NPoMixKHOro
NPOAYKTY) 3MiHA Y MeToAax KOHTPOSO Aitoyoil
peYOoBUHM 3a NokasHukoM «CynpoBigHi AOMILLKMY -
npvBeaeHo 40 BMMOT MoHorpadii EP.
222. | ONN®EH® renb 1 %; no 20 r TOB «TeBa Ykpaina Mepkne 'vm6X, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/0646/02/01
riaPOrEsb abo 50 r, abo 100 r YkpaiHa» Himeuunna 3MmiHu | Tuny - 3miHK 3 AkocTi. FoToBUI NiKapCbKUI peuyenma
rento B Ty6i; no 1 (BMPOGHUK, SKNIA 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
Ty6i B KOpoOUi Bignosinae 3a 3MiHa y meTogax BUnNpobyBaHHS rOTOBOIO
BMPOGHMLUTBO nikapcbkoro 3acoby (He3HayHa 3MiHa y
npoaykTy in 3aTBEpKEHMX MeTofax BUNpobyBaHHS)
bulk, nepsuHHe OHOBEHHs 3aTBEPAXKEHOr0 MeToay
nakyBaHHs, BUNpobyBaHHs «laeHTudikauis, KinbKicHUA BMIiCT
BTOPUHHE Ta XiMiYyHa ymcToTa [nknodeHaky HaTpito» Ta
nakyBaHH4, 3MiHa Ha3Bu gomilkm N13. Hassa gomiwkm y
KOHTpOrb cepii; dopmarti «gomiwuka A (1-(2,6-guxnopdeHin)-2-
BUPOBHMK, SIKMI iHOOMNIHOH)» BUIYYEHO 3 AOKYMEHTA, HAaTOMICTb
Bignosigae 3a BKa3yeTbCs «aomiwka A(Esp.Papm)». BBegeHHs
BMNYCK cepili) 3MiH MPOTAroM 6-Tu MicsUiB NicnsA 3aTBEPAKEHHS
223. | ON®EH® renb, 2%; no 30 r TOB «TeBa YkpaiHa BUPOBHMLTBO 3a HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: bes - UA/19922/01/01
®OPTE abo 50, abo 100 r YkpaiHa» NMOBHUM LIMKITIOM: 3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUIA peuyenma
riaPOrEsb remto y Tybi; no 1 Mepkne 'mbX, 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
Ty6i B KAPTOHHIN Hime4vuuHa; 3aci6. 3MiHa y NepBUHHIl ynakoBLj rOTOBOrO
Kopooui BTOPUHHA nikapcbKoro 3acoby (SKICHWN Ta KinbKiCHWIA cknag)
ynaxkoBka: - M’aki Ta HecTepwnbHi pigki nikapcbki hopmum -
TpaHcdapm OoHoBneHHs p. 3.2.P.7. Cuctema
TNoricTik TMBX, KOHTeWHep/3aKkynoptoBanbHui 3acib, a came
Himeuunna 3amiHa nonicponbLroBaHOro NamiHaTy ans

BUrOTOBIIEHHS TYO nikapcbkoro 3acoby 3 5-
LuapoBoro namiHoaHoro nonietunery PF 404 Ha
6-LapoBui namiHoBaHu matepian PF 116 ona
BCiX 3aTBEpAXEHMX TMNopo3mipis Ty6. Topuesuii
Ta 3aKynoproBarnbHWin eNieMeHT Tybu He
3MiHIoTbCS; 3MiHM | TMNY - 3MiHW 3 AKOCTI.
[oToBMI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MeX NePBUHHOI YMaKoBKW FOTOBOTO NikapCbKOro
3acoby (gonoBHeHHs cneuwudikauii HoBUM
NOoKa3HUKOM 3 BiAMNOBIAHNMM METOAOM
BUMNpPoBYBaHHs) - OHOBMNeHHs p. 3.2.P.7. Cuctema
KOHTeWHep/3aKkynoptoBanbHUi 3acib, a came
[ofaBaHHA 40 cneuudikaii nepBUHHOT yNnakoBKu
M3 metoay 1M ans ineHTUdikauii
noninponineHoBOI KPULLEYKN, Lo HarBUHYYETHCS;
3miHu | TNy - 3miHKM 3 AkocTi. FoToBUIA NiKapChKUIA
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa napameTpiB cneuudikauin Ta/abo
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[IpoioBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

Hasea
JliKapcbKo20
3acoby

Ne
n/n

(nikapcbka ¢ghopma,

Popma sunycky

ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

OonNyCTUMUX MEX I'IepBVIHHO'I' YNaKoOBKU roToBOro

aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

nikapcbkoro 3acoby (40NOBHEHHS cneumdikauii
HOBWM MOKa3HWKOM 3 BiNOBiAHUM METOAOM
BUNPOOYBaHHS) - oHoBNeHHs p. 3.2.P.7. Cuctema
KOHTeNHep/3akynoptoBanbHuUi 3acib, a came
[ofaBaHHs 4o cneuudikauii nepBUHHOT ynakoBKu
['T13 koHTpOMO NapameTpiB APYKOBAHOrO
nakysarnbHoro matepiany (Control of printed
packaging materials: Packaging material number,
Text control); 3miHn | TMNy - 3MiHM 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX MEepPBUHHOI YMAaKOBKM FOTOBOrO MiKapCbKOoro
3acoby (BMNYYEHHS! HE3HAYHOrO NOKa3HMKa
(Hanpuknag 3acTapinoro rnokasHuka)) - OHOBMEHHs!
p. 3.2.P.7. Cuctema KoHTerHep/3aKynoproBasnbHWN
3acib, a came BUNyYeHHs 3i cneumdikadii
NepBMHHOI YNakoBKM famMiHOBaHOI Ty6u
napameTpy «BisyanbHe BUNnpobyBaHHA: KOHTPOMb
3aKpUTTA Ta NepLuoro BiaKpuTTa». Lli
BMNpoOyBaHHS € YacTuHot napameTpy «Onucy
NEepPBUHHOI YNaKOBKW (HAsIBHICTb KOHTPOMIO
3aKpUTTA (ONIOMOYBaHHS) TaKOX 3a3Ha4YeHo Ha
TEeXHIYHOMY KpecrneHHi); 3minu | Tuny - 3miHun 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3acit. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX MepPBUHHOI YMaKOBKM FOTOBOrO MiKapCbKOro
3acoby (iHWi 3MiHW) - oHOBNEHHS p. 3.2.P.7.
Cunctema KoHTeHep/ 3akynoptoBanbHUiA 3acib, a
came YTOYHEHHS KpUTEepito MPUNHATHOCTI ANS
napametpy «Onucy y cneuudikauii Ty6u
BMpOGHMKa T3 (30BHiLLHI BUrNsiA HE 3MiHMBCS,
3MiHMNocs nue opMynioBaHHS BUMOTM
napameTtpy «Onucy)

3a

He

UA/0235/02/01

224. | OME3®

kancynu no 20 mr no
10 kancyn y ctpuni
abo Gnictepi; no 3
cTpunu abo
6nictepn y kopobui

O-p Peppi'c IHaia
JTabopaTopi

cllta

A-p Peapi'c
JlabopaTtopic
Ntn, ®TO -1

IHAis

BHECEHHS1 3MiH O peecTpauinHnMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCyBaHHS Ha MiACTaBi perynspHo
OHOBIIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
3acoby, abo gocniaxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OUiHKM 3BITY 3 AOCHIAKEHb,
NPOBEAEHNX BiANOBIAHO 4O NnaHy negiatpuyHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3

KOMMNETEHTHUM YNOBHOBaXXeHUM OpFaHOM)

peuenmom

nidnsieae
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3MiHV BHECEHO B |HCTPYKLi0 AN MeANYHOrO
3aCTOCyBaHHS nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
wopno 6e3neku 3acTocyBaHHS Ait040i peHOBUHM
BignosigHo go pekomeHaadii (CDER) FDA.
BBepgeHHs 3MiH nposTrom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKil XapaKTepucTULi nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLii ans
MeOU4YHOro 3aCTOCyBaHHs Ha NiacTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3nekun NnikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauinHui nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnx
pocnimkenrs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBaXXeHUM opraHom) 3MiHu
BHeCeHO B |HCTpyKLito Ans MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobivHi peakuii”
wopao 6e3neku 3acTocyBaHHS Aito40i peHOBUHM
BignoBigHo Ao pekomeHaauii PRAC.
BBegeHHs 3MiH NpoATrom 6-Tu MicauiB nicns
3aTBEPAKEHHS

225.

OME3®

kancynu rno 40 mr no
10 kancyny
6nicTtepi; no 1 abo 3
6nictepu B
KapTOHHiIl kopobuyj;
no 7 kancyny
6nictepi; no 4
Gnictepu B
KapTOHHiI kopobui

O-p Penpi'c
IlabopaTopi
cllta

IHAisa

O-p Pepgi'c
TlabopaTopic
Nitp, dTO -3

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta cpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii ANs Megu4Horo
3aCTOCyBaHHsI Ha MiAcTaBi perynsipHo
OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHuin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHNX BiANoBIigHO A0 NnaHy negiaTpudHnx
pocnigxeHb (PIP) (3miHy y3rogeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OPraHoM) 3MiHN
BHECEHO B |HCTPYKLt0 AN MEANYHOro
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
wono 6e3nekn 3acTocyBaHHS fit040l pe4oBUHU
BignosigHo Ao pekomenaadii PRAC. BeeeHHs
3MiH NPOTArom 6-Tv MiCSILB MiCNsi 3aTBEPKEHHS.
3MmiHu | TUny - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHs Ha MiAcTaBi perynsipHo

3a
peuenmom

He
nidnsieae

UA/0235/02/03
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Kpaina

[IpoioBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

eUpPOb6HUKa

OHOBIIOBAHOrO 3BITY 3 6e3nekn niKkapcbKoro

aionycky

yeaHHs*

peecmpayitiHo20
noceio4yeHHs1

3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sk pe3ynbTaT OUiHKK 3BIiTY 3 JOCHIMKEHD,
NpoBeAEeHNX BiANoOBIgHO 40 NnaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpPraHoM) 3MiHN
BHECEHO B |HCTPYKLtO ANA MEeANYHOro
3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHs", "lMobiyHi peakuii”
Wwoao 6e3neku 3acToCyBaHHS Aito4oi peHOBUHU
BignosigHo fo pekoMeHgauii PRAC. BBeaeHHsi
3MiH NPOTAroM 6-T1 MicsUiB NicNs 3aTBEPLKEHHA

bes3

He

UA/0235/02/02

226.

OME3®

kancynu no 10 mr no
10 kancyny
6nictepi; no 1 abo
no 3 Gnictepu B
KapTOHHiI kopoOLi

O-p Peapi'c
JTabopaTopi
cllta

IHaisa

O-p Pepgi'c
JTabopaTtopic
Nita, dTO -3

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTu1Li Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapCbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHIAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHmnX
pocnimxeHb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHVM OPraHoM) 3MiHu
BHECEHO B |HCTPYKLt0 AN MeANYHOro
3aCTOCYBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHA", "lMobiuHi peakuii”
oo 6e3nekn 3acTocyBaHHS fit040i pevoBUHU
BignosigHo Ao pekomenaauii PRAC. BeeaeHHs
3MiH NPOTArom 6-TV MICSILIB MiCNs 3aTBEPKEHHS.
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta cdpapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3acTOCyBaHHs1 Ha MiACTaBi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTy 3 AOCHiAXKEHb,
nNpoBeAeHNX BiANoBigHO A0 NnaHy negiatpudHnx
pocnimxeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHMM YNOBHOBAXXEHVM OPraHoM) 3MiHu
BHECEHO B |HCTPYKLt0 AN MEANYHOrO
3aCTOCYBaHHsI Nikapcbkoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHA", "MMobiuHi peakuii”
wono 6e3nekn 3acTocyBaHHS fik040i pe4oBUHU

peuenma

BignoBigHo Ao pekomenaauii PRAC. BeefieHHs

nidnsieae
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3MiH NPOTAroMm 6-TW MicaUiB NicNg 3aTBEPKEHHA
227. | oninPAM TabneTku, BKpUTI 3AT JNutoBcbka | MikpoGionoriyHm Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18969/01/01
nniBKOBOKO "®apmnira" Pecny6bnik A KOHTPOIb 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom
obonoHkoto, no 50 a SAKOCTI cepii: Ta cbapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO
mr no 10 Tabnetok y Na6op NNC CE [0 TEKCTY MapKyBaHHS MEPBMHHOI YNaKoBKu
6nicTepi; no 3 Ta Ko. KT, nikapcbkoro 3acoby B n. 3. «<HOMEP CEPIi
Gnictepu B nayui 3 Hime4vuuHa; JIIKAPCBbKOI'O 3ACOBY», n. 4. «JATA
KapTOHY BMPOGHMLUTBO 3a 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 6.
NMOBHUM LIMKIIOM: «IHWE» Ta oo TekcTy MapKyBaHHS BTOPUHHOI
[pereHodapm ynakosku B, n. 12. «<HOMEP PEECTPALIMHOIO
Anotekep MNywn MOCBIOYEHHSA», n. 13. <HOMEP CEPII
moX, JIKAPCBbKOI'O 3ACOBY», n. 17. «IHWE». TepmiH
Himeuyunna BBEAEHHSA 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS
228. | OTPUBIH crpew HasanbHWUiA, CK Leeviuapi | MCK KoHcblomep LLIseniapis BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/13560/01/01
EKCTPA no3soBaHuii; no 10 KoHcblomep a Xenckep CAPJ1 3minn | Tuny - 3minm 3 sikocTi. CepTudikaT peuenma
My donakoHi 3 Xenckep BignosigHocTi/lE-cepTudikaTt BianoBigHOCTI
[03yH4nM CAPN €Bponeicbkin dapmakonei/MoHorpadii. NMogaHHs
npuctpoem; no 1 HoBoro abo oHoBneHoro ceptudikaTta
hbnakoHy B BiANoBigHOCTI abo BUnyYeHHs cepTudikara
KapTOHHIN navui BignoBigHOCTI €BponeWchbkin hapmakonei: ons
A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHULTBI ADI; ans
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€Bponevicbkin dapmakonei) - Hosui ceptudikat
Bi, HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST)
MopaHHsa HoBoro cepTudikaTa BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 2006-286 -
Rev 01 ans gitovoi pevosmHn Xylometazoline
hydrochloride Bia HoBoro Bupo6Huka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH,
HimeyyrHa (DonoBHEHHS)
229. | NAKNITAKCE | koHueHTpaT Ans Akkopa MonbLa BrpobHuuTBO IHpia/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a - UA/13924/01/01
1 AKKOPO po34nHy Ans Xenckea roToBOro Benuka 3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKui peuenmom
iHcpy3in, 6 mr/mn; no Moncka Cn. nikapcbkoro BpuTaHis/ 3aci6. CucteMa KoHTenHep/3aKynoptoBanbHUi
5 mn (30 wr), no 3.0.0. 3acoby, ITanis/ 3aci6. 3miHa nocTavanbHMKa nakyBarnbHUX
16,7 mn (100 mr), no BUPOBHMLTBO YropwuHa mMaTtepianis abo KOMNMEKTYUMX (KO 3a3Ha4YeHo
50 mn (300 mr) y bulk, nepBuHHe B locbe) (3amiHa abo foAaBaHHs nocTayanbHuKa)
donakoHi; no 1 nakyBaHH4, [o[aBaHHS HOBOro noctavaneHuka (SCHOTT
hnakoHy y BTOPUHHE KAISHA PVT LTD) cknaHux donakoHis (5 mn), 6e3
KapTOHHIl kopobui nakyBaHHS, 3MiHM cknagy nakyBarnbHOro matepiany.
KOHTPOIb SKOCTI 3aTtBepaxeHo: DWK LIFE SCIENCES INC;
cepil: 3anponorosaHo: DWK LIFE SCIENCES INC;
IHTac SCHOTT KAISHA PVT LTD.

dapmackioTikan

3 JlimiTen, IHAis
BTopuHHe
naKyBaHHs:
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Akkopa Xenckea
JlimiTen, Benwuka
BpuTtaHia
BignosiganbHun
3a BUNYCK cepil:
Akkopg Xenckea
JlimiTeq, Benuka
BputaHis
BupobHuLTBO
roToBOro
nikapcbkoro
3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOrb SKOCTI
cepii
(anbTepHaTMBHU
1 BUPOOHMUK):
IHTac
dapmachkioTikan
c limitea, IHais
KoHTponb sikocTi
cepin:
AcTpoH Pe3bopy
NimiTen, Benuka
BpuTaHis
KoHTponb skocTi
cepin:
NTABAHANIBIC
C.P.J1, Itanis
KoHTponb sikocTi
cepint:
dapmaBanig
Ira.
MikpobionoriyHa
naboparopisi,
YropwmHa

230.

NEHECTEP®

TabneTku, BKPUTI
060r0oHKo0, N0 5 Mr;
Ne 30 (15x2): no 15
TabneTok y 6nictepi;
no 2 6nictepu y
KapTOHHIN kopooLyj;
Ne 90 (30x3): no 30
TabneTok y 6nictepi;
no 3 Gnictepny
KapTOHHI kopobui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

3eHTiBa, K.C.

Yecbka
Pecny6bnika

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta dhapmakoHarnsgy. BeeaeHnHs abo 3miHu oo
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, 3amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMakoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif] ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a

3a
peuernmom

UA/6000/01/01




137 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
34ificHeHHs hapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-daiina cuctemu apmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHOI 3a
dapmakoHarnsg B YKpaiHi.
[itoya pepakuis: Amepi biona Oxecci.
[MponoHoBaHa peaakuis: CaByeHko MUTpo
CeprinoBud. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKKa, BianosigansHOI 3a
dapmakoHarnag B YkpaiHi
231. | NEP'ETA® KOHUeHTpaT ans TOB «Pouw Ykpaina BrpobHuuTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/13062/01/01
PO34MHY Ans YkpaiHa» Hepo3cacoBaHo LLisenuapis 3MinHn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI peuenmom nionsizae
iHdy3in no 420 I Npoaykuii, Ta hapmakoHarnsgy. 3MiHu y KOpoTKin
mr/14 mn; no 14 mn nepBUHHE XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
y donakoHi; no 1 nakyBaHH4, MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
hnakoHy y BUNpPOOYBaHHs 3aCTOCYBaHHS! y 3B’A3KY i3 HOBUMMW AaHUMU 3
KapTOHHiIN kopobLi KOHTPOIo SIKOCTi, JOKMiIHIYHMMM, KMiHIYHMMUW JaHUMK Ta
[akocTi: Pow naHuMK 3 papMakoHarnagy - 3MiHM BHECEHO 0
LiarHocTukc IHCTPYKLUIii 4NS MeQUYHOro 3acToCyBaHHA
m6X, nikapcbkoro 3acoby o po3aginy "lMNobivni peakuii”
Himeuyunna BiANOBIOHO A0 YTOYHEHUX MPOMIXKHMX AaHMX
BTopuHHe pocnimpxkeHHs BO25126 (APHINITY). BeeaeHHs
nakyBaHHs, 3MiH MPOTAroM 6-Tu MicALiB NicNs 3aTBEPAXKEHHS.
BUMYCK Cepil:
& . XodhdpmaHH-
Ia Pouw J1tA,
LLisevinapis
232. | NOPTANAK cupon, 667 mr/mn, Benyno, XopsarTis Benyno, niku Ta Xopgaris BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/14086/01/01
no 250 mn a6o no nikn Ta KOCMeTUKa, A.4. 3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenma
500 mMn y donakoHi 3 KOCMeTuKa, Ta chapmakoHarnsgy. BeegeHHst abo 3miHu oo
KPULLIKOIO Ta 3 a.o. y3aranbHeHUX AaHux nNpo cuctemy
MipHUM dapmakoHarnsagy (BBeAeHHS y3aranbHEeHUX AaHuX
cTakaH4ukom; no 1 npo cuctemy cpapmakoHarnsgy, amiHa
dnakoHy B yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
KapTOHHIN naywi 3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BiJ, YNOBHOBaXXE€HOI 0CO0M, BiAnoBigansHoi 3a
30iACHEHHS1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MiLLEHHI
mMacTep-arina cuctemu papmakoHarnsagy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBigansHoi
3a chapmakoHarnsig.
[itouwa pepakuis: TetaHa Anxnep Oypetek /
Tatjana Ajhler Duretek MD., MSc. MponoHoBaHa
pepakuis: BiwHsi Hakiy / Visnja Nakic.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0cobu
3asBHVKa, BignosiganbHoI 3a dapMakoHamsg
233. | NPETABANIH | nopotuok XIKAN IHaia XIKAIN NIMITEQ IHAis BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: - - UA/16465/01/01




138 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(cybeTaHuin) y JIMITEQ 3MinHn | TMny - 3miHm 3 sikocTi. CepTudikaT
nakeTax noapinHMx BignosigHocTi/lE-cepTudikaTt BignoBsigHoCTI
nonieTuneHoBmx €BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
ans HoBoro abo oHoBneHoro ceptudikaTa
hapmaLeBTU4HOro BianosigHocTi abo BMNyYeHHsi cepTudikata
3acToCyBaHHS BignoBigHOCTI €BponeWchbkin hapmakonei: ons
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
[OMOMDKHOI peqoBUHM (CepTudikaT BianoBiaHOCTI
€sponelicbkin hbapmakonei) - OHoBReHWN
cepTuddikart Bif yxKe 3aTBEpAKEHOro BUPOOHMKa -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€sponericbkin bapmarkonei Ne R1-CEP 2016-181 -
Rev 02 (3atBepmxeHo: R1-CEP 2016-181 - Rev
01). Ak Hacnigok 36inbWwWeHo TEPMIH
nepekoHTposto 3 48 micsuis go 60 micsauiB.
234. | NCOTPION® ma3b, 50 mkr/r/0,5 TOB "MIBE YkpaiHa Mibe M'mB6X HimevuunHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/19635/02/01
mr/r; no 30 ry Ty6i; YKPATHA" ApuHanmiTTenb 3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT peuenmom

no 1 Ty6i y nayui

BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikarta
BigNoBigHOCTI abo BunyyeHHs ceptudikara
BignoBigHOCTI €BponeWchbkin hapmakonei: ans
A®I; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxke 3aTBEpOKEHOrO BUPOGHMKA -
MNoaaHHsa oHosneHoro CEP R1-CEP-2016-206-
Rev 00 (nonepeaHs Bepcia RO-CEP-2016-206-
Rev 03) ans gitoyoi pevosuHu calcipotriol
monohydrate Big Bxe 3aTBEpAKEHOrO BUPOGHMKa
Cerbios Pharma. 3miHu | Tuny - 3MiHn 3 sKoCTi.
Ceptudikat BignosigHocTi/lE-cepTudikaT
BiQMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUMYYEHHS cepTudikaTa BignoBigHOCTI
€Bponencokin dapmakonei: gna A®l; ans
BMXifHOro MaTtepiany/peareHTy/NpPoOMiXXHOTO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULTBI
A®I; ona AONOMIXKHOI peqoBUHM (cepTudikaT
BignoBigHocTi EBponeinchkiii hapmakonei) -
OHoBneHwun cepTudikaT Bif yxe 3aTBepaKEHOro
BMpO6HWKa - MoaaHHsa oHoBneHoro CEP R1-CEP-
2016-206- Rev 01 (nonepenHs Bepcist R1-CEP-
2016-206- Rev 00) ansa gitovoi pe4oBUHU
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Homep

peecmpayitiHo20

noceio4yeHHs1

calcipotriol monohydrate Big Bxe 3aTBepa)KeHoro
BMpobHuka Cerbios Pharma

235.

PAMA3IO H

Tabnetku, 5 mr/25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu abo 10
6nictepiB y
KapTOHHiN Kopobui

AT
"®apmak”

YkpaiHa

AxTasic JIT[Q

ManbTa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauinHoro nNoceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460) TepmiH BBeAEHHSA 3MiH
npoTArom 6 micsAUiB nicns 3aTBepMKeHHS; 3MiHu |
Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHNX AaHuX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy hapmakoHarnsgy, amiHa
yNoOBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
thapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XeHOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-darina cuctemmn dapmakoHarnagy) -
3MiHa ynoBHoBaXeHOi 0cobu 3asiBHMKA,
BignNoBiganbHOI 3a bapmakoHarnag. Litova
pepakuis: IBaH Kimnpidy / Ivan Cimprich.
MponoHoBaHa pepakuis: Kopaepo MNanuHa
AHppiiBHa. 3MiHa KOHTaKTHUX OaHKX
YNOBHOBAXEHOI 0cobM 3asiBHKKA, BignoBigansHoi
3a (papmakoHarnsig. 3miHa MicLe3HaxoaKEeHHs
mMacTep-canna cuctemu apmakoHarnsgy Ta noro
Homepa. 3MiHa Micus 38iCHEHHSI OCHOBHOT
AisnbHocTi 3 dpapmakoHarnsay; 3minu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO A0
TEKCTY MapKyBaHHS NEPBUHHOT YNaKOBKM
nikapcbkoro 3acoby B n. 6. «IHLWE» Ta go Tekcty
MapKyBaHHsi BTOPVHHOI yNakoBku B M. 3.
«MEPENIK OOMNOMBPKHNX PEYOBUH», n. 12.
«HOMEP PEECTPALIIMHOIO MOCBIAYEHHS»,
n. 16. «IHPOPMALIA, AKA HAHOCUTbLCA
LLIPUGTOM BPANNAN, n. 17. «IHLLE». 3mina
po3ainy "MapkyBaHHs" MKA. Oitoya pegakuis:
MKA 13 TekcT MapKnpoBKN yNakoBOK
npunaraetcs. MNponoHoBaHa peaakuis: MKA N3
MapkyBaHHs1 3rigHO 3aTBEpOKEHOrO TEKCTY
MapKyBaHHsi. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicsiLiB Micnsi 3aTBEPOXKEHHS

3a
peuenmom

UA/15654/01/02

236.

PAMA3IO H

Tabnetku, 2,5
mr/12,5 wmr, no 10
TabneTok y 6nictepi;
no 3 6nictepu abo

AT
"®apmak”

YkpaiHa

AkTasic JIT[]

ManbTa

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceig4eHHs ) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460) TepmiH BBeAEHHSI 3MiH

3a
peuernmom

UA/15654/01/01
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10 GnicTepiB y
KapTOHHiN kopobui

npoTArom 6 micsAuiB nicns 3aTBepmKeHHs; 3MiHu |
Tvny - 3MiHW Wwoao 6eanekn/edekTMBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHNX AaHuX Npo cUcTemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cuctemy papmakoHarnsgy, 3amiHa
YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
chapmakoHarnagy 3asBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkovarym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-darina cuctemmn dapmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganbHOI 3a hbapmakoHarnag. Litova
pepakuis: IBaH Kimnpid / Ivan Cimprich.
MponoHoBaHa peaakuis: Kopaepo NanuHa
AHppiiBHa. 3MiHa KOHTAKTHUX SaHMX
YNOBHOBaXEHOi 0COOM 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsg. 3MiHa mMicLe3HaxoaKeHHs!
mMacTtep-channa cuctemm hapmakoHarnagy ta noro
Homepa. 3MiHa Micus 34iCHEHHSI OCHOBHOT
nisinbHOCTI 3 hapmakoHarnsgy; 3MiHum | Tuny -
3MiHn Wwoao 6e3nekun/eekTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu) - 3MiHM BHECEHO A0
TEKCTY MapKyBaHHS NEPBUHHOT YNaKOBKM
nikapcbkoro 3acoby B n. 6. «IHLWE» Ta go Tekcty
MapKyBaHHsi BTOPVMHHOI yNakoBku B M. 3.
«MEPENIK OOMNOMBPKHNX PEYOBUH», n. 12.
«HOMEP PEECTPALIIMHOIO MOCBIAYEHHS»,
n. 16. «IHPOPMALIA, AKA HAHOCUTbCA
LIPUGTOM BPANNAN, n. 17. «IHLLE». 3miHa
posginy "MapkyBaHHs" MKA. Oitoya pepakuis:
MKA 13 TekcT MapKnpoBKN YNakoBOK
npunaraetcs. MNponoHosaHa peaakuis: MKA N3
MapkyBaHHs 3rigHO 3aTBEpOKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS 3MiH NpoTArom 6
MicsILiB Micnsi 3aTBEPOKEHHS

237.

PAMI
CAHOO3®
KOMMNO3UTY
M

Tabnetku no 5 mr/25
mr no 10 TabneTok y
6nicTepi; no 3
Gnictepu B
KapTOHHiIN kopobui

Canpos
dapmacbioTi
Kans3 a.a.

CnoseHis

Bupo6HuuTBO
Hepo3dacoBaHo
ro NpoAaykTy,
[03Bin Ha
BUNYCK cepii:
TNek C. A,
MonbLua;
[MepBuHHa Ta
BTOPWHHA
ynakoBKa,

Monbwa/
Himeyuunna

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3MiHn | TUny - 3MiHK 3 gKocTi. [oToBMIA NiKapChKuUiA
3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi
3aci6. 3miHa Gyapb-siKoi YacTuHKU MaTepiany
NMepBMHHOT YNaKOBKM, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbknuM 3acobom (Hanpuknag Konip KpuLLeyok
3 KOHTPOSEM MEePLUOro BiAKPUTTS, KOMip KOAOBUX
Kineup Ha amnynax, KOHTenHepa Ans rofok (pisHi
BMAM nnacTMacu) (3MiHa, sika He BNnuBae Ha
KOPOTKY XapaKTepUCTUKY Nikapcbkoro 3acoby).

