NEPENIK

DonaTtok 3

Ao Haka3y MiHictepcTBa OXOpOHHU

3p0poB’A YKpaiHu
20.02.2018 Ne 290

NIKAPCbKMUX 3ACOBIB (MEOUYHUX IMYHOBIONOMN4YHUX MPEMAPATIB), LLOAO AKUX BYNU BHECEHI 3MIHM OO PEECTPALIMHUX

MATEPIANIB, SKI BHOCATbLCA [0 AEPXXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceid4yeHHs1

L-OPHITUHY - L-
ACMAPTAT

MOpOLLIOK (cyBCTaHUis) y
nakeTax nofBiviHNX
ronieTuneHoBnx Ans
BMPOBHMLITBA
CTEpUNbHUX Ta

HECT EpPUIbHUX
nikapcbkux ¢opm

TOB "HIKO"

YkpaiHa

Kiosa Xakko
bio Ko. JlTa.

AnoHia

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHWKa (BMacHuka
peecTpauinHoro nocsigyeHHs) (3miHa appecu
3asBHuKa); 3MiHu | Tuny - 3miHm 3 akocTi. ADI.
KoHTponb A®I. 3miHay napameTpax crneuudikauin
Ta/abo JoNYCTUMUMX MEX, BU3HAYEHNUX Y
cneuudikauisx Ha APl abo BXAHWA/MPOM iDKHWA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y MpoLeci
BMpobHMLTBa A®DI (monoBHeHHsT crneumdikauii
HOBMM TMOKA3HMKOM SKOCTi Ta BifnoBigHUM METOA0M
BUNpoGYBaHHsA) ([0MoBHeHHs cneuudikauii APl
HOBVM MOKAa3HUKOM SIKOCTi «pH» 3 BiAMOBigHWUM
MeToA0oM BUMPOD yBaHHS
BanpornoHoBaHo: pH Big 6,0 Ao 7,0); 3Minm | Tuny -
3MiHn 3 sikocTi. APl Kontponb APl 3miHay
napametpax cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4eHux Y crieuudpikadisx Ha AP, abo
BMXIOHWA/MPOMDKHWA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuytea AdI
(oonoBHEHHsT cnewmdikaLlii HOBMM MOKa3HUKOM
SIKOCTi Ta BiAMNOBIAHAM METOAOM BUMPOD yBaHHS)
(monoBHeHHs1 cneuudikauii A®I HOBUM MOKa3HMKOM
sKocTi «CynpoBigHi AOMILLKM» 3 BiAMNOBI4HAM
MeToaoM BuUMpobyBaHHS  3anporoHOBaHo:
OpHiTHY naktam —He 6inblue 0,3 % Byab-ska
HeineHTuikoBaHa fomilwka — He Ginble 0,10 %
Cyma QOMILLOK (OKpiM OPHITUHY fakTamy) He
6inbwe 0,5 %)

UA/12834/01/01

L-TUPOKCWH 125
BEPJ1IH-XEMI

Tabnetku no 125 mkr, no
25 Tabnertok y 6nicrepi;
no 1, abo no 2, abono 4
6nicTepy B KapTOHHIN
KOpob L

BEPITIH-XEMI Al

HimeuyunHa

B1pobHWLITBO
"inbulk' Ta
KOHTpOIb
cepin:
BEPJIIH-XEMI
Al,
HimeyuunHa;
MakyBaHHs1,
KOHTpOmb Ta
BMNYCK CEPIV:

HimeyumHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis:
TexxiyHa nomwnka (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460),
nomunkun y MK4, nos'sisaHi 3 nepeknagom abo
nepeHeceHHaM iHdopMaLlii, aKi 6yrv gonylieHi npu
peecTpauii (Hakas Ne282 Big 09.04.2013p.), acame:
B MeTogax koHTponto sikocTi Ha 13, y po3aini
Cknag, 6yna gonylieHa noMunka y Hassi
[ OMOMDKHOI PEYOBUHM:
3a3HayeHe BuWMpaBreHHa BignoBigae

3a
peuyermom

UA/8133/01/04




2

[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
BEPITIH-XEMI peecTpauinHum matepianam. B gokymeHTauii
Al, BMpoOHMKa 3asHayeHo: «Calcium hydrogen
HimeuunHa phosphate dihydrate». (TepmiH BBeaeHHst 6 MicsuiB
PEKOMEHA0BaHO [0 3aTBEPAXKEHHS)
3. | L-TUPOKCHUH 150 Tabnetkuno 150 mkr,no | BEPJIIH-XEMI Al HimeuunHa Bupo6HMLTBO HimeyvunHa BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis: 3a UA/8133/01/05
BEPIIH-XEMI 25 Tabnertok y 6nicrepi; "inbulk' Ta TexniyHa nomwnka (3rigHo Hakasy MO3 Big peyerinmom
no 1, abo no 2, abono 4 KOHTpOrb 23.07.2015 Ne 460),
OnicTepy B KapTOHHIN cepiii: nomunkn y MK#, nos'sasaHi 3 nepeknagom abo
Kopob L BEPNIH-XEMI nepeHeceHHaM  iHopmaLii, siki 6ynu gonywieHi npu
Al, peecTpauii (Haka3 Ne282 Big 09.04.2013p.), acame:
HimeuumnHa; B MeTogax koHTponto sikocTi Ha 113, y po3aini
MakyBaHHs, Cknag, 6yna gonyweHa noMunka y Hassi
KOHTpOnb Ta [OMOMDDKHOI PEYOBUHM:
BUNYCK Cepiu: 3a3HayeHe BuvnpaBrieHHs BignoBigae
BEPJIIH-XEMI peecTpauinHum marepianam. B gokymeHTauii
Al BMpoOHMKa 3a3HayeHo: «Calcium hydrogen
HimevyunHa phosphate dihydrate». (TepmiH BBeAeHHs 6 micsuis
peKoMeHA0BaHO [0 3aTBepAKEeHHS)
4. | L-TUPOKCWUH 75 TabneTtku no 75 MKr, no BEPIIH-XEMI Al HiMmeuunHa B1pobHML TBO HimevumHa BHECEHHSI 3MiH JO PEECTPaLiHUX MaTepianis: 3a UA/8133/01/03
BEPIIH-XEMI 25 Tabnertok y 6nicrepi; "inbulk' Ta TexniyHa nomwnka (3rigHo Hakasy MO3 Bia peuernmom
no 1, abo no 2, abono 4 KOHTpOIb 23.07.2015 Ne 460),
6nicTepy B KapTOHHIN cepint: nomunkn y MK#A, nos'sizaHi 3 nepeknagom abo
KOpob L BEPNIH-XEMI nepeHeceHHsM iHdopMaLlii, ki 6yrv gonywieHi npu
Al, peecTpauii (Haka3 Ne282 Big 09.04.2013p.), acame:
HimeuyumnHa; B MeTtopax koHTponto skocTi Ha 13, y po3gini
MakyBaHHs, Cknap, 6yna gonylieHa nomunka y Hassi
KOHTPONb Ta [,0MOMiDKHOI  PeYOBUHM:
BUMYCK Cepil: 3asHaveHe BUMPaBIEHHA BiAMNoOBiAae
BEPITIH-XEMI peecTpauinHum matepianam. B gokymeHTauii
Al, BMpoOHMKa 3asHayeHo: «Calcium hydrogen
HimeuunHa phosphate dihydrate». (TepmiH BBeaeHHs 6 micauis
PEKOMEHA0BAHO [0 3aTBEPAKEHHS)
5. | ANNISAME[ TabneTku, BKpUTI YOPNQ TypeyunHa Inko Inay CaH. TypeyynHa BHECEHHS1 3MIiH [0 peecTpaLivHux Marepianis: 3a UA/14493/01/01
NMiBKOBOIO 06OOHKOI, MEOVLUNH IJTAY Be Tigx. A.LL. 3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peuernmmom
no 5 mr; no 14 Tabnerok CAH. BE TIDK. HaMeHyBaHHS1 Ta/abo agpecu 3asiBHUKA (BracHuka
y 6nicTepi, no 1 abo 2 AL peecTpauinHoro nocsigyveHHs) (3miHa appecu
6nicTepy B KapTOHHIN 3asiBHUKA (BrnacHWKa peecTpauiiHOro MocCBigYeHHs)
KOpob L
6. | AN3AMEL TabreTku, BKpUTI YOPNQ TypevurHa Inko Inay CaH. TypevurHa BHECEHHSI 3MiH O PEECTPaLiHUX Marepianis: 3a UA/14493/01/02
NnNiBKOBOK 0B OIOHKO, MEOVLUWNH IJTAY Be Tigx. A.LLL. 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peuyernnom
no 10 mr; no 14 CAH. BE TIDK. HaMeHyBaHHA Ta/abo agpecu 3asBHVWKa (BrMacHuKa
Tabnetok y 6nictepi, no AL peecTpauinHoro nocsigyeHHs) (3MiHa agpecun
1 abo 2 6nictepn B 3asBHMKa (BracHWKa peecTpaliiHoOro MocBigYeHHs)
KapTOHHIV Kopobui
7. | ANIMTA niodpinisar ans Jlinni ®paHc DdpaHuis BvpobHML TBO CLUA/®paHLin BHECEHHS1 3MiH 4O PEeECTpaLiiHuX Marepianis: 3a UA/4392/01/01
NPUroTYBaHHS PO3YMHY 3a NnoBHUM 3Minn | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa peuerimom
Ans iHdysiv no 500 mry LVKITOM HaMeHyBaHHA Ta/abo agpecu 3asBHWKa (BrnacHuka
CKNSIHOMY ¢hnakoHi; no 1 Eni Jinni eHg peecTpauinHOro MocBigYeHHs) (3miHa
1aKOHY B KAPTOHHIN KomnaHi, HaiMeHyBaHHA Ta apecu 3asBHMKA (BMnacHvka




3

[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

ynakosLi

CLUA;
MapkyBaHHs
Ta BTOPWHHA

ynakoBKa,
KOHTpOmb Ta
BUMYCK Cepii:
Jlinni ®paHc,

PpaHuis

peecTpauinHoro nocsigyveHHs); 3Minum | Tuny -
AnMiHicTpaTyBHI 3MiHW. 3MiHa HaViM eHyBaHHSA
Ta/abo appecn Micus NPOBafKEHHs1 AisnbHOCTI
BUPOO HMKa/iMmopTepa roTOBOrO NiKapCbKoro
3acoby, BKMoYakoum AinbHuLi BUNycky cepii abo
MicLie MPOBEAEHHA KOHTPOMO SKOCTI. (JisNbHICTb,
3a 5Ky BignoBigae BUPOOHUK/IMMOPTEP, BKITHOYa4K
BUMYCK Cepill) (3MiHa Ha3BM Ta agpecy BUPODHWKIB
M3 Eni Ninni eng Komnani Ta Ninni ®paHc, 6e3
3MiHV Micusa BUpoOHUL TBa); 3MiHu | Tuny - 3MiHn
Lwono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKill XapaKkTepuUCTuLi NiKapcbKoro
3acoby, TEeKCTi MapKyBaHHa Ta iHCTpyKUii Ans
MEAMYHOrO 3aCTOCYBaHHA Ha MiACTaBi perynsipHo
OHOBITIOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B micnsApeecTpauinHui nepioq,
abo sk pe3ynbTar OUiHKM 3BiTY 3 AOCHILXEHD,
MPOBEAEHMX BiANOBIAHO A0 MNaHy nediatpuyHUX
pocnigxeHb (PIP) (iHwi 3minn) (3MiHM BHeceHo ao
IHCTPYKUiT AN MeANYHOTO 3aCTOCYBaHHA Yy po3Ain
"MobBiyHi peakuii" BiaNoBiAHO A0 MaTepianis
peecTpauinHoro Aocbe); 3Minum | Tvny - 3minu wono
6e3nekn/echekTUBHOCTI Ta papmakoHarnsay (iHLi
3MiHV) (BHECEHHS] HE3HAYHVX penakuiHUX MpaBoK y
TEKCT MapKyBaHHsi MEPBMHHOI Ta BTOPWHHOI
JMaKoBKMW NiKapCcbKoro 3acoby)

AINEPTEK® HA30

CMpen HasanbHWK,
CyCreH3isi, [030BaHWi
50 mkr/gosyno 60 abo
120 a6o 140 nos
cycnensii B MET-
dnaKkoHi 3 403y04UM
HacoCoM-[,03aTOpoM-
po3nuritoBadem; o 1
r1aKkoHy y KapTOHHI
Kopob Ui

MepnaHa ®apma
AKLiOHepHE
ToBapucTBO

MNonblua

"Papmea"”

DpaHuis

BHECEHHS1 3MiH [0 PEECTPaLiHUX Marepianis:
3MiHn | Tuny - 3Minm 3 sikocTi. [oTOBUIA NiKapcbKuii
3aci6. CucTema KOHTefiHep/3aKyrnoproBarnb HU i
3aci6. 3MiHa po3mipy ynakoBKM roTOBOrO
nikapcbkoro 3acoby (3miHa Mmacu/ob'emy BMicTy
KOHTeliHepa ©ararof030BOro Nikapcbkoro 3acoby
OIS HeMapeHTepanbHOro  3acTocyBaHHs (abo
O[}HOA,030BOr0, YaCTKOBOrO BUKOPUCTaHHS))
(BBEOEHHA A0QaTKOBOro po3Mipy ymakoeku 13 no
140 pnos cycnensii B MET-dnakoHi 3 4o3ytounm
HaCcoCOM-/103aTOpOM -po3nuntoBadyem; o 1
(bNaKoHy y KapTOHHIN kopobui, 6e3 3MiHn
nakysanbHOro marepiany, 3 BignoBiAHUMW 3MiHaMU
y p. «Ynakoska» Ta M. «<MiHiManbHe HaroBHEHHS» Y
cneyudikauii/meTonax KoHTponto skocTi); (TepmiH
BBEEHHS 3MiH MpoTAroM 6-Tu micsAuiB nicns
3arBepaeHHs); 3minu | Tuny - 3minm wopo
6esnekn/edekTuBHOCTI Ta papmakoHarnsay. 3miHa
y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHH Ta iHCTPYKLIiT ANS MeanyHoro
3aCTOCYBaHHSI Ha MigcTaBi perynsipHo
OHOBIOBaHOrO 3BiTYy 3 6e3neku Nikapcbkoro

3a
peuyermom

UA/14933/01/01
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B micnsApeecTpauinHui  nepioq,
abo sk pe3ynbTar OUiHKMW 3BiTY 3 AOCHILXEHD,
MPOBEAEHMX BiANOBIAHO A0 MNaHy nefiatpuyHUX
pocnigxerb (PIP) (3miHy y3rogxxeHo 3
KOMMETEHTHM YOBHOBaXXEHUM  opraHom) (3MiHu
BHECEHO [0 IHCTPYKUii ANt MEeQUYHOro
3aCcTOCyBaHHA TikapCcbKoro 3acoby y po3ainu:
"B3aemopis 3 iHWMMK NikapcbkMu 3acobamu Ta
iHWI Bon B3aemogin", "OcobnmeocTi
3acTtocyBaHHs", "MNobiyHi peakuii" BiANOBIAHO A0
OHOBMEHOI iHpopmaLii 3 6e3nekn Aitoyoi pevoBUHN)
(TepmiH BBEOEHHS 3MiH NpOTAroM 6-Tu MicsiniB
nicns 3aTBEpAKEHHS)
9. | AMITPUNTUNIHY Tabnetknno 25 mr Ne 25 | TOB "XapkiBcbke YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHiX Marepianis: 3a UA/5160/01/01
rigpoxmnorug (25x1), Ne 50 (10x5) y dapmaLeBTU4He "XapkiBcbke 3MiHuM | TUNy - NogaHHa HoBOrO cepTudikara peuenmom
6nicTepax niANpUEM CTBO dapmaueBTuy BignoBigHoCTI €Bponelicbkin dapmakonei Ne R1-
"340poB's He CEP 2004-263-Rev 02 ans aito4oi pevoBuHA 3
Hapogy' nianpMeMCTBO BigNOBIAHMMY 3MiHaMK y cneuuddikauii ADI
"340poB's BUpOGHMKa roTOBOrO Nikapcbkoro 3acoby 3a
Hapogy' MOKA3HUKOM «3arnuLKOBi KinbKOCTi OpraHiYHmnx
PO3YUNHHUKIBY
10. | AMITPUNTUNIHY pO3uMH Ans iH'ekuin, 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS1 3MiH 4O PeeCTpaLiiHux Marepianis: 3a UA/5160/02/01
rippoxnorua-3H Mr/Mn N0 2 MA B aMmnyni; 0B MexeHo 06 MexeHo 3MiHM | TUny - NogaHHA HOBOrO cepTudikara peuerimom
no 5 amnyn y 6nicrepi; BianoBiganbHiCTIO BiANoBiganbHi BignoBigHocTi €Bponencbkin apmakonei Ne R1-
no 2 6nicrepu B kopobLi "XapkiBcbke CTHO CEP 2004-263-Rev 02 ons gitoyvoi pevyoBvHY Bif
3 KapTOHy; Mo 2 Mn B hapmaueBTuiHe "XapkiBcbke HOBOrO BUPOOHWMKA B [AOMOBHEHHS [0
amnyni; no 10 amnyn y niANpUEM CTBO dapmaueBTuy 3aTBepaXeHnx BupobHuKiB API 3 BiANOBIAHM M
KopobLi "340poB's He 3MiHamMu y cneyudikauii A®I BUpoGHMKa roToBoro
Hapoay' nianpMemMcTBO nikapcbKoro 3acoby 3a MoKasHMKOM «3armLKoBi
"3p0poB'sa KiNbKOCTi OpraHiYHUX PO3YMHHUKIBY»
Hapony'
11. | AMJIOTEH 10 Tabnetkuno 10 mr, no Ankem IHOis Ankem IHais BHECEHHS1 3MIiH [0 peecTpaLivHux Marepianis: 3a UA/15034/01/02
10 Tabnertok y 6nicrepi, Jlabopatopia JItg Jlabopatopia 3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peuernmom
no 1 6nictepyy Jitg HaliMeHyBaHHA Ta/abo aapecn Micus NPOBagKEeHHS
KapTOHHIW yraKoBLi OisnbHOCTI BUPOBHMKa/imnopTepa roToBOro
NiKapcbkoro 3acoby, BKOYaYM OiNbHNLI BUMYCKY
cepii ab0 MicLe NPoBeAEHHS KOHTPOMO SIKOCTI.
(AisnbHICTB, 3a SKy BiAMNOBiAae BAPODHMK/iMNOpTEp,
BKITHOYalOUM BUMYCK Ccepil) (3MiHa agpecu
BUMPOOHMKA, 6€3 3MiHU MicLst BUPOB HULITBA)
12. | AMJIOTEH 10 Tabnetkuno 10 mr, in Ankem IHgis Ankem IHgis BHECEHHS1 3MiH [0 peecTpaLiHux Mmarepianis: - UA/15035/01/02
bulk nmo 90 TabneTok y Jlaboparopi3 JlITg Jlaboparopia 3Minun | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa
nnacTukoBux 6aHkax Jito HallMeHyBaHHA Ta/abo agpecu Mmicus NPoBadKEHHS