3a
peuernmom

UA/4259/01/02
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[03BiN Ha 3MiHa BHOCUTLCSA Y 3B’A3KY 3i 3MiHIO YaCTUHK
BMNYCK cepii: NepBUHHOIO NakyBanbHOro Matepiany, Skun He
Jlek C. A., KOHTaKTYye 3 fikapcbkuM 3acobom, a came 3amiHa
MonbLa; HITPOLENONO030BMICHOrO APYKapCbKOro npanmepa
BrpobHuuTBO 3a Ha 6e3HiTpoLentono3Huii Apykapcebkuii npanmMep
NMOBHUM LIMKIOM: Ans anioMiHIEBOI KpULLEYKM, KOMMOHEHTA
CantTac nigknagkv gnsa énictepa Alu/Alu
dapma 'mbX,
HimeyuunHa
238. | PAMIMEO® TabneTtkn no 5 wmr, Mepokemi Kinp BUPOOBHMLTBO 3a ManbTa/ BHECEHHS 3MiH O peecTpauiiHnX 3a He UA/10153/01/02
no 10 TabneTok y nTa MOBHUM LIMKITOM: Kinp matepianis:3MiHn | Tuny - AGMiHICTPaTUBHI 3MiHW. peuenmom | niidnseae
6nictepi; no 3 AxTasic JITH, 3MiHa Ha3BwM nikapcbkoro 3acoby - BHECEHI oo
Gnictepu B ManbTa HasBM Nikapcbkoro 3acoby. 3aTBepaXeHo:
KapTOHHiIN kopobui BMPOBHMLTBO PAMIME[ (RAMIMED) 3anponoHoBaHo:
Hepo3dacoBaHo PAMIMEO® (RAMIMED). BeegeHHs1 3miH
ro NpoAayKTy, NPOTSAromM 6-Tu MicALiB MiCNa 3aTBEPAXEHHS.
KOHTPOIb SKOCTI, 3miHu | TUNy - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
[03BiN Ha Ta phapmakoHarnsay (iHWwi 3mMiHW) BHECEHI B TEKCT
BUMYCK Cepil: MapKyBaHHS Ha NEPBUHHIN Ta BTOPWHHIM ynakoBLi,
Mepoxkemi JITOQ a came yTOYHeHHs iHdopMmalii Wwoao aatn
(LleHTpanbHuin BUPOBHMLTBA, AaTh TePMiHY NpuaaTHOCTI, HoMepy
3aBog), Kinp cepii Ta Homepy PT1. BBegeHHs 3MiH npoTarom 6-
nepBuHHe Ta TV MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
BTOPUHHE 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
nakyBaHHS: hapmakoHarnsgy (iHwi 3MiHW) BHECEHI B TEKCT
Mepokemi NTA MapKyBaHHS1 BTOPVHHII yrnakoBLi, a came
(3aBog AZ), Kinp YTOYHEHHS iHopMaLlii LLIoAOo NOroTuny 3asiBHUKA.
239. | PAMIMEO® Tabnetku no 10 mr; Mepokemi Kinp BUPOOHMLTBO 3a ManbTta/ BHECEHHS 3MiH O peecTpaLiiH1X 3a He UA/10153/01/03
no 10 TabneTtoky nTa MOBHUM LIMKITOM: Kinp matepianis:3MiHn | Tuny - AgMiHICTPaTUBHI 3MiHW. peuyenmom | nidnseae
6nictepi; no 3 AxTasic JIT, 3miHa Ha3BM Nikapcbkoro 3acoby - BHECEHI LWoao
Gnictepu B ManbTa Ha3BM Nikapcbkoro 3acoby. 3aTBepaXeHo:
KapTOHHIN kopobui BMPOGHMLTBO PAMIME[ (RAMIMED) 3anponoHoBaHo:
Hepo3dgacoBaHo PAMIMEO® (RAMIMED). BeeaeHHs1 3miH
ro NPoAykKTy, NpOTArom 6-T MicsALIB NiCNS 3aTBEPOXKEHHS.
KOHTPOIb SKOCTI, 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
003BiN Ha Ta cpapmakoHarnsgy (iHwi 3MiHW) BHECEHi B TEKCT
BUMYCK cepii: MapKyBaHHS Ha NEPBUHHIN Ta BTOPUHHIW ynakoBLi,
Mepokemi 1T a came yTOYHeHHs iHdopMmalii Wwoao aatn
(UeHTpanbHui BUPOGHMLUTBA, AaTU TEPMIHY NpMAATHOCTI, HOMepy
3asog), Kinp cepii Ta Homepy Pl1. BBegeHHs 3MiH NpoTsirom 6-
nepBuHHe Ta TV MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
BTOPUHHE 3MmiHu Wwopao 6e3nekn/edPekTMBHOCTI Ta
naKyBaHHS: hapmakoHarnsiay (iHwi 3MiHW) BHECEHI B TEKCT
Mepokemi ITOQ MapKyBaHHS1 BTOPVHHII yNakoBLi, a came
(8aBog AZ), Kinp YTOYHEHHS iHopMaLlii LWoAOo NoroTuny 3asiBHUKA.
240. | PAMIMEO® TabneTtku no 2,5 wmr, Megokemi Kinp BMPOGHMLUTBO 3a ManbTta/ BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis: 3a He UA/10153/01/01
no 10 TabneTok y T NMOBHWM LIMKITOM: Kinp 3miHu | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuyernmom | nidnszae
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 3 AxTasic JITH, Ha3BW Nikapcbkoro 3acoby - BHECEHI 040 Ha3Bu
6nictepu B ManbTa nikapcbkoro 3acoby. 3ateepaxeHo: PAMIMEL
KapTOHHiI kopooLi BUPOBHMLUTBO (RAMIMED) 3anponoHoBaHo: PAMIMEI®
Hepo3dacoBaHO (RAMIMED). BeegeHHs1 3MiH npoTsarom 6-tu
ro NPoAyKTy, micauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3MiHn
KOHTPOSb SKOCTI, wopno 6e3snekun/edhekTMBHOCTI Ta hapmakoHarnsgy
[03BiN Ha (iHWi 3MiHW) BHECEHI B TEKCT MapKyBaHHS Ha
BMNYCK cepii: NEePBUHHIN Ta BTOPUHHIN ynakosLi, a came
Mepgokemi JIT[] YTOYHEHHS iHcbopmMaLii LWoao aat BUpoOHULTBa,
(LleHTpanbHuin [aTtv TepMiHy npuaaTHOCTI, HoMepy cepii Ta
3asog), Kinp Homepy PI1. BeeaeHHst 3miH npoTtarom 6-tu
nepBUHHE Ta MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
BTOPUHHE wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy
nakyBaHHs: (iHLWi 3MiHW) BHECEHI B TEKCT MapKyBaHHS
Mepokemi JIT[] BTOPVHHIN yNakoBLj, @ CaMe YTOYHEHHS
(3aBog AZ), Kinp iHdbopMalLii Woao norotTuny 3asiBHYKA.
241. | PAMIMEO® Tabnetkn, 5 mr/25 Mepokemi Kinp BUPOOHMLTBO 3a ManbTta/ BHECEHHS1 3MiH O peeCTpaLiiHUX maTepianis: 3a He UA/10154/01/02
KOMBI mr; no 10 TabneTok nTao NOBHUM LIMKINOM: Kinp 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
y GnicTepi; no 3 Aktasic 1T, Ta hapmakoHarnsay (iHWwi 3mMiHW) - BHECEHi B TEKCT
6nictepny ManbTa MapKyBaHHsi Ha MEPBUHHIN Ta BTOPWHHIN yNakoBLi,
KapTOHHiI kopooLi BUPOBHMLUTBO a came YTOYHEHHSs BUKNageHHSs iHdopmauii Wwoao
Hepo3dacoBaHo OaTtn BUpobHWUUTBA, AaT TEPMiIHY NpuaaTHOCTI,
ro NPoAyKTy, Homepy cepii Ta Homepy Pr1, yTouHeHHst norotuny
KOHTPOIb SKOCTI, 3asBHMKa. BBegeHHS 3MiH npoTarom 6-Tn micauis
[03Bin Ha nicnsi 3aTBepOXXeHHs; 3MiHu | Tuny -
BUNYCK cepii: AamiHicTpaTvBHI 3MiHK. 3MiHa Ha3BU NiKapCbKOro
Mepokemi JIT[] 3acoby - BHECEHI W00 Ha3BM NiKapCbKoro 3acoby.
(UeHTpanbHui 3aTtBemxeHo: PAMIME KOMBI (RAMIMED
3aBog), Kinp COMBI). 3anponoHoBaHo: PAMIMEO® KOMBI
nepBUHHE Ta (RAMIMED COMBI). BBegeHHs1 3MiH npoTsirom 6-
BTOPUHHE TV MicsILiB Nicns 3aTBEPOKEHHS
naKyBaHHS:
Mepokemi JIT[]
(3aBog AZ), Kinp
242. | PAMIMEO® Tabnetku, 2,5 Mepokemi Kinp BUPOOHMLTBO 3a ManbTta/ BHECEHHS1 3MiH JO peeCTpaLiiHMX maTepianis: 3a He UA/10154/01/01
KOMBI mr/12,5 mr; no 10 nTao NOBHUM LIMKIOM: Kinp 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI peuenmom nionsieae

TabneTok y 6nictepi;
no 3 6nictepuy
KapTOHHI kopobui

AxTasic JIT,
ManbTa
BMPOGHMLUTBO
Hepo3dpacoBaHo
ro NpoaykTy,
KOHTPOIb SKOCTI,
[03Bin Ha
BUNYCK cepii:
Mepokemi 1T}
(UeHTpanbHui
3asog), Kinp
nepBuHHe Ta
BTOpVHHE

Ta chapmakoHarnsgy (iHwi 3mMiHW) - BHECEHi B TEKCT
MapKyBaHHsi Ha MEPBUHHIN Ta BTOPWHHIN yNakoBLi,
a came YTOYHEeHHSs BUKNageHHs iHdopmadii woao
OaTtn BUpoGHUUTBA, AaTV TEPMiIHY NpuaaTHOCTI,
HoMepy cepii Ta Homepy Pr1, yTouHeHHst norotuny
3asiBHUKa. BBeaeHHs 3MiH NpoTarom 6-tn micsuis
nicnsi 3aTBepOXKeHHs; 3MiHu | Tuny -
AamMiHicTpaTVBHI 3MiHK. 3MiHa Ha3BU NMiKapCbKOro
3acoby - BHECEHI Lo0 Ha3BM NiKapCbKoro 3acoby.
B3aTtBepxeHo: PAMIME KOMBI (RAMIMED
COMBI). 3anponoHoBaHo: PAMIMEO® KOMBI
(RAMIMED COMBI). BBeaeHHs1 3MiH npoTsirom 6-
TV MicsLiB Nicns 3aTBepAKEHHS
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

nakyBaHHS:
Mepokemi JITOQ
(3aBog AZ), Kinp

243.

PANIMAKC

Tabnetku, no 10
TabneTok y bnicTepi;
no 1 Gnictepy y
KapTOHHIN ynakoBLi;
no 10 TabneTok y
6nictepi, no 10
GnictepiB y
KapTOHHIN ynakosLi

IPKIBOXAP
A GAPMA
NMPAMBIT
NIMITER

IHaisa

BadHa
dapmachbioTikan
clTa.

IHAis

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpaLiiHoro noceig4yeHHs) (3rigHo Hakaly MO3
BiA 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH
nNpoTSArom 6 micsAUIiB nicns 3aTBepAXeHHS. 3MiHn |
My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux nNpo cuctemy
capmakoHarnsgy (BBefAeHHs y3ararbHEeHUX gaHnx
npo cuctemy cdapmakoHarnagy, amiHa
YMOBHOBaXeHOoi ocobw, BiANOBiAanbHOI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a papmakoHarnsa. [irova pegakuis:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuis: O-p PapxaH Oy6en. 3MiHa KOHTaKTHUX
[aHWX YNOBHOBaXeHOI 0cobu, BiANoBiaanbLHOI 3a
papmakoHarnsig. 3miHa KOHTakTHoi ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsag B
YkpaiHi. [itova pegakuis: IBaHuubkuin AHApin
BacunboBuy. MNponoHoBaHa pefakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[laHMX KOHTaKTHOT 0cobu 3asBHUKA,
BiAgnoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cucTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHn
| Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHw).
OHOBMEHHS 3aTBEPXKEHOIO TEKCTY MapKyBaHHS
NepBWHHOI Ta BTOPUHHOI YNAaKOBOK MikapCbKoro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBegeHHAM Y BiANoBIgHICTb A0
BMMOr 3aKOHOOABCTBA. TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsLIB Micnsi 3aTBEPAXKEHHS.

Ne 10 — 6e3
peuenma;
Ne 100 — 3a
peuenmom

He
nidnsieae

UA/10268/01/01

244.

PAMIMAKC

Tabnetku, in bulk: no
1000 Tabnetok y
KOHTelHepax

DIKIBOXAP
A ®APMA
MPAMBIT
NIMITER

IHaisa

BadHa
dapmachbioTikan
c Nnra.

IHAis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). TepmiH BBEAEHHSI 3MiH
npoTarom 6 MicsauUiB Nicns 3aTBEPMKEHHS. 3MiHM |

He
nidnsieae

UA/10269/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

My - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3MiHu go
y3aranbHeHUX AaHuX Npo CUcTemy
dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
yNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, siKLLO BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
MacTep-caina cuctemm chapmakoHarnsay). 3miHa
YNOBHOBaXEHOi 0COOM 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
pepakuisa: O-p Pagpkan Oy6en. 3MiHa KOHTAKTHUX
[aHMX yNoBHOBaXkeHoi ocobu, BianoBiaanbHoI 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHUKA, BiAMOBIAaNbHOI 3a hapmakoHarnsag B
YkpaiHi. [litova pegakuis: IBaHnubkui AHApIn
BacunboBu4. MNponoHoBaHa peaakuisi:
HikiTyeHkoBa Jto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[OaHNX KOHTaKTHOI 0CcObU 3asiBHWMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3miHa agpecu mactep-caiina
cucTeMu dhapmakoHarnsgy Ta oro Homepa. 3MiHu
| TMny - 3MiHK Wwopno 6e3nekn/edpekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
OHOBMEHHS 3aTBEPXKEHONO TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
3acoby. 3miHa y MapkyBaHHi doopmu in bulk ans
113, y 3B'si3Ky 3 NpUBEAEHHSM Y BiANoBiAHICTb A0
BUMOT 3aKOHOOABCTBA. TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.

245.

PAMIMAKC
®OPTE

Tabnetku in bulk: no
1000 Tabnetok y
KOHTelHepax

DKIBOXAP
A ®APMA
MPABIT
JIMITEQ

IHaia

BadHa
dapmachioTikan
clTa.

IHAis

BHECEHHS1 3MiH [0 peecTpauinHMX maTepianis:
3MmiHa 3asBHwuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceig4eHHs ) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). TepmiH BBEAEHHSI 3MiH
npoTsArom 6 micsAuiB nicnsa 3aTBepmKeHHs. 3MiHu |
Tuny - 3MiHK Wwopao H6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3MiHu fo
y3aranbHEeHUX AaHuX Npo CUcTemy
apmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHuX
npo cuctemy papmakoHarnsgy, amiHa
YMOBHOBaXeHOi 0cobw, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHs!

He
nidnseae

UA/10271/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

tapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bifl ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa Manikep Biny. MponoHoBaHa
pepakuisa: [-p Pagpkan Oy6ei. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXeHoi ocobu, BianoBiaanbHoi 3a
hapmakoHarnsig. 3miHa KoOHTakTHOT ocobu
3asBHMKa, BiANOBIiAanbHOI 3a hapMakoHarnag, B
YkpaiHi. [litova pegakuis: IBaHnubkuii AHApIn
BacunboBuu. MNponoHoBaHa pefakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHYMKA,
BiNoBiganbHoi 3a papmakoHarnag B YKpaiHi.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-cainna
cvucTeMun hapmakoHarnsaay Ta woro Homepa. 3MiHn
| TMny - 3MiHK Wwopo 6eanekn/edekTUBHOCTI Ta
capmakoHarnsgy (iHwi amiHn).
OHOBEHHSA 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS
NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
3acoby. 3miHa y MapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBEAEHHAM Y BiAMNOBIAHICTb A0
BMMOT 3aKOHOAaBCTBa. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.

246.

PANIMAKC
®OPTE

Tabnetkun no 10
TabneTok y 6nictepi;
no 1 6nictepy y
KapTOHHIN ynakoBLi;
no 10 TabneTok y
6nictepi; no 10
GnictepiB y
KapTOHHIN ynakoBLi

IDKIBOXAP
A ®APMA
NPAMBIT
NIMITER

IHAisa

BadHa
dapmacbioTikan
clTa.

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceig4eHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
npoTarom 6 MicauiB nicns 3aTBepmMKEHHS. 3MiHu |
Tuny - 3MiHK Woao G6e3nekn/edeKTUBHOCTI Ta
cbapmakoHarnsigy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux Npo cUCTeMy
dapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHuX
npo cuctemy cdapmakoHarnsgy, amiHa
yrnoBHOBaxeHoi ocobwu, BignoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dhapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSsI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoYaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTtep-carina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a papmakoHarnsd. [itova pegakuis:
onanakpiwHa MNaHikep BiHy. NponoHoBaHa

Ne 10 — 6e3s
peuenma;
Ne 100 — 3a
peuenmom

He
nidnsieae

UA/10270/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

pepakuisa: [-p Pagpkan Oy6ei. 3MiHa KOHTAKTHUX
[OaHuxX yrnoBHoBaXeHOi ocobu, BiAnoBiganbHoi 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asiBHUKA, BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuis: IBaHuubkMin AHApIn
BacunboBuuy. NponoHoBaHa peaakLis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHYMKA,
BifnoBigansHoi 3a dhapMakoHarnag B YKpaiHi.
3MmiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHu
| TMny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsaay (iHwi 3amiHw).
OHOBEHHsA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBMHHOI Ta BTOPMHHOI YNaKoBOK NiKapCbKOro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
13, y 3B'A3Ky 3 NpuBeaeHHsAM Y BignoBigHICTb A0
BUMOT 3aKOHOAaBCTBA. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPAXKEHHS.

247.

PAMIPA®
E®EPTAB
600

TabneTky Wwunyyi no
600 mrno 10
Tabnetok y Ty6i, no
1 1y6i B nayui

AT
"®dapmak”

YkpaiHa

E-dapma
TpenTo C.MN.A.

ITanis

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. NMogaHHs
HoBoro abo oHoBneHoro ceptudikaTta
BigNoBIgHOCTI abo BUNy4YeHHs cepTugikara
BignoBigHOCTi €Bponenchkii hapmakonei: ons
ADI; ansa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOGHMUTBI APl; ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHUKa -
NnoJaHHs OHOBMEHOro cepTudikata BiANOBIAHOCTI
€sponericbkin bapmakonei Ne R1-CEP 1996-002 -
Rev 06 (3aTBepmxeHo: R1-CEP 1996-002 - Rev
05) ansa gitovoi pevoBuHK Acetylcysteine Big Bxe
3aTBepakeHoro BMpobHuka Moehs Iberica S.L.,
Icnanisi. 3miHu | TUNy - 3miHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponencokin dapmakonei/MoHorpadii. NMogaHHA
HoBoro abo oHoBneHoro ceptudikaTta
BignoBigHOCTi abo BUny4eHHs cepTudikata
BigNoBIgHOCTI €BponeWichkin hapmakonei: ons
A®I; ansa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO NPOAYKTY, Lo
BUKOPUCTOBYHOTBCS Y BUPOOHULTBI ADI; ans
[OMNOMiXHOT peqyoBUHU (cepTudikaT BignosiaHoCTi
€Bponeicbkint dapmakonei) - Hosuii ceptudikat

6e3
peuenma

UA/19359/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

Bij HOBOro BUpOBHUMKa (3aMiHa abo JOMNOBHEHHS)
NnoAaHHs HOBOTO cepTudikaTta BignoBiAHOCTI
€Bponecbkin dapmakonei Ne R1-CEP 2010-092 -
Rev 02 ans gitovoi pevoBuHn Acetylcysteine Big
HoBoro BupobHnka WUHAN GRAND HOYO CO.,
LTD., Kutai (4onoBHeHHs)

248.

PEBMOKCUK
AM®

cynosutopii
pekTanbHi no 15 mr
no 5 cynosutopiis y
6nictepi; no 1
6nictepy y nayui 3
KapToHY

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3miHu |l Tuny - 3miHm 3 sikocTi. APl BupobHuuTtso.
3MmiHn B npoueci BupobHuuTtea AP (iHwwi 3MiHKM) -
nogaHHs oHosneHoro DMF Big 3aTBepokeHoro
BmpobHuka APl Menokcukamy Derivados
Quimicos S.A.U., IcnaHis

3a
peuenmom

UA/8230/01/01

249.

PEBMOKCUK
AM®

PO34MH ANs iH'ekuin
1%; no1,5mvnB
amnyni; no 3 ao 5
amnyn y 6nictepi; no
1 6nictepy y navuj;
no 1,5 mn B amnyni;
no 5 amnyn y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3minu | TUNy - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KopoTkil
XapaKTepucTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEANYHOro
3aCTOCYyBaHHSA Ha MiACTaBi perynspHo
OHOBMOBAHOTO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHVX BiANOBIAHO A0 MnaHy negiaTpudHnX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom) 3miHn
BHECEHO [0 iHCTPYKLii AN MeanyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHSA", "lMobiuHi peakuii”
BiZNOBIOHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
Lit0Y0i pevyoBMHN MENOKCMKaMy 3rigHo 3
pekomeHgauismm PRAC. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAUiB nicnsa 3aTBepmKeHHs. 3MiHu |
Tuny - 3MiHK Wopao G6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy (iHwi amiHn) 3miHM BHeceHo Ao
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posainy "Cknaa"
(3a3Ha4YeHHs Ha3BM fil04OT PEHYOBUHW AepPKaBHOK
MOBOI0). TepMiH BBEAEHHS 3MiH - NPOTSArom 6
MicsauUiB nicns 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHM) OHOBMNEHHSA TEKCTY MapKyBaHHS
yNaKkoBKM nikapcbKoro 3acoby, a came 3a3Ha4eHHs
Ha3BW Jil040i PEHOBUHY OEPXKaBHOK MOBOIO,
YTOYHEHHS iHdopMaLlii oo NoroTuny 3asiBHUKA
Ta BUNYYEHHS TEKCTY, SIKUIA HaHeCeHWI
POCINCbKO MOBOI. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsLiB Nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsieae

UA/0759/02/01

250.

PErAPOH
onTtiMm

NOPOLLIOK ANsi
0panbHOro po3yunHy;

OpioH
Kopnopewww

QiHnaHAain

Bupo6GHuK, Lo
30iNCHI0E

dinnaHais/
Icnanis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3MiHm 3 gkocTi. A®l. CTabinbHiICTb.

6e3
peuenma

UA/9267/01/01
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
no 10,7 r NnopoLuKy y H KOHTPOIb AKOCTI 3miHa nepiogy NoBTOpHMX BUNpoOyBaHb/nepioay
nakeTi; no 20 i BUNycCK cepiii: 36epiraHHs abo ymoB 36epiraHHs AdI (3a
nakeTiB y KapTOHHIN OpioH BiAICYTHOCTI y 3aTBep)KeHOMY OOCbe cepTudikaTa
Kopobui KopnopeWnLuH, BiZNOBIgHOCTI €Bponewnchkin hapmakonei, Lo
PiHNaHais; BKIIOYaE nepios NoBTOPHOIO BUNPOGyBaHHS)
Bupo6Hwuk, wo (nepiog noBTOPHOrO BUNPOGYBaHHs/Nepion
3[iicHIoE 30epiraHHs1) - 3MeHLLEHHS - BMEHLLEHHS nepiogy
KOHTPOMb SKOCTI: NOBTOPHMX BUNpPobyBaHb 3 5-Tn Ao 3-x pokiB Ans
On Megaina A®I| xnopuay kanito
Itn, QivnaHais;
Bupo6GHuK, Wwo
30iACHI0E
BUPOGHMLTBO,
nakyBaHHs1,
KOHTPOrb SKOCTI
Ta BUNYCK Cepin:
TOB Peuudapm
Mapertc, Icnanis
251. | PEKOBEJb PO34MH ANs iH'ekwin deppiHr HaHia BUPOGHMLTBO, HimeuumnHa/ BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/17969/01/01
no 12 mkr/0,36 mn; dapmaueBT nepBuHHe Benunkobput | 3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs peuenmom
CKNSAHUN vkans A/C nakyBaHHs, aHis/ BUPOBHMYOT AinbHUUI (BKMOYAKOYM AiNbHULI Ans
6araTtogo30Bui NPOMIXXHMIA I13painb A®I, npomixxHoro npogykTy abo rotoBoro
KapTpumk ob’emom 3 KOHTpOIb B nikapcbKoro 3acoby, AinbHULI AN NPpOBEAeHHSA
M (ckro Tuny 1) 3 npoueci nakyBaHHs, BUPOOHMKa, BignoBiganbHoro 3a
NopLUHEM i3 BMPOGHMUTBA BUWMYCK Cepil, MicLie NPOBEAEHHS KOHTPOMO cepii)
©pombyTrnoBoro (mikpobionoriyHn abo nocTavanbHVKa BUXigHOro marepiany,
Kay4yky Ta 1, 3aranbHuUn Ta peareHTy abo AONOMiXXHOT PEHOBUHM (SIKLLIO
06XXMMHOI0 yHKUIOHaNbHN 3a3HayeHo y Aocbe) BunyyeHHs BUpobHuYoi
antoMiHieBoto 1), KOHTPOIb AiNbHWLI BignoBiganbHOi 3a KOHTPOIb
KpULLIKOIO 3 SKOCTI sikocTi(6ionoriyHnin) KoeaHc Jlabopatopis Nimiten,
BKITaKOI0 3 KayuyyKy, (mikpobionoriyHu BenukobpuTaHis. 3anuwaeTbcs anbTepHaTUBHUN
MOMiLLIeHWI Y n): BMPOBHVK BiAMOBIAANbHUIA KOHTPOIb

LINpUL-pyyKy, no 1
WINpuL-py4Li y
KOMMmekTi 3 3
cTepunbHUMK
ronkamu ans
iH’exuUin (3
HepxkaBitoyoi cTani)
Y KapTOHHIlA kopobui

BetTep ®apma-
PepTiryHr MTM6X
i Ko. KT,
HimeuunHa
NPOMDKHUIA
KOHTpOmb B
npoueci
BMPOGHMUTBA
(mikpobionoriyHu
1, 3aranbHui Ta
yHKUIOHaNbHN
1), KOHTPOIb
AKOCTI
(mikpobionoriuyHu
1), BidyanbHun
KOHTpOrb:
BetTep Papma-

sikocTi(GionoriyHni) Bio-TexHonoaxi OxxeHepan,
I13painb. Takox BUNy4aeTbCsl BUPOOHWNYOT dpyHKLT
KOHTPOMb SKOCTi(TOYHICTb AO3YBaHHS) Ta BUMYCK
cepii BUpobHuka deppiHr KoHTponnes
TepanesTikc Jlimiten, BenukobputaHis,
3anuLIaeTbCs BigNoOBIiAANbHUM 32 BUPOOHULITBO
(36ipka LNpu1L-pyYKn Ans iH'eKUii), MapKyBaHHS,
BTOPVHHE NakyBaHHSA. 3anuaeTbes
anbTepHaTVBHUIA BUPOOHMK BiAnoBiaanbHMi 3a
KOHTPOSb SAKOCTI(TOYHICTb [03YBaHHSA) Ta BUMYCK
cepii PeppiHr MTM6X, HimeuunHa. 3minm | Tuny -
AamiHicTpaTMBHI 3MiHW. BunyyeHHs BUpoOHuUYoI
AinbHWUI (BKNtovatoun ainbHULi anst AdI,
NPOMiXHOro NPoAyKTy abo roToBOro nikapCcbkoro
3acoby, AinbHULI AnA NpoBeAeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOMO 3a BUMYCK Cepin,
MicLie NpoBeaeHHs1 KOHTPOrk cepii) abo
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