AisnbHOCTI BUpOBHWKa/imnopTepa roToBoro
NiKapcbkoro 3acoby, BKOYaYM OiNbHNLLI BUMYCKY
cepii ab0 MicLe NPoBeAEHHST KOHTPOMO0 SIKOCTI.
(BisnbHICTb, 3a siKY BiAMNOBIAaE BMPODHUK/iMNopTep,
BKITHOYal0YM BUMYCK Cepil) (3MiHa agpecu
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
BMpoGHWKA, 6€e3 3MiHW MicL s BUpOOHUL TBA)
13. | AMJIOTEH 5 Tabnerkuno 5wmr, no 10 Arkem IHais Ankem IHais BHECEHHSI 3MiH O PEECTPaLiHUX Marepianis: 3a UA/15034/01/01
Tabnetok y 6nictepi, no Tabopatopia JITg JlaGopatopia 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peyernmom
1 6nicTepyy KapTOHHI Jitg HaliMeHyBaHHA Ta/abo agpecn Micus NPOBadXKEeHHS
ynakoBLi [isinbHOCTI BUpOBHUKa/imnopTepa roToBOro
NiKapcbkoro 3acoby, BKIHOYAYM OiNbHNLL BUMYCKY
cepii abo MicLe NPoBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a siKy BigMNOBiAaE BMPODHUK/iIMNopTep,
BKITH0Ha0uM BUMYCK cepin) (3miHa agpecu
BMpo6HWKA, 6€e3 3MiHW MicL s BUpOOHUL TBa)
14. | AMJIOrEH 5 Tabnerknno 5Swmr,in Arnkem IHais Ankem IHpis BHECEHHSI 3MiH 4O PEECTpaLiiHUX Marepianis: - UA/15035/01/01
bulk no 90 Tabnetok y Jabopatopia JITg JlaGopatopia 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
nrnacTukoBMx GaHkax Nta HaMeHyBaHHA Ta/abo agpecu micus NpoBadKEHHS
nisnbHOCTI BUPOBHMKa/imnopTepa roToBOro
nNiKapcbkoro 3acoby, BKITOYa0uM AiNbHUL BUNYCKY
cepii abo MicLe NPoBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a sIKy BigMOBIAaE BMPODHUK/iMNopTep,
BKITH04al0uM BUMYCK cepin) (3miHa agpecu
BMPOOHMKA, 6€3 3MiHM MicL st BUPOD HULITBA)
15. | AMnoauniH €BPO Tabnetkuno 5wmr, no 10 "KOHik IHgis HOHik IHais BHECEHHS1 3MiH O PeecTpaLiiHux Marepianis: 3a UA/15752/01/01
TabneToK y KOHTYpPHIN dapmacbloTukan dapmacboTuk 3MiHn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa Ha3BM peuyerimom
YapyHKOBIN ynakoBLi 3 Jlabopatopis" an nikapcbkoro 3acoby (6yrno - AMJIOBAC®); 3MmiHu |
antomiHieBoi onbru (BiagineHHs dipmm Jlabopatopia Tvny - 3miHn Wwopno 6e3nekn/edekTUBHOCTI Ta
(cTpwni), no 2 abo 3 "x. B. Kemikana (BipAineHHs dapmakoHarnsay (iHwi 3MiHW) (He3HaYHi 3MiHNY
cTpvna y kopobui 3 eHf, cipmn "Ix. B. TEKCTi MapKyBaHHSA MEpPBUHHOI Ta BTOPWHHOI
NaKyBarnbHOro KapTOoHYy dPapmacbloTrkan3a Kemikans eHg YNaKoBOK )
Nrp.") dapmachkoTrK
ans Jitg.")
16. | AMIIoOAUNIH €BPO Tabnetkuno 10 mr, no "HOHIK IHOis HOHiK IHais BHECEHHS1 3MIiH [0 peecTpaLivHux Marepianis: 3a UA/15752/01/02
10 TabneToK y KOHTYpPHI dapmacbloTukan dapmacboTuK 3MiHn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa Ha3BM peyerinmom
YapyHKOBIN ynakoBLi 3 Jlabopatopis" an nikapcbkoro 3acoby (6yrno - AMJIOBAC®); 3MmiHu |
antomiHieBoi onbru (BiagineHHs dipmu Jlabopatopia Tvny - 3miHn Wwopno 6e3nekn/edekTUBHOCTI Ta
(cTpuni), no 2 abo 3 "x. B. Kemikan3a (BigaineHHs dapmakoHarnsgy (iHwWi 3MiHW) (He3HaYHI 3MiHN Y
cTpuvna y Kopobui 3 eHn dipmn "x. B. TEKCTi MapKyBaHHS MEPBUHHOI Ta BTOPWHHOI
nakyBarnbHOr0 KapTOHY dapmacbloTuKan3a Kemikans eHa YNaKoBOK)
Nrp.") dapmachkoTrK
ans3 Jitg.")
17. | AMOKCWKITAB® 25 MOPOLLIOK 4151 OpasibHOI CaHpos CroBeHisi Jlex CnoBeHis BHECEHHS1 3MIiH [jO PEECTpaLiiHUX MaTepianis: 3a UA/15213/01/01
cycnensii (400 mr/57 mr dapmacbloTikans Papman ety 3MiHM | TUNy - NOJaHHA OHOBrEHOro cepTudikary peyerinmom
B5 mMn)no8,75 r (35 n.o. Ha KOMNaHis BignoBsigHOCTI €Bponencebkin dapmakonei Ansa

mn) abono 17,5 r (70
M) MOPOLLKY Y MNsLWLi,
no 1 nnsAwui pasom 3
[03yI040I0 MINETKOIO B
KapTOHHI Kopobui

n.4., CnoeeHis
(BUnyck cepii);
Jlex
dapmauneBTud
Ha KOMnaHis
0.4a., CnoseHis
(BUPOGHML TBO
3a MoBHUM
LLIMKJIOM )

Ail0Y0i PEYOBMHM aMOKCULUIiHY Tpurigpary Bif,
3aTBepaXeHoro BUpoOHMKa. 3anpornoHoBaHo: R2-
CEP 1995-034-Rev 06




6 [IponoBsxeHns nogarka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
18. | APTUDJIEKC kpem no 20 r abo no 40 r Tosapucteo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHSI 3MiH [0 peecTpalinHnx martepianis: 6e3 UA/13306/01/01
abo no 100 ry Ty6i; o 1 00 M exeHo 00 M exeHo 3MiHu | Tuny - NogaHHsE OHOBMEHHOro cepTudikary peuerima
TYGi y KopobLi 3 KapTOHY BiANOBigaNbHICTIO BiANOBiganbHi BiJ y)Ke 3aTBEpAXeHOro BWPODHWKA; CYNYTHA 3MiHa:
"®apmau eBTnyiHa cTIo 3MiHa y napameTpax cneuudikauivi Ta/abo
KOMMaHist "dapmauesTun OONYCTUMUMX MEeX, BU3Ha4YeHUX Y crneumndikauisx Ha
"3nopoB's" YHa KOMMNaHis A®I, abo BMXOHWMA/NPOMDKHWA  MpOQYKT/peareHT,
"3p0opos's" LL{O BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuyTBa AdI
- 3MiHa y meTogax BunpobyBaHHA Ad| abo
BMXQHOrO Matepiany/npomidkHOro
NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y
npoueci BupobHMuTBa API - MogaHHA OHOBIEHOrO
cepTudikaTty BiAMoBiAHOCTI €BponencLKol
dapmakonei Ne R1-CEP 2002-099-Rev 03 Big Bxe
3aTBepakeHoro BupobHuka APl 16ynpodeH, sk
Hacnigok, BUNyMEeHHs 3i cneuudikadii Ta MeTodis
BXiiHoro koHTponto A®I I6ynpocheH posginy
«domiwka F»; 3minum | Tuny - 3miHa y metogax
Bunpo6yBaHHa APl abo BuxigHoro
MaTepiany/npoMiXXHOrO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCS Yy MpoLieci BUpoGHMLTBa AdI;
3MiHU | Tuny - 3MiHW, NOB'A3aHi 3 HEODXIAHICTIO
npvBegeHHs Y BigNoBIiAHICTb 40 MoHorpadii OPY
abo €aponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3MiHay
crneumdikadisx, nos'sizaHa 3i amiHamu B [®Y, abo
€Bponevicbkin papmakonei, abo iHwwin
HauioHanbHii dbapmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y metogax BunpobyBaHHa AdIl abo
BMXiIHOTO MaTepiany/npoMixHoro
NpoOYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHMuTBa APl - NprBeaeHHs
cneuundikauii Ta metogis KoHTporto ADI
signosigHocTi goBumor EP ta AdY; 3aminm | Tuny -
BUITYMEHHS 3aTBepaXeHoro BupobHuKa ADI
AnaHToIHy; 3MiHu Il Tuny - BBEAEHHST HOBOroO
BUpoGHMKa APl AnaHTOiHy Ha 3aMiHy
3aTBEPAXEHOMY BUPOBHUKY
19. | ACMNIKAPLO KAPLOIO TabrneTku, BKpUTI TOBapuUCTBO 3 YKkpaiHa ToBapuCTBO 3 YkpaiHa BHECEHHSI 3MIiH O PEECTPaLiHUX MaTepianis: oes UA/15865/01/01
06 0noHKoto, 0B MexeHo 00 MexeHo 3MinHun | Tvny - 3MiHM 3 siKocTi. [OTOBMI NikapcbKui peyenma
KWLUKOBOPO34YMHHI MO Bi4NOBigaNbHICTIO BignoBiganbHi 3aci6. CrucTema KoHTefiHep/3aKyrnoproBarnb HU i
100 mrno 10 Tabnetoky | "®PapmaueBTniHa CTio 3aci6. 3miHa po3amipy ynakoBKW roTOBOro
6nicTepi; no 2a6o 3 dipma "Beprekc” "dpapmaueBTn nikapcbkoro 3acoby (3MiHa KinbKOCTi OanHWLb
6nictepny nadui yHa chipma (Hanpvknag Tabnetok, amnyn TOLW0) B YaKoBLi:) -
"Beprekc", 3MiHa no3a fiana3oHoM 3aTBepaKeHWX Po3MipiB
YkpaiHa YNaKkoBKM (BBEAEHHS AoAaTkosoi ynakosku no 10
(BUPOBHML TBO Tabnetok y 6nicTepi; no 3 6nictepn y nadyui, 3
3 mpoAYKUii in BIAMOBIAHAMU 3MiHamMuny p. "Ynakoska". NepBuHHMI
bulk nakyBarnbHU Martepian He 3MiHuBCS) (TepMiH

BMPOOHMKA

BBEOEHHS 3MiH NpoTsSroM 3-x Micsuis nicns




7 [IponoBsxeHns nogarka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
TOB 3aTBEPAXKEHHS)
"®APMEKC
reyn-,
YkpaiHa)
20. | AYPIOEKCAH Kpanni BywHi, 0,5 mr/mn ToBapucTBO 3 YkpaiHa BCi cTagii Ykpai Ha BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis: 3a UA/10132/01/01
no 5 mn abo 10 mny 06 MeKeHoo BUPOO HUL TBA, 3minm Il Tyny - 3MiHKM 3 AKocTi. FoToBWMIA MiKapCbKui peyerinmom
dnakoHi; no 1 drakoHy BignoBiganbHiCTIO KOHTpOnb 3aci6. CucTema KOHTefiHep/3aKyrnoproBarb HU i
B KOMMIEKTi 3 KPULLKOO- "NocnigHui 3aBop, SIKOCTI, BUNYCK 3aci6. 3miHa po3mipy YNakoBKW roTOBOrO
KpanenbHuLelo B nadui 3 "THUC" cepii: nikapcbkoro 3acoby (3miHa Macw/ob'emy BMiCTy
KapTOHY ToBapuctso 3 KOHTelHepa ©ararof030BOr0 CTEPUIbHOO
0B M exeHo nikapcbkoro 3acoby (abo ogHog030BOrO,
BiANOBIAanbHi YaCTKOBOro BWKOPUCTaHHA) Ta 6ararono3oBoro
CTio nikapcbkoro 3acoby 6ionoriyHoro/iMmyHonoriyHoro
"NocnigHui NOXOOPKEHHS1 A1 MapeHTepanbHOro  3acTOCYBaHHS)
3aBog CynyrHa 3MiHa - 3MiHn 3 sikocTi. [oToBMI
"THUNC", nikapcbkuii 3aci6. KoHTporb roToBOro fikapcbKoro
YkpaiHa; 3acoby. 3MiHa napameTpiB crneuudikauin Ta/abo
BCi cTaaii OOMYCTUMUX MEX FOTOBOro NikapcbKoro 3acoby
BUPOO HUL TBA, (iHWi 3miHN). - 3MiHKM 3 AKocTi. FoToBWMIA NikapCbKuiA
KOHTpOrb 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
SIKOCTI, BUNYCK 3MmiHa y MeTogax BUMNPOOYBaHHA TOTOBOrO
cepii: nikapcbkoro 3acoby (iHLi 3MiHM y MeTogax
ToBapucTBO 3 BMNPoBYBaHb (BKIOYauM 3amiHy abo
00 MexeHo [OMOBHEHHS1)) (BBE4EHHs 4O4ATKOBOI YTAaKOBKM MO
BiANOBiAaNbHi 10 Mn y donakoHi, no 1 nakoHy B KOMMNEKTi 3
CTio KPWLLKOK-KpanenbHULEelo B nadli 3 KapToHy, 6e3
"®APMEKC 3MiH/ MEPBMHHOIO MaKyBanbHOrO Marepiany, 3
rPyn", BiAMOBIAH/MM 3MiHaMWy p. «YNaKkoBka» Tan.
YkpaiHa «OB6’eM BMiCTYy KOHTEVHEpPY» Y
cneyundikauii/meTrogax KoHTponto skocTi) (TepmiH
BBEOEHHA 3MiH MpOTSAroM 3-X Micsauis nicns
3aTBEPAXKEHHS)
21. | AYPOKCETUN TabneTku, BKpUTI AypobiHoo dapma IHais AypobiHoo IHais BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/12973/01/02
NnNiBKOBOK 0B OIOHKOO, Ito dapma JTa. 3Minun | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa peyernnom
no 500 mr; no 10 KOHIT VI, HallMeHyBaHHA Ta/abo agpecu Mmicus NPoBadKEHHS
Tabnetok y 6nicTepi; no Bnokn D TaE OisnbHOCTI BUPOBHMKa/imnopTepa roToBOro

1 6nicTepy B KapTOHHI
KOpob L

NiKapcbkoro 3acoby, BKOYaYM OiNbHNLI BUMYCKY
cepii ab0 MicLe NPoBeAEHHS KOHTPOMO SIKOCTI.
(BisnbHICTb, 3a siKY BiAMOBIAaE BMPODHUK/iIMNopTep,
BKITIOYalouM BUMYCK cepill) (3MiHa Ha3Bu Ta agpecu
BUpOOHUKa, 6e3 3miHM micus BrupobHuuTBa) (TepmiH
BBEOEHHA 3MiH NpOTSroMm 6-Tu Micauis nicnsa
3arBepakeHHst); 3MinHu | Tuny - 3MiHv Wwono
6e3nekn/edbekTUBHOCTI Ta papmakoHarnsay (iHui
3MiHVW) (3amiHa rpadpiyHOro ohopmITeHHs NEPBUHHOI
Ta BTOPMHHOI YNAKOBOK Ha TEKCT MapKyBaHHS
VIaKOBOK 3 BigMOBIAHUMMW 3MiHAMU 40 po34iniB
MKA N3 (posgin «padpivHe ocpopmneHHs»
3amiHeHo po3ginoM «MapkyBaHHs») (TepmiH
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BBEOEHHA 3MiH NpOTSroMm 6-Tu Micauis nicnsa
3aTBEPAXKEHHS)

22.

AYPOKCETWUN

TabneTku, BKpUTI
NMiBKOBOIO 0DOIOHKOI,
no 250 mr; no 10
Tabnerok y 6nicrepi; no
1 GnicTepyB KapTOHHil
KopobLji

AypobiHoo ®apma
Tt

IHOis

AypobiHgo
dapma JTa.
HOHiT VI,
Bnokn D TaE

IHais

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu micus NPoBadKEHHs
AisnbHOCTI BUpOBHWKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKIYauM AiNbHULI BUNYCKY
cepii ab0 MicLe NPoOBEeAEHHS KOHTPOMO SIKOCTI.
(BisnbHICTb, 3a siKY BiAMOBIAaE BMPODHUK/iMNopTep,
BKITHOYalouM BUMYCK Ccepill) (3MiHa Ha3Bu Ta agpecu
BMpOOHUKa, 6e3 3mMiHn micusa BupobHuLTBa) (TepmiH
BBEAEHHA 3MiH MpoTAroM 6-Tu micsuiB nicns
3arBepaeHHst); 3MiHum | Tuny - 3MiHv Wwoao
6e3nekn/edhekTUBHOCTI Ta papmakoHarnsay (iHui
3MiHV) (3amiHa rpadpiyHOro ohopmMITEHHs NEPBUHHOI
Ta BTOPUHHOI YMaKOBOK Ha TEKCT MapKyBaHHs
YMaKoBOK 3 BiAMOBIAH/MM 3MiHaMu O po3ainiB
MKA N3 (po3gin «MpadiuHe odopMneHHs»
3amiHeHo po3ginoM «MapkyBaHHs») (TepmiH
BBEEHHS 3MiH NpoTAroM 6-Tu micsauiB nicns
3aTBEpPAXKEHHS)

3a
peyernnom

UA/12973/01/01

23.

BICAKOOMN

TabneTkn, BKpUTi
nniBkOBOIO 0DOMOHKOIO,
KWLLKOBOPO34MHHI MO 5
mr, no 10 Tabnetok y
6nictepi; no 3 6nictepn
B KapTOHHI KopobLUi; no
30 Tabnertok y 6nictepi;
no 1 6nicrepys
KapTOHHi Kopobui

BankaHdpapma-
Oynhvusa AT

Bonrapis

BankaHdapma
-OynHnua AT,
Bonrapis;
BankaHdapma
-Pasrpag AT,
Bonrapis

Bonrapis

BHECEHHS1 3MiH O PeECTpaLiiHux Marepianis:
3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo aapecn Micus NPOBadKEeHHS
OisnbHOCTI BUPOBHMKa/imnopTepa roToBOro
nNiKapcbkoro 3acoby, BKITOYa0uM AiNbHUL BUNYCKY
cepii abo MicLie NPoBeAEeHHs1 KOHTPOSO SIKOCTI.
(AisnbHICTB, 3a SKy BiANOBiAae BUPODHMK/iMNoOpTEp,
BKITHOYalOUM BUMYCK Ccepill) (3MiHa agpecu
YKpai HCbKOIO MOBOI AN BUPOOHUYOI  AinbHUL
BankaHdapma - OynHuus AT, Bonrapis, 6e3 3amiHn
micus BupobHuuTBa) (TepmiH BBeAeHHS 3MiH
MPOTAroM 6-TW MicAILiB NiCNS 3aTBEPAKEHHS);
3MinHm | Tvny - 3MiHn Wwono 6esnekn/ecdeKTUBHOCTI
Ta dapmakoHarnagy (iHwi 3miHn) (3amiHa
rpac)iyHOro 0POpPMIEHHS1 NEPBUHHOI Ta BTOPUHHOI
YNAKOBOK Ha TEKCT MapKyBaHHSI YakoOBOK 3
BiANOBiAHMMM 3MiHaMu Ao posginie MKA N3
(po3gin «[pachiyHe odopMneHHs» 3amiHeHO
posginom «MapkyBaHHS») A5t BUpoOHUKa
BankaHdapma - OynHuus AT, Bonrapia Ta
06'eqHaHHA MapKyBaHHsi 45151 060X BUPODHWKIB,
BiANOBiAanNbHMX 3a MOBHUI LiMKN BUpobHMUTBa J13)
(TepmiH BBeaEeHHS 3MiH NPOTSIroM 6-Tu MicsuiB
nicns 3aTBEpPAXEHHS)

b6es
peuernma

UA/9022/01/01

24.