PdepriryHr TM6X
i Ko. KT,
HimeyuunHa
NPOMIXXHMIA
KOHTpPOrb B
npoueci
BUpPOBHMLTBA
(mikpobionoriyHu
1, 3aranbHun Ta
(PyHKLiOHanNbHU
1), KOHTPOInb
AKOCTI
(mikpobBionoriyHm
1), BidyanbHun
KOHTPO~b:
Bettep dPapma-
®epTiryHr F'M6X
i Ko. KT,
HimeyunHa
BidyanbHWn
KOHTPO~b:
Bettep dapma-
®epTiryHr FTM6X
i Ko. KT,
HimeyuunHa
BUPOBHMLTBO
(36ipka wnpuu-
pyyKM Ans
iH'ekuin),
MapKyBaHHS,
BTOPUHHE
naKyBaHHS:
®eppiHr
KoHTponneg
TepanesTikc
Nimiten,
BenukobputaHis
KOHTPOrb AKOCTI
(BionoriyHui):
Bio-TexHonoaxi
[xeHepan
(Ispainb) ITA.,
I13painb
BianosiganbHUn
3a BUNycK cepil,
KOHTPOIb SKOCTI
(xiMiyHW® Ta
TOYHICTb
[03yBaHHS):

nocTayarnbHvKa BMXiQHOTO MaTtepiany, peareHTty
abo JOMNOMiXXHOT PEYOBMHM (SIKLLIO 3a3HaYEHO Y
nocbke) BunyyeHHst BUpoOHUYoi ainbHuLi Bettep
dapma-depTiryHr F'mM6X i Ko. KIM, HimewuunHa
(LWroTueHwTp. 87, 99-101, 88212, PaBeHcbypr),
BiZNOBIganbHoOI 3a BidyarnbHWUIA KOHTponb. [JaHa
LiNbHULUSA NUWAETbCS BiANOBiganbHOW 3a
BMPOBOHMLTBO, NEPBUHHE NakyBaHHS, MPOMKHUIA
KOHTPOMb B NpoLeci
BUpPOGHMUTBa(MikpoGionoriYHuiA, 3aranbHUiA Ta
YHKLiOHaNbHWUIA), KOHTPOIb AKOCTi
(mikpobionoriyHui). 3anuwiaeTbes
anbTepHaTUBHWUIA BUPOBHUK BignoBiaanbHWI 3a
BidyanbHWI KOHTponb Bettep ®apma-®PepTiryHr
'M6X i Ko. KI' (A3eHGaHwTp. 2-4,88085,
INaHreHapreH, HimeuunHa) ta (FenbmyT-BeTTep-
LWTp. 10, 88213, PaBeHcbypr, HimeuunHa).
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
deppiHr M'M6X,
HimeyuunHa
252. | PEKOBEJb PO34MH ANs iH'ekwin deppiHr HaHia BUPOBHMLTBO, HimeyuunHa/ BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/17969/01/02
no 36 mkr/1,08 mn; dapmauesT nepBuHHe Benukobput | 3MmiHu | Tvny - AgMiHicTpaTuBHI 3MiHW. BunyyeHHs peuenmom
CKNSIHUN nkans A/C nakyBaHH4, aHisi/ BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULi Ans
6araTtogo30BuI NPOMIKHUIA I3painb A®I, npomixkHOro NpoaykTy abo rotoBoro
KapTpumx o6’emom 3 KOHTpOIb B nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHS
mn (ckno Tuny 1) 3 npoueci nakyBaHHsl, BUpo6GHWKa, BiAnoBigansHoro 3a
NOpLUHEM i3 BUpPOBHMLTBA BUMNYCK Cepili, MicLie NpoBeAEHHS KOHTPOIIO cepii)
6pombyTHnoBoro (mikpobionoriyHm abo nocTavarnbHuKa BUXigHOro matepiany,
Kay4yky Ta 1, 3aranbHWn Ta peareHTy abo JOMOMIXKHOT PEYOBUHY (SIKLLO
0GXUMHO pyHKLiOHanNbHM 3a3HayveHo y focbe) BunyyeHHs BUpobHMYOT
antoMiHieBoO 11), KOHTPOSb OinbHULI BigNOBiAanNbHOI 3a KOHTPOSb
KpULLKOIO 3 SKOCTI skocTi(GionorivHnin) KosaHc JTlabopaTtopis JlimiTeq,
BKMaAKOK 3 KayuyyKy, (mikpobionoriyHn BenukobpuTtaHisi. 3anuwaeTbes anbTepHaTUBHUN
NOMILLEHNI Y n): BUPOGHMK BignNoOBiganbHUIA KOHTPOSb

LLNPUL-PYYKY, Mo 1
WnpuL-py4ui y
KoMnnekTi 3 9
CTEPUNbHUMMU
ronkamu ans

iH ekuin (3
HepXasitoyoi cTani)
Y KapTOHHIlA kopobui

Bettep ®apma-
depTiryHr TM6X
i Ko. KT,
Himeuunna
NPOMIXXHMUIN
KOHTpOMb B
npoveci
BUpOGHMUTBA
(mikpobionoriuyHu
1, 3aranbHWn Ta
yHKUiOHaNbHN
1), KOHTPOIb
SIKOCTI
(mikpobionoriuyHu
1), BidyanbHuUin
KOHTpO~b:
BetTep ®apma-
PepTiryHr MTM6X
i Ko. KT,
HimeuunHa
NPOMDKHUIA
KOHTpOmb B
npoueci
BMPOGHMUTBA
(mikpobionoriyHu
1, 3aranbHui Ta
yHKUIOHaNbHN
1), KOHTPOIb
AKOCTI
(mikpobionoriuyHu
1), BidyanbHun
KOHTpOrb:
BetTep Papma-

skocTi(6ionoriyHnn) bio-TexHonomxi MxeHepan,
I3painb. Takox BUNy4YaeTbCst BUPOOHNYOT dyHKLLiT
KOHTPOSb AKOCTI(TOYHICTb [03YBaHHSA) Ta BUMYCK
cepii BUpobHuka ®eppiHr KoHTponnes
TepanesTikc JlimiTen, BenukobpuTaHis,
3anMaeTbCs BiANOBIAaNbHMM 3a BUPOBHMLITBO
(36ipka WNpuWL-pyYKn Ans iH'eKUin), MapKyBaHHS,
BTOPVHHE NaKyBaHHA. 3anuaeTscs
anbTepHaTUBHUIA BUPOOHUK BiAnoBiaanbHuMi 3a
KOHTPOMb SKOCTi(TOYHICTb AO3YBaHHS) Ta BUMYCK
cepii PeppiHr M'M6X, HimevunHa. 3mim | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHUUI (BkMtovatoum ainbHuui anst A,
NPOMiXHOro NPoAyKTy abo roToBOro nikapcbkoro
3acoby, AinbHULI A4NsS NpoBeAeHHs NaKyBaHHS,
BMpobHMKa, BiANOBIAANbLHOrO 3a BUMYCK Cepilt,
MicLie NpoBeAeHHs1 KOHTPOro cepii) abo
nocrayanbHuka BUXiAHOrO MaTepiany, peareHty
ab0o [ONOMIXKHOI PEe4OBMHM (SKLLO 3a3HaYeHOo y
pocbe) BunyyeHHst BupobHuyoi ginbHuui BeTttep
Papma-deprtiryHr 'm6X i Ko. KI, HimeuunHa
(LWoTueHwTp. 87, 99-101, 88212, PaBeHcbypr),
BiA4noBiganbHoI 3a BidyanbHWU KOHTponb. JaHa
OiNbHUUSA NULWIAETLCS BiANOBiaanbLHO 3a
BMPOBHMLTBO, NEPBUHHE NaKyBaHHSA, MPOMIKHUIA
KOHTPOSb B Npoueci
BMPOGHMLTBA(MIKpOGIONOrivYHWI, 3aranbHuii Ta
YHKLiOHanNbHWUIA), KOHTPOIb AKOCTI
(mikpobionoriyHui). 3anuwaetses
anbTepHaTUBHUIA BUPOGHMK BianoBiaanbHUi 3a
BidyanbHWi KOHTponb Bettep ®apma-PepTiryHr
'M6X i Ko. KI™ (Aii3eHbaHLwTp. 2-4,88085,
JlaHreHapreH, HimeyunHa) Ta (FenbmyTt-BeTTep-
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

PdepriryHr TM6X
i Ko. KT,
HimeyuunHa
BidyarnbHui
KOHTPO~b:
Bettep dapma-
DdepTiryHr TM6X
i Ko. KT,
HimeyuunHa
BUPOBHMLUTBO
(36ipka wnpuu-
pyyKM Ans
iH'ekuin),
MapKyBaHHS,
BTOPUHHE
naKyBaHHs:
PeppiHr
KoHTponneg
TepaneBTikc
Nimiten,
BenukobputaHis
KOHTPOrb SKOCTI
(6ionoriyHui):
Bio-TexHonoaxi
[xeHepan
(Ispainb) ITA.,
I13painb
BigNoBiganbHUN
3a BUNycCK cepil,
KOHTPOIb SIKOCTI
(xiMiyHWI Ta
TOYHICTb
[03yBaHHS):
PeppiHr M'M6X,
HimeyuyunHa

LWTp. 10, 88213, PaBeHcbypr, HimeuunHa).

253.

PEKOBEJb

PO34MH ANs iH'ekuin
no 72 mkr/2,16 mn;
CKNSIHUN
6araTo030BUN
KapTpumx o6’emom 3
M (ckro Tuny 1) 3
NopLUHEM i3
6pombyTrnoBoro
Kay4dyky Ta
0GXUMHO
anoMiHieBOIO
KPULLIKOHO 3
BKITAQKO0 3 Kayu4yKy,
NOMiLLLeHWN Yy

DeppiHr
dapmauesT
nkan3 A/C

LaHia

BUPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
NPOMDKHUI
KOHTpOMb B
npoveci
BMPOGHMUTBA
(mikpobionoriuyHu
1, 3aranbHun Ta
yHKUIOHaNbHN
1), KOHTPOIb
SKOCTI
(mikpobionoriuyHu
n):

Himeuumnna/
Benukobput
aHis/
I3painb

BHECEHHS1 3MiH [0 peecTpauiHuX maTtepianis:
3MmiHu | TUNY - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BUPOOHMYOT AinbHULi (BKITHOYAKOYM AiNbHALI ANst
AQI, npomixxHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHs, BAPOOHUKA, BiANOBiganbHOro 3a
BUWMYCK Cepili, MicLie NPOBEAEHHS KOHTPOO cepii)
abo nocTavanbHyKa BUXigHOro MaTtepiany,
peareHTy abo AOMOMIKHOT PEYOBUHM (SIKLLIO
3a3HayeHo y Aocbe) BunyyeHHs BUpobHUYOoT
[inbHUU BIANOBIAaNbHOI 3a KOHTPOINb
sikocTi(6ionoriyHnin) KoeaHc Jlabopatopis Nimiten,
BenukobpuTaHis. 3anuwaeTbes anbTepHaTUBHUN
BMPOGHWK BiANOBIgaNbHUIA KOHTPOMb

3a
peuenmom

UA/17969/01/03
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

LNPUL-PYYKyY, no 1
INpUL-py4Li y
komnnekTi 3 15
CTepUnNbHUMUN
ronkamu ans

iH ekuin (3
Hep>kaBitoyoi cTani)
Y KapTOHHIN kopobui

Bettep dPapma-
®epTiryHr F'mM6X
i Ko. KT,
HimeyuunHa
NPOMIDKHUIA
KOHTpPOrb B
npoueci
BMPOGHMUTBA
(mikpobionoriyHm
1, 3aranbHun Ta
yHKLiOHanbHN
1), KOHTPOSb
AKOCTI
(mikpobionorivHn
1), BisyanbHuWi
KOHTPO~b:
Bettep dapma-
depTiryHr TM6X
i Ko. KT,
HimeyunHa
NPOMIXXHUIN
KOHTpPOrb B
npoveci
BUpOBGHMUTBA
(mikpobionorivyHu
1, 3aranbHui Ta
yHKUIOHaNbHN
1), KOHTPOIb
SIKOCTI
(mikpobionoriuyHu
1), BidyanbHuUn
KOHTPO~b:
BeTtTep ®apma-
PepTiryHr MTM6X
i Ko. KT,
HimeyunHa
BidyanbHuUn
KOHTPO~b:
BeTttep dPapma-
PepTiryHr MTM6X
i Ko. KT,
HimeyunHa
BMPOGHMLUTBO
(36ipka wnpuu-
pYy4KM ans
iH'exuin),
MapKyBaHHS,
BTOPWHHE
nakyBaHHs:

sikocTi(bionorivHnin) bio-TexHonoaxi xeHepan,
13painb. Takox BUNy4YaeTbCs BUPOBHNYOI chyHKLT
KOHTPOMb SIKOCTi(TOYHICTb JO3YBaHHS) Ta BUMYCK
cepii BUpobHuka PeppiHr KoHTponnea
TepanesTikc Jlimiten, BenukobputaHis,
3anvwaeTbcs BiAnoBiganbH1M 3a BUPOOHULITBO
(3GipKka WnpuL-pyYkM Ans iH'eKLin), MapKyBaHHS,
BTOPWHHE MaKyBaHHs. 3anuwaetbcs
anbTepHaTUBHWI BUPOOHMK BiMOBiAanNbHUIA 3a
KOHTPOMb SIKOCTi(TOYHICTb JO3YBaHHS) Ta BUMYCK
cepii ®eppiHr TM6X, HimeuunHa. 3minu | Tuny -
AOMiHICTpaTUBHI 3MiHW. BunyyeHHs1 BUpOGHMYOI
OinbHUUI (BKNtoYatoum ginbHuui ans Adl,
NPOMKHOrO NPoAyKTy abo roToBOro Nikapcbkoro
3acoby, AinbHULI Ans NpoBeAeHHS NaKyBaHHs,
BMpo6HMKa, BiANOBIAanbLHOrO 3a BUMYCK Cepilt,
MiCLle NpoBeaEeHHS KOHTPOO cepii) abo
nocTayarnbHvKa BMXIigHOTO MaTtepiany, peareHTty
abo J0MNOMIPKHOI peHOBUHM (SIKLLLO 3a3HAYeHO Y
Aocbe) BunyyeHHs BupobHuyoi ginbHuUi BeTtTep
dapma-depTiryHr F'mM6X i Ko. KIM, HimewuunHa
(LWoTueHwTp. 87, 99-101, 88212, PaBeHcbypr),
BiANOBIganbHOI 3a BidyanbHW KOHTponb. [daHa
OiNbHULUSA NUWAETbLCS BiANoBiganbHO 3a
BUPOGHMLTBO, NEPBUHHE NaKyBaHHS, NPOMIKHUIA
KOHTPOMb B NpoLieci
BMPOGHMLTBA(MIKpOGIONOrivYHWIA, 3aranbHuii Ta
YHKLiOHaNbHWUIA), KOHTPOIb SKOCTI
(mikpobionoriyHuin). 3anuwaetscs
anbTepHaTUBHUIA BUPOOHUK BiAnoBiganbHuMi 3a
BidyarnbHWI KOHTponb BeTTep ®apma-PepTiryHr
'm6X i Ko. KI" (AideHbaHLwTp. 2-4,88085,
INaHreHapreH, HimewyunHa) Ta (FenbmyT-BeTTep-
LTp. 10, 88213, PaBeHcbypr, HimeuuunHa).
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
deppiHr
KoHTponneg
TepaneBTikc
Nimitea,
BenwukobpuTaHis
KOHTPOrb SKOCTI
(6ionoriyHunn):
Bio-TexHonogxi
[xeHepan
(I3painb) 14.,
I13painb
BigNoOBiganbHUN
3a BUNYyCK cepii,
KOHTPOIb AKOCTI
(XiMiYHWI Ta
TOYHICTb
[03yBaHHS):
deppiHr M'M6X,
HimeyunHa
254. | PEMMAKC- TabneTku XyBanbHi AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/11362/01/01
KB 3 M'SITHM CMaKoMm; "KNIBCbKW "KUIBCbKUIA 3MiHm | TNy - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI peuernma
no 6 TabneTok y n BITAMIHHUN Ta hapmakoHarnsay (iHwi amiHn).
6nictepi; no 3 BITAMIHHA 3ABO[O" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
6nictepu y nayui v 3ABOL" BTOPUWHHOI yNaKoBKM Nikapcbkoro 3acoby, a came
BUMYyYeHo iHpopmaLito, BUKNageHy poCiNCbKO
MOBOIO; YKPAIHCbKU TEKCT MapKyBaHHS
npoay0brnbLoBaHO aHrNiNCLKOK MOBO. BBeaeHHs
3MiH NpOTSArom 6-TW MicALiB MicNs 3aTBEPAXKEHHS.
255. | PEMMAKC- TabneTku xyBarnbHi AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: bes - UA/12126/01/01
KB 3 ManvMHOBUM "KNIBCbKW "KUIBCbKUN 3MiHu | TNy - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI peuernma
cmakom; no 6 n BITAMIHHAW Ta chapmakoHarnsagy (iHwi 3miHum).
Tabnetok y 6nictepi; | BITAMIHHA 3ABO[T" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
no 3 6nictepuy ” 3ABOO" BTOPWHHOI YNaKOBKW NMikapCcbkoro 3acoby, a came
navui BUMYyYeHo iHpopmaLito, BUKNaZAeHy pOCifCbKO
MOBOIO; YKPAIHCbKUA TEKCT MapKyBaHHS
npoay0brnbLoBaHO aHrMiNCLKOK MOBO. BBeaeHHs
3MiH NpOTSArom 6-TW MiCsILiB MicNs 3aTBEPOAXKEHHS.
256. | PEMMAKC- TabneTku XyBasnbHi AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: be3 - UA/12125/01/01
KB 3 anenbCUHOBUM "KUIBCbKW "KMUIBCbKWNIA 3MiHu | Tuny - 3miHK wopo 6esnekn/ePeKTUBHOCTI peuenma
cmakom; no 6 n BITAMIHHAW Ta chbapmakoHarnsay (iHLWi 3miHuM).
Tabnetok y 6nictepi; | BITAMIHHA 3ABO[T" 3MiHM BHECEHO Y TEKCT MapKyBaHHS MEPBUHHOI Ta
no 3 Gnictepny n 3ABOO" BTOPWHHOI YNaKoBKW Nikapcbkoro 3acoby, a came

navuj

BUMyYeHo iHpopmaLito, BUKNageHy pOoCiNCbKoo
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoay06nbLoBaHO aHrNINCLKOK MOBO. BBeaeHHs
3MiH NpOTSArom 6-TW MiCAILiB MiCNs 3aTBEPKEHHS.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
257. | PIANITPIC cnpen HasanbHWUN, 'meHmapk Lsenuapi meHmapk IHAis BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3a - UA/18235/01/01
[,030BaHUi, CnewianTi a dapmacbioTukan 3miHu | TUNy - 3miHKn Wwopo 6e3nekn/edPekTUBHOCTI peuenmom
CYCMeH3sis; C.A. 3 Nl1a. Ta dhapmakoHarnsgy. 3miHa YactoTu Ta/abo
no 56, 120 a6o 240 TEPMIHIB NoAaHHS PerynspHO OHOBOBAHUX 3BiTiB
nosy 3 Be3neku nikapcbkmx 3acobis - 3miHa YacToTh Ta
nonieTMneHoBoMy TepMiHy NogaHHs perynsipHo OHOBIOBAHOTO 3BiTy
conakoHi; no 1 3 Ge3neku nikapcbkoro 3acoby: [itoya pegakuis:
nakoHy 3 Yacrota noganHa PO3B — 3 poku; KiHuesa gata
003YH04MM HacOCOM- AN BKMoYeHHs aaHux go PO36 — 25.04.2023 p.;
po3nuoBayeM, [ata nogaHHsa — 04.07.2023 p. MNMponoHoBaHa
3aKpUTUM pepakuisa: Yactota nogaHHa PO3b — 1 pik;
KOBNa4ykom, y KiHueBa gata ans BkntoYeHHs aaHux go PO36 —
KapTOHHiI kopoOLi 25.04.2024 p.; ata nogaHHs — 04.07.2024 p.
PekomeHaoBaHO [0 3aTBEpAKEHHS BiAMOBIAHO A0
nepioaMYHOCTI NOAAHHS PerynsipHO OHOBIOBAHMX
3BIiTiB 3 6e3neku nikapcbknx 3acobis y
€ponercbkomy Cotosi.
258. | POBAMELQ ® | TabneTku, BKPUTI Mepokemi Kinp BUPOBHMLUTBO Kinp BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a He UA/15599/01/01
NNiBKOBOO 7O Hepo3cacoBaHo 3MiHn | TMNY - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnsieae
060MnoHKo10, MO 5 Mr; ro NpPoAykTy, Ha3BW nikapcbKoro 3acoby
no 10 Tabnetok y [03Bin Ha 3MiHM BHeCeHi LLoa0 Ha3Bwu fikapcbkoro 3acoby.
6nictepi; no 3 abo 6, BUMYCK cepii: 3artsepaxeHo: POBAME/[ (ROVAMED)
abo 9 6nicTepis B Mepokemi NTA B3anponoHosaHo: POBAME[® (ROVAMED)
KapTOHHiI kopooLi (LleHTpanbHuin BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3asog), Kinp 3aTBepakeHHs1 3MiHu | Tuny - 3MiHn Wwopo
BMPOGHMLTBO 6esnekn/edeKkTMBHOCTI Ta dhapmakoHarnsagy (iHwi
Hepo3dpacoBaHO 3MiHN) 3MiHW BHECEHI B TEKCT MapKyBaHHS Ha
ro NPoOAyKTy, NEepBUHHIN Ta BTOPUHHIN ynakoBLi, a came
KOHTPOIb SIKOCTI, YTOYHEHHS BUKNageHHs iHopMauii Wwoao aatun
nepBUHHE Ta BUPOGHMLUTBA, 4aTU TEPMIHY NpMAATHOCTI, HOMepy
BTOPUHHE cepii Ta Homepy Pl1. BBegeHHs 3MiH NpoTsirom 6-
nakyBaHH4, TV MiCSILiB Micns 3aTBEPKEHHSI
[03Bin Ha
BUMYCK cepii:
Mepokemi JITOQ
(3aBog AZ), Kinp
259. | POBAMELQ ® | Tabnetku, BKpUTI Mepokemi Kinp BMPOGHMLUTBO Kinp BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a He UA/15599/01/02
NniBKOBOIO nTa Hepo3dacoBaHo 3MiHn | TMNy - AgMiHiCTpaTMBHI 3MiHW. 3MiHa peuenmom nidnseae
obornoHkoto, no 10 ro NpoaykTy, Ha3BM Nikapcbkoro 3acoby
mr; no 10 TabneTok [03Bin Ha 3MiHM BHECEHI LWoJ0 Ha3BW nikapcbkoro 3acoby.
y 6nictepi; no 3 abo BUNYCK cepii: 3aTtBepaxeHo: POBAME[ (ROVAMED)
6, abo 9 bnicTepis B Mepnokemi NTO B3anponoHosaHo: POBAME® (ROVAMED)
KapTOHHiIl kopobui (UeHTpanbHui BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicnsa
3asog), Kinp 3aTBepkeHHs 3MiHu | Tuny - 3MiHn Wwopo
BMPOGHMLUTBO 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
Hepo3dpacoBaHO 3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHSs! Ha

ro npoaykTy,
KOHTPOIb SKOCTI,
nepBUHHE Ta

NEepPBUHHIN Ta BTOPUHHIN ynakoBLi, a came
YTOYHEHHS BUKNageHHs iHdopMauii Wwoao aatn
BMPOGHMUTBA, AaTU TEPMIHY NpMAATHOCTI, HOMepy
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BTOPUHHE cepii Ta Homepy PI1. BBegeHHs 3MiH NpoTsirom 6-
nakyBaHHS, TV MiCSILiB Micns 3aTBEPAKEHHSI
[03BiN Ha
BUMYCK Cepii:
Mepokemi NTA
(3aBog AZ), Kinp
260. | POBAMEQ ® | TabneTku, BKpUTI Mepokemi Kinp BMPOBHMLTBO Kinp BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/15599/01/03
NniBKOBOO nTa HeposdacoBaHo 3Mminu | Tuny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa peuenmom | niidnseae
o6onoHkoto, no 20 ro NPoAyKTy, Ha3BW nikapcbKkoro 3acoby
mr; no 10 TabneTok [03Bin Ha 3MiHM BHeCeHi LLoa0 Ha3Bwu flikapcbKkoro 3acoby.
y 6nictepi; no 3 abo BUWMYCK cepii: 3artsepaxeHo: POBAME[ (ROVAMED)
6, abo 9 bnicTepis B Megokemi T 3anponoHoBaHo: POBAME® (ROVAMED)
KapTOHHiI kopooLi (LleHTpanbHui BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aBog), Kinp 3aTBepAKEHHST 3MiHM | TNy - 3MiHN Wwono
BUPOBHMLUTBO 6e3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
Hepo3cacoBaHo 3MiHM) 3MiHWM BHECEHi B TEKCT MapKyBaHHS Ha
ro NPoAyKTy, NEepPBUHHIN Ta BTOPUHHIN ynakoBsLi, a came
KOHTPOIb SKOCTI, YTOYHEHHSs1 BUKNafeHHa iHbopMauii woao aatm
nepBUHHE Ta BMPOGHMLUTBA, 4aTU TEPMIHY NpMAATHOCTI, HOMepy
BTOPUHHE cepii Ta Homepy Pl1. BBegeHHs 3MiH NpoTsirom 6-
nakyBaHHS, TV MicAILiB Nicnsa 3aTBEPOKEHHS
[03Bin Ha
BMNYCK cepii:
Mepokemi JIT[]
(3aBog AZ), Kinp
261. | POBAMELQ ® | Tabnetku, BKPUTI Mepokemi Kinp BMPOGHMLTBO Kinp BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a He UA/15599/01/04
NniBkOBOIO nTa Hepo3dpacoBaHo 3minu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa peuenmom | nidnsizae
o6onoHkoto, no 40 ro NPoAyKTy, Ha3BU nikapcbKoro 3acoby
mr; no 10 TabneTok [03BiN Ha 3MiHM BHECeHI LLoa0 Ha3Bu nikapcbkoro 3acoby.
y 6nicTtepi; no 3 abo BUNYCK cepii: 3atBepaxeHo: POBAME[ (ROVAMED)
6, abo 9 bnicTepis B Mepokemi NTA B3anponoHosaHo: POBAME® (ROVAMED)
KapTOHHIN kopobui (LlenTpanbHuin BBeaeHHs 3miH npoTarom 6-Tu micauiB nicns
3asog), Kinp 3aTBepakeHHs1 3MiHu | Tuny - 3MiHn Wwopno
BMPOGHMLUTBO 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi
Hepo3dacoBaHo 3MiHN) 3MiHM BHECEHI B TEKCT MapKyBaHHS Ha
ro NPoAyKTy, NEepBUHHIN Ta BTOPUHHIN ynakoBLi, a came
KOHTPOrb SIKOCTI, YTOYHEHHS BUKNageHHs iHdopMauii Woao aatn
nepBuHHe Ta BMPOBHMLUTBA, AaTu TEPMIHY NpMAATHOCTI, HOMepy
BTOPUHHE cepii Ta Homepy Pl1. BBegeHHs 3MiH NpoTsirom 6-
nakyBaHHS, TV MicsILiB Nicns 3aTBEPOKEHHS
[03BiN Ha
BUMYCK cepii:
Mepokemi 1T}
(3aBog AZ), Kinp
262. | CANO®ANDLK | rpaHynu Op. ®anbk HimeuwunH | BignosiganbHum HimevuunHa BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis: 3a - UA/3745/01/03
racTpope3nCTEHTHI dapma a 3a BMNYCK cepiln 3minHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
NPOMOHIroBaHoI Aji m6X KiHLeBOro Ta cbapmakoHarnsany. BeegerHst abo 3miHu oo

no3rno558r
rpaHyn y nakeri

npoaykty: Op.
Panbk Papma

y3aranbHeHWX faHux Npo cucTemy
hapmakoHarnsgy (BBedeHHs y3ararbHEeHUX daHuX
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

«[pany-CTuke»; no
50 nakeTiB y kopobui
3 KapTOHY

m6X,
HimeuuuHa;
Bupo6Humk
[030BaHoi
dopmu,
nepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOSb SIKOCTi:
JlosaH dapma
'm6X (HoeHbypr
cauT),
Hime4vuuHa;
dapbin ®apma
'mM6X,
Hime4vuuHa;
Bupo6HuK,
BigNoOBiganbHUN
3a NepBuHHE,
BTOPUHHE
nakyBaHHsi Ta
KOHTPOSb SIKOCTi:
JlozaH ®apma
'M6X (Ewbax
cant),
HimeuuuHa;
BUPOGHWK,
BigNoBiganbHUN
3a KOHTPOIb
SKoCTi: HaykoBo-
nocnigHun
iHCTUTYT
Xennenep
'mM6X,
HimeuuuHa;
BUPOOHMK,
BigNoBiganbHUN
3a KOHTPOIb
SAKOCTI:
anndamep
OAPBIN
ApuHanmiTTenb
'mM6X,
HimeyuunHa

npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiaanbHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEeHHI
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a hapmakoHarnsa.

[iroya pepakuin: Dr. Andrea De Lacovo / O-p
Anppea [e Jlakoso. NponoHoBaHa pegakuis: Dr.
Carsten Wieser / 1-p KapcteH Bisep.
3MiHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOI 0cobu
3asiBHMKA, BiANOBiAanbHOI 3a hapMakoHarnag.

263.

CAHOMEH

cnpew HasanbHUi,
[030BaHUN,
cycneHsia 50
MKr/go3y; no 60 abo
120, abo 140 gos y

Canpos
dapmacbioTi
Kans a.n.

CnoseHis

Jlek
dapmaueBTU4Ha
KoMnaHisa a.a.