BICOINPOJION-TEBA

TabneTtkn no 2,5 mMr no
10 Tabnerok y 6nicrepi;
no 3 abo 9 6nicTepiBy
KapPTOHHIN_Kopobui

AxTasic rpyn AT

IcnaHgin

Hiwe
[breHepikc
Nimiten

Ipnanais

BHECEHHS 3MIH A0 peecTuUinHMX matepianis: 3MiHu I
Tuny - 3MiHKM Wopo 6e3nekn/epekTMBHOCTI Ta
dapmakoHarnsny. BHeceHnHss abo 3miHa(v) oo
3000B's13aHb_Ta YMOB Budadi peecTpaLliiHoro

3a
peyernnom

UA/12371/01/01




9 [IponoBsxeHns nogarka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
nocBigYeHHs, BktoYaoun MNMnaH ynpasniHHa
pusvkamu (3acTOCyBaHHsi 3MiH(M), siki(a)
BUMaraloTb(€) Nnoaanbworo obrpyHTyBaHHs HOBUMU
[0AaTKOBUM AaHMMMK, WO MaloTb HaAaBaTucs
KOMMETEHTHUM OpPraHOM, OCKifNbKV BUMaraeTbecs
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
Ao Mopagky nposeneHHst ekcnepTuan
peecTpaliHiX mMaTtepianiB Ha Nnikapcbki 3acobu, LWo
nofaloThbCsl HA AEepXaBHY peecTpauiio
(nepepeecTpalito), a TakoxX eKcnepTvsv marepianis
Npo BHECEHHA 3MiH 40 peecTpaliHux marepianis
NPOTSroM Al peecTpauiiHoro nocBigyeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)
25. | BPUIIbAHTOBUA PO34MH Ans TOB YkpaiHa TOB Ykpai Ha BHECEHHS1 3MiH [jO PeECTpaLiiHuX Matepianis: oe3 UA/8461/01/01
3ENEHUNA 30BHiLLHLOrO "TepHodapm" "TepHocbapm" 3Minm | Tuny - AgminicTpatusHi 3MiHW. 3MiHa Koy peuyernma
3acTOoCYBaHHs, ATX (3MiHv BHeceHi B po3ain
crvproBmid 1% no 10 mn "®PapmakoTepaneBTuyHa rpyna”’ B iHCTPYKLilo Ans
y dbrakoHi; no 1 MeguyHoro 3actocysaHHsa J13 BignosigHo A0
dnakoHy B navui 3 MixHapogHoro knacudpikaropa BOO3)
KapToHy; no 10 mny
bnakoHax
26. | BPITOMAP Tabnetkn Peppep Icnanisa Ddeppep Icnanisa BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis: 3a UA/10403/01/02
npornoHroBaHoi Aii no 10 IHTepHaLioHanb, IHTepHaLioHan 3MiHm | Tuny - 3MiHn WwWopo 6e3nekn/ed eKTUBHOCTI peuyernnom
Mr no 15 Tabnerok y C.A b, C.A. Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
6nicTepi; no 2 6nictepn y3aranbHeHVX AaHuX npo cucTemy
y KapTOHHI Kopobui dapmakoHarnsagy (BBeAeHHS y3ararbHEeHUX AaHunx
npo cuctemy dapmakoHarnsgy, 3miHa
VOBHOBaXKEHOI  0COOM, BignoBiAdanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asiBHVKa ANSA 3[4iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BigMiHHa
BiJl YNIOBHOBaXXeHOi ocobu, BignoBiganbHoI 3a
34iMiCHEHHs bapmakoHarnsay (BKYaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu apmakoHarnsgy) - lNponoHosaHa
pepakLis: KoHTakTHa ocoba BiAnoBiganbHa 3a
dapmakoHarnag Kyama Bonogvmup
OnekcaHgpoBuY. 3MiHa KOHTaKTHUX [aHuX
27. | BPITOMAP Tabnetkn Peppep Icnanisa Peppep Icnanisa BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis: 3a UA/10403/01/01
nposioHrosaHoi  Aii no 5 IHTepHaLlioHans, IHTepHaLlioHan 3Minm | Tuny - 3miHn Wwono 6esnexkn/ed ek TUBHOCTI peyernmom
Mmr no 15 Tabnerok y C.A. b, C.A. Ta papmakoHarnsgy. BeegeHHs abo 3miHM oo

6nicTepi; no 2 6nictepn
Y KapTOHHIV Kopobui

y3aranbHeHUX [OaHuX Npo cucTemy
(hapMakoHarnsay (BBeAeHHS y3ararbHEHWX OaHux
npo cucTemy hapmakoHarnsgy, amiHa
VOBHOBaYKEHOI __ 0cOo0OM, BignoBiganbHOI 3a
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

3[iCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
apmakoHarnsay 3asBHVMKa ONSA 34iACHEHHs
dapmakoHarnagy B YKpaiHi, SKL,0 BoHa BiAMiHHA
BiJ, YTOBHOBaXeHOI 0cobu, BiAMOBi4anbHOI 3a
30iNCHEHHA hapmakoHarnsay (BKo4vaium
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu papmakoHarnsgy) - Hitoya
pefakLis: KOHTakTHa ocoba BignoBiganbHa 3a
dapmakoHarnsg Copokonerosa Anna bopucisHa.
MporoHoBaHa pepakLis: KOHTakTHa ocoba
BignoBsiganobHa 3a apmakoHarnsg Kyama
Bonoaumup OnekcaHapoBud. 3MiHa KOHTaKTHUX
O.aHUX

28.

BEPOMIEKCUH-
300POB'A

Tabnetkuno 8 mr no 20
Tabnerok y 6nicrepax
no 10 Tabnetok y
6nicTepi, no 2a6o no 5
6nicTepiB y KapTOHHI
KOpob L

Tosapucteo 3
00 M exeHo
BiANOBigaNbHICTIO
"dapmau eBTniHa
KOMMaHis
"3nopoB's"

YkpaiHa

ToBapucTeo 3
00 M exeHo
BiANOBiganbHi
CTi0
"dapmauesTun
YHa KOMMaHis
"3p0opos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHM | Tuny - NOAAaHHA HOBOro cepTudikaTty Bif
BXE 3aTBEPAXEHOr0 BUPODHMKA; CyNyTHS 3MiHa:

3MiHa y napameTpax cneuudikauivi Ta/abo
OONYCTUMUMX MEX, BU3Ha4YEHUX Y creumndikauisx Ha
A®I, abo BUXAHWA/MPOMIDKHWIA  MPOAYKT/peareHT,
LL{O BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuyTBa AdI
(iHWi 3miHN) - 3MiHa y meTogax BunpobyBaHHA AdI
abo BMXAHOTrO MaTepiany/npoMixHoro

NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y
npoueci BupobHnuTBa AP (iHWi 3MiHM Yy meTogax

BUNpoOYBaHHSA  (BKIOYalo4M 3amiHy abo
ponosHeHHs1)) APl abo BX4HOrO/NPoMi>KHOrO
NPOAYKTY); MOAaHHA HOBOro ceptudikary
BignoBsigHocTi €Bponencbkoi apmakonei Ne R1-
CEP 2003-021-Rev 01 Big 3arBepaxeHoro
BMPOOHMKA 3 OHOYaCHUM YTOYHEHHSM aapecu
MicL,enpoBafXeHHA OisNbHOCTI, @ TaKoX
npuBeAEHHs creundikalii Ta MeToaiB BXAHOTO
KoHTpornto AdI 3a nokasHUKoM «3anuiikosa
KinbKiCTb OpraHiYHMX PO34MHHVKIB» Yy BiAMOBIAHICTb
no marepianis BupobHuka (CEP); aminm | Tuny -

3MiHW, NOB'A3aHi 3 HEODXIAHICTIO NPVBELAEHHS Y

BiANOBIAHICTb 40 MoHorpadii DY abo
€Bporievicbkoi dpapmakonei, abo iHLoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crneuudikayisx, nos'sisaHa 3i amiHamu B [®Y, abo
€Bponevicbkin papmakonei, abo iHwin
HauioHanbHii dbapmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y meTtogax BunpobyBaHHa Adl abo
BUXIHOTO MaTepiany/npoMixHoro

NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y
npoueci BupobHuyTa A®I (iHWi 3MiHM y MeTogax

BUNPOOYBaHHSA  (BKIIOYalO4M 3aMmiHy abo
ponoHeHHs) APl abo BKXAHOro/MPoMiXHOro
NPOAYKTY); 3MiHX | TUNy - 3MiHW, NOB'A3aHi 3

6e3
peuernnma

UA/7336/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

HeoOXAHICTIO NpvBedeHHs Y BiAMOBIAHICTE A0
MoHorpadii APY abo €sponelicbkoi hapmakonei,
abo iHWoi HauioHanbHOI hapmakonei aepxasn €C

(3miHa y cneundikauisix, nos'ssaHa 3i 3aMiHamu B
[OdY, abo €sponelicbkin hapmakonei, abo iHLwiln
HauioHanbHin apmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y MeTofax BUNpoOYyBaHHS  4OMOMiXXHOI
PEYOBUHN (HE3HaYHI 3MiHW Y 3aTBepaXKEHUX
MeTofax BunNpobyBaHb) - NPUBEOEHHS
crneymdikali Ta METOAIB BXAHOrO KOHTPOIO

SKOCTi AOMOMIXKHUX PEYOBMH Yy Bi4MOBIAHICTb 40

BUMOr MoHorpadivi EP ta A®Y; aminm | Tuny - 3iHnm,
noB'si3aHi 3 HEOOXQHICTIO MpVBEOEHHsT Y
BigNOBIAHICTE A0 MoHorpadii AdPY abo
€Bponevicbkoi  hapmakornei, abo iHLwoi
HauioHanbHoi dhapmakonei aepxasn €C (3miHay
crieyudikalisix, Nos'si3aHa 3i 3amiHOKO BYMOT
MoHorpadii APY abo iHLWOi HaioHanbHoiI
dapmakonei gepxasn €C Ha BUMOrn moHorpadii
€Bponelicbkoi dhapmakonei ); CynyTHa 3MiHa: 3MiHa
y MeTodax BUNPODYBaHHS [OMOMiXHOI PEeYOBUHU
(He3HauHi 3MiHW Yy 3aTBEpPAXEHUX MeTodax
BMNpoGYyBaHb) - 3MiHa BUMor moHorpadii APY Ha
BMMOrn MoHorpadii EP Ha gonomixHi peqoBuHu
LLentono3a MikpokpucTarniyHa Ta HaTpito
KpockapmMenosa; 3MiHu | Tuny - 3amiHa
nocTayanbHVKa NakyBanbHWX Marepianis abo
KOMMIEKTYOUMX - BBEOEHHS [,0AaTKOBOrO
nocTaJanbHUKa nakyBanbHUX Marepianis (ponbru
antoMmiHieBol ); 3MiHM | Tvny - 3MiHa napameTpis
cneuudikaliv Ta/abo AoNyCTUMUX MeEX NEPBUHHOI
YMaKoOBKM FOTOBOrO J1iKapCbKOro 3acoby; CynyTHd
3MiHa: 3MiHa y MeToaax BUNpobyBaHHA  MEepBUHHOT