CnoBeHisi

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsay. 3miHa y KOpoTKil
XapakTepuCTuLL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUIii ANs Megu4Horo

3a
peuernmom

He
nidnsieae

UA/15870/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTelHepi; no 1 3aCTOCyBaHHA Ha NifgcTasi perynsapHo
KOHTEVHepy y OHOBIOBAHOIO 3BiTYy 3 6e3neky Nikapcbkoro
Kopobui 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauiiHui nepiog,
abo sik pe3ynbTaT OLUiHKM 3BITY 3 AOCHIAKEHD,
npoBeAeHnX BigNOBIAHO A0 NnaHy neaiaTpuyHNX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUii ANS MeanMYHOro
3acToCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaar”
(BHECEHO aoaaTkoBi 3acTepexeHHst), "Oitn"
(BHeceHo goaaTkoBi 3acTepexeHHs ), "MNobivHi
peakuii" BianoBigHO 4O OHOBNEHOI iHGopMmauii 3
6e3nekn 3acTocyBaHHs nMikapcbKoro 3acoby.
TepmiH BBEOEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPAKEHHS
264. | CAHOPUH cnpew HasanbHWUiA, AT YkpaiHa NOBHUIA LNKI Yecbka BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/2455/04/01
po3uuH, 1 mr/mm; no "®apmak” BMPOBHMLUTBA: Pecny6nika/ 3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka peuenma
10 Mn y onakoHi 3 TeBa Yex CnoBaubka | peecTpauifiHoro noceigyeHHs) (3rigHo Hakazy MO3
MexaHiYHUM IHgacTpis c.p.o., Pecnybnika Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsrom
posnunosayem, no Yecbka 6-T MicaUiB Micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
1 conakoHy pasom 3 Pecny6nika 3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
annikaTopom ans CaHeka dapmakoHarnsgy. BeegerHs abo 3amiHn go
NOPOXHWHN HOCa B dapmachioTikan y3aranbHeHUX AaHux nNpo cucTemy
kopooui 3 AT, dapmakoHarnsgy (BBeAeHHs y3ararnbHEeHUX AaHuX
CnoBaubka npo cuctemy papmakoHarnsgy, amiHa
Pecny6bnika YNOBHOBAXeEHOI 0cobu, BignoBigansHoi 3a

30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
dapMakoHarnagy 3asBHuka Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHS hapmakoHarnsgy (Bkrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTep-darina cucremu chapmakoHarnagy).
3miHa ynoBHOBaxeHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnag. Hitova
pepakuis: IBaH Kimnpiy / Ivan Cimprich.
[MponoHoBaHa pepakuis: Kopaepo ManvHa
AHppiiBHa. 3MiHA KOHTAKTHUX AaHWX
YMNOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNoBigansHoOi
3a (papmakoHarnsig. 3miHa MicLe3HaxooKeHHs
mMacTep-anna cuctemu hapmakoHarnsgy Ta noro
HoMepa. 3MiHa MicuUs 34iNCHEHHS] OCHOBHOT
JisnbHocTi 3 dhapmakoHarnsgy. 3minu | Tuny -
3MiHM Wwoao 6e3nekn/eekTUBHOCTI Ta
hapmakoHarnsigy (iHwi 3amiHn). 3mMiHW BHeceHi B
TEKCT MapKyBaHHs1 YNaKoBKW Nikapcbkoro 3acoby
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oo 3asiBHMKA. 3MiHM BHECEHI B TEKCT
MapKyBaHHS Ha NEPBUHHY Ta BTOPUHHY YMaKOBKN Y
3B'A3KY 3i 3MiHOI 3asIBHUKA, BUNyYEHHSA
iHcbopMalLii pociiCbkolo MOBOIO Ta iHLLI He3HaYHi
3MiHW. BBeaeHHs 3miH npoTarom 6-tu micsiuiB
nicns 3aTBepAKEHHs!

265.

CAHOPUH

Kpanni Ha3anbHi,
emynbcis, 1 mr/mn;
no 10 Mn y conakoHi;
no 1 cpnakoHy
pPa3oM i3 KPULLIKOKO-
KpanenbHuLeto B
Kopobui

AT
"®apmak”

Ykpaina

Tesa Yex
IHgacTpis c.p.o.,
Yecbka
Pecny6bnika
CaHeka
dapmachkioTikan
3 AT,
CnoBaubka
Pecnybnika

Yecbka
Pecny6nika/
CnoBaubka
Pecnybnika

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauiiHoro noceigvyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpOTArom
6-Tv MicaUiB nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHUX AaHux Npo CUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobw, BiaNoBiAanbHoI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi, yNOBHOBaXXeHOT ocobu, BianosiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (BknoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
mMacTep-daiina cuctemm hapmakoHarnsgy).
3miHa ynoBHOBaxeHOoT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnag. Hitova
pepakuis: IBaH Kimnpiy / Ivan Cimprich.
[MponoHoBaHa pepakuis: Kopaepo ManuHa
AHppiiBHa. 3MiHa KOHTAKTHUX JAHWX
yMNOBHOBaXeHoI ocobu 3asiBHWKa, BignoBigansHoi
3a (papmakoHarnsig. 3mMiHa MicLe3Haxo4KeHHs
macTep-danna cuctemu papmakoHarnsgy Ta noro
HoMepa. 3MiHa MicLs 34iNCHEHHS OCHOBHOT
AisnbHocTi 3 dpapmakoHarnsgy. 3miHu | Tuny -
3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi amiHu). 3MiHM BHeceHi B
TEKCT MapKyBaHHS! Ha NEPBUHHY Ta BTOPUHHY
YNaKOBKW y 3B'A3KY 3i 3MiHOO 3asiBHUKA,
BUMYYEHHS iHopMaLii pOCINCbKOD MOBOIO Ta iHLLI
He3HauyHi 3MiHW. BBegeHHs 3MiH NpoTsrom 6-tu
MicsLB Micnsi 3aTBEPOKEHHS.

be3
peuenma

UA/2455/01/01

266.

CAHOPUH

Kpanni Ha3anbHi,
po3uuH 0,5 mr/mn;
no 10 mn y donakoHi
3i ckna; no 1
dnakoHy,
OCHalLieHOMy
KpanenbHuLeto Ta
KPWLLIKOHO Y

AT
"®apmak”

YkpaiHa

Tesa Yex
IHaacTpi3 c.p.o.,
Yecbka
Pecny6bnika
CaHeka
dapmackioTikan
3 AT,
CrnioBalbka

Yecbka
Pecny6nika/
CnoBaubka
Pecny6bnika

BHECEHHS1 3MiH 4O peecTpauiHuX maTtepianis:
3MiHa 3asBHuka J13 (MIBI) (BnacHuka
peecTpaLinHOro Noceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsiroM
6-Tv MicaLiB nicns 3aTBepAXEHHs. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. BeenerHs abo 3amiHn go
y3aranbHEeHWX JaHuX Npo cUCTeMy

6e3
peuenma

UA/2455/02/01
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KapTOHHiIN kopooLi

Pecnybnika

dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy, amiHa
YyNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
dapmakoHarnagy 3asBHUKa ANs 34iNCHEHHsI
dapmakoHarnagy B YkpaiHi, sKLLO BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BianoBiganbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLeHHi
mMacTep-daiina cuctemm hapmakoHarnsgy).
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,
BiAnNoBiganbHOI 3a bapmakoHarnag. Litova
peaakuist: IBaH Kimnpiy / lvan Cimprich.
lMponoHoBaHa pepakuis: Kopgepo NanuHa
AHppiiBHa. 3MiHa KOHTAKTHUX SaHMX
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a (hapmakoHarnsg. 3MiHa mMicLe3HaxomKeHHst
mMacTtep-channa cuctemm hapmakoHarnagy ta noro
Homepa. 3MiHa Micus 34iICHEHHS1 OCHOBHOI
AianbHOCTi 3 apmakoHarnsaay. 3minm | Tuny -
3MiHn Wwoao 6e3nekun/edekTUBHOCTI Ta
tapmakoHarnagy (iHwi 3MiHWM) BHECEeHi B TEKCT
MapKyBaHHS1 Ha NEPBUHHY Ta BTOPUHHY YMAKOBKU Y
3B'A3KY 3i 3MiHOI 3asBHUKA, BUNyYEHHSA
iHdbopMmaLii POCINCbKOK MOBOI Ta iHLWI HE3HAYHI
3MiHW. BBeaeHHs1 3miH npoTarom 6-tu micsiuiB
nicns 3aTBEpAXKEHHS!

267.

CAHOPUH

crnpew HasanbHUw,
po34uH, 0,5 mr/mn
no 10 Mn y donakoHi;
no 1 pnakony
pasom 3
annikatopom Ans
MOPOXHWHM HOCa B
Kopobui

AT
"®apmak”

YkpaiHa

MOBHUI LMK
BMPOBHMLTBA:
Tesa Yex
IHaacTpi3 c.p.o.,
Yecbka
Pecny6bnika
CaHeka
dapmachioTikan
3 AT,
CnoBaubka
Pecny6bnika

Yecbka
Pecny6bnika/
CnoBaubka
Pecny6bnika

BHECEHHS1 3MiH O peecTpauinHMX maTepianis:
3MmiHa 3asBHwuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceig4eHHs) (3rigHo Hakady MO3
Big 23.07.2015 Ne 460). BBegeHHs 3MiH NpoTsiroM
6-T MicaLiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MmiHu Wwopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeegerHs abo 3amiHn fo
y3aranbHeHNX AaHux Npo cucTemy
dapmakoHarnagy (BBefeHHs y3aranbHeHVX AaHux
npo cuctemy dapmakoHarnagy, amiHa
YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa Ans 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHs1 hapMakoHarnsay (Bkovaym
KOHTaKTHi fjaHi) Ta/abo 3MiHW y pO3MiLLiEHHi
macTtep-darina cuctemu chapmakoHarnagy).
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKa,
BignoBiganeHoi 3a hapmakoHarnag. Hirova
pepakuis: IBaH Kimnpiy / Ivan Cimprich.
[MponoHoBaHa pegakuisi: Kopgepo NanuHa

6e3
peuenma

UA/2455/04/02
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
AHppiiBHa. 3MiHa KOHTAKTHUX SaHMX
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BigMNOBiganbHOI
3a chapmakoHarnsg. 3MiHa micLe3HaxoaKeHHs!
MacTtep-hanna cuctemum papmakoHarnsagy ta noro
Homepa. 3MiHa Micusi 3aiCHEHHSI OCHOBHOI
nisinbHOCTI 3 hapmakoHarnsagy. 3MiHum | Tuny -
3MiHn Wwoao 6e3nekun/ehekTBHOCTI Ta
dapmakoHarnsaay (iHwi 3MiHW) BHECEHI B TEKCT
MapKyBaHHs1 Ha NEPBUHHY Ta BTOPUHHY YNaKoBKW Y
3B'A3KY 3i 3MiHOI 3asIBHUKA, BUNyYEHHSA
iHcpopMaLii poCIiCbKOKO MOBOIO Ta iHLUI HE3HAYHI
3MiHW. BBegeHHa 3MiH npoTarom 6-Tu micsauis
nicns 3aTBEpAKEHHS!
268. | CAPIH® PO34MH OparnbHUN, AT YkpaiHa AT "dapmak" YkpaiHa BHECEHHS1 3MiH O peeCcTpaLiiHUX maTtepianis: bes3 - UA/16480/02/01
200 mr/mn no 100 "®dapmak” 3Mminn Il Tuny - 3miHm 3 akocTi. ASl. BupobHMLTBO. peuenma
mn, 200 mny 3MiHa BUpOGHMKa BUXiQHOTrO/MPOMIXKHOMO
dnakoHi; no 1 npoayKTy/peareHTy, Lo BUKOPUCTOBYIOTECS Y
hnakoHy 3 FTOXKKOH0 BMpobHM4oMy npoueci A®I, abo amiHa BUpobHMKa
[03yBarnbHO Y (Bkrtovaroum, ge HeobxigHo, MicLe NpPoBeaEHHSs!
navui KoHTponto skocTi) A®I (3a BigcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
capmakonei y 3aTBepAXeHoOMy A0ChE)(BBEAEHHS
HoBOro BMpo6Huka APl 3 HagaHHSaM mMacTep-
danna Ha APl) BBegeHHs HoBoro BnpobHuka AdI
L-ApriHiHy acnapTart - FAES FARMA, S.A., IcnaHis
3 HapgaHHsaM IM® o 3aTBepmxeHoro BUpobHuKa
A®I| Flamme, S.p.A., ITanis
269. | CEPOONEKT TabneTtkn, BKpUTI JlyHo6ek [aHis BUPOBHMLTBO [anis BHECEHHS 3MiH JO peECTpaLiiHUX maTepianis: 3a - UA/5601/01/01
obornoHkoto, no 4 mr; | Ekcnopt A/C Hepo3dacoBaHo 3MiHwm Il Tuny - 3miHn Wwopo 6e3neku/edpekTnBHOCTI |  peyenmom
no 10 TabneTok y ro NPoAykKTy, Ta cpapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
6nictepi; no 3 nepBuHHE Ta 30060B'A3aHb Ta YMOB BuJaui peecTpaLiiHoro
6nictepu B BTOPUHHE nocBiAYeHHs, BKtoyatoun MNnax ynpasniHHA
KapTOHHiI kopobui nakyBaHHs, pu3unkamm (iHLLi 3MiHK) -
BUMyck cepin: X. 3asiBHMKOM HalaHO OHOBIIEHWIA MMaH ynpaBniHHSA
TNynp6ek A/C, pusukamu Bepcis 5.1. 3MiHN BHeceHo A0 YacTuH: |l
HaHis; «Cneumdikauis 3 6e3nekumy, Il «MnaH 3
BUNpPOOYBaHHs apmakoHarnsgy», V «3axoam 3 mMiHimizauii
32 NOKa3HNKOM pusukiey», VI «Pestome nnaHy ynpasniHHSA
"MikpobionoriuH pusmkammny, VIl «JdogaTkuy y 38’a3Ky 3
a yncrora™ BuAaneHHsaM puU3uKiB Ta JoAaBaHHSAM pe3ynbTaTis
EypodiHc pocnimkeHHs 14290A. CtpykTypy MYPa 6yno
Biodpapma OHOBIEHO BiANOBIAHO A0 pekoMeHpaauin Guideline
MpogakT TecTiHr on good pharmacovigilance practices (GVP)
HeHmapk A/C, Module V — Risk management systems (Rev 2).
OaHis Pestome nnaHy ynpasniHHS pusmkamu Bepcis 5.1
nopaetbest
270. | CEPOONEKT TabneTtkn, BKpUTI JlyHpbek Oania BUPOBHMLTBO OaHis BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a - UA/5601/01/02
obornoHkoto, no 12 Ekcnopt A/C Hepo3dgacoBaHo 3MiHu Il Tuny - 3miHK Wwopo 6e3nekn/edpekTnBHOCTI |  peyenmom

Mmr; no 14 TabneTok

ro NpoaykTy,

Ta papmakoHarnsgy. BHeceHHsi abo 3miHa(un) oo




161

[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
y GnicTepi; no 2 nepBuHHE Ta 30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
6nictepu B BTOPUHHE nocBiAYeHHs, BKMoYatoun MNnaxH ynpasniHHA
KapTOHHiI kopooLi nakyBaHHs, puamkamm (iHLwi 3miHu) -
BUMYCK cepin: X. 3asBHMKOM HafaHO OHOBMEHU MnaH ynpaBniHHsA
NyHpGek A/C, pusukamm Bepcis 5.1. 3MiHN BHECEHO A0 YacTuH: ||
HaHis; «Cneumdikauis 3 6e3nekmy, lll «MnaH 3
BUNPOOYBaHHSA apmakoHarnsgy», V «3axoam 3 MiHimisauii
33 MOKa3HNKOM pusukie», VI «Pestome nnaHy ynpasniHHA
"MikpobionoriyH pusmkammy, VII «dogaTkuy y 38’a3Ky 3
a yncroTa™ BUAaneHHaM pU3nKiB Ta JoAaBaHHSAM pe3ynbTaTis
EypodiHc pocnigxenHsa 14290A. Ctpyktypy MYPa 6yno
Biocapma OHOBJEHO BigMNoBiaHO 40 pekoMeHaauin Guideline
MpopakT TecTiHr on good pharmacovigilance practices (GVP)
HeHmapk A/C, Module V — Risk management systems (Rev 2).
[aHis Pestome nnaHy ynpasniHHA pu3ukamu Bepcia 5.1
aopaetbest
271. | CITPA TabneTkn, BKpUTI [DKIBOXAP IHAisA BadHa IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/13928/01/01
NNiBKOBOO A ®APMA dapmachkioTikan 3MiHa 3asiBHMKaA (BracHMKa peecTpaLiiHoro peuenmom nidnsieae
0bornoHkoto, no 50 NPAMBIT cllro. noceigyeHHs) (3rigHo Hakady MOS Big 23.07.2015
mr; no 1 Tabnetui y NIMITEQ Ne 460). TepmiH BBeAEHHS 3MiH MPOTAroM 6

6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi;
no 4 Tabnetkny
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLji

MicsiLiB nicnsi 3aTBepaKEHHS. 3MiHu | Tuny - 3MiHn
oo 6esnekun/edhekTUBHOCTI Ta
cbapmakoHarnsgy. BeegeHHs abo 3miHm oo
y3aranbHeHUX AaHux nNpo cuctemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHoT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bi ynoBHOBakeHOi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmakoHarnsgy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy). 3miHa
YNOBHOBAXEHOI 0cobM 3asiBHMKA, BignoBigansHoi
3a papmakoHarns. firova pegakuis:
[onanakpiwHa MNanikep BiHy. MNponoHoBaHa
pepakuisa: O-p Pagpkan Oy6en. 3MiHa KOHTAKTHUX
[OaHux ynoBHoBaxeHoi ocobu, BiAnoBiganbHoi 3a
capmakoHarnsg.
3MiHa KOHTaKTHOI 0cobU 3asiBHUKA,
BignoBiganeHoi 3a dpapmakoHarnag B YKpaiHi.
[itoya pepakuis: IBaHuubkni AHOpi Bacunbosuy.
MponoHoBaHa pepakuisi: HikiTueHkoBa JltoboB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aABHUKKa, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi. 3MiHa micusa
30iICHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy. 3miHa agpecu Mactep-carina




162 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHu
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHm). OHOBNEHHS TEKCTY
MapKyBaHHs1 yakoBKM NnikapcbKoro 3acoby 3
BHECEHHAM iHdopMalLlii LLOAO 3a3Ha4YeHHS
OAVHWLb BUMIptOBaHHS y cucTemi Sl, a Takox
BHECEHHS peJaKUiHUX NpaBoK. TepMiH BBEAEHHSA
3MiH NpoTArom 6 MicsUiB Nicns 3aTBEPAXKEHHS.
272. | CITPA TabneTkn, BKPUTI DKIBOXAP IHpis BbadHa IHAis BHECEHHS1 3MiH O peecTpaLinHMX maTepianis: 3a He UA/13928/01/02
NNiBKOBOO A ®APMA dapmachkioTikan 3MiHa 3asiBHMKaA (BracHMKa peecTpauiiHoro peuenmom nidnsieae
obonoHkoto, no 100 MPAVBIT c Nna. noceigyeHHs) (3rigHo Hakasy MOS Big 23.07.2015
Mmr; no 1 Tabnetui y JIIMITELQ Ne 460). TepmiH BBeAEHHSI 3MiH NPOTSArom 6

6nictepi; no 1
6nictepy B
KapTOHHIN ynakoBLyj;
no 4 Tabnetkny
onictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

MicsiLiB nicnsi 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edhekTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3amiHm oo
y3aranbHeHUX AaHux nNpo cuctemy
bapmakoHarnsgy (BBeAeHHSs y3aranbHEHNX AaHnx
npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBa)eHOi ocobu, BignoeigansHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
thapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
chapmakoHarnagy B YKpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBa)XE€HOI 0CO0M, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bkiovarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHI
MacTep-canna cuctemu papmakoHarnsaay). 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHOI
3a papmakoHarns. [itova pegakuis:
lonanakpiwHa Manikep BiHy. MponoHoBaHa
pepakuis: O-p PapxaH Oy6en. 3MiHa KOHTaKTHUX
[OaHunx ynoBHoBaxeHoi ocobu, BianoBiganbHoi 3a
capmakoHarnsg,.
3MiHa KOHTaKTHOI 0CObM 3asiBHUKA,
BiAgnoBigansHoi 3a dhapMakoHarnag B YKpaiHi.
[itoya pepakuis: IBaHnubkui AHOpi Bacunbosuy.
MponoHoBaHa pepakuis: HikiTueHkosa JltoboB
IBaHiBHA. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHOI 3a
papmakoHarnsig B YkpaiHi. 3miHa micus
30iCHEeHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-canna
cucTeMu chapmakoHarnsigy Ta oro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn). OHOBNEHHS TEKCTY
MapKyBaHHs1 YNakoBKM Mikapcbkoro 3acoby 3
BHECEHHAM iHpopmaLii Loao 3a3HaYeHHS
OAVHWLb BUMIpIOBaHHS y cucTemi Sl, a Takox
BHECEHHS pefaKuiiHUX NpaBoK. TepMiH BBeEHHS
3MiH NpoTSArom 6 MicsUiB NicNs 3aTBEpPAKEHHS.
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
273. | connAQEiH TabneTkn, BKpUTI XaneoH HOK Benvka "makcoCwmiTKna Ipnangis BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: be3 - UA/12239/01/01
AKTUB obonoHKoto; Mo 12 Tpenainr BputaHis nH [anrapsaH 3MiHM | Tuny - AgMiHiCTpaTVBHI 3MiHK. 3MiHa peuenma
TabneTtok y 6nicrepi; JlimiTen Jlimitea HaiMeHyBaHHs1 Ta/abo agpecu 3asBHUKA
no 1 Gnictepy B (BnacHuka peecTtpauiiHoro noceig4eHHst). 3miHa
KapTOHHiN kopobui Ha3BM Ta agpecu 3asiBHUKA Yy 3B'A3KY 3
opraHisauinHumMmn 3amiHaMu y komnaHii. 3Miim | Tuny
- 3MiHN Wwogno G6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHm). 3MiHM BHeCeHo Ao
TEKCTy MapKyBaHHS YNaKkoBKM fikapCbKoro 3acoby
y n.6. «IHWE» (nepBuHHa ynakoBka) Ta n. 17.
«IHLE» (BTOpUHHA ynakoBkKa).
274. | CMIUPT pO34MH ans OO KHnw YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 3a - UA/16243/01/01
ETUNOBUN 30BHILLHLOIO Bitanin 3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
96% 3actocyBaHHst 96 %, | Bonogmmwup Ta cbapmakoHarnagy (iHwi 3mMiHW) BHeceHHs 3MiHn
no 100 mny oBUY 00 MapKyBaHHA coopmu in bulk, a came BBefeHHS
c¢nakoHax; no 1 n, 5 B 06ir 4oOaTKOBUX YNAKOBOK 3 MapKyBaHHsM 6e3
Ny nnswkax ronorpamu. BBeeHHsi 4OAATKOBOrO TEKCTY
cknsiHux; no 1 n, 5 n, MapKyBaHHs1 yakoBOK fikapcbKoro 3acoby 6e3
10n,20ny HaHECEHHs ronorpamu.
KaHicTpax
noniMepHnx
275. | CNUAPT po34uH Ans DOIM KHunw YkpaiHa MpAT "Bionik" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: - - UA/16242/01/01
ETUNOBUN 30BHILLHLOrO Bitanin 3miHn | TMny - 3miHn Wwopo 6e3nekn/ehekTMBHOCTI
96% 3actocyBaHHs1 96 %, Bonoaumup Ta chapmakoHarnsagy (iHwi 3miHM) BHeceHHs 3MiHK
inbulk:no1n,5n, 0BUY [0 MapkyBaHHs doopmu in bulk, a came BBegEHHS
10n,20ny B 00ir 4OOATKOBUX YMAKOBOK 3 MAapKyBaHHAM 6e3
KaHicTpax ronorpamu. BBeaeHHs 4OAATKOBOrO TEKCTY
noniMmepHnx MapKyBaHHS YNakoBOK IlikapCbkoro 3acoby 6e3
HaHECEHHS rofiorpamu.
276. | CTEPENPA3 niogpinizat ans Crepun- IHpia Crepun-[xeH IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/18910/01/01
po3unHy ans iH'ekuin | [xeH Nanid Jland CaneHcus 3minn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
no 40 mr no 1 abo CaneHcus (m nra Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
no 10 cnakoHiB 3 () Nra. y3aranbHeHUX AaHux nNpo cuctemy

MOPOLLKOM Yy
KapTOHHiIN kopobui

bapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobwu, BignoBifanbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bifl ynoBHOBaXeHOi ocobw, BignoBiaanbHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-canna cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHOT 0cobu 3asiBHUMKA, BianosigansHoi 3a
dapmakoHarnag B YkpaiHi.

Lirova pepakuisi: LnHkapeHko Niogmuna KOpiisHa.
[MponoHoBaHa peaakuisi: IBaHWULbkuA AHOpPIN
BacnnboBuY. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3asiBHMKA, BignoBigansHoi 3a
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmakoHarnag B YkpaiHi
277. | CTEPUTOLN PO34UH ANS iH'eKUin, Crepun- IHAisA CTEPUN-MKEH IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/18911/01/01
H10 10 MO/mn, no 1 mn [xeH Nand NAN® 3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI peuenmom
B amnyni, no 5 abo CaneHcus CAMEHCKI (M) Ta (hapmakoHarnsgy. BeegeHHs abo 3miHn go
10 amnyny () nra. nTa y3aranbHeHUX AaHux npo cuctemy
KOHTYPHIili ynakoBLj, dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHuX
no 1 KOHTYpHIW npo cuctemy papmakoHarnagy, amiHa
ynakoBLi y yrNoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
KapTOHHiIN kopooLi 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iIMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoil 3a
3aiicHeHHs cdhapmakoHarnsgy (BkoYarymn
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLEHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BignoBiganbHoI 3a
dapmakoHarnsa B YKpaiHi.
Litoua pegakuis: LWnHkapeHko NMiogmuna KOpiisHa.
[ponoHoBaHa peaakuis: IBaHMUbKUn AHAOPIN
BacnnboBuy. 3MiHa KOHTAKTHUX AaHUX KOHTAKTHOI
ocobu 3asBHKKa, BianosigansHOI 3a
chapmakoHarnsag B Ykpaiti
278. | CTEPKCAMIK | po3unH ans iH'ekuin, Crepun- IHAisA Crepun-[xeH IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/20106/01/01
100 mr/mn, no 5 mn [xeH Nand Jland CaneHcus 3Minn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom
B amnyni, no 5 CaneHcus (m nra Ta cbapmakoHarnsagy. BeegerHs abo 3miHu oo
amnyrn y KOHTYPHin (m nra. y3aranbHeHUX JaHux npo cuctemy
ynakoBuj, o 1 dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
KOHTYPHIl ynakoBLi npo cuctemy papmakoHarnsgy, 3amiHa
Yy KapTOHHIi kopobuli YNOBHOBAXeEHOI 0cobu, BignosigansHoi 3a
30iNCHEHHS (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa AN 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHoi 3a
30iACHEHHSs hapmakoHarnsgy (Bkroyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLieHHi
macTep-darina cuctemu capmakoHarnagy) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoI 3a
dapmakoHarnsa B YkpaiHi.
Litoya pepakuis: LWuHkapeHko Jlroamuna tOpiisHa.
[MponoHoBaHa peaakuisi: IBaHULbKUA AHOPIN
BacnnboBunYy. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobu 3aABHUKKa, BianosiganbHOI 3a
dapmakoHarnag B YkpaiHi
279. | TAMICTEP Kancynu Teepai; no MicTtpan AHrnis BupobHuuTBO IcnaHisa/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTepianis: 3a - UA/18497/01/01
30 abo no 90 kancyn Kenitan NPOMIXXHOTO PymyHis 3MiHu | Tuny - 3MiHK 3 sikocTi. CepTuddikaT peuenmom
y chnakoHi; no 1 MeHexmeH npoaykTy, BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
nakoHy B T NimiTeq, roToBOro €Bponencekin dapmakonei/MoHorpadii. NMogaHHA

KapTOHHI kopobui

nikapcbKoro
3acoby,

HoBoro abo oHoBneHoro ceptudikaTa
BigNoBigHOCTI abo BUNyYeHHs cepTudikara
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
nakyBaHH4, BignoBigHOCTI €BponeWichkin hapmakonei: ons
KOHTPOrb SIKOCTI, A®I; onsa BuxigHoro
BUMYCK Cepii: maTtepiany/peareHTy/NpoMiXKHOro NPOAYKTY, WO
JTaBopaTopioc BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; ans
Jleon ®apma, AonomixHoi pevosuHu (ME-ceptudikat
C.A,, IcnaHis; BiZNOBIgHOCTI €BponeWchkin hapmakonei ans
BupobHuLTBO Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOMIDKHOTO npoaykTy abo AoNOMbKHOT peqoBuHM) - HoBui
npogykty: C.C. cepTudikat Ang BUXigHOro
3eHTiBa C.A., MaTepiany/peareHTy/npoMixkHOro NpoaykTy abo
PymyHis; [OMNOMiXHOI PeYOBMHM Bif HOBOro abo Bxe
AnbTepHaTuBHE 3aTBepakeHoro BMpobHuka - MogaHHsa Hosoro ME-
BTOPUHHE cepTudikaty BignoBigHOCTI €BpoONenchbkil
nakyBaHHs: dapmakonei R1-CEP 2000-116-Rev02 Hosoro
Artgic ®apma, BMpobHuka Gelita Group fONOMIXXHOI pe4oBUHM
C.J1., IcnaHis; XenaTuHy Benukoi poratoi xygobu; 3Minm | Tuny -
AnbTepHaTuBHe 3miHu 3 gkocTi. CepTudikaT BignosigHocTi/l'E-
BTOPUHHE cepTudikaT BiaNoBigHOCTI €BpoONencbkin
nakyBaHHS: dapmakonei/moHorpadii. MogaHHsA HoBoro abo
MaHaHTian OHOBIIEHOro cepTudikaTta BignosigHoCTi abo
IHTerpa, C.J1IO., BUNYYEHHN cepTudikaTa BigNoBIAHOCTI
IcnaHis; €Bponeicbkin dapmakonei: gna A®l; ans
AnbTepHaTuBHe BVXigHOro martepiany/peareHTy/npOMiKHOTO
nepBUHHE Ta NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
BTOPUHHE A®I; ona gonomixHoi pevoBuHu (FE-cepTudikat
nakyBaHHs: BiAMOBIAHOCTI €Bponencekin dapmakonei Ans
TlabopaTopioc Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
NikoHca, C.A., npoaykTy abo OMOMiXKHOI pe4oBuHM) - HoBui
IcnaHis

cepTtudikaT Ansa BUXigHOIO
maTepiany/peareHTy/npoMixxHOro npoaykty abo
[OMOMiXHOT peqoBMHU Bi HOBOro abo Bxe
3aTBepakeHoro BupobHuka - MNMogaHHs Hosoro E-
cepTudikaTy BignoBigHOCTI €Bponeinchkii
dapmakonei R1-CEP 2001-424-Rev03 HoBoro
BMpob6HuKa Gelita Group AOMOMIXKHOI peYOBUHM
XenaTtuHy BenuKoi poraToi xyaobwu; 3minu | tuny -
3miHu 3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIEHoro cepTudikaTta BignosigHocTi abo
BUIyYEHHS cepTudikaTta BignoBigHOCTI
€Bponencokin dapmakonei: gna A®l; ans
BMXigHOro MaTtepiany/peareHTy/NpoMiXXHOro
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHULTBI
A®I; ana gornomixkHoi pevoBuHu (FE-cepTudikar
BiANOBIgHOCTI E€Bponeickkin chapmakonei Ans
Adl/BuxigHoro matepiany/peareHTy/NpoMiXXHOro
npoaykTy abo JOMOMKHOI PEYOBUHM) -