JaKOBKM FOTOBOrO J1iKapCbKoro 3acoby; 3MiHu |

Tvny - 3MiHa napametpiB creyudikauin Ta/abo

OONYCTMMMX MEX FOTOBOrO J1iKapCbKoro 3acoby

(BHeceHHs1 3MiH 40 4OChE NiCrsi OHOBNEHHS
3aranbHoi CTaTTi Ha rOTOBY JiKapCcbKy hopMYy Y
OdY/Esponencbkin hapmakonei); cynyrHs 3MiHa:
3MiHa y MeTodax BUMpobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHay
3aTBepAXeHUX MeTofdax BUNpoOyBaHHs); 3MiHu ||

TUNy - 3MiHa BUPOOHMKA BWXi4HOro/MPOM iXkHOro

NpoOYKTY/peareHTy, LU0 BUKOPUCTOBYIOTBECS Y
BMpobHM4oMY npoueci ADI, abo 3miHa BMPODHUKa

(BkNtOYaOUK, Ae HeoBXAHO, MicLie NPOBEAEHHs!
KoHTponto sikocTi) ADI (3a BiAcyTHocTi cepTudikara

BiANOBIAHOCTI €Bponeichbkin dapmakonei y
3aTBEpAXEHOMY [A0ChE)(BBEAEHHST HOBOrO
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BMpoBHMKa APl 3 HagaHHIM MacTep-chaina Ha
A®Il); cymyTHa 3MmiHa: 3miHa y mapameTpax
cneuudikaliv Ta/abo gonycTUMUX MeX,
BU3Ha4YeHUXx Y crieuudikauisx Ha AdI, abo
BUXIZAHWA/MPOMIDKHWIA  NMPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y npoueci BupobHuytea AdI -
3MiHa y meTogax BunpobyBaHHs A®l abo BuxigHoro
Marepiany/npoMiXkHOro MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCS Yy mpoueci BupobHuuTBa AdI
(iHWi 3MiHMy MeTodax BUNPOOYBaHHS  (BKITHOYaoum
3amiHy abo gonoeHeHHs1) APl abo
BUX/HOrO/MPOMIDKHOTO  MPOAYKTY) - BBEAEHHS
HoBOro BupobHuka A®I, sk Hacnigok, 3miHM oo
cneymdikayii Ta MmeTogis BXAHOrO KoHTporto AdI
3a NoKa3HUKOM «3anuLiKoBa KinbKiCTb OpraHiyHmX
PO3YMHHUKIBY 3rifHO MaTepianiB BUpOOHMKa

oes

UA/5141/01/01

29.

BPOHXOMEL

cvpon no 100 mny
cnakoHax, no 1
driakoHy 3 MipHUM
KOBMa4YKOM Y KapTOHHIN
KOpob L

€8po Jlandkep
nro

Benuka
BputaHia

MAT
"Ximcpapm3aaB
of "YepsoHa
3ipka"

YKkpaiHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX Marepianis:
3MiHn | Tuny - 3MiHmM 3 sikocTi. [oTOBUIA NiKapcbKuii
3aci6. 3MiHn y BUpOOHUL TBI. 3amiHa abo BBeOEHHsS

[,00,aTKOBOI AiNbHNLI BUPOOHULTBa ANS YacTUHU
abo BCbOro BUPOOHMYOrO MpoLiecy roTOBOro
nikapcbkoro 3acoby (AinbHULS A5t BTOPUHHOIO
nakyBaHHs) (3amiHa AinbHULi BUpOOHWLTBA); 3MiHK
I Tuny - 3MiHn 3 sKocTi. FoToBUM NikapcbKui 3aci6.
3MiHn y BYpobHMUTBI. 3aMiHa abo BBEOEHHS
[,00aTKOBOI AiNbHNLI BUPOOHMLTBA ANS YacTUHA
ab0o BCbOro BMPOGHMYOrO MPOLLECY FOTOBOrO
nikapcbKoro 3acoby (4inbHMUSA, Ha SKin
npoBoAATbLCA Gyab-sKi BUpoOHWYI cTapii, 3a
BMHATKOM BMWMYCKY CEpiii, KOHTPOIIO SKOCTI,
NEPBVMHHOTO Ta BTOPWMHHOTO MaKyBaHHS, A
HECTepUnbHUX nikapcbkux 3acobis) (baamiHa
AinbHALI BUpOOHULTBA); 3Mminm | Tuny - 3miHn 3
AKoCTi. [oToBUIM nikapcbkuii 3aci6. 3mMiHny
BUPOOHML TBI. 3MiHa imnopTepa/3aminHn, Lo

CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOSIO SKOCTI

roTOBOroO fnikapcbkoro 3acoby (3amiHa abo
[04aBaHHs BUPOOHMKA, LLO BiANOBIgaE 3a
BBE3eHHs Ta/abo BuMyck cepii) - Bkntovatoum
KOHTponb/BUnpobyBaHHA  cepii (3aMiHa AinbHWLI
BMPOOHUL TBA); 3MiHM | Tvny - 3MiHM 3 AKOCTI.
[oToBU nikapcbkuii 3aci6. 3MiHW Y BUPOOHWLITBI.
3amiHa abo BBeoeHHA [00aTKoBOI AinbHULL
BUPODHWLTBa AMS Y4acTMHU abo BCbOro
BUPOOHMYOro MpoLLECy FOTOBOrO IiKapCbKoro
3acoby (AinbHULA ANS NEPBUHHOTO  MaKyBaHHS)
(3amiHa AinbHWLi BUPOBHULITBA)

peuernma

6e3

30.

BPOHXOMEL

cupon no 100 mny
dnakoHax, no 1

€8po lNandkep
To

Benuka
Bpuranisa

NAT
"Ximcapm3aB

YkpaiHa

BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis:
3MiHu | Tuny - 3MiHM Wopo 6e3nekn/edd eKTUBHOCTI

peuenna

UA/5141/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

dnaKoHy 3 MipHUM
KOBMa4YKOM Y KapTOHHI
KopobLi

opf "YepsoHa
3ipka"

Ta cpapmakoHarnsay. BeegeHHs abo 3Minv oo
y3aranbHeHNX AaHux Npo cucTemy
hapmakoHarnsay (BBeAEHHS! y3ararnbHEHUX AaHux
npo cuctemy dapmakoHarnsay, 3MmiHa
JMIOBHOBaXXeHOi  ocobu, BignosiganbHoi 3a
3[iNCHEHHA bapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHUKa OMS 34iCHEHHS
dapmakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHA
Bi[ YNOBHOBa)XeHOI ocobMu, BignoBiganbHoi 3a
3iNCHEHHA hapmakoHarnsay (BKoYvaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-
daina cuctemu bapmakoHarnsagy) - Litova
penakuis: €saokimosa CeiTnaHa OmuTpiBHa.
MponoHoBaHa pepnakuis: benikoea CeiTnaHa
MwxannisHa

31

BANICKIH

Ma3b 40 % no 50 r B
TY6i, no 1 Ty6i B nayui 3
KapTOHy

IMPAT
"OITOPAPM"

YKpal Ha

IMPAT
"®OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3Minm | Tuny - 3MiHn Wwono 6esnekn/edekTUBHOCTI
Ta cpbapmakoHarnsay. BeegeHHs abo 3Minv oo
y3ararnbHeHNX AaHuX Npo CUcTemy
hapMakoHarnsiay (BBeAEHHSI y3ararnbHEHUX AaHux
npo cucTemy dbapmakoHarnsay, 3MmiHa
JMOBHOBaXXeHOI  ocobu, BignosiganbHoi 3a
3[iNCHEHHA bapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHMKA ANS 34iACHEHHS
dapmakoHarnsagy B YKpaiHi, KLLO BOHa BigMiHHa
BiJ, YTOBHOBaXeHOi 0cobu, BiAMOBi4anbHOI 3a
3iNCHEHHA hapmakoHarnsay (BKro4vaum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3MmilleHHi macTep-
anna cuctemu apmakoHarnsgy) - [NponoHoBaHa
penjakuisi: ynoBHoOBaXeHa ocoba BianoBiganbHa 3a
hapmakoHarnsg - [imakoea MaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX [AaHnX

bes
peuenma

UA/13205/01/01

32.

BAHATEKC KOMBI

TabneTku, BKpUTI
nriBKOBOIO 0B OMOHKOH,
no 80 mr/12,5 wmr; no 14
Tabnetok y 6nicTepi; no
2 6nicTepuy KapTOHHI
KOpob L

dapmaLeBTU4HWA
3aBof,
«MOJIb®APMA»
C.A.

MNonblua

dapmaneBTnd
HWA 3aBof
«MOJTb®APM
A» CA.

MonbLia

BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu Mmicus NPoBadKEHHS
OisnbHOCTI BUPOBHMKa/imnopTepa roToBOro
NiKapcbkoro 3acoby, BKOYaYM OiNbHNLI BUMYCKY
cepii ab0 MicLe NPoBeAEHHS KOHTPOMO SIKOCTI.
(BisnbHICTb, 3a siKY BiAMOBIAaE BMPODHUK/iIMNopTep,
BKITIOYalouM BUMYCK cepill) (3MiHa Ha3Bu Ta agpecu
BUpOOHUKa, 6e3 3miHM micus BrupobHuuTBa) (TepmiH
BBEOEHHA 3MiH NpOTSroMm 6-Tu Micauis nicnsa
3aTBEPAXKEHHS)

3a
peyernnom

UA/12839/01/02

33.