OHoBneHWI cepTudikart Big BXe 3aTBEPKEHOrO
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BUpOGHMKa - MNogaHHs oHoBneHoro MNE-
cepTudikaTa BignoBigHOCTi €BpoNenchbKii
capmakonei R1-CEP 2003-172-Rev 03
(3aTBepmkeHo: R1-CEP 2003-172-Rev 02) Big
3aTBEpPAKEHOro BUPOBOHMKa JOMOMIKHOI PeHOBUHM
xenaTtuHy Gelita Group, a came gogaBaHHS KpaiH-
BUPOGHMKIB (KpaiH NOXOMKEHHS BUXIOHMX
matepianis) bonisii Ta Lsenyapii
280. | TAHI3® Kancynu 3 KPKA, a.4., CnogBeHisi Bupo6GHuK, peuis/ BHECEHHS1 3MiH O peecTpauiiHMX maTepianis: 3a He UA/5887/01/01
MoAudIiKoBaHUM HoBo mecTto BigNoBiganbHUN Icnanis/ 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom nionsieae
BMBINIbHEHHSAM, 3a BUPOBHMLTBO CnoBeHis Ta dhapmakoHarnsay. 3MiHW y KOpOTKil
TBepai no 0,4 mr, no «bulk»: XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
10 kancyny PoTtTengopd MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
6nictepi; no 1, 2, 3, dapma 'M6X, 3aCTOCYBaHHS reHepu4HNX/ribpuaHnx/6ionogioHnx
6, 9 abo 20 Hime4vuuHa; nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
GnicTepiB y damap AB.E., 3MiHM Ha pedepeHTHUI NpenaparT (3MiHa He
KapTOHHiIN kopobui Ipeuisi; CiHTOH notpebye HagaHHS XOAHUX HOBUX JOAATKOBUX
Icnanis C.J1., AaHux). 3MiHM BHeceHo Ao IHCTpykuii ans
IcnaHis; ME[MYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby Ao
BupobHuk, po3sginis: "®apmakonoriyHi BnactueocTi" ,
BigNoOBiganbHUN "MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
3a NepBuHHE i nikapcbkumy 3acobamu Ta iHWi BUAK B3aemogin”,
BTOPUHHE "OcobnueocTi 3acTocyBaHHs", "lNepeno3yBaHHsA"
nakyBaHH4, Ta "MobiyvHi peakuii" BignosigHo 0o pedepeHTHOro
KOHTPOIb AKOCTi nikapcbkoro 3acoby OMHik®. BBegeHHs 3MiH
Ta BUMYyCK cepii: NpoTArom 6-Tn MicsLiB NicNs 3aTBEpPOXKEHHS.
KPKA, a.4., 3MmiHu | TUny - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI
HoBo mecToO, Ta chapmakoHarnsgy (iHwi 3amiHu). 3mMiHM BHeCeHO
CrnioBeHis 0o [HCTpyKUiT NS MeAUYHOro 3aCcToCyBaHHsI
nikapcbkoro 3acoby ao po3aginy "lMo6iyHi peakuii”
wono 6e3nekn 3acTocyBaHHS Lit040i pe4OBUHM
TaMCyrno3uHy rigpoxnopua BianoBigHoO A0
pekomMeHpauin PRAC. BBegeHHst 3MiH npoTsarom 6-
TV MicsLiB nicnst 3aTBepAXKeHHS. 3MiHu | Tuny -
3MiHn Wwoao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHu). 3MiHWM BHeceHo Ao
IHCTpYKUiT ANs MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginy "lMobivni peakuii”
oo 3BiTyBaHHsI Npo NobivHi peakuii. BBegeHHs
3MiH NpOTSArom 6-TW MiCsILiB MicNs 3aTBEPOAXKEHHS.
281. | TBIHPUKC™ cycneHsis ons makcoCmiT Benwuka makcoCmitTKns Benbris BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a - UA/13056/01/01
BAKLUUHA iH'ekuin; no 1 posi (1 KnaiH BpuTaHis nH Bionoaxikana 3miHu | TMny - 3miHK 3 sikocTi. FoTOBUIA NiKapCbKUiA peuenmom
ansa mn/po3sy) y Ekcnopt CA. 3aci6. CucteMa KoHTelHep/3akynoptoBanbHUi
MPO®IAKT nonepeaHLo TimiTen 3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
UKH HanoBHEHOMY OOMyCTUMMUX MEX NEPBUHHOI YNaKoBKM rOTOBOMO
FEMNATUTIB A | wnpuui Ne 1y nikapcbkoro 3acoby (iHwi 3miHn) Mepernag
(IHAKTUBOB KOMMIEKTi 3 rorikoto KpUTEpIiB NPUINHATHOCTI AN CMiMbHO YNakoBaHWX
AHA)IB ronok i3 mapkyBaHHsiMm CE, a came: 1) BuganeHHs

(AICOPEOB

BUNpo6yBaHb, ki NPOBOAATLCS NPY MAPKYBaHHi
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[IpoioBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Popma sunycky

(nikapcbka ¢ghopma,

ynakoeka)

3aseHuUK

3asieHUKa

Kpaina

Bupo6bHuk

Kpaina

eUpPOb6HUKa

CE, 2) 36epexeHHs BignoBigHMx BunpodyBaHb, Lo

3aCTOCOBYIOTECS A0 FOfoK. 3MiHW CTOCYHOTLCS
BUPOGHMYOI AinbHuui y benbrii

Tabnetku, 80 mr/10
mr; no 10 TabneTok
y BnicTepi; no 3 abo

no 9 bnictepis y
KapTOHHiN Kopobui

KPKA, a.4.,
HoBo mecto

CnoBeHisi

BUPOGHMUTBO "in
bulk", nepuHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTPOrb Ta
BUMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnogeHis;
KOHTPOSb Cepint:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoBeHis

CrnioBeHis

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:
3Minu | TUNY - 3Milu Wono 6e3nekun/echeKTUBHOCTI
Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO
[0 TEeKCTY MapKyBaHHSA YNakoBKW MikapCbKOro
3acoby, a came npvBeAeHHs Y BiANOBIAHICTb
nepeknagy iHopmauii Npo Cpok 3akiH4eHHs
TepMiHy NpUAATHOCTI B N.8 Ta YyTOYHEHHS
iH(bopMaUii LLoao noroTuny komnaHii. BBeaeHHs
3MiH NPOTAroM 6-Tn MiCALIB NiCNs 3aTBEPOXKEHHS.
3MinHn Il Tuny - 3MiHK Wwopao 6eanekn/edheKTUBHOCTI
Ta dhapmakoHarnsaay. 3MiHW y KOpPOTKi
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHS y 3B’A3KY i3 HOBMMUW JaHUMW 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy - 3MiHu BHeceHo 4o
IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUuan
B3aemogin", "lMepenosyBaHns", "MobidHi peakuii”.
BBegeHHs 3MiH NpoTArom 6-Tn micauiB nicns
3aTBEPAKEHHS
BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:

Tabnetku, 40 mr/10
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 9 Gnictepis y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecTo

CnoBeHis

BUPOOHMLTBO "in
bulk", nepuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpOnb Ta
BUMNYCK Cepin:
KPKA, a.4.,
HoBo mecTo,
CnogeHis;
KOHTPONb Cepiii:
KPKA, a.4.,
HoBo mecTo,
CrnioBeHis

3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHu) 3mMiHM BHECEHO
[0 TEKCTY MapKyBaHHS YNMakKoBKM FiKapCbKOro
3acoby, a came NpUBEAEHHS Y BiMNOBIAHICTb
nepeknagy iHopmaLii po CPOK 3aKiHYEeHHS
TEepMiHy NPUAATHOCTI B N.8 Ta YyTOYHEHHSA
iHdopMaUii Woao norotTuny komnaxii. BBegeHHs
3MiH NPOTSArom 6-Tu MiCAILiB NiCNs 3aTBEPOKEHHS.
3minn Il Tuny - 3MiHKn wopno 6e3nekn/epeKTUBHOCTI
Ta cpapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MEeANYHOro
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3
AKOCTi, AOKMIHIYHUMM, KNiHIYHUMM JaHUMK Ta
AaHnMm 3 dpapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKLUii ANs MeAWUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby Ao posainis "Baaemogis 3
iHLIMMK NiKapcbknMK 3acobamu Ta iHLWi BUam
B3aemogin", "MepenosysaHHs", "MobivHi peakuii”.
BBeaeHHs 3MiH NpoTsarom 6-tu MicauiB nicns
3aTBEpPKEHHSI
BHECEHHS1 3MiH 4O peecTpauinHMX maTtepianis:

Ne Hasea
n/n JNliKapcbKo20
3acoby
AHA)
282. | TENAQINIH
283. | TENAQINIH
284. | TENAQINIH

Tabnetku, 80 mr/5

KPKA, a.4.,

mr; no 10 TabneTok

HoBo mecTo

CnoseHis

BUPOGHMLUTBO "in

bulk", nepuHHe

CnoBeHisi

3minHun | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI

Ymoeu Peknam Homep

aionycky yeaHHs1* | peecmpauiliHo2o
noceio4yeHHs1
3a He UA/17332/01/03
peuenmom | nidnseae
3a He UA/17332/01/01
peuenmom | nidnszae
3a He UA/17332/01/02
peyenmom nionsieae
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[IpoioBxkeHHs JoaaTka 3

PeecmpauitiHa npoyedypa

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina

eUpPOb6HUKa

Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO

y BnicTepi; no 3 abo
no 9 bnictepis y
KapTOHHiI kopooLi

Ta BTOPUHHE
nakyBaHHs,
KOHTpOrb Ta
BUMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnogeHis;
KOHTPOMb Cepiii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisa

CnoBeHis

[0 TEeKCTY MapKyBaHHSA YNakoBKW fiKapCbKOro
3acoby, a came NpvBeAEHHs Y BiANOBIAHICTb
nepeknagy iHopmauii Npo Cpok 3akiH4eHHs

TEepMiHy NpMAATHOCTI B N.8 Ta YyTOYHEHHS
iH(bopMaUii woao noroTmny komnaHii. BeeaeHHs
3MiH NPOTSArom 6-Tu MiCsILB Micnsi 3aTBEPKEHHS.
3Minu Il Tuny - 3miHn Wwopao 6e3nekn/edekTMBHOCTI

Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MeANYHOro
3acTOCyBaHHS y 3B’A3KY i3 HOBMMUW JaHUMU 3
AKOCTi, AOKMIHIYHUMM, KMiHIYHUMK JaHUMK Ta
AaHnMm 3 dhapmakoHarnsgy - 3MiHu BHeCeHo 4o

IHCTPYKLUIiT ANA MeAnYHOro 3acTocyBaHHsA

nikapcbkoro 3acoby o posginie "Baaemogis 3
iHLWIMMM nikapcbkumy 3acobamu Ta iHWi Buam

B3aemogin", "lMepenosysaHHs", "MobiuHi peakuii”.
BBefgeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHSI
BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:

Tabnetku, 40 mr/5
mr; no 10 TabneTok
y 6nictepi; no 3 abo
no 9 Gnictepis y
KapTOHHiIl kopobui

KPKA, o.4.,
HoBeo mecto

CnogeeHisi

BUPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpOnb Ta
BUMNYCK Cepin:
KPKA, a.4.,
HoBo mecTo,
CrnoBeHisi;
KOHTPOrb Cepin:
KPKA, a.4.,
HoBo mecTo,
CnoBeHisi

3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn) 3MiHM BHECEHO
[0 TeKCTY MapKyBaHHS YNaKkoBKM fikapCbKOro
3acoby, a came NpUBEAEHHS Y BiOMNOBIAHICTb
nepeknagy iHopmaLii po CPOK 3aKiHYEHHS
TEPMiHy NpuaaTHOCTI B N.8 Ta YTOYHEHHS
iHdopMaUii Wwoao norotTuny komnaxii. BBeaeHHs
3MiH NPOTArom 6-TW MICSILB MiCNs 3aTBEPOKEHHS.
3minu Il Tuny - 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHs1 y 3B’A3KY i3 HOBUMMW AaHUMU 3
SIKOCTi, AOKNIHIYHUMW, KMiHIYHUMK JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy - 3MiHu BHeceHo 4o
IHCTPYKLUii ANS MeAUYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby o posginis "Baaemogais 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHLWi BUam
B3aemopin", "MepenosysaHHs", "MobivHi peakuii”.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPAKEHHS
BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

Ne Hasea
n/n JNliKapcbKo20
3acoby
285. | TENAINIH
286. | TEPA®IIO

MOPOLLIOK ANsi
opanbHOro Po34nHy
3i CMakom nicoBux
qarig; 1 naket 3
nopotukom; 10
nakeTiB 3 NOPOLUKOM

rCK

KoHcblomep

Xenckep
CAPN

LLisewuapi
a

"CK KoHcblomep
Xenc, IHk.

CLA

YTOUYHEHHS1 YMOB BignNyCKy Ta peKknamyBaHHs B
Haka3i 1452 Big 15.07.2021 B npoueci
nepepeecTpauii. Pegakuis B Hakasi - 3a

peuenToMm, He nignsrae. BipHa peaakuis - 6e3
peuenTa, nignsarae.

Ymoeu Peknam Homep
aionycky yeaHHs1* | peecmpauiliHo2o
noceio4yeHHs1
3a He UA/17332/01/04
peuenmom | nidnsizae
6e3 nionsiza UA/5436/01/01
peuenma €

Y KapTOHHIl kopobui
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

287.

TEPBIHA®IH-
KB

Tabnetku no 250 wmr;
no 7 TabneTok y
6nictepi, no 2
Gnictepu y nayui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT
"KUIBCBKUI
BITAMIHHWA

3ABOA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLinHnX maTepianis:
3MinHu | TUNY - 3milu Wono 6e3nekun/echeKTUBHOCTI
Ta hapmakoHarnsaay (iHwi 3miHn)
3MiHN BHECEHO Y TEKCT MapKyBaHHS NepPBUHHOI Ta
BTOPVHHOI yNaKkoBKM nikapcbkoro 3acoby, a came
BUNYYEHO iHGOpMaLLito, BUKNaaeHy pOCiNCbLKOH
MOBOIO; YKPaiHCbKUIA TEKCT MapKyBaHHS
npoay6nbLoBaHO aHrMicbKo MoBO. BBeaeHHs
3MiH NPOTSArom 6-TM MicsLiB Nicnsi 3aTBEpPAYKEHHS

3a
peuenmom

UA/6118/01/01

288.

TEPYC

PO34MH Ons iH eKLiN,
10 MO/mn; no 1 mn
B amnyni; no 10
amnyny
NNacTMKOBIN
KOHTYPHIW
YapyHKOBIn
ynakoBui; npo 1
NNacTUKOBIN
KOHTYPHIW
YapyHKOBIN ynakoBLi
Y KapTOHHIN
ynakoBuj

IDKIBOXAP
A ®APMA
MPANBIT
nMmITeq

IHgia

CTEPUN-IXEH

NAV®

CAVIEHCW3 (M)

nTa

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHa 3aaBHwuka J13 (MIBI) (BnacHuka
peecTpauinHoro noceigveHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). TepmiH BBeAeHHS 3MiH
npoTarom 6 mMicAuiB Micnsa 3aTBepMKEHHS. 3MiHu |
TMny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHEeHUX AaHuX Npo CUcTemy
capmakoHarnsgy (BBefAeHHs y3ararbHEHUX gaHux
npo cuctemy cdapmakoHarnagy, amiHa
yMOBHOBaXeHoi ocobw, BiANOBiAanbHOI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT ocobu, BianosiganbHoi 3a
30iACHEHHs hapMakoHarnsgy (Bkrovyaym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLIEHHi
macTtep-darina cuctemu chapmakoHarnsgy). 3miHa
yMNOBHOBaXeHoI ocobu 3asiBHMKa, BigNoBiganbHOI
3a papmakoHarnsaa. [irova pegakuis:
[onanakpiwHa MNanikep BiHy. MNponoHoBaHa
pepakuis: O-p PapxaH Oy6en. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXXeHOI 0cobu, BiANOBiAanbLHOI 3a
hapmakoHarnsig. 3miHa KOHTakTHoI ocobu
3asiBHMKA, BignosigansHoi 3a dhapMakoHarnsaj B
YkpaiHi. [itova pegakuis: IBaHuUbkMn AHApIn
BacunboBuy. MNponoHoBaHa pefakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTaKTHUX
[laHMX KOHTaKTHOT 0cobu 3asBHUKA,
BiAgnoBiganeHoi 3a dhapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS OCHOBHOI AisANbHOCTI 3
dapmakoHarnagy. 3miHa agpecu macTtep-canna
cucTeMu chapmakoHarnsigy Ta oro Homepa. 3MiHu
| Tuny - 3miHn Wwopno 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHw).
OHOBMEHHS 3aTBEPXKEHOMO TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH - NPOTSrom 6
MicsiLiB micnsi 3aTBEpPOXEHHS.

3a
peuenmom

UA/17534/01/01

289.

TIBIKEN

TabneTku, BKPUTI

BiiB

Benuka

Bupo6Huk

Benuka

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

3a

UA/14146/01/01
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NNiBKOBOO Xenckep FOK | BputaHis Hepo3dacoBaHo BpuTaHis/ 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
obonoHkoto, no 50 Timiteq i npoaykuii: Icnanis HalMeHyBaHHs Ta/abo agpecu micus
mr; no 30 abo no 90 nakco

TabneTok y cnakoHi;
no 1 dnakoHy B
KapTOHHiI kopooLi

OnepenwHc KOK
JlimiTen, Benwuka
BpuTtaHis;
Bupo6Huk ans
nakyBaHHs Ta
BUNYCKY cepii:
nakco
Bennkom C.A,,
IcnaHia

NpoBaXXeHHS AiSNbHOCTI BUPOGHMKa (BKITO4aouu,
3a HeobXigHOCTI, MicLe NPOBeAEHHS KOHTPOSO
sikocTi), abo BnacHvka macTtep-ganna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
3aCTOCOBYOTLCS Y BUPOOHMUTBI API (sKLLO
3a3Ha4yeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponewcbkin bapmakonei y 3aTBepaxXeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHo Y AOCbE) - 3MiHa
HanMeHyBaHHSA BMpoGHMKa AP| Micron
Technologies, Inc., Benuka Bputanis Ha Catalent
Micron Technologies Limited, Benuka bputaHia ,
3aTBEPPKEHOro ANs BUpobHuuTBa
MIKPOHI30BaHOro AonyTerpasipy 3aTBEpPLKEHUM
meToaoM BupobHuuTea (Route B), 6e3 amiHK
Micusi BUpoOHUUTBA; 3MiHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecy Micua NpoBamKEHHS OisANbHOCTI
BMPOBHMKa (BKNOYaKoun, 3a HeobXigHOCTI, Micue
npoBeAeHHs! KOHTPOIIO sIKOCTi), abo BNacHWka
macTep-daiina Ha A®l, abo nocTayanbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
NpoAyKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI
(sIKLLO 3a3HaYeHo y AOChE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHUKa HOBOI JOMOMIXHOT
PEYOBUMHM (SKLLIO 3a3HAYEHO Y AOCbE) - 3MiHa
HalMeHyBaHHs1 BUpobHUYOI AinbHULi Shionogi
Pharma Chemicals Co., Ltd., AnoHisi Ha Shionogi
Pharma Co., Ltd., AnoHis, 3anyyeHoi y
BMPOBHMLTBI Ta KOHTPONi SKOCTI
HeMiKpOHI30BaHOro JonyTerpasipy HaTpito, a
TaKoX BUPOBHMLTBI, KOHTPOMi SKOCTi Ta BUMYCKY
Cepiil MiKpOHI30BaHOro AonyTerpasipy HaTpito,
BMPOGNEHNX LUMSIXOM 3aTBEPAKEHOTO METoAY
cuHTesy (Route B), 6e3 amiHn micus BUpobHULTBa;
3miHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AinbHULI (BKMOYaumM AinbHULi Ans
A®I, npomixxHOro NpoaykTy abo rorosoro
nikapcbKoro 3acoby, AinbHUL AN NpoBeaeHHS
nakyBaHHs1, BUpobHWKa, BifnoBiaansHoro 3a
BUWMYCK Cepil, MicLie NPOBeAEHHS KOHTPOTIO cepii)
abo nocTavarnbHVKa BUXigHOro marepiany,
peareHTy abo JONOMiXKHOT PEYOBUHM (SIKLLIO
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[IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

3a3HayeHo y OCbE) - BunyyeHHs BUPOGHUYOT
OinbHUUi, BIANOBIAANbHOI 32 KOHTPOSb AKOCTI
BUPOBHMLTBA HEMIKPOHI30BaAHOIO JonyTerpasipy
HaTpito (Ctagis 5) Shionogi Analysis Center Co.,
Ltd., AnoHis Ta Shionogi & Co., Ltd., AnoHis,
BMPOGHWK, LLO 3anyLLMBCS BUKOHYE Ti K cami
yHKUIT Wwo i BunyyeHi; 3miHn | TMny - 3miHn 3
skocTi. A®Il. BupobHuutBo. 3MiHa BUpoGHMKa
BMXiAHOro/MPOMI>KHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BMpobHUKa (BKMoYatuu, e HeobxigHo,
Micue npoBefeHHs koHTporto sikocTi) Al (3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponevicbkin bapmakonei y 3aTBepaXeHoOMy
[OCbLE)(3MIHWN [0 3ax0fAiB, NOB'A3aHNX 3 KOHTPONEM
A®l, abo goaaBaHHSA AiNbHULI, Ae NPoBOANTLCS
KOHTponb/BUNpobyBaHHs cepii) - [logaBaHHsS
BMpOGHMKa, BiANOBIAANbHOIO 3a KOHTPOSb SKOCTI
A®I, BUpobneHoro anbTepHaTUBHNUM HOBUM
meToAom BupobHuuTea APl gonyTterpasipy HaTpito
(DTG, GSK 1349572) — meTogoMm C (Route C)
Shanghai Desano Chemical Pharmaceutical Co.,
Ltd., Kutan; 3minn | Tuny - 3minm 3 skocTi. ADL.
Bupo6HMLTBO. 3MiHa BUPOGHWMKa
BMXiAHOro/NPOMI>XKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPVCTOBYOTbCS Y BUpOBHUYoMy npoueci AdI,
abo 3miHa BMpobHUKa (BkMovaruu, e HeobxigHo,
MicLe npoBeeHHs KOHTponto skocTi) ADI (3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponeicbkin hapmakonei y 3aTBepaXeHoMy
pocbe)(iHwi 3miHn) - [lonaBaHHsi BUpobHUKa,
BignoBigansHoro 3a cragii 1-4 BupobHuyoro
npotecy gonyTerpasipy, BupobneHoro
anbTepHaTUBHUM HOBUM METOAOM BUPOOHMLTBA
A®I| gonyTerpasipy HaTpito (DTG, GSK 1349572)
— meTtogom C (Route C) Shanghai Desano
Chemical Pharmaceutical Co., Ltd., Kutair; 3minm |
Tmny - 3MiHn 3 gxkocTi. A®l. Kontponb A®I. 3miHa y
meTogax BunpobyBaHHa ADI abo BuxigHoro
maTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS y npoLeci BupobHuutea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BUNPOBYBaHHs1) - BHECEHHs1 He3HaYHOT 3MiHM 0
aHaniTMYHOro MeToAy AJsl BUSHAYEHHS BMICTY
HaTpItO LLNAXOM aTOMHO-EMICIiHOT CeKTpoMeTpil
npu aHanisi A®l, a came — BBeAEHHsI NOXUOKM
10,001 nm anst QOBXWHM XBWAi ITPitO 3 METOIO
yHidpikauii metogis anst Route B Ta Route C.;

3minu | TMny - 3minm 3 sikocTi. A®l. CtabinbHicTb.
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

3miHa nepiogy NOBTOPHMX BUNpoOyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHs AdI (3a
BiAICYTHOCTI y 3aTBep)KeHOMY OOCbe cepTudpikata
BiZNOBIgHOCTI €Bponewnchkin hapmakonei, Lo
BKIIOYaE nepios NoBTOPHOIO BUNPOGyBaHHS)
(nepiog noBTOPHOrO BUNPOGYBaHHs/Nepion
30epiraHHs) - 36inbLueHHst abo BBeAEHHS nepiogy
noBTOpHOro BMNpobyBaHHs/nepioay 36epiraHHsa Ha
OCHOBI pe3ynbTaTiB OCnigKeHb Y pearibHOMY Yaci
- 36inbLUeHHs nepiogy NOBTOPHOro aHanizy Adl
ponyTterpasipy HaTpito 3 24 micsuis o 60 micsuis;
3MiHu |l Tuny - 3miHn 3 sikocTi. APl BupobHuMUTBO.
3MiHn B npoueci BupobHuutea API (3HayHa 3miHa
y npoueci BupobHuutea AdI, Lo moxe maTtu
iCTOTHMI BNNMB Ha sIKiCTb, 6e3neky abo
eeKTUBHICTb Nikapcbkoro 3acoby) - [logaBaHHs
anbTepHaTMBHOIO NpoLecy BUPOOHMLTBA AiloyOoi
PEYOBUHM JONYTErpaBipy HaTpilo LWMNSIXOM CUHTE3Y
meToaom C (Route C) go Bxe 3aTBepaXeHoro
meTtoay B (Route B). MeTtoa C mae Hu3Ky nepesar
Y NNaHi CTINKOCTi, TEXHONOrYHOCTi, e(PEKTUBHOCTI
Ta CKOPOYEHHS BiAxoAiB, a caMme — BigMOBa Bif
OKWCIEHHs MeprodaTy HaTpilo; BiAMOBa Bif
KaTanisy BaXkumu meTtanamu; BigmoBa Big
BMKOPVCTaHHS YafHOro rasy; BigMoBa Big
CTEXiOMETPUYHOro 6POMYBaHHS; NiABULLEHHSI
BMXOAY NPOAYKTY

290.

TIOMEKC

kpem, 10 mr/r; no 30
r B Ty6i; mo 1 1y6i B
KapTOHHIN nayui

3AT
"®apmnira”

JlntoBcbka
Pecny6bnik
a

TlabopaTopioc

Basi - IngycTpis

dapmaveyrTika,
C.A.

MopTyrania

BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta cpapmakoHarnsgy (iHwi 3miHW) 3MiHW BHeCeHi B

TEKCT MapKyBaHHSA Ha NEPBUHHIN Ta BTOPUHHIN

ynakoBLi, 8 caMme YTOYHEHHS BUKIMaAeHHS
iHdpopmauii Wwoao gatv BupobHULTBa, AaTK

TEePMiHy NpuaaTHOCTI, HOMepy cepii Ta HoMepy
PT1. BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB micnsi

3aTBEPOKEHHS

3a
peuenmom

UA/19132/01/01

291.

TPUOEPM®

ma3b; no 15 r abo 30
ry Ty6i; no 1 Ty6i B
KapTOHHI kopobui

OpraHoH
CeHTpan Ict
m6X

Lsewuapi
a

LWepinr-Mnay
Jlabo H.B.

Benbris

BHECEHHS1 3MiH O peecTpauinHMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/edpekTUBHOCTI
Ta chapmakoHarnsiny. BeegeHHsi abo 3miHu oo
y3aranbHeHWX faHnx npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemy dapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsigy; KOHTakTHoOT ocobu 3
dapmakoHarnagy 3asBHUKa ANns 34iNCHEHHs!
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
BifJ ynoBHOBaXeHOi ocobw, BignoBiaanbHOI 3a
30iNCHEHHs1 hapMakoHarnsgy (Bkovaym
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLEHHI

3a
peuenmom

UA/2022/02/01
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[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

mMacTep-daiina cuctemu apmakoHarnsgy) 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHMKA, BigMNOBiganbHOI
3a hapmakoHarnsa.

[itoua pepakuis: MapiaHHa Bank-KopTeHpaag.
MponoHoBaHna pepakuis: [oktop ®epHanaa
TaBapec. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a (hapmakoHarnsg. 3MiHa MicLe3HaxXoaKeHHs!
MacTtep-panna cuctemu dpapmakoHarnsgy

292.

YPO-
BAKCOM

Kancynu no 6 mr no
10 kancyn'y
6nictepi; no 3
Gnictepn y
KapTOHHiIN kopobui

OM dapma
CA

Lsenuapi
a

OM dapma CA

LLisenuapis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
TexHiyHa nomurnka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BunpaBneHHsi TEXHIYHNX
NOMWINOK, 3rigHo N.2.4. n.n. 4 po3giny VI Hakasy
MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) y
3aTBepakeHnx MKA N3 (Cneuundikauis Ta metoam
KOHTPOII0) 3a nokasHnkoM «Onucy», a came
HEKOPEKTHO 3a3Ha4eHo KOMip MOPOLLKY BMICTY
Kancynu (NOpPOLLOK Bif CBITNO-XOBTOrO A0 CBITMO-
KOPVYHEBOIO KOMbOPY) 3aMiCTb KOPEKTHOIO
(nopoLuok cBiTNo-6exeBoro Konbopy). 3asHaveHi
BUNpPaBfEHHS BiANOBIAAOTbL MaTepianam
peecTpauinHOro AOChbe, SKi NpeacTaBneHi B apXisi.
BunpaBneHo TeXHIYHY NOMUNKY B iHCTPYKLUiT Ang
MeOMYHOro 3acTocyBaHHA y po3gini «Jlikapcbka
copma. OCHOBHi (hi3nKO-XiMiYHi BNACTUBOCTI».
3ATBEPOXEHO: Nikapcbka copma. Kancynu.
OCHOBHI (hi3nko-XiMiYHi BNacTMBOCTI: TBEpAi
XenaTuHoBi kancynu. Kpuiieyka opaHXeBoro
Konbopy, Hernpo3sopa. Kopmnyc »oBToro Konsopy,
Henpo3sopui. BMICT kancynu — NopoLUoK Bif
CBITMO-XOBTOrO 0 CBITNO-KOPUYHEBOIO KOMNbOPY.
3AMNPOMOHOBAHO:

Tlikapcbka dopma. Kancynu. OcHoBHi disuko-
XiMiYHi BNacTUBOCTI: TBEPAi XeNnaT1HOBI Kancynu.
Kpuiueuka opaHxeBOro Konbopy, Henposopa.
Kopnyc >»0BTOro konbopy, Henposopui. Bmict
Karncynm — NopoLLIOK CBIiTNO-6exeBoro Konsopy

3a
peuenmom

UA/12599/01/01

293.

YPOJIECAH®

Kpanni opanbHi, in
bulk: no 25 mny
hbnakoHi-
KpanenbHuuj; no 88
dnakoHiB-
KpanenbHUUb y
kopobi KapTOHHOMY;
in bulk: no 25 mny
nakoHi-
KpanenbHuLj,
3aKPUTOMY KPULLKOKO

NAT
"Tannudap
M

YkpaiHa

NAT
"Tanuudapm"

YkpaiHa

BHECEHHS1 3MiH 4O peecTpauinHMX maTepianis:
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. KoHTponb AONOMIKHMX peqyoBUH. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummnx
MeX ANt AONOMiKHOT peqOBUHM (iHLLi 3MiHW)
CynyTHS 3MiHa - 3MiHK 3 akocTi. FoToBUIA

nikapcbkuii 3aci6. KoHTpornb JONOMiIXKHUX PEYOBUH.

3miHa y MeToaax BMNpobyBaHHS AOMOMKHOI
PeYOBUMHM (iHLLI 3MiHM y MeToAax BUNpoOyBaHHS
(Bkntovatoum 3amiHy abo goaaBaHHs))
[MpuBegeHHs cneundikaLii Ta METOAIB KOHTPOIO

UA/9517/01/01




174 [IpoioBxkeHHs JoaaTka 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3 KOHTpOrem [OOMOMDKHOT peYOBUHU PULIMHOBA ONist 4O BUMOT
NepLUoro po3KpuUTTS; moHorpadii EP, a came- 3a n.Onuc,
no 88 cnakoHiB- lopeHTudikauis, Po3unHHicTe, ONTUYHA rycTuHa,
KpanenbHUUb y KuncnotHe uncno, ligpokcunbHe yncro,
KOpo6i KapTOHHOMY MepekucHe yncno, Cknag xxupHux kucnort, Boaa,
Mikpo6ionoriyHa YicToTa; TakoX BBEAEHO
KOHTPOIb 3a NokasHukamu: B'askicTb, [po3opicTb,
KonboposicTb, Onisi, oTpyMaHa ekcTpakui€eto i
nigMiLyBaHHAM.
294. | YPOJIECAH® | kpanni oparnbHi no NAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: be3 - UA/2727/02/01
25 mn 'y cnakoni- "Tannydap "Mannydapm” 3miHu | Tuny - 3miHn 3 AkocTi. FoToBUI NiKapCbKUI peuenma
KpanenbHuui, no 1 m" 3aci6. KoHTporb JOMOMDKHUX pevyoBUH. 3MiHa
dnakoHy- napameTpiB cneuudikauin Ta/abo gonyctummnx
KpanenbHuLi B MeX AN AONOMDKHOI peYOBUHM (iHLLi 3MiHW)
nayui; no 25 mny CynyTHS 3MiHa - 3MiHK 3 sikocTi. FoToBUIA
dnakoHi- nikapcbkuii 3aci6. KoHTponb A40NOMiIXKHUX PeYOBUH.
KpanenbHULi, 3miHa y MmeTogax BMnNpobyBaHHSA [OMOMIKHOI
3aKPUTOMY KPULLIKOKO peYoBMHM (iHLI 3MiHM y MeToaax BUNpoByBaHHS
3 KOHTporem (BKrtoyatoum 3amiHy abo gogaBaHHs))
NepLLOro PO3KPUTTA, MpvBeaeHHs cneundikalii Ta METOAIB KOHTPOIO
no 1 cdonakoHy- [OMOMIDKHOT pEYOBMHU pULIMHOBA Ofist 4O BUMOT
KpanenbHuui B naydi MoHorpadii EP, a came- 3a n.Onwc,
lopeHTudikauia, Po3unHHicTe, OnTUYHa ryctuHa,
KucnotHe uncno, ligpokeuneHe Ymcro,
MepekucHe uncno, Cknag xupHux kucnot, Boaa,
MikpobionoriyHa 4ucToTa; TakoX BBEAEHO
KOHTPOSb 3a nokasHukamu: B'askicTb, MNMpo3sopicTb,
KonbopogicTb, Onisi, oTprMaHa ekCcTpakLi€eto i
NigMiLLYyBaHHAM.
295. | YPCO®AIbK | cycneHsis opanbHa, Op. ®anbk HimewunH | BignosiganbHum Himeuumnna/ BHECEHHS1 3MiH O peecTpauiHMX maTtepianis: 3a - UA/3746/01/01
250 mr/5 mn; no 250 dapma a 3a BUNYCK cepin LLisenuapis 3miHu | TUNY - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
MIT Y CKISHIN M6X KiHLIeBOIro Ta hapmakoHarnsgy. BeeaenHs abo 3miHu oo

nnswui; no 1
nnsawui pasom 3 1
MipHUM
CTakaH4MKOM B
KapTOHHiI kopobui

npoaykty: Op.
danbk Papma
vmbX,
HimeuvuuHa;
Bupo6Huk
[030BaHoi
cdopmu,
NepBUHHE,
BTOPUHHE
nakyBaHHs Ta
KOHTPOIb SIKOCTI:
KopaeH ®apma
®pibypr Al
LiBanHigepnaccy
Hr ETTiHreH,
LLisenuapisi;
Bupo6Huk,

y3aranbHeHX AaHux Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
npo cuctemy cdapmakoHarnagy, amiHa
yrnoBHOBaeHoi ocobu, BignoBiganbHoi 3a
30iACHEHHS (hapMaKoHarnsigy; KOHTakTHOT ocobu 3
dapmakoHarnagy 3asBHUKa ANs 30iNCHEHHSI
dapmakoHarnagy B YkpaiHi, SIKLO BOHa BigMiHHa
Bifl ynoBHOBaeHOi ocobw, BignoBigansHoi 3a
3AiNCHEHHSA hapmakoHarnsgy (BKoyaym
KOHTaKTHi fiaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTtep-darina cuctemu chapmakoHarnagy) 3miHa
YMNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi
3a chapmakoHarnsig.

[Hitoua penakuisi: Dr. Andrea De Lacovo / O-p
AHpgpea [e JlakoBo. NMponoHoBaHa pepakuis: Dr.
Carsten Wieser / I-p KapcTeH Bisep.
3MiHa KOHTaKTHMX JaHWX YNOBHOBaXEHOI 0cobu
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[IpoioBxkeHHs JoaaTka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
BigNoBiganbHUN 3asiBHMKa, BignoBiganbHoi 3a hapMakoHarnsg
3a KOHTPOJS1b
sKocTi: bioeksam
Al’, Wsenuapis
296. | PAMOTUAUN Tabnetku no 20 wmr, MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a He UA/8118/01/01
H no 10 Tabnetok y "Knismegnp "Kuismegnpenap 3MiHu | Tuny - 3miHK Wwopno 6e3nekn/ePeKTUBHOCTI peuenmom | nidnsieae
6nictepi; no 2 enapart” at" Ta dhapmakoHarnsgy. 3miHa y KopoTkin
6nictepu y nayui XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii Ana Mean4Horo
3acTOCyBaHHs Ha MiACcTaBi perynsipHo
OHOBJIOBAHOIO 3BiTYy 3 6e3neky NikapcbKoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpauiiHuin nepioa,
abo sk pe3ynbTaT OUiHKM 3BiTYy 3 AOCHiAXKEHb,
npoBeAeHnX BigNOBIAHO A0 NraHy neaiaTpuyHNX
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHoMm) - 3miHu
BHECEHO [0 iHCTPYKUIT ANa MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWIi BMAn B3aemogin" BianoBsigHoO Ao
pekomeHgauin PRAC. TepmiH BBeAEHHS 3MiH
npoTsArom 6 MicsuUiB Nicnsi 3aTBepAKEHHS
297. | ®EMIKIIH TabneTku BariHanbHi AT YkpaiHa AT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHMX maTepianis: 6e3 - UA/17193/01/01
no 10 mr, no 6 "KNIBCbKW "KUIBCbKUN 3MiHu | TNy - 3MiHK Wwoao 6esnekn/edeKTUBHOCTI peuenma
TabneTok y 6nictepi; n BITAMIHHAW Ta dhapmakoHarnsagy (iHwi 3mMiHW) - 3MiHW BHECEHO
no 1 6nictepy B BITAMIHHU 3ABO[T" y TeKCT MapKyBaHHS1 BTOPMHHOI YNaKoBKW
nauui 3 KApTOHy ” 3ABOO" nikapcbkoro 3acoby. BBegeHHs 3miH npoTsirom 6-
TV MiCSILiB MicNsi 3aTBEPOKEHHS.
298. | ®NYCTUH TabneTtkn no 20 mr BIB NAN® IHpia Bisimen J1abc IHAis BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3a - UA/19908/01/01
no 10 TabneTtoky nn Iita 3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
6nicTepi; no 1 Ta dhapmakoHarnsaay (iHwi 3miHu). 3MiHM BHeCeHo
Gnictepy y B TEKCT MapKyBaHHsi BTOPUHHOT yMaKoBKU
KapTOHHIN kopobui nikapcbkoro 3acoby y n. 4. «JIIKAPCbKA ®OPMA
TA KIJTbKICTb OONHWLB B YMNAKOBL|I» wopo
3a3Ha4YeHHs 0AUHULIb BUMIiptOBaHHS y cuctemi Sl.
299. | ®NIOAOITEK PO34UH OparnbHUiA, ITabopaTopi ®paHuis BupobHuk PpaHuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes - UA/8082/02/01
750 mr/10 mn no 10 A [HHOTEK BiAnoBiganbHUN TEeXHiYHa nomunka (3rigHo Hakaly MOS3 Big peuenma
mn y cawe; no 15 IHTepHacbiio 3a BUNYCK cepii: 23.07.2015 Ne 460). TexHi4Hy noMunky
calle B KapTOHHIN Hanb IHHOTepa LLlysi, BMMNPAaBIIEHO B TEKCTi MapKyBaHHSA Ha NePBUHHI

Kopobui

®paHuis;
Bupo6Huk
BianosiganbHUn
3a "in bulk",
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpOrb cepil:
lOHiTep Jliksig

ynakoBLj Nnikapcbkoro 3acoby.3a3HaveHe
BUNpPaBeHHS Bignosigae marepianam
peecTpaLinHOro 4OChE.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
MaHydek4dypiHr,
®paHuis;
Bupo6Humk
BigNoBiganbHUN
3a KOHTPOIb
cepii
(oopaTkoBUIA):
lOHiTep
[esenonnmaH
Bopgo, PpaHuis
300. | ®OPKCITA TabneTku, BKpUTI AcTtpa3eHek LLseuis lMepBuHHE Ta Benuka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/13302/01/01
NNiBKOBOO a Ab BTOPUHHE BpuTaHis/ 3MiHn | TMny - 3MiHK 3 sKocTi. FOTOBUI Nikapcbkuii peuenmom
060noHKoto, Mo 5 Mr nakyBaHHA Ta Lseuis/ 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby
no 10 TabneTtoky BWMYCK Cepii CLUA (IHLLi 3MiHW) - OHOBMEHHS BXE 3aTBEPAKEHUX
6nictepi; no 3 AcTtpa3eHeka MeToaiB KoHTponto sikocTi 113, a came
Gnictepn y IOK Nimiten, BUKNAAEHHA TEKCTY AEPXKABHOK MOBOHO 3rigHO
KapTOHHiIN kopobui Benuka CyYacCHMX BMMOT, @ TaKoX BHECEHHS peAaKLUinHMX
BpuTtaHis npaBoK, peAaryBaHHsi Ta yTOUHEHHS! nepeknagy
BunpobyBaHHs 08 NpUBEOEHHS Y BIAMNOBIHICTb A0 OpUriHanbHUX
nikapcbkoro matepianis 3asBHvKa. BBegeHHs 3MiH npoTsarom 6-
3acoby: TN MICALIB NiCNsi 3aTBEPIPKEHHS.
AcTtpa3eHeka
AB, WBeuisn
BunpobyBaHHs
nikapcbKoro
3acoby:
AcTtpa3eHeka
AB, WBeuis
Bupo6Huk
Hepo3dacoBaHO
ro NpoaykTy:
AcTtpa3eHeka
dapmacbioTukan
c Jif, CWA
301. | ®OPKCITA TabneTkun, BKpUTI Actpa3eHek LLseuis lMepBuHHEe Ta Benuka BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3a - UA/13302/01/02
NniBkOBOIO a Ab BTOPUHHE BpuTaHis/ 3miHu | TNy - 3miHK 3 skocTi. FoTOBMIA NiKapCbKUiA peuenmom
obornoHkoto, no 10 nakyBaHHs Ta Lseuis/ 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby
mr; no 10 TabneTok BUMYCK Cepii CLUA (IHLLi 3MiHW) - OHOBMEHHS BXeE 3aTBEPIKEHUX
y 6nicTepi; no 3 AcTtpa3eHeka mMeToziB KOHTpornto sikocTi [T13, a came
Gnictepu y IOK Nimiten, BUKNaAEHHSI TEKCTY Aep>KaBHOK MOBOIO 3rigHO
KapTOHHiI kopooLi Benuka Cy4YacHMX BUMOT, @ TaKOX BHECEHHS pefaKLiiHNX
BpuTtaHis npaBoK, pefaryBaHHsi Ta yTOUYHEHHS! nepeknany
BunpobyBaHHs ONs NpYBEAEHHs Yy BIANOBIAHICTb A0 OpUriHaNbHUX
nikapcbkoro maTepianis 3asiBHVKa. BBegeHHst 3MiH npoTarom 6-
3acoby: TV MicSILiB Micnsi 3aTBEPOXKEHHS.
AcTtpa3eHeka
AB, WBeuja
BunpobyBaHHs

nikapcbkoro
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
3acoby:
AcTtpa3eHeka
AB, WBeuis
Bupo6Humk
HeposdacoBaHo
ro NpoaykTy:
AcTtpa3eHeka
dapmacbioTukan
c Jif, CWA
302. | ®PIBEM® pO34MH ons AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a - UA/18875/01/01
KOMBI iHransuin no 4 mn B "®apmak” 3minHn | Trny - 3minm 3 sikocTi. CepTudikaT peuenmom
HEBYNA Hebyni; no 10 abo BignosigHocTi/E-cepTudikaT BignoBigHoCTI
20 Hebyn y nayui €Bponeickkin hapmakonei/MoHorpadii. 3miHu,
NoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi dhapmakonei gepxasu €C (iHwi
3MiHM) NnpuBeaeHHst MeToaiB KOHTPOIHO Aitoyoi
peyoBuHK PeHoTepony rigpobpomia 3a
nokasHmkom «CynpoBigHi JOMILLKMY Y
Bi4NOBIgHICTb 4O BUMOr MoHorpadii EP. 3minu Il
TMny - 3MiHK 3 akocTi. ADL. (iHWi 3MiHKM)
oHoBreHHs DMF Ha gitovy pevoBuHy deHoTepony
rigpobpomig Big 3aTBEPA)KEHOrO BUPOBHMKA
Lusochimica S.p.A, Itanisi (3anponoHoaHo: DMF
Version October 2022). 3miHun Il Tvny - 3miHn 3
sikocTi. A®I. (iHwi 3miHW) oHoBneHHs DMF Ha
aitoyy pevoBuHy deHoTepony rigpobpomig Big
3aTBepaKeHoro BMpobHuka Lusochimica S.p.A,
ITanis (3atBepaxeHo: DMF Version July 2008,
3anponoHoBaHo: DMF Version December 2020)
303. | ®YLUUC® Tabnetku no 50 mr, TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a He UA/7617/01/01
no 4 abo no 10 "'mepdapm XENTXKEP MBT 3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edeKTUBHOCTI peuenmom | nidnseae
TabneTok y 6nictepi; nTo" nTa Ta papmakoHarnsgy. 3mMiHu y KOpoTKili

no 1 6nictepy B
KapTOHHIN ynakoBLi

XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHsI reHepUYHUX/TibprMaHMX/6ionoaidHmMx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiei camoi
3MiHW Ha pedhepeHTHUIN Npenapart (3MiHa He
notpebye HafaHHS )XOAHUX HOBUX AOAATKOBUX
naHux) 3MiHW BHECEeHi A0 iHCTPYKLUii ons
MeAMYHOro 3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbkrMu 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta 4o3mn" 3rigHo 3 iHbopmaLieto
LLOA0 MEAMYHOIO 3aCTOCYBaHHSI pedepeHTHOro
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[IpoioBxkeHHs JoaaTka 3

Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

nikapcbkoro 3acoby (ANOJTHOKAH)
BBeaeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepakeHHs. CynyTHs 3aMiHa - 3MiHU Woao
6e3nekn/echbeKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
Buaayi peecTpauinHoro NoCBig4YEHHS, BKOYa4m
MnaH ynpaBniHHA pusnkamm (3acToCyBaHHS
TEKCTY, SIKUA MOTOMKEHNIN 3 KOMMETEHTHUM
opraHom) 3asiBHUKOM HagaHo OHoBrieHui MnaH
ynpaBriHHS pu3nkamMu Bepcist 2.2 3MiHN BHECEHO
no yactuH: | «3aranbHa iHbopmauiay |l
«Cneumdikauis 3 6e3nekm» (Mmogyns CV
«MicnsipeecTpauinHuin JocBia»)

V «3axogm 3 mMiHimizauii pusukisy, VI «Pestome
nnaHy ynpasniHHs pusnkamm» VII «dogatkn»
(DogaTok 2) y 3B’A13Ky 3 OHOBIEHHSM iHGhopMaLlii 3
©e3neku 4itlo4oi pe4oBNHU METPOHIAA30/, Lo €
PYTUHHUMW 3axo4amm 3 MiHiMi3aLii pu3uKiB.
Pestome NMnaHy ynpasniHHA pu3ukamu Bepcis 2.2
popaetbest. 3Minm | Tuny - 3miHn Wwopo
6e3nekn/ecekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHM BHECeHi [0 iHCTpYKLii ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woao 3BiTyBaHHSA NPO
no6iyHi peakuii
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS

3a

He

UA/7617/01/02

304.

dYLUNC®

Tabnetku no 100 wmr,
no 4 abo no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIN ynakoBLji

TOB
"epdapm
nra"

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHAis

BHECEHHS1 3MiH [0 peecTpauinHnMX maTtepianis:
3miHn | TMny - 3miHn Wwopo 6e3nekn/epekTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHW y KOpoTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3aCTOCYBaHHsI reHepUYHUX/TibpuaHMX/6ionoaidHMX
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHN Ha pedepeHTHMIN Npenapar (3MiHa He
noTtpebye HagaHHS )XOAHUX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHeCeHi o iHCTpyKLUii Ans
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbknuMu 3acobamu Ta
iHWi BMAwn B3aemogain”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib
3acTOCyBaHHSA Ta Jo3K" 3rigHO 3 iHbopmaLieto
LLOA0 MEAMYHOIO 3aCTOCYBaHHSI pedepeHTHOro
nikapcbkoro 3acoby (QN®JIHOKAH)
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBepakeHHs. CynyTHS 3MiHa - 3miHu Wwoao
6e3nekn/edPekTMBHOCTI Ta hapMakoHarnsiay.

peuenmom

nidnsieae
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHbL Ta yMOB
BMAaui peecTpauiiHoro NoCBiAYEHHS, BKIOYaym
MnaH ynpaBniHHA pu3nkaMmm (3acTocyBaHHS
TEKCTY, SIKUI MOTrOMKEHNI 3 KOMMNETEHTHUM
opraHom) 3asiBHUKOM HagaHo oHoBreHuw MNnaH
ynpaBriHHS pu3nkamu Bepcisi 2.2 3MiHN BHECEHO
0o yactuH: | «3aranbHa iHdbopmauisy |l
«Cneuudikauis 3 6e3neku» (mogyne CV
«MicnsipeecTpauinHmin JocBia»)

V «3axogm 3 MiHimi3auii pusukiey, VI «Pestome
nnaHy ynpasniHHa pusnkamu» VIl «dogatku»
(DogaTok 2) y 3B’A3Ky 3 OHOBIEHHSM iHdopMaLlii 3
6e3neku gito4oi peYoBUHM METPOHIAA30/, Lo €
PYTUHHUMM 3axodamu 3 MiHiMi3aLii pU3KKiB.
Pestome NMnaHy ynpasniHHA pu3ukamu Bepcisa 2.2
popaetbes. 3MiHm | Tuny - 3miHn Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHM) 3MiHM BHECeHi [0 iHCTpYKLii ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii” WwWoao 3BiTYyBaHHSA NPO
no6iyHi peakuii
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEPAKEHHS!

305.

DYLNC®

Tabnetku no 150 wmr,
no 1 a6o no 2, abo
no 4 Tabnetkn y
6nicTepi; no 1
6nictepy B
KapTOHHIN ynakoBLji

TOB
"epdapm
nro"

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHAis

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis:
3MmiHu | TUNy - 3miHu Wwopo 6e3nekn/edPeKTUBHOCTI
Ta dhapmakoHarnsagy. 3MiHW y KOpoTKil
XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans Megu4Horo
3aCTOCYBaHHSA reHepu4HNX/ribpnaHux/6ionogioHnx
nikapcbkux 3acobiB nicnst BHECEHHs! Tiei camoi
3MiHW Ha pedepeHTHUIN Npenapart (3MiHa He
notpebye HagaHHA XXOAHUX HOBUX 4OOATKOBUX
AaHunx) 3MiHW BHeCeHi o iHCTpyKLUii Ans
ME[MYHOro 3aCTOCYBaHHs NikapcbKoro 3acoby y
po3ainu "®apmakonoriynHi BnacTueocTi”,
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaat”, "Cnocib
3acTocyBaHHs Ta 4o3mn" 3rigHo 3 iHbopmaLieto
LLIO0 MEAMYHOrO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (QN®JIHOKAH)
BBeaeHHs 3MiH NnpoTsarom 6-Tu micauiB nicns
3aTBepakeHHs. CynyTHs 3MiHa - 3MiHU Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMUAaui peecTpauiiHoro NocBigYEHHS, BKIOYaum
MnaH ynpaeniHHSA puankamm (3acToCyBaHHS
TEKCTY, SIKUA NOTrOAXKEHWUN 3 KOMNETEHTHUM

Ne 1 - 6e3
peuenma;
Ne 2; Ne 4 -
3a
peuenmom

He
nidnsieae

UA/7617/01/03
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

opraHom) 3asiBHUKOM HagaHo oHoBreHu Mnax
ynpasniHHA pu3nkamu Bepcis 2.2 3MiHM BHECEHO
0o yactuH: | «3aranbHa iHdbopmauisy |l
«Cneumdikauis 3 6e3nekm» (Mmogyns CV
«MicnsipeecTpauinHmin JocBia»)

V «3axogm 3 MiHimi3auii pusukiey, VI «Pestome
nnaxy ynpaeniHHa puankamu» VI «dogaTtkm»
(mopaTok 2) y 3B’A3Ky 3 OHOBMEHHSAM iHdhopmalLii 3
6e3neku 4itlo4oi pe4oBNHM METPOHIAA30/1, Lo €
PYTUHHUMM 3axo4aMu 3 MiHiMi3aLii pusukis.
Pestome NnaHy ynpasniHHS puankamu Bepcis 2.2
popaetbes. 3MiHm | Tuny - 3miHn Wwopo
6e3nekn/ecdekTUBHOCTI Ta hbapmakoHarnsgy (iHwi
3MiHM) 3MiHW BHECEHi A0 iIHCTPYKLii Ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii” Woao 3BiTyBaHHSA NPO
nobiyHi peakuii
BBegeHHs 3MiH NpoTArom 6-Tn MmicauiB nicns
3aTBEePAKEHHSI

3a

He

UA/7617/01/04

306.

®YLIUC®

TabneTtku no 200 wmr,
no 4 a6o no 10
Tabnetok y 6nicrepi;
no 1 6nictepy B
KapTOHHIN ynakoBLi

TOB
"Mmepdapm
nta"

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MinHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTu1Li NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii AN MeguyHoro
3aCTOCYBaHHsI reHepUYHUX/TibpuaHMX/6ionoaidHmMx
nikapcbkunx 3acobiB nicnst BHECEHHs Tiei camoi
3MiHWN Ha pedepeHTHUIN Npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX OOAATKOBUX
naHux) 3MiHM BHECEeHi A0 IHCTpyKLUii Ans
ME[MYHOro 3aCTOCYBaHHs NikapCbKoro 3acoby y
posainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta
iHWIi BMAW B3aemogin", "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta Jo3mn" 3rigHo 3 iHbopmaLieto
OO0 MEAMYHOIO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (AN®JTHOKAH)
BBeaeHHs 3MiH NnpoTsarom 6-tu micauiB nicns
3aTBepAkeHHs. CynyTHst 3MiHa - 3MiHU Woao
6e3nekn/edeKTMBHOCTI Ta bapmMakoHarnsagy.
BHeceHHs1 abo 3miHa(1) fo 3060B'A3aHb Ta yMOB
BMAaui peecTpauiiHoro NocBiAYEHHS, BKIOYaym
MnaH ynpaBniHHA pu3nkaMm (3acToCyBaHHS
TEKCTY, SIKUA NOTOAXKEHWUIN 3 KOMNETEHTHUM
opraHom) 3asiBHUKOM HagaHo OHoBreHui Mnax
ynpaBniHHA py3nkamu Bepcisa 2.2 3MiHM BHECEHO
o vactuH: | «3aranbHa iHdopmauis» 11

«Cneuudikauis 3 6e3nekm» (mogyns CV

peuenmom

nidnsieae
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Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

«MicnsipeecTpauinHnin JocBia»)

V «3axogm 3 miHimizauii pusukisy, VI «Pestome
nnaxy ynpaeniHHa puankamu» VI «dogaTtkm»
(DopaTok 2) y 3B’A3Ky 3 OHOBIEHHSIM iHGopMaLlii 3
6e3neku gito4oi pe4oBMHM METPOHiAa3or, LWo €
PYTUHHUMM 3axo4aMu 3 MiHiMi3aLii pusukis.
Pestome MNnaHy ynpaeniHHs pusukamu Bepcis 2.2
popaetbes. 3Minm | Tuny - 3miHn Wwopo
6e3nekn/ecbekTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM) 3MiHM BHECeHi [0 iHCTpYKLii ons
MELMYHOro 3aCTOCYBaHHS! NikapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii” Woao 3BiTyBaHHSA NPO
no6iyHi peakuii
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEePAKEHHSI

307.

oYyUMC® AT

TabneTku
aucneprosaHi, no 50
Mr 1o 4 TabneTtkn y
cTpuni abo Gnictepi,
no 1 ctpuny abo
Gnictepy B
KapTOHHIN ynakoBLji

TOB
«MMEO®AP
M NTO»

YkpaiHa

KYCYM
XENTXKEP NBT
nTa

IHAis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHM | Tuny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKkTepucTu1Li Nnikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUii ANS MEeANYHOro
3acToCyBaHHS reHepUYHNX/ribpuaHmx/GionogibHmx
nikapcbkux 3acobiB nicns BHECEHHsI Tiei camoi
3MiHN Ha pedepeHTHMIN Npenapar (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux). 3MiHM BHECEHI J0 iHCTPYKLiT Anst
MeOMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactnsocTi”,
"B3aemogis 3 iHWK1MKM nikapcbkuMu 3acobamu Ta
iHWi BMAwn B3aemogin”, "OcobnmeocTi
3actocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocio
3aCTOCyBaHHA Ta Jo3mK" 3rigHo 3 iHcbopmaLieto
OO0 MEAMYHOIO 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (QN®JTHOKAH)
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBepaKeHHs. CynyTHsi 3aMiHa- 3MiHuM Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
BHeceHHs1 abo 3miHa(u) 0o 3060B'A3aHb Ta yMOB
BMAadi peecTpauiiHoro NocBiAYEHHs, BKIOYaym
MnaH ynpaeniHHSA pu3nkamm (3acToCyBaHHS
TEKCTY, SIKUI MOTOMKEHNIN 3 KOMMETEHTHUM
opraHoMm). 3asiBHMKOM HajaHO OHoBMeHWI MNnaH
ynpaeniHHs pu3nkamu Bepcist 2.2. 3MiHM BHECEHO
0o yactuH: | «3aranbHa iHpopmadis». Il
«Cneuudikauis 3 6e3nekm» (mogyns CV
«MicnsipeecTpauinHuii gocsigy)

V «3axogm 3 MiHimi3auii pusukisy, VI «Pestome
nnaxy ynpasniHHsa puankamny» VII «dogaTtkm»
(mnopaTok 2) y 3B’s3Ky 3 OHOBINEHHSM iHhopMmalLlii 3

3a
peuenmom

He
nidnsieae

UA/7617/02/01
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Hasea
JliKapcbKo20

Popma sunycky
(nikapcbka ¢ghopma,

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

yeaHHs*

peecmpayitiHo20

noceio4yeHHs1

3acoby

ynakoeka)

6e3neku 4ilo4oi pe4oBMHM METPOHIAA30/, Lo €
PYTUHHUMM 3axodamu 3 MiHiMi3aLii pU3uKiB.
Pestome MNnaHy ynpaeniHHs pusukamu Bepcis 2.2
nopaetbes. 3MiHm | Tuny - 3miHn Wwopo
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy (iHLwi
3MiHuM). 3MiHM BHECEHI 40 iHCTPYKUii ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro 3acoby y
po3gain "Mobiyvni peakuii" Woao 3BiTyBaHHSA Npo
nob6iyHi peakuii
BBepgeHHs 3MiH NnpoTsarom 6-Tu mMicauiB nicns
3aTBEPKEHHS

6e3

UA/17806/01/01

308.