BAHATEKC KOMBI

TabneTku, BKpUTI
NMiBKOBOIO 0DOIOHKOI,
no 160 mr/25 mr; no 14
Tabnerok y 6nicrepi; no
2 GnicTepu y KapTOHHil
KOpobLLi

dapmaL eBTU4HWA
3aBof,
«MOJIb®APMA»
C.A.

MNonblua

dapmaneBTnd
HWA 3aBof
«MOJTb®APM
A» CA.

MonbLia

BHECEHHS1 3MiH [0 peecTpaLiHux marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu Mmicus NPoBadKEHHS
AisnbHOCTI BUpOBHWKa/imnopTepa roToBoro
nikapcbkoro 3acoby, BKYauM AinbHULI BUNYCKY
cepii abo micLie NpoBeeHHA KOHTPOMIO AKOCTI.

3a
peyernnom

UA/12839/01/03
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

(BisnbHiCTb, 3a SKy BiAMNoBiaae BUPOOHWK/iMNopTep,
BKITHOYal0uM BUMYCK Cepil) (3MiHa Ha3Bu Ta agpecu
BUpOGHUKa, 6e3 3MiHM micus BupobHuyTBa) (TepmiH
BBEEHHS 3MiH MpOTAroM 6-Tu micsAuiB nicns
3aTBEPAXKEHHS)

BAHATEKC KOMBI

TabneTku, BKpUTI
nniBKoBOHO 06OMOHKOH,
160 mr/12,5 mr; no 14
Tabnertok y 6nicrepi; no
2 6nicTepuy KapTOHHil
Kopob L

PapmaL eBTU4HAN

3aBoq

«MONbPAPMA»

CA

MNonbla

PapmaL ety
HU 3aBoa
«MNONbd®APM
A» C.A.

Monblua

BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis:
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecun micus MpoBadKeHHs
OisnbHOCTI BUPOOHMKa/imnopTepa roToBOro
nikapcbkoro 3acoby, BKITOYauM AiNbHULI BUNYCKY
cepii abo MicLe NPOBEAEHHS KOHTPOMO0 SIKOCTI.
(BisnbHiCTb, 3a SKy BiAMNoBiAae BAPOOHWK/iMNoOpTEp,
BKII0YalouM BUMYCK Cepil) (3MiHa Ha3BW Ta agpecu
BUpOOHUKa, 6e3 3MiHM micus BupobHuyTBa) (TepmiH
BBEEHHS 3MiH MpOTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS)

3a
peuyernmom

UA/12839/01/01

35.

BEHITAH® ®OPTE

renb no 50 ry Ty6i; no 1
TYOi B KApPTOHHI KopobLi

CaHpos

dapmacbloTikans

a.a.

CnogeHis

CantoTtac
dapma M'mb6X

HimeyumHa

BHECEHHA 3MiH [0 peecTpau3iiHux Marepianis:
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu micus MpoBadKeHHs
[isinbHOCTI BUpOBHUKal/imnopTepa roToBOro
nikapcbKoro 3acoby, BKITOYauM AiNbHUL BUNYCKY
cepii abo MicLe NPOBEAEHHS KOHTPOMO0 SKOCTI.
(BisnbHiCTb, 3a SKy BiAMNoBiAae BAPODHWK/iMNopTEp,
BKIIOYalouM BUMYCK Cepil) (3MiHa Ha3BW Ta agpecu
BUpoOHUKa, 6e3 3MiHM micus BupobHuyTBa) (TepmiH
BBEEHHS 3MiH MpOTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS)

6e3
peuennma

UA/9314/01/01

36.

BEPTII OXEEITb

Kpanni opanbHi; no 30
My pnaKkoHi-
KpanenbHuui; no 1
dnaKoHy-KpanenbH1Ui y
KOpOBLii 3 KapTOHY

bionoriwe
Xannbmittenb
Xeenb MM6X

HimeuyunHa

bionoriwe
XanbMmiTTenb
Xeenb MM6X

HimeuyumHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis:
3Mminn Il Tuny - 3MmiHK Wono 6e3nekn/ed ek TUBHOCTI
Ta papmakoHarnaagy. BHeceHHs abo 3amiHa(n) oo
30608B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigYeHHs!, BkMoYaroum MnaH ynpaeniHHa
pu3vKamu (3acTocyBaHHS 3MiH(M), siki(a)
BUMaratloTb(€) noaanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHiMW, LLLO MaloTb HafaBaTucst
KOMMETEHTHUM OpPraHOM, OCKifNbKV BUMaraeTbecs
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM )
(BukoHaHHs 3000B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
2.3 myHkTy 2 popatky 15 o NopsaKy npoBeAeHHs
eKCrnepTm3n peecTpauiviHuX marepianis Ha
nikapcbKi 3acobu, L0 NoAaloTbCA Ha OepXKaBHY
peecTpauito (nepepeecTpauilo), a Takok
E€KCMepTM3N mMarepianiB NPO BHECEHHS 3MiH 40
peecTpauinHMx marepianis npoTaroMm Aii
PEECTpaLiiHOro MOCBIAYEHHS], 3aTBEepPAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

be3
peuernma

UA5303/02/01

37.

BIFAMOKC®

Kpanni o4Hi, 0,5 %; no 5
My PaKOHi-

Hosaptic ®apma

LLsenuapis

AnkoH-
KyBpbop

Benbris

BHECEHHS1 3MiH O PeECTpaLiiHux Marepianis:
3MiHm | Tuny - 3minm Wwopo 6e3nekn/ed eKTUBHOCTI

3a
peuenmom

UA/9153/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

KpanensHuyi "Opon-
TenHep®"; no 1
dnakoHy-KpanenbH1Li B
KOpobLii 3 KapTOHY

Ta cpapmakoHarnsay. BeegeHHs abo 3Minv oo
y3aranbHeHNX AaHux Npo cucTemy
hapmakoHarnsay (BBeAEHHS! y3ararnbHEHUX AaHux
npo cuctemy dapmakoHarnsay, 3MmiHa
JMIOBHOBaXXeHOi  ocobu, BignosiganbHoi 3a
3[iNCHEHHA bapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHUKa OMS 34iCHEHHS
dapmakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHA
Bi[ YNOBHOBa)XeHOI ocobMu, BignoBiganbHoi 3a
3iNCHEHHA hapmakoHarnsay (BKoYvaum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-
dhanna cuctemu apmakoHarnsay)
(YnoBHoBaxkeHa ocoba 3asiBHVKA O515 34iACHEHHS
tapmakoHarnagy. [itova penakuis — IpeHe
Pebonno. MNponoHoBaHa peaakuis —Mabpiena
Xekep-Bap3. 3MiHa KOHTaKTHUX AaHuX
JIOBHOBa&XKEHOI  0COOWN. 3MiHA KOHTaKTHUX [aHnX
KOHTaKTHOI ocobu. 3MiHa MicLa 3[iCHEHHS
OCHOBHOI AiiNbHOCTI 3 dhapMmakoHarnsagy. 3miHa
HoMepa MacTep-chaina. 3miHa agpecn macTep-
dainna) (TepmiH BBeAeHHsT 3MiH NpoTArom 6-tu
MicsiLiB nicns 3aTBepaXeHHs); 3MiHa 3asiBHUKA
(BnacHuka peecTpauiiHoro nocsigyerHs) (TepMiH
BBEEHHS 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBepAXKEHHS)

38.

TAPOACWIT]
GARDASIL®
BAKLIMHA NMPOTH
BIPYCY MANINOMU
NIOOVHMW (TUMIB 6,
11, 16, 18)
KBAIPUBANEHTHA
PEKOMBIHAHTHA,
IN BULK

CyCMeH3is Ons iH ekuyin
no 0,5 mn (1 403a) y

¢ nakoHax Ne480 abo y
ronepesHL0
HaMoOBHEHUX  LUMPULLax
Ne100 y KapTOHHi
KopobLi

Mepk Lapn i
Hoym lgea, IHK

LLsenapis

B1pobHMLTBO
Hepo3dracosa
HOI mpoayKUii,
KOHTpOIb
AKOCTI Ta
NepBUHHE
NaKyBaHHS:
Mepk Wapn i
Hoym Kopr.,
CLUA;
BropvHHe
naKyBaHHsl,
[03BiN Ha
BUNYCK Cepii:
Mepk Wapn i
Ooyw B.B.,
Higepnangun

CLIA/
HianepnaHgun

BHECEHHS1 3MiH [0 PEECTPaLiHUX Marepianis:
3MmiHn | Tuny - 3MiHm 3 sikocTi. [oTOBUIA NiKapcbKuii
3aci6. 3MiHn y BUpobHUL TBI. 3amiHa abo BBeOeHHs

[00aTKOBOI AiNbHWLI BUPOGHMLTBA AN YacTUHA
abo BCbOro BMPOGHMYOTO MPOLLECY FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHuM) (3a3HayeHst

YHKLIii BUPOOHVKIB NikapCbKkoro 3acoby
Bi4MOBIQHO 40 3aTBEPAXXEHUX MaTepianis
peecTpauinHoro gocke) (TepmiH BBEAEHHA 3MiH:

MpoTSroM 6 MiCsLiB Big 4aTu 3aTBEPAKEHHS);
3MinHm | Tvny - 3MiHn Wwono 6esnekn/ecdeKTUBHOCTI

Ta papmakoHarnagy (iHwi 3miHn) (3miHa
rpadiyHOro oOpPMIEHHA YNaKOBOK Ha TEKCT
MapKyBaHHsi 3 METOI0 NPMBEAEHHsT Y BiAMOBIAHICTb
no Bumor Hakasdy Ned60 Big 23.07.2015) (TepmiH

BBEAEHHs1 3MiH - npoTsrom 6 micauis Big gatu

3arBepaXeHHs); 3miHn | Tuny - 3MiHM 3 AKOCTI.

loToBwi nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLUi 3MiHK)
(MepesareepoxenHs AH[ Ha MKA 3 meToto
npvBegeHHs Y BiANOBIAHICTb A0 BUMOr Hakasy

Ne460 Big 23.07.2015) (TepmiH BBEAEHHA 3MiH

npotsrom 6 micsuiB 3 AaTu 3aTBepAXKEHHS)

UA/13053/01/01

39.