XENMNEKC®
AHTUKONA
HEO ANng
MITEN

NMOPOLLOK Ans
oparnbHOro Po34nHy
3 ManMHOBUM
CMakoMm no 2,51
MOPOLLIKY B calle; no
6 calle y KapTOHHIN
navuj

TOB «Mosi
Xenc»

YkpaiHa

BUPOBHMLTBO 3a
NMOBHUM LIMKIIOM:
Annekc ®apma
CA, Leenuapis;

Mpocnepo CIA,

Jlamn CaH

ITanis

LLsenyapis/
ITanis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis:
3MiHW | TUNY - AgMiHiCTpaTuBHI 3MiHW. Buny4yeHHa
BUPOOHMYOT AinbHMUI (BKITIOYAKOYM AiNbHULI Anst
A®I, npomixxHoro npogykTy abo rotoBoro
nikapcbKkoro 3acoby, AinbHULI AN NpoBeaeHHs
nakyBaHHs1, BAPOOHUKA, BiANOBiganbHOro 3a
BUMNYCK Cepili, MicLie NpoBeAEeHHS! KOHTPOIIO cepii)
abo nocTayanbHKKa BUXIQHOrO matepiany,
peareHTy abo AONOMDKHOI PEYOBUHM (SIKLLIO
3a3HayeHo y Aocke). BunyyeHHs
anbTepHaTUBHOro BUPOOHNKa AdI
(mapaueTtamony) - Atabay Kimya Sanayi Ve
Ticaret A.S., Turkey: Site 1: Dilovasi Organize
Sanayi Bolgesi, Turkey; Site 2: Acibadem Koftuncu
Sok, No: 1, Turkey, BpaxoBytOUM HasiBHICTb iHLLOIO
3aTBEpOKEHOro BUPOGHUMKa Aito4oi peyoBUHM
napauetamony Farmson Pharmaceutical Gujarat
Private Limited, India. 3miHn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHWUI (BKNtoYatoun ginbHuLi anst AdI,
NPOMKHOrO NPoAyKTy abo roTOBOro NikapCbKoro
3acoby, AinbHULI Ans NpoBeAEeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanbHOro 3a BUNYCK cepin,
MiCLle NpoBeaEeHHS KOHTPOTIO cepii) abo
nocTayanbHuKa BMXigHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[OCbe). BunyyeHHs anbTepHaTMBHOIO BUPOOHWKa
Al (neBoueTMpU3nHy gurinpoxnopua) - peHync

IHgia Nimiten (KOHIiT-1V), IHgis / Granules India
Limited (Unit-IV), India, BpaxyBytoun HasiBHiCTb
iHLIOro 3aTBEPAXEHOr0 BUPOBHUKa Aitoyoi
PEYOBMHM NEBOLETUPU3NHY AUTiApOXnopva
(Symed Labs Limited (Unit-1), India).

peuenma

UA/4463/01/02

309.

LIENEBPEKC
®

kancynu no 200 mr;
no 10 kancyny
6nictepi; no 1, abo
no 2, abo no 3

BiaTpic
CnewenTi
inc

CLUA

KOHTPONbL/BUNPO

Bupo6HuuTBO
npenapary in
bulk,

CLUA/
Himevuunna

BGyBaHHs cepii:

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

3MmiHu | TUNY - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHsi

BUPOOHMYOT AinbHULUI (BKITHOYAKOYM OiNbHULI Anst
AQI, npomixxHoro npoaykty abo rotoBoro

nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS!

3a
peuernmom

Gnictepu y
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIN kopooLi Mdpansep nakyBaHHs, BUPOOHMKa, BigNoOBiganbHoOro 3a
dapmactoTikan3 BWMYCK CEpil, MiCLie NPOBEAEHHS KOHTPOMIO cepii)
JINIC, CWA; abo nocTavarnbHuKa BUXigHOro marepiany,
MakyBaHHs, peareHTy abo LONOMiIKHOT pe4OBUHY (SIKLLO
KOHTPOMbL/BUMPO 3a3HavYeHo y A0CbE) - AOMiHICTpaTMBHA 3MiHa
ByBaHHs cepil, BUIyYeHHs BUpobHuka: Heondpapma IHk., CLUA,
BUMYCK cepii, BiZNoBigansHoOro 3a BUpoGHULTBO Npenapary in
MapKyBaHHS: bulk. 3anuwaeTtbcst anbTepHaTUBHUIA BUPOBHMK
Mdpansep KOTPUI BUKOHYE TaKy > PYHKLIIO, LLO 1
MeHtodbekyypuH Bunyyexun: MNdansep Papmactotikana JI1C, CLUA.
r JonuneHg BBegeHHs 3miH npoTtarom 12-tu micauis nicns
'm6X, 3aTBEPOKEHHS.
HimeyuunHa
310. | LETUPU3UH- | TabneTku, BKPUTI TOB "TeBa YkpaiHa Mepkne M'mbX, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: bes - UA/7158/01/01
TEBA NNiBKOBOO YkpaiHa" HimevuunHa 3MinHn | TMny - 3miHun 3 sikocTi. CepTudikaT peuenma
obornoHkoto, no 10 (BMPOGHMLITBO BignosigHocTi/E-cepTudikaT BignoBigHoCTI
Mr no 7 TabneTtok y Hepo3dacoBaHo €Bponencbkin dapmakonei/MmoHorpadii. NMogaHHA
6nictepi; no 1 ro NpoAaykTy, HoBOro abo oHoBMNEeHoOro cepTudikaTa
Gnictepy y kopobLy; [03BiN Ha BignoBigHoCTi abo BUNYyYeHHs cepTudikata
no 10 TabneTtoky BMNYCK cepii; BiANOBIAHOCTI €Bponencoki hapmakonei: ans
6nictepi; no 1 abo nepBuHHA Ta A®I; ansa BuxigHoro
no 2, abo no 3, abo BTOPUHHA matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
no 5 6nictepis y ynakoBka, BVKOPWCTOBYIOTbCS Y BUPOOHMLTBI APIl; ang
Kopobui KOHTPOIb [OMOMDKHOI peqoBUHYM (cepTudikaT BianoBiaHOCTI
SIKOCTI) €Bponevicbkinn dapmakonei) - BunyyeHHs

cepTudikaTiB (3a HASBHOCTI MyNbTUMIETHOIO
cepTudikaTta Ha maTepian) BUNy4YeHHs
cepTudikaTy BignoBigHoCTI €EBponeichkil
dapmakonei R1-CEP 2000-031-Rev 08 Big
3aTBepakeHoro BupobHuka Mylan Laboratories
Limited, India aito4oi pe4oBUHU LETUPU3NHY
avrigpoxnopug (3ateepaxeHo: Glochem
Industries Private Limited, India R1-CEP 2003-
171-Rev 05, Mylan Laboratories Limited, India R1-
CEP 2000-031-Rev 08, Wavelength Enterprises
Ltd., Israel R1-CEP 2004-047-Rev 06;
3anponoHoBaHo: Glochem Industries Private
Limited, India R1-CEP 2003-171-Rev 05,
Wavelength Enterprises Ltd., Israel R1-CEP 2004-
047-Rev 06) 3miHu | TUNy - 3MiHKU 3 SKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBIeHoro cepTudikarta BignosigHocTi abo
BUMYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkini hapmakonei: ans Adl; ons
BVXifHOTrO MaTepiarny/peareHTy/NpoOMiXKHOrO
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y BUPOOHULITBI
AQDI|; Ana AonoMmixkHOT pedHoBMHU (cepTudikaTt
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3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep

peecmpayitiHo20

noceio4yeHHs1

BignoBigHOCTI €Bponevickkin hapmakoner) -
OHoBneHnn ceptudikaT Bif yxe 3aTBepaXeHOro
BMPOGHMKa - NOAaHHS OHOBMEHOro cepTudikaTty

BignoBigHocTi €Bponevickkin hapmakonei R1-CEP
2003-171-Rev 06 Big BXe 3aTBEpPOKEHOrO
BUpobHmka Glochem Industries Private Limited,
India gito4oi peyoBMHU LLETUPUIUHY
OWrigpoxriopuva B 3B’A3Ky 3 BNPOBaAXEHHSAM HOBUX
NPOMIXKHUX BUPOOHNYMX OiNAHOK AN MPOMIDKHOrO
npoaykty (3atBepmkeHo: R1-CEP 2003-171-Rev
05 holder: Glochem Industries Private Limited GV
Chambers, 7-2-C8 & C8/2, I.E. Sanathnagar India-
500 018 Hyderabad, Telangana; manufacture
Cetirizine dihydrochloride: Glochem Industries

Private Limited Survey No. 174 to 176 I.D.A.

Bollaram, Sangareddy District India-502 325
Hyderabad, Telangana; 3anpono+HoBaHo: R1-CEP

2003-171-Rev 06 holder: Glochem Industries

Private Limited GV Chambers, 7-2-C8 & C8/2, I|.E.

Sanathnagar India-500 018 Hyderabad,
Telangana; product of intermediate(s): Fleming
laboratories limited Survey No. 270 Shivampet
Mandal, Medak District India-502 313 Nawabpet
Village, Telangana; Pratap organics PVT. LTD.
Plot No. C-481/4,5 & 6, M.I.D.C. Land, TTC

Industrial Area Pawane Village, Thane-Belapur

Road India — 400 703 Navi Mumbai, Maharashtra;
manufacture Cetirizine dihydrochloride: Glochem
Industries Private Limited Survey No. 174 to 176

I.D.A. Bollaram, Sangareddy District India-502 325

Hyderabad, Telangana)

311.

LETPUH

cupon 2,5 mr/5 mn
no 30 mn a6o no 50
mn a6o no 100 mn
cupony y drakoHi;
no 1 cpnakoHy 3
MiPH/M KOBMaYkom y
KapTOHHIN kopobui

€Bpo
INandkep
Mpawnsit
JlimiTen

IHAisa

OAC Jlimiten

IHAis

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:
3MiHu | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXeHHS AiANbHOCTI BUPOGHMKa (BKIOYaoyu,
3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOTO
sikocTi), abo BnacHuka macTtep-anna Ha AP, abo
noctayanbHvka Adl/BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
3acTocoByoTbCs Y BUPOOHULTBI ADI (sIKLL0
3a3Ha4YeHo y [OCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignosigHOCTi
€Bponeicbkii hapmakonei y 3aTBepakeHoMy
nocbke, abo BUpobHMKa HOBOI LOMOMIXKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y Aocbe). 3MiHa
HaliMeHyBaHHs BUpoGHuka AP, BnacHuka
macTep-canna 3 AuctusPharmalLimited, A.P,
INDIA Ha Granules India Limited (Unit-IV), INDIA

be3
peuenma

UA/9079/02/01

312.

LE®ENIM

nopoLloK Ans

IPKIBOXAP

IHaisa

CTEPUN-OXEH

IHAis

BHECEHHS1 3MiH 4O peecTpauiHMX maTtepianis:

3a

UA/11938/01/02




185 [TponoBkeHHs goaaTKa 3
Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
NPUroTyBaHHS A ®APMA nAV® 3MiHa 3asBHuka J13 (MIBI1) (BnacHuka peuenmom
PO34UHY ANs iH'eKuin MPAVBIT CAMEHCKI (M) peecTpauinHoro nNoceia4eHHs) (3rigHo Hakasy MO3
no1,0rno1 NIMITELQ nTo Big 23.07.2015 Ne 460). TepmiH BBe4eHHS 3MiH
CKNstHOMY brakoHy npoTArom 6 micsAuiB nicnsa 3aTBepmKeHHs. 3MiHu |
3 MOPOLLIKOM, Y Tuny - 3MiHK Wwopao 6eanekn/edekTMBHOCTI Ta
KapTOHHiIN kopobLyj; capmakoHarnsigy. BeegeHHs abo 3amiHv oo
no 10 cknsHux y3aranbHeHUX AaHuX Npo CUcTemy
nakoHiB 3 hapmakoHarnsay (BBeAeHHS y3aranbHEeHUX AaHuX
MOPOLLIKOM, Y npo cuctemy papmakoHarnsgy, 3amiHa
NNacTUKOBIl yNOBHOBa)eHOI 0cobu, BignoeigansHoi 3a
YapyHKOBIW 3[ificHeHHs1 hbapmakoHarnsgy; KOHTakTHoOi ocobu 3
ynakosuii, B chapmakoHarnagy 3asiBHUKa Ans 30iNCHEHHA
KapTOHHiI kopoOLi cthapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJ, YNOBHOBaXXEHOI 0CO0U, BiAnoBiganbHoi 3a
3aiicHeHHs dhapmakoHarnsgy (Bknovarym
KOHTaKTHI AaHi) Ta/abo 3MiHW y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy). 3miHa
yNOBHOBa)eHOi 0cobu 3asiBHMKA, BignosigansHoi
3a chapmakoHarnsag. Lirova pegakuia:
[onanakpiwHa Manikep Biny. MponoHoBaHa
penakuis: [-p Pagpkan Jy6ei. 3MiHa KOHTaKTHUX
[aHMX yNoBHOBaXkeHoi ocobu, BianoBiaanbHoI 3a
dapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBiAanbHOI 3a dhapMakoHarnag, B
YkpaiHi. [litova pegakuis: IBaHnubkui AHApIn
BacunboBuu. MNponoHoBaHa pepakuis:
HikiTueHkoBa JTtoboB IBaHiBHa. 3MiHa KOHTaKTHMX
[OaHNX KOHTaKTHOI 0COBU 3asiBHMKA,
BiNoBiganeHoi 3a hapmakoHarnag B YKpaiHi.
3MiHa Micus 3AiMCHEHHS! OCHOBHOI AisANbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-caiina
cvcTeMun dhapmakoHarnsaay Ta woro Homepa. 3MiHn
| Tuny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu).
OHOBEHHA 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS
NEepBUHHOI Ta BTOPUHHOI YMaKOBOK MiKapCbKoro
3acoby. 3miHa y MapkyBaHHi doopmu in bulk ans
J13, y 3B'A3Ky 3 NpuBEAEHHAM Y BiAMNOBIAHICTb A0
BUMOT 3aKOHOOABCTBA. TepMiH BBEAEHHS 3MiH -
npoTsrom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.
313. | UE®ENIM NOpPOLUOK ANs IDKIBOXAP IHais CTEPUN-OXEH IHais BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: - - UA/11939/01/02
NPUroTyBaHHs! A PAPMA nAn® 3MiHa 3asBHuka J13 (MIBI) (BnacHuka
PO34UHY ANst iH'eKLin MPAMBIT CAVEHCUK3 (N) peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3
no 1,0 rin bulk: no NIMITELQ nTo Big 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH

50 abo 100 cknsHUX
dnakoHiB 3
NMOPOLLKOM, Y
NNacTUKOBIN
YapyHKOBIN

npoTarom 6 MicauiB Nicns 3aTBepMKEHHS. 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsigy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnsiay (BBeAeHHs y3ararnbHEHUX AaHKX




186

[IpoioBxkeHHs JoaaTka 3

Ne
n/n

Hasea
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUpPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
aionycky

Peknam
yeaHHs*

Homep
peecmpayitiHo20
noceio4yeHHs1

ynakosuii, B
KapTOHHiN kopobui

npo cuctemy cdapmakoHarnagy, amiHa
yNoBHOBaXKeHOi 0cobu, BiANoBiAanbHoI 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnagy 3asiBHUKa Ans 30iMCHEHHA
dapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHa
Bif, yNOBHOBaXeHOT 0cobu, BignoBiganbHoil 3a
34iicHeHHs chapmakoHarnsgy (BknoYaryn
KOHTaKTHi AaHi) Ta/abo 3MiHW y PO3MiLLeHHI
mMacTep-caina cuctemm chapmakoHarnsgy). 3miHa
YyNOBHOBa)eHOi 0cobu 3asiBHMKA, BignoBigansHoi
3a papmakoHarnsaa. [irova pegakuis:
[onanakpiwHa MNaHikep BiHy. NponoHoBaHa
penakuis: [-p Pagpkan Oybei. 3MiHa KOHTAKTHUX
[aHMX YNOBHOBaXeHOoI 0cobu, BiANoBiaanbHoI 3a
tapmakoHarnag. 3miHa KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIiAanbHOI 3a hapMakoHarnag, B
YkpaiHi. [itova pegakuis: IBaHuubkuin AHApin
BacunboBuy. MNponoHoBaHa peaakuis:
HikiTyeHkoBa Jlto6oB IBaHiBHA. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA,
BiAnNoBiganbHOI 3a hapmakoHarnag B YkpaiHi.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa agpecu mactep-cavina
cuctemun chapmakoHarnsgy Ta moro Homepa. 3MiHu
| Tuny - 3miHn Wwopo 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHw).
OHOBMEHHS 3aTBEPPKEHOrO TEKCTY MapKyBaHHs!
NepBWHHOI Ta BTOPUHHOI YNaKOBOK MikapCbKoro
3acoby. 3miHa y MmapkyBaHHi doopmu in bulk ans
113, y 3B'si3Ky 3 NpUBEAEHHSM Y BiANoBiAHICTb A0
BMMOr 3aKOHOAABCTBA. TepMiH BBEAEHHS 3MiH -
NpoTSArom 6 MicsILB Micnsi 3aTBEPAXKEHHS.

314.

LUMHAKATIbL,
ET-BICTA

TabneTku, BKpUTI
NNiBKOBOO
o6onoHkoto, no 60
mr, no 14 TabneTok
y 6nicTepi; no 2
Gnictepny
KapTOHHIN nayui

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHnia

Bunyck cepii:
CiHTOH, C.p.0.,
Yecbka
Pecny6bnika;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
BUMYCK cepii:
CiHTOH XicnaHis,
C.N., IcnaHia
Bupo6HuuTBO:
CiHTOH Yuni
NToa., Yvni;
MNepBuHHE Ta
BTOPWHHE
nakyBaHHs: [xu
|

Yecbka
Pecny6nika/
Icnanis/
Yuni/
Bonrapis

BHECEHHS1 3MiH [0 peecTpauinHuX maTtepianis:
3minu | Tuny - 3miHm 3 skocTi. A®l. BupobHuuTBO.
3miHa po3mipy cepii (Bkntoyaroum gianasonn) API

abo NpoMmiXKHOro NPoAyKTY, SIKMIA 3aCTOCOBYETLCS Y
npoueci BupobHuuTea AP (36inbweHHs go 10
pasiB NOPIBHAHO i3 3aTBEPOKEHM PO3MIPOM)
36inbLUeHHs MakcumarnsHoro po3mipy cepii A®I
UuHakanbueTy rigpoxnopugy i3 53,9 mr go 80,9 «r.
3miHu | TNy - 3miHm 3 akocTi. A®Pl. CTabinbHiCTb.
3miHa nepiogy NoBTOpHUX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHs ADI (3a
BiICYTHOCTi y 3aTBepKEHOMY AOChE cepTudikara
BiQNOBIgHOCTI E€Bponelckkin hapmakonei, Lo
BKIlOYaE nepiof NoBTOPHOIO BUNPoByBaHHS)
(nepiog noBTOpHOrO BUNPObYBaHHsA/Mepion
36epiraHHs) - 36inblueHHst abo BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha

3a
peuenmom

UA/16373/01/02
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
dapmac'toTikanc OCHOBI pe3ynbTaTiB fOChigKeHb Y pearnbHOMY Yaci
Nta., Bonrapis - NOAOBXEHHS Nepiofy NOBTOPHOIO BUNPOBYBaHHS
AD| unHakanbLeTy rigpoxnopuay Ha OCHOBI
NO3UTUBHMX pe3yrbTaTiB JOBrOCTPOKOBUX
pocnigxeHb cTabinbHOCTI y peanbHOMY Yaci,
npoBeaeHnx BupobHnkom APl Megafine Pharma:
3aTBepaxeHo: lNepiog NoBTOpHOro BUNpobyBaHHs
36 micauis. 3anponoHoBaHo: lNepioa NoBTOpHOro
BMNpoOyBaHHA 48 micauis. 3MiHu | Tuny - 3MiHN 3
skocTi. A®l. BupobHuuTBO. 3MiHM B npoLeci
BMpobHMUTBa A®| (He3Ha4Ha 3MiHa y 3aKpuTil
YacTuHi macTep-garina Ha A®l) BHeCEHHS
He3Ha4yHUX 3MiH B 3aKpuTy YacTuHy ASMF
(EU/ASMF/00348) (3aTBepmxeHa Bepcis: AP/CT
(EU)/01/04-2021; 3anponoHoBaHa Bepcisi: AP/CT
(EU)/05/02-2023) BupobHmka A®l Megafine
Pharma, wo ctocytoTbes GinbLu AeTanbHOro onucy
npouecy, 4oA4aBaHHS i 3BYXXEHHS NiMITIB
cneumaikauin Ha NPOMIXHI Ta BUXIigHI maTepianu
315. | ULMHAKANDBL, | TabneTku, BKpUTI Mictpan AHrnis Bunyck cepii: Yecbka BHECEHHS1 3MiH O peeCTpaLiiHMX maTepianis: 3a - UA/16373/01/03
ET-BICTA nniBkoOBOKO Kenitan CiHTOH, C.p.0., Pecny6nika/ | 3MiHu | Tuny - 3miHK 3 sikocTi. APL. BupobHuuTBO. peuenmom
o6onoHkoto, no 90 MeHegxmeH Yecbka Icnanis/ 3MiHa po3mipy cepii (Bkntovatoun gianaszoHun) Ad|
Mr, no 14 Tabnetok T Nimiteq Pecny6bnika; Yuni/ abo NpOMIXKHOrO MPOAYKTY, KNI 3aCTOCOBYETHLCS Y
y GnicTepi; no 2 MepBrHHE Ta Bonrapis npoueci BupobHuuTea AdI (36inbieHHs go 10
Gnictepu y BTOPUHHE pasiB NOPIBHSHO i3 3aTBEPOKEHNM PO3MIPOM)
KapTOHHIN nayui nakyBaHHs, 36inbLUeHHs MakcumansHoro poamipy cepii ADI
BUMYCK cepii: LUuHakanbueTy rigpoxnopuay i3 53,9 mr go 80,9 «r.
CiHToH XicnaHis, 3miHu | Tuny - 3minm 3 sikocTi. A®l. CtabinbHicTb.
C.N., IcnaHisa 3miHa nepiogy NoBTOPHUX BUNpobyBaHb/nepioay
BupobHuuTBO: 36epiraHHs abo ymoB 36epiraHHs ADI (3a
CiHTOH Yuni BiJCYTHOCTI Y 3aTBepKeHOMY JOCbE cepTudikara
INtpa., Yvni; BiZNOBIgHOCTI €Bponenchkin dhapmakonei, LWo
MepBuHHE Ta BKIOMAE Nepiof NOBTOPHOrO BUNPOGyBaHHS)
BTOPUHHE (nepiog noBTOpHOrO BUNPOBGYBaHHs/Nepion

nakyBaHHs: [xu
|
dapmac'ioTikanc
INTa., Bonrapis

36epiraHHs) - 36inbLueHHs abo BBeAeHHS nepioay
NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHiAXeHb Y peanbHOMy Yaci
- NOAOBXEHHS Mepioay NOBTOPHOro BUNPOGYBaHHS
A®I umHakanbueTy rigpoxnopuay Ha OCHOBI
NO3NTMBHWX pe3yrnbTaTiB JOBrOCTPOKOBUX
AocnimkeHb cTabinbHOCTI y peanbHOMY Yaci,
npoBeaeHux BupobHukom APl Megafine Pharma:
3aTtBepaxeHo: Mepioa NOBTOpHOro BUNPoGyBaHHS
36 micauis. 3anponoHoBaHo: lNepioa NOBTOpHOro
BUNpobyBaHHs 48 micsuis. 3miHu | Tuny - 3miHK 3
sikocTi. A®l. Bupo6HuLTBO. 3MiHM B npoueci
BUpO6HMLUTBa AD| (HE3HaYHa 3MiHa y 3aKpuTIN
YacTuHi macTep-ganna Ha Adl) BHeCEeHHs!
HEe3Ha4yHWUX 3MiH B 3aKkpuTy YacTuHy ASMF
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
(EU/ASMF/00348) (3aTBepmpkeHa Bepcis: AP/CT
(EU)/01/04-2021; 3anponoHoBaHa Bepcisa: AP/CT
(EU)/05/02-2023) BupobHmka APl Megafine
Pharma, wwo ctocytoTbes 6inbll geTanbHOro onucy
npouecy, 4OAaBaHHS | 3BY)XXEHHS NiMITiB
cneumdikauin Ha NPOMIXHi Ta BUXigHI MaTepianu
316. | ULUHAKANDBL, | Tabnetku, BkpUTi Mictpan AHrnis Bunyck cepii: Yecbka BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3a - UA/16373/01/01
ET-BICTA NniBKOBOO Kenitan CiHTOH, C.p.0., Pecnybnika/ | 3MiHu | Tvny - 3miu 3 saikocTi. A®I. BupobHuuTBO. peuenmom
o6onoHkoto, no 30 MeHegkmeH Yecbka Icnanis/ 3MmiHa po3mipy cepii (Bkntovatoun gianazoHun) Ad|
Mmr, no 14 TabneTok T NimiTeq, Pecny6nika; Yuni/ abo NPOMIXKHOIO NPOAYKTY, SIKUIA 3aCTOCOBYETLCS Y
y 6nictepi; no 2 lMepBuHHE Ta Bonrapis npoueci BupobHuutea AP (36inbleHHs go 10
Gnictepn y BTOPUHHE pasiB NOPIBHSHO i3 3aTBEPAKEHUM PO3MIPOM)
KapTOHHIN navui nakyBaHH4, 306inbLUeHHs MakcumanbHoro po3mipy cepii A®I
BUMYCK Cepii: LUuHakanbLueTy rigpoxnopuay i3 53,9 mr go 80,9 «r.
CiHTOH XicnaHis, 3MiHn | TUny - 3MiHn 3 skocTi. A®Il. CTabinbHICTb.
C.J1., IcnaHis 3miHa nepiogy NOBTOPHMX BUNpoOyBaHb/nepioay
Bupo6bHuLTBO: 36epiraHHsi abo ymoB 36epiraHHs AdI (3a
CiHTOH Yuni BiACYTHOCTI y 3aTBep)KEHOMY OOCbE cepTudikaTa
NTpa., Yvni; BiNOBIgHOCTI €BponeWnchkin hapmakonel, Lo
lMepBuHHE Ta BKII0MaE nepiof NOBTOPHOro BUNpobyBaHHS)
BTOPUHHE (nepiog noBTOpHOrO BUNPOBbYyBaHHs/Nepion
nakyBaHHs: [xu 36epiraHHs) - 36inbLieHHst abo BBeAEHHS nepioay
| NOBTOPHOro BUNpobyBaHHs/nepiogy 36epiraHHs Ha
dapmac'toTikanc OCHOBI pe3ynbTaTiB OCHiAKEHb Y pearnibHOMY Yaci
IItA., Bonrapis - NOAOBXEHHS Nepiogy NOBTOPHOro BUNPOGyBaHHS
AD| unHakanbLeTy rigpoxnopuay Ha OCHOBI
NO3UTUBHKX pe3yrbTaTiB JOBrOCTPOKOBUX
JocnimxeHb cTabinbHOCTI y peanbHOMY 4aci,
nposegeHnx BupobHukom APl Megafine Pharma:
3aTBepaxeHo: MNepiog NoBTOpHOro BUNpobyBaHHS
36 micsyis. 3anponoHoBaHo: MNepiog NOBTOPHOrO
BUNpobyBaHHs 48 micauiB. 3miHu | Tuny - 3miHK 3
sikocTi. A®l. BupobHuuTBO. 3MiHM B npoueci
BUPOGHMUTBA AD| (HE3HAYHa 3MiHa y 3aKpUTIl
YyacTuHi mactep-garina Ha A®l) BHeceHHS
HEe3HaYyHUX 3MiH B 3akpuTy YacTuHy ASMF
(EU/ASMF/00348) (3aTBepaxeHa Bepcis: AP/CT
(EU)/01/04-2021; 3anponoHoBaHa Bepcia: AP/CT
(EU)/05/02-2023) BnpobHuka APl Megafine
Pharma, wo ctocyoTbes GinbLu AeTanbHOro onucy
npovecy, 4oAaBaHHS | 3BY)XEHHS NiMITiB
crneundikaLii Ha NPOMiXHI Ta BUXigHI MaTepianu
317. | ULUNPODINOK | po3unH ans iHgysin, | TOB "HOpis- YkpaiHa TOB "lOpisi- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3a He UA/3643/01/01
CAUUH 2 mr/mn; no 100 mn dapm” dapm” 3MiHuM | TUNY - 3MiHK 3 AKoCTI. FoTOBUI NikapChbKW peuenmom nidnsieae

abo 200 mn y
nnsLwKax
nonimepHux; no 1
nnawui y kopo6ui 3
KapToHYy

3aci6. 3MiHM y BUpoGHMUTBI. 3amiHa abo
BBEJEHHS 0AaTKOBOI AinNbHULi BUpobHULITBa Ans
YacTnHU abo BCbOro BUPOBHMYOro npoLiecy
rOTOBOrO fikapcbKkoro 3acoby (AinbHUUSA, Ha sKir
npoBoanTbcsi byab-ski BUpobHWYI cTagii, 3a
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1

BVHSITKOM BUMNYCKY Cepii, KOHTPOO SIKOCTi Ta
BTOPWHHOIO NaKyBaHHS O1151 CTEPUIbHUX
nikapcbkunx 3acobis (BKYa4m BUPOOeHi
acenTU4YHUM MeToAOoM), KpiM Nnikapcbkux 3acobis
6ionoriyHOro/iMyHONONYHOTO NMOXOOXKEHHS) -
BBeAeHHs ainbHuLi TOB «HOpis-dapm», YkpaiHa
3a agpecom M. Yepkacw, Byn. YurmpuHcbka 21/11
Ha siKil NpoBOAUTLCS BUPOGHMUTBO in bulk 3
NEPBUHHUM NaKyBaHHAM Yy NISALIKW NoMniMepHi No
100 mn Tta 200 mn; 3miHn | TMNY - 3MiHK 3 SIKOCTI.
[oToBWIN Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHa imnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOSO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo aogaBaHHA AiNbHULI, Ha SKiN
3AINCHIOETBCA KOHTPOSL/BUMNPOBYBaHHSA cepii) -
BBeAeHHs foaaTkoBoi AinbHuui TOB «HOpis-
Papm», YkpaiHa 3a agpecom M. Yepkacu, Byn.
YurvpuHcbka 21/11, Ha sKilA 34iNCHIOETHCSA
KOHTPOSb cepii 3a 4i3MKO-XiMiYHUM NOKasHMKaMu;
3miHn | Tvny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. 3MiHM y BUpoBHUUTBI. 3MiHa po3mipy cepii
(BKrOYatoumM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (iHLWi 3MiHK) - 3MiHa po3mipy
cepii y 3B’sA3Ky 3 BBEAEHHSIM HOBOI OiNbHML:
3aTtBepgkeHo: 900 n (06’em HanoBHeHHst 100 mMn
7574-8854 wr.; 200 mn 3777-4421 wrt.);
3000 n (06’em HanoBHeHHs 100 mn 26069-30169
wT.);

4000 n (06’em HanoBHeHHs 100 mn 34876-40319
wT.; 200 Mn 17428-20154 wr.);
3anponoHoBaHo: 2000 n (06’em HanoBHeHHs1 100
mn 15038-19576 wr.; 200 mn 7584-9879 wr.);
4000 n (06’em HanoBHeHHs 100 mn 31869-39478
wT.; 200 mn 16082-19929 wr.);
3MiHn | TUnNYy - 3MiHK 3 gKocTi. FoToBMIA NiKaPChKUIA
3aci6. Cuctema KoHTelHep/3aKynopioBanbHUi
3aci6. 3MiHa po3mipy ynakoBKku roToBoro
nikapcbKkoro 3acoby (BUIyYeHHS yNakoBKU NEBHOTO
po3mipy) - Buny4eHHs ynakoBokK, Lo
BMPOGNSIIOTLCS Y CKNSIHWUX Nnsiwkax 06'emom 100
mn Ta 200 mn y 3B'A3Ky 3 BBEAEHHAM HOBOI
OinbHWLi BUPOBHULTBA Y MIIsILLKaX
noninponineHoBmx. 3MiHW BHECEHI 0 iIHCTPYKLT
0N MeQUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
[0 po3gainy "YnakoBka" Ta 4O po3A4iny KOPOTKOI
XapaKkTepucTuKK nikapcbkoro 3acoby "Tun Ta BMicT
NEepPBUHHOI YNaKoOBKN" LLIOA0 BUITYYEHHS YNaKOBOK
NiKapCbKOro 3acoby y CKISHUX MIsLWKax, K
Hacnigok - BUNyYeHHsl TEKCTY MapKyBaHHs Anst
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[aHOro nakyBaHHS fikapcbkoro 3acody; 3MiHu |

KOHTpOsb roTOBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEeX rOTOBOrO NMikapCbKoro 3acoby (BUny4YeHHs
He3Hay4HOro nokasHuka (Hanpuknag 3acTapinoro
rokasHuKka, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHMKIB Y cMakoBuX [06aBOK))
CynyTHs 3MiHa
- 3MiHu 3 sikoCTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAdax BMNPobyBaHHS roTOBOIO NikapCbKOro
3acoby (iHLi 3MiHW) - BUyYEHHS NOKa3HMKa
«KinbkiCHe BU3HaYEHHSI MOTOYHOI KUCIOTUY Y
cneumdikaLii Ta MeTogax KOHTPOKO y 3B’A3KY 3i
3MiHoto cknagy M13;
3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUI
3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikauii Ta/abo
[OMyCTUMMX MEX rOTOBOrO MiKapCbKOro 3acoby
(3BY>KEHHS AONYCTUMUX MEX) -
CynyTHs 3MiHa
- 3MiHu 3 akocTi. FOTOBMIA NiKapCbkuii 3aci6.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3mMiHa y
MeToAax BMNPoOyBaHHS roTOBOIO NikapCbKOro
3acoby (iHWi 3MiHW) - 3BYXXEHHSA KpUTEpIiB
NPUAHATHOCTI 32 NOKa3HWKOM « OCMONANBHICTbY Y
crneundikaii Ta MeTogax KOHTPOM
(3aTBepmkeHo: Big 250 no 330 MOcMonb/kr;
3anponoHoBaHo: Big 250 go 325 mOcmonb/Kr);
3MiHu | TUny - 3MiHK 3 siKocTi. FoToBMIA NiKapCbKUiA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHW Y NpoLeci
BMPOGHMLTBA rOTOBOIO MikapcbKoro 3acoby,
BKITHOYaI04M MPOMIDKHUI NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHMLITBI FOTOBOTO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) - 3MiHN Y BUPOBHMYOMY NpoLieci
Ons aganTadii TEXHOMOriYHOro npouecy Ao
obnagHaHHA HOBOI AiNbHULI, @ came Ha cTagil
«[lMpUroTyBaHHS PO34MHY» 3aBaHTaXEHHS BUXIQHOT
CVPOBUWHM 3[iIICHIOETECH 3@ JOMOMOrOH0
Tpubnenaepa;
3miHu | TMny - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUIA
3aci6. 3MiHN y BUpOOHMUTBI. 3MiHM Y nNpoLieci
BUPOBHMLTBA rOTOBOTO JlikapCbKoro 3acoby,
BKITHOYAI04M MPOMIDKHUI NPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI FOTOBOrO

nikapcbKkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLUTBA) - 3MiHU Y BUPOBHMYOMY NpoLieci

Tuny - 3MiHK 3 siKocTi. FOTOBWI Nikapcbkuii 3acib.
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
Ons aganTauii TeXHOMOriYHoro npouecy Ao
obnagHaHHs HOBOI AinbHULI, @ came Ha cTagil
«HanoBHeHHs Ta 3aKynoproBaHHS NSLLOK»

30iNCHIOETLCS 3@ JONOMOrOH TEXHOMOrT
BUAYBaHHS/HAaNOBHEHHs/3analoBaHHs;
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbKKin
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM ¥ npoueci
BMPOGHMLTBA rOTOBOIO fikapcbkoro 3acoby,
BKIOYa4M NPOMKHUIA NPOJYKT, WO
3aCTOCOBYETLCSI MPY BUPOOHMLITBI FOTOBOTO
nikapcbkoro 3acoby (HesHayHa 3miHa y npoueci
BUPOGHMLTBA) - 3MiHM Y BUPOBHMYOMY mpoLieci
Ona aganTtauii TEXHOMOoriYHOro npouecy Ao
obnagHaHHsA HOBOI AiNbHULI, @ came BuaaneHo
ctagito « OBTUCHEHHS NMSALLOKY;
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbkKi
3aci6. KoHTponb rotToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM y meTogax
BMNpoOyBaHb (BKIO4aouM 3amiHy abo
[OMOBHEHHS))
CynyTHs 3MiHa
- 3MiHu 3 akocTi. FOTOBMIA NiKapCbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOrO fikapcbkoro 3acoby (iHLUi 3MiHK) -
3MiHM 3a nokasHukoMm «Onucy» y cneumndikauii Ta
MeToAax KOHTPOIH:
3aTBepokeHO: npo3payHasi becuBeTHast unm

npo3opui 6e36apBHUiA abo 3eneHyBaTO-XOBTU
PO34MH. 3MiHM BHECEHI 40 IHCTPYKLUiT Anst

3eneHoBaTo-XenTtaa XNOKoCTb, 3al'|pOI'IOHOBaHO.

MeAMYHOro 3acToCyBaHHS NikapCbKoro 3acoby Ao
po3giny "OcHoBHi ¢hiauko-ximiyHi BnacTmeBocTi" Ta
[0 BiANOBIAHOrO po3ainy KOpoTKoi
XapaKTepPUCTUKM NiKapCbKoro 3acoby; 3miHu | Tuny
- 3MmiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToaax BUNpobyBaHHs rOTOBOTO MikapCbKOro
3acoby (iHwWi 3MiHW y MeTodax BUNpobyBaHb
(BKrTtoyaro4m 3amiHy abo JONOBHEHHS))
CynyTHs 3MiHa
- 3MiHK 3 sikocTi. F0TOBMIA Nikapcbkuii 3acib.
KOHTpOmb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK) -
3MiHM 3a po3ainom «laeHTudikauisay y

cneumdikauii Ta MeTogax KOHTpon, a came

BUJ1y4EeHO BU3HAYEHHA MOJI04HOI KUCOTK Ta
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
OvHaTpito egeTaTy Ta fogaHo MeTos
2.2.25.A6copbuiriHa cnekTpodoToMeTpis B
ynbTpagioneToBi i BMAMMI obnacTtax (Makcumym

NOrNVUHAHHS: 32 JOBXWHU XBUAi 27612 HM) ansi
BM3HaYeHHS LmnpodnokcauuHy rigpoxnopuay;
3MiHuM | TUNYy - 3MiHK 3 aKkocTi. FoToBUI NikapCbKKin
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.

3MiHa y MeTofax BUNPoBYyBaHHsI rOTOBOrO
nikapcbKkoro 3acoby (iHwWi 3aMiHM y meTogax
BUNpoOyBaHb (BKItoYa4um 3amiHy abo
[OMNOBHEHHS))
CynyTHs 3MiHa
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3acio.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MeX FOTOBOIO NiKapCbKoro 3acoby (iHLi 3MiHK) -
3MiHM 3a noka3HukoMm «[po3opicTb» y
cneumdikauii Ta MeTogax KOHTPOno, a came y
cneumaikauii Kputepii NPUAHATHOCTI BUKNaAEeHO
YKPaiHCbKOK MOBOIO Ta Y METOAax KOHTPOIO
BWITY4EHO OMNWUC METOAMKM, 3arMvLLEHO NOCUMaHHS
Ha 3aranbHy ctatTio 2.2.1. EP.;
3MiHn | TUnNy - 3MiHK 3 gKocTi. [oToBMIA NiKapCbKUIA
3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
BUNpobyBaHb (BkMoYakoun 3amiHy abo
[OOMNOBHEHHS))
CynyTHs 3MiHa
- 3MmiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK) -
3MiHW 3a noka3HukoMm «CTyniHb 3abapBneHHs» y
crneundikaLii Ta MeToaax KOHTPOrio, a came y
cneuudikaLii KpUTepii NPUNHATHOCTI BUKNaAEeHO
YKPaiHCbKOK MOBOI Ta Y MeToAax KOHTPOIO
BUITyYEHO OMUC METOAMKM, 3aMULLEHO NOCUMAHHS
Ha 3aranbHy ctatTio 2.2.2. (metog Il) EP. Etanon
(GY6) He 3miHuBCst; 3MiHu | TUNy - 3MiHKM 3 sIKOCTI.
["oToBMI nikapcbkuii 3acib. KOHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax
BUNpPoOYBaHHS FOTOBOrO NikapCbKoro 3acoby (iHLi
3MiHM Y MeToAax BUNpobyBaHb (BKITHOYaK4m
3amiHy abo JONOBHEHHS))
CynyTHs 3MiHa
- 3MiHu 3 skoCTi. FOTOBMIA NiKapCbKkuiA 3aciO.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa

napamMeTpiB cneuudikauin Ta/abo AonycTummx
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MeX FOTOBOIO NiKapCbKoro 3acoby (iHLi 3MiHK) -
3MiHM 32 Noka3HUKOM «pH» y cneumdikauii Ta
MeToAdax KOHTPOIto, a came 3MiHa KpuTepiiB
NPUIHATHOCTI (3aTBepaxeHo: 3,50 — 4,60;
3anponoHosaHo: 3,5 — 4,6) Ta y meTogax
KOHTPOIO BUIYYEHO ONUC METOAMKM, 3aNnLLIEHO
nocunaHHsa Ha 3aranbHy ctatTio 2.2.3. EP; 3miHn |
Tuny - 3MiHK 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTposb roToBoOro nikapcbkoro 3acoby. 3MiHa y
mMeToAax BMNpOoOyBaHHSA roTOBOIO NikapCbKOro
3acoby (iHwi 3miHM y MeToAax BUNpobyBaHb
(BKntoYa4um 3amiHy abo JONOBHEHHS))
CynyTHs 3MiHa
- 3MiHu 3 AkocTi. FoTOBMIA NikapCbkuii 3aci6.
KoHTpOsb roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MEX roTOBOrO fikapcbkoro 3acoby (iHLUi 3MiHK) -
3MiHM 3a noka3HukoM «OB'eM, O BUTAraeTbCa» y
cneumdikauii Ta MeTogax KOHTPOno, a came y
cneuudikaLii KpUTepii NPUNHATHOCTI BUKNaAEHO
YKPaiHCbKOK MOBOI Ta Yy MeToAax KOHTPOIo
BWITY4EHO OMNWUC METOAMKM, 3arMLLEHO NOCUIaHHS
Ha 3aranbHy cTaTTio 2.9.17 EP.;
3MiHuM | TUNy - 3MiHK 3 akocTi. FoToBUI NikapCbkKi
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNnpobyBaHHSA roToBOro
nikapcbkoro 3acoby (iHWi 3MiHM y meTodax
BUNpoOyBaHb (BkIoYakoun 3amMiHy abo
[OMNOBHEHHS))

CynyTHs 3MiHa
- 3MmiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3acib.
KoHTpOnb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3miHK) -
3MiHM 3a Noka3HUKkoM « CynpoBiaHi AOMILLKMY Y
cneuudikaLii Ta MeTogax KOHTPOo, a caMme 3MiHa
[onycTUMOI Mexi Ans HecneuundikoBaHuX
[OOMILLOK Ta 3MiHM MeToaukn meTogom BEPX
(npobonigrotoBka, yMOBM Ta NOPSAOK
XpomaTorpadyBaHHsi, NpuaaTHICTb
xpomMaTorpadiyHoi cuctemu, opmyna
pO3paxyHKy)
3aTBEpOKEHO 3aMnponoHOBaHO
ConyTcTByloLLME NpUMecH
Mpumecs E — He 6onee 0,3%

Mpumecu B, C, D — He Gonee 0,2%
JTiobas He naeHTMdMUMpOBaHHas NPUMECh — He
6onee 0,1%

Cymma npumeceit — He 6onee 0,5%
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
CynpoBigHi AoMiLLKku
Howmiwka B: He Ginbwe 0,2%

Dowmiwka C: He 6inbwe 0,2%
Dowmiwka D: He 6inbwe 0,2%
Howmiwka E: He Ginbwe 0,3%
HecneundikoBaHi 4OMILLKW: KOXXHOI AOMILLKN He
Ginblwe 0,2%
Cyma powmiwok: He BinbLue 0,5%
3MiHuM | TUNYy - 3MiHK 3 AKkocTi. FoToBUIA NikapChbKKin
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNPOBYBaHHsI rOTOBOrO
nikapcbkoro 3acoby (iHwi 3aMiHM y meTogax
BMNpoOyBaHb (BKItoYa4um 3amiHy abo
[OMNOBHEHHS))
CynyTHs 3MiHa
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTponb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonyctummnx
MeX FOTOBOIO NiKapCbKoro 3acoby (iHwwi 3miHm) -
3MiHW 3@ NMOKa3HUKOM «MexaHiYHi BKITFOYEHHS» Y
cneumdikauii Ta MeTogax KOHTPOo, a came y
cneumaikauii Kputepii NPUAHATHOCTI BUKNaAEeHO
YKpaiHCbKOIO MOBOIO Ta Y METOA4aX KOHTPOIHO
BWITY4EHO OMNWUC METOAMKM, 3arMLLEHO NOCUMaHHS
Ha 3aranbHy cTtaTTio 2.9.19. (metog |) EP.;
3miHu | Trny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUi
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHN y meToaax
BUNpobyBaHb (BkMoYakoun 3amiHy abo
[OOMNOBHEHHS))
CynyTHs 3MiHa
- 3MmiHK 3 AkocTi. FoToBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummnx
MEX roTOBOrO fikapcbkoro 3acoby (iHLUi 3MiHK) -
3MiHM 32 Noka3HUKOM «KinbKicHe BUSHAYEHHS» Y
crneundikaLii Ta MeToaax KOHTPOrio, a came y
crneundikaLii BuganeHo gonyctumi Mexi ons
BU3HAYEHHS MOJIOYHOI KUCMOTN Y 3B’A3KY i3
BUIYYEHHSM 3 cKnagy AOMOMKHUX PEYOBUH
MOJIOYHOI KACMOTW Ta 3MiHWM METOAMKN METOA0M
BEPX (npo6onigrotoBka, yMOBM Ta NOPSAOK
XpomaTorpadpyBaHHs);

3acib. KoHTponb roToBoro nikapcbkoro 3acoby.
3mMiHa y MeTogax BMNpobyBaHHSA roToBOro

3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKuii

nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax

BMNpobyBaHb (BKMOYakoym 3amMiHy abo
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
[OMOBHEHHS))
CynyTHs 3MiHa

KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa

MeX FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHK) -

cneumdikaLii KpuTepii NPUAHATHOCTI BUKNageHo

BMNPOOYyBaHHSA METOAOM MeMBpaHHOT chinbTpauii

3miHu | Tvny - 3miHKn 3 AkocTi. FoToBUIA NiKapCbKUI

- 3MiHu 3 sikoCTi. FOTOBMIA NiKapCbkuii 3aciO.
napameTpiB cneuudikauin Ta/abo gonycTummx

3MiHW 3a NOKa3HUKOM «CTepUmbHICTbY Y
cneundikalii Ta MeTogax KOHTPOrio, a came y

YKpaiHCbKOI MOBO Ta Y MeTOfax KOHTPOSHO
[OoOaHo AeTanbHUiA ONnc MEeToANKM METOAO0M 1
(ans npoBefeHHs BUNpobyBaHHA METOA0M
MemBpaHHOI chinbTpauii Ha cMcTeMi BigKpUTOro
Tvny) i fogaHo onuc metoay 2 (4N NPOBeAEHHSs

Ha cuCTeMi 3aKpUTOro TUny);

3aci6. KoHTposb roToOBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHS rOTOBOro
nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
BMNpoOyBaHb (BKIoYaum 3amiHy abo
[OMOBHEHHS))
CynyTHs 3MiHa
- 3MiHM 3 sikocTi. FOTOBMIA NikapCbkuii 3aciO.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikadin Ta/abo gonyctummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK) -
3MiHM 32 NokasHUKom «bakTepianbHi
€HOOTOKCUHM» y creuudikaLlii Ta meToaax
KOHTPOrIo, a came y crieumdikauii kputepii
NPUNHATHOCTI | METOANKY B METOAaxX KOHTPOIo
BMKMaAEHO YKpaiHCbKOIO MOBOIO Ta 3a3HayeHo
BUKOPUCTaHHA MeTody A 3aranbHoi cTtaTTi 2.6.14.
EP. MakcumansHO gonyctuMe po3BefeHHs ans
npenapary npu BukopuctaHHi LAL-Tecty 3
yytnueicTio 0,03 MO/mn 3anuiieHo 6e3 3MiH, sike
cknagae 1:16.;
3miHu | TUny - 3miHm 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHs
HOBOro abo OHOBNEHOro cepTudikaTa
BignoBigHOCTI abo BUNy4YeHHs cepTugikata
BignoBigHocTi EBponenchkii hapmakonei: ans
A®l; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTBCS Y BUPOOHMUTBI ADIl; ans
[OMOMIXXHOT peqoBUHU (cepTudikaT BignoBigHOCTI
€Bponevicbkin dapmakonei) - HoBuin ceptudikat

BiJ BXe 3aTBepaxXeHoro BVIpO6HVIKa - nogaHo
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Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
HoBuin CEP No. R1-CEP 2010-099-Rev 02 Ha

BBEAEHHAM J0L4ATKOBOI B MAsiLLKAX I'IOJ'IiMepHI/IX Ha

3miHu Il Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui

Aitody peyoBUHY LMNpodnoKcaLUmHy rigpoxnopuay
Bif] BXXe 3aTBEpaKeHOoro BupobHuka Adl
LinnpodnokcaumHy Zhejiang Guobang
Pharmaceutical Co., Ltd, Kutan Ha 3amiHy DMF;
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edhekTMBHOCTI
Ta hapmakoHarnsgy. 3MiHu y KOpoTkin
XapaKTepucTuui nikapcbkoro 3acoby, TekcTi
MapKyBaHHs! Ta iHCTPYKUii ANS MeAUYHOro
3aCTOCYBaHHS reHepUYHNX/ribpuaHux/GionogibHmx
nikapcbkux 3acobiB Micns BHECEHHs Tiei camoi
3MiHM Ha pedbepeHTHUI npenapaT (3MiHa He
notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX
AaHux) - 3MiHK BHECEHi 0 IHCTpYKUii Ans
MELMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactueocTi"
,"Moka3aHHs", "OcobnmnBoCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHsi Ta 4o3u" Ta Jo po3ainis
KOPOTKOI XapaKTepuUCTUKM NiKapcbKoro 3acoby
"TepaneBTu4Hi NnokasaHHs", "[1o3n Ta cnocid
3actocyBaHHs", "OcobnmBi 3acTepexeHHs Ta
3anobixHi 3axoau Npu 3acTocyBaHHI",
"®apmakornoriyHi BnactmBocTi (PapmakognHaMiyHi
BNacTMBOCTI)", BignoBiaHo o iHdopMauii
pedepeHTHOro nikapcbkoro 3acoby (Ljunpo6an®,
PO34uH AN iHdy3in); 3MiHn | Tuny -
AaMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpoGHUYOT
AinbHWUI (BKNtoYatoun ginbHuLi anst AdI,
NPOMDKHOrO NPoAyKTy abo roTOBOro Nikapcbkoro
3acoby, AinbHULI Ans NpoBeAEeHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanbHOro 3a BUMYCK cepin,
MiCLle NpoBeaEeHHS KOHTPOTIO cepii) abo
nocTayanbHuKa BMXigHOTO MaTtepiany, peareHTty
ab0o [ONOMIXKHOI Pe4OBUHM (SIKLLO 3a3Ha4YeHo y
[OCbE) - BUNyYeHHs AinbHuui TOB «tOpis-dapmy,
YkpaiHa 3a agpecom m. Yepkacu, Byn.
Ko63apcbka, 108, Ha sikiihi npoBoAMTbLCS
BMPOGHMUTBO in bulk 3 NnepBUHHMM NaKkyBaHHAM Y
NASALWKN CKMNSAHI Ta BTOPMHHE NaKyBaHHS, y 3B'A3Ky
3 MOBHUM BUITyYEHHSIM JaHOI YNaKoBKM Ta

HOBIN AinbHUL;

3aci6. Onuc Ta cknag. 3miHa y cknagi

(BOMOMIDKHMX pevoBUHAX) FOTOBOTO NiKapCbKOro

3acoby (iHWi gonoMixHi pevoBuHU) - FAkicHi abo
KiNbKICHi 3MiHM W00 oAHiel abo Aekinbkox

BMNMHYTM Ha 6e3neky, sikicTb abo edheKTUBHICTb

LOMOMDKHUX pPe4v0oBUH, AKi MOXYTb 3Ha4YHO
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roTOBOrO NiKapCbKoro 3acoby - 3MiHW siKicHOro Ta
KiNIbKICHOTO CcKnagy AOMOMIKHUX PEYOBUWH, a came
BWITy4EHO HaTPIlo TiAPOKCUA Ta KUCMOTY MOJIOYHY;
[0[aHO HaTPIl NakTaT Po3yMH Ta 3MEHLLEHO
KiNbKICTb HATPit0 xnopugy. A Takox Ans gitovoi
PEYOBUHM YTOYHEHO iHGOPMALLitO LLOAO AKICHOrO
Ta KiNbKICHOro cknagy Aito4oi pe4oBUHU
BiANOBIAHO A03yBaHHA y nikapcbkin chopmi, 6e3
3MiHM KpUTEPIiB NPUAHATHOCTI. 3MiHM BHECEHi J0
iHCTPYKLUIii 4N MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posainy "Cknag" ta oo
pOo34iny KOPOTKOI XapaKTePUCTUKMN NiKapCbKOro
3acoby "AkiCHWN i KinbkicHWI cknag” Wwoao
BUITYYEHHS 3i CKNaay HaTpito rigpokeuay,
BUSTYYEHHS KMCNOTM MOSOYHOI Ta il 3aMiHa Ha
HaTpilo NakTaTy PO34uMH, @ TAKOX 3MEHLLEHHS
KinbKOCTi HaTpito xrmopuay; 3Minn Il Tuny - 3miHn 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEePBUHHIN yNakoBLii FOTOBOro MikapcbKoro 3acoby
(Tvin KOHTeHepa abo AogaBaHHA HOBOrO
KOHTelHepa) - CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3acobu 6ionoriyHoro/iMmyHonoriYHoro
NOXOOKEHHS - 10aHO HOBY YNaKOBKY MMSALLKN
noniMepHi i3 noninponineHy 3 o6’eMom
HanoBHeHHs 100 mn a6o no 200 mn. 3miHn
BHECeHi [0 iHCTPYKLUii Ans Mean4Horo
3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy
"YnakoBka" Ta 4O po34iny KOPOTKOI
XapaKkTepucTuKK nikapcbkoro 3acoby "Tun Ta BMicT
NepBUHHOI YNakoBKKN" LLOAO JOAaBaHHS HOBOI
YMaKOBKU - MASALLKW NONIMEPHi, SK HAaCMiAoK -
3aTBEPOKEHHS! TEKCTY MapKyBaHHS! Ansi HOBOTO
nakyBaHHsi

318.

LUUTO3AP®

niocpinizat ans
PO34MHY AN iH'eKUin
no 100 mr, 1 donakoH
3 niodpinizatom Ta 1
amnyna 3
PO3YMHHUKOM (CNUPT
6eH3unoBuii, Boaa
Ans iH'ekuin) no 5
MI Y KapTOHHIN
Kopobui

Mdparnzep
IHK

CLA

BMPOBHMLTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs1,
KOHTPOIb SKOCTI,
BMNYCK cepii,
BUNpPOBYBaHHS
Ha cTabinbHiCTb:
KopaeH ®apma
NartiHa C.n.A.,
ITanis;
BUPOOHMLTBO,
nepBuHHe
nakyBaHHs Ta

ITanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnsgy (iHwi 3miHu) - 3MiHN BHECEHO

B iHCTPYKLIit0 ANSt MEANYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"MpoTunokasaHHs", "B3aemogisa 3 iHWMmn
nikapcbknumy 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiop BariTHocTi abo rogyBaHHs rpyaat” Ta

"Cnoci6 3acTtocyBaHHs Ta 403U" BIiANOBIAHO A0

OHOBMeEHOT iHdopMaLii woao 6esneku
3aCToCyBaHHSA Aito4oi Ta AONOMDKHUX PEYOBUH.
TepMmiH BBeAEHHS 3MiH NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/4840/01/02
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[IponoBkeHHs 1oaarka 3

Ne Haszea Popma sunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoesu Peknam Homep
n/n Nikapcbko2o | (nikapcbka ¢ghopma, 3asi8HUKa eUpPOb6HUKa eionycky yeaHHs* | peecmpayiliHo20
3acoby ynakoeka) noceio4yeHHs1
KOHTpOrbHe
BUNPOBYBaHHS
PO3YUHHMKA:
Anbdacirma
C.n.A., lTania
319. | ULUTO3AP® niocpinizat ans Mdparizep CLWA KopaeH ®apma ITanis BHECEHHS1 3MiH O peecTpaLiiHMX maTepianis: 3a He UA/4840/01/01
PO34MHYy Ans iH'eKuin IHK JNatiHa C.n.A. 3MiHu | Tuny - 3MiHK Wwopo 6esnekn/edheKTUBHOCTI peuenmom nidnsieae

no 1000 wr, 1
nakoH 3
nioginizatom y
KapTOHHiN Kopobui

Ta cbapmakoHarnsagy (iHwi 3miHn) - 3MiHN BHECEHO
B IHCTPYKLUIi0 ANs1 MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posainis
"MMpoTnnokasaHHs", "B3aemogis 3 iHWyMmn
nikapcbkumu 3acobamu Ta iHWi BUAK B3aemogin",
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepiog BariTHoCTi abo rogyBaHHs rpyaat” Ta
"Cnoci6 3acTtocyBaHHsi Ta 40o3n" BiaNoBiaHO OO
OHOBJEHOI iHhopmalii Wwoao 6esnekn
3aCTOCyBaHHS Ait040i Ta JOMOMDKHUX PEYOBUH.
TepmiH BBEAEHHA 3MiH NpoTAroM 6 Micauis nicns
3aTBEPAKEHHS

*y pa3i eHeceHHs1 3MiH 0o iHCmMpyKuii Npo Mmedu4YyHe 3acmocyeaHHsI

HavanbHuk
dapManeBTUYHOIO YIIPABJIIHHA

Tapac JIICKOBChKHM