'EBKAMEH

Ma3bno 20 ry

IMPAT

YKkpaiHa

ITPAT

YKpaiHa

BHECEHHS 3MiH [0 PEECTPALLIVHAX MaTepianis:

oe3

UA/8241/01/01




16 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
KOHT efiHepax "OITODAPM" "OITODAPM" TexHiyHa nomunkay posgini Cknag metogis peyerima
KOHTPOIIO SIKOCTi Ha ikapcbkui 3acib
40. | TNHOKO3AMIHY MOPOLLIOK (CybCTaHUis) y BIOIBEPIKA, Icnanis BIOIBEPIKA, IcnaHis BHECEHHS1 3MiH 4O peecTpaLivHAX MaTepianis: - UA/11957/01/01
CYNb®AT MiLLKax norieTuneHoBmx CAY. C.AY. 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HATPIEBA Cllib noaBiMHUX ons HallMeHyBaHHA Ta/abo agpecu micus NPoBadKEHHs
BMPOOHMLITBA OisnbHOCTI BUpOOHMKa (BKITHOYao4K, 3a
CTEPUNbHUX fiKapCbKux HeoBXAHOCTI, MicLie NpoBeAEeHHS KOHTpOIto
dopm sKOCTi), abo BnacHuka mactep-ganna Ha AdI, abo
noctayanbHuka A®l/BuxigHoro
marepiany/peareHTy/NnpOMiDKHOT O  MPOAYKTY, L0
3acToCOBYIOTLCA Y BUPOOHMUTBI APl (sKLWwo
3a3HayeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiQCYTHOCTI cepTudikara BianoBigHOCTI
€Bponeiicbkil hapmakonei y 3aTBepaXeHoMY
[ocbe, abo BMPOOHMKA HOBOI [OMOMIXHOI PEYOBUHM
(SIKLLIO 3@3HaYeHo Y [0CbE) (3MiHa Ha3BU BUPODHMKa
A®I MiokosamiHy cynbgar HaTpiesa Cinb, 6e3
3MiHV Micus BUpoOHULTBA); 3Minu | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaViM eHyBaHHSA
Ta/abo agpecu 3asBHMKaA (BnacHuka
peecTpaliiHoro MocBifYeHHs) (3MiHa Ha3Bu
3asBHUKA (BacHWKa peecTpauiiHoro MnocBigYveHHs)
41. | TNIOKO®AX XR Tabnetku, Mepk CaHte c.a.c. DdpaHuis Mepk CaHTe DdpaHuis BHECEHHS1 3MiH 4O PeeCTpaLiiHux Marepianis: 3a UA/3994/02/01
NPOSIOHroBaHoi  Aii, no 3MiHM | TUNy - NOJaHHA OHOBMEHOro cepTudikary peuerimom
500 mrno 15 Tabnerok y BignoBigHoCTI €Bponeiicbkin chapmakonei R1-CEP
6nicTtepi; no 2 abo no 4 1997-029-Rev 04 Bif 3aTBepaXeHoro BUPObHUKa
6nicTepy B KapTOHHI MERCK SANTE S.A.S. pito4oi pe4oBuHM
KopobLji MeTOPMiHy rifpOXITopva
42. | TNIOTA30OH® Tabnetkuno 15 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/11871/01/01
14 Tabnetok y 6nictepi; DAPM" DAPM" 3minm Il Tuny - 3miHn WwWono 6e3nekn/edp eKTYBHOCTI peyerinmom

no 2 6nictepny
KapPTOHHIV yMakoBLi; Mo
10 Tabnertok y 6nicrepi;
no 3 6nictepny
KapTOHHIW ynaKoBLi

Ta dpapmakoHarnaay. BHeceHHs abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMA a4 peecTpaLiHoro
nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA

pusukamu (3actocyBaHHA 3MiH(K), SiKi(a)
BMMararTb(€) NoganbLUoro OBIPyHTYBaHHA HOBMMM
[00aTKOBUM AaH/MW, LLLO MalOTb HapaBaTucs
KOMMETEHTHUM OpPraHoOM, OCKiNbKW BUMaraeTbest
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm )
(BrikoHaHHs 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
1.13 myHKTY 1, NigNyHKTY 2.3 NyHKTY 2 goaarky 15
Ao [Nopsanky NpoBeneHHs eKkcrnepTusun
peecTpaLiHix maTtepianis Ha Nikapcbki 3acobu, LWo
nopalTbCs Ha AepxaBHy peecTpalito
(nepepeecTpaLito), a TakoX eKcrnepTu3n marepianis

Npo BHECEHHA 3MiH [0 peecTpaLiiHuX Marepianis
NpPOTSIroM Aii peecTpauiiHoro nocBigyeHHs,

3arBepaXeHoro Hakazom MO3 Big 26.08.2005 Ne

426 (ypepakuii Hakazy MO3 Big 23.07.2015 Ne

460)
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

FMIOTA3OH®

Tabnetkuno 30 mr, no
14 Tabnetok y 6nicTepi;
no 2 6nicrepny
KapPTOHHIW yMakoBLi; Mo
10 Tabnertok y 6nicrepi;
no 3 6nicrepny
KapTOHHIW ynakoBLi

TOB "KYCYM
DAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHSI 3MiH [0 peecTpalinHnx martepianis:
3minm Il Tuny - 3miHn Wono 6esnekn/ed ek TUBHOCTI
Ta dapmakoHarnsay. BHecenHs abo 3miHa(un) o
30008B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHs, BktoYaoun MNMnaH ynpasniHHa
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[0AAaTKOBUM [@aHMMU, WO MaloTb HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BrikoHaHHs 3060B'si3aHb BiAMOBIAHO A0 MiAMYyHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
po MNopsinky NpoBEOEHHsT eKcrepTu3un
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, Wo
nogalThCs Ha AepxaBHy PeecTpalito
(nepepeecTpalito), a TakoxX excrnepTusu marepianis
Npo BHECEHHA 3MiH [0 peecTpauiHuXx Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

3a
peuernom

UA/11871/01/02

THIOTASOH®

Tabnetku no 45 mr, no
14 Tabnertok y 6nicrepi;
no 2 6nicrepny
KapTOHHIW yrakoBLi; Mo
10 Tabnertok y 6nicTepi;
no 3 6nictepny
KapPTOHHIW ynaKoBLi

TOB "KYCYM
DAPM"

YKpalHa

TOB "KYCYM
DAPM"

Ykpai Ha

BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis:
3Minm Il Tuny - 3minm Wwopo 6e3nekn/ed ek TMBHOCTI
Ta apmakoHarnagy. BHeceHnHs abo 3amiHa(u) oo
3000B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigyeHHsl, Bkntovaroum MNnaH ynpaeniHHa
pusukamu (3actocyBaHHA 3MiH(K), SKi(a)
BMMararTb(€) NoganbLlUoro OBIpyHTYBaHHA HOBUMMM
[00aTKOBUM AaH/MM, LLLO MaloTb HapaBaTucs
KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
CYTTEBA OLjiHKa KOMMETEHTHUM OpraHoMm )
(BrikoHaHHs 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
1.13 myHKTY 1, NigNyHKTY 2.3 NyHKTY 2 goparky 15
no [NopanKy npoBeneHHs ekcrnepTusuv
peecTpaliiHux MatepianiB Ha nikapcbki 3acobu, Wwo
nopalTbCs Ha AiepXaBHy peecTpalito
(nepepeecTpalito), a TakoX eKcrnepTu3n martepianis
Npo BHECEHHA 3MiH [0 peecTpaliiHuX Marepianis
NpOTSIroM Aii peecTpawuiiHoro nocBigyeHHs,
3arBepaeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyernnom

UA/11871/01/03

rPUNOLUTPOH
PUHIC

renb HazanbHuiA, 1 mMr/r
no5r,10r, 15 ryTyoax
Ne 1

ToBapucTBO 3
06 MexeHo
BiNoBiganbHICTIO
"®apmaL eBTn4Ha
KOMMaHist
"3nopos's"

YkpaiHa

ToBapucTeo 3
06 M exeHo
BignoBiganbHi
CTio
"®apmaLeBTn
YHa KOMMaHis
"3p0poB's"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3MiHM | TUny - NogaHHsA OHOBMEHOro cepTudikary
BiJl K& 3aTBEPAXEHOr0 BUPODHMKA; CYNYTHA 3MiHa:
3MiHa y napameTpax cneuudikauiv Ta/abo
OOMYCTUMUX MEX, BUSHA4YEHUX Y crneuudikauisx Ha
A®I, ab0 BUXAHWA/MPOMIDXXHWIA  NPOQYKT/peareHT,
LLIO BUKOPMCTOBYIOTHCS Y MPOLIECI BUPOO HUL TBa

bes
peuenima

UA/12577/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

A®I; cynyTHA 3MiHa - 3MiHa y meTogax
BuNpobyBaHHA A®l abo BxigHoro
Marepiany/npoMiXHOro MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETBCHA Y MpoLeci BupobHuLTBa APl —
rnogaHo OHOBIEHW cepTudpikat BignosigHocTi €@
No. R1-CEP 2006-286-Rev 01 gns gitoyoi
PEYOBMHM Bif 3aTBEPOKEHOr0 BMPOOHMKA 3i 3MiHOH
HallMeHyBaHHA Ta YTOYHEHHAM aApecu BUPODOHWKA,
SIK Hacnigok, 3aMiHn B cneymdikauii Ta meTogax
BXJHOrO KOHTPOIO 3a MOKa3HWUKOM «3anuiukosa
KiNbKiCTb OpPraHiYHUX PO3YMHHUKIBY; 3MiHu | Tuny -
NnofaHHA OHOBITEHOTO CepTudikaTy Bif yxe
3aTBEpPAXEHOr0 BMPODHUKA; CYNYTHA 3MiHa: 3MiHay
napamertpax creundikadin Ta/abo gonycTumMmx
MeX, BU3Ha4YeHnx y cneuudikauisx Ha APl, abo
BUXIZAHWA/MPOMIDKHWIA  NMPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuuTea AdI;
CYNyTHA 3MiHa: 3MiHa y MeTodax BuUnpobyBaHHS
A®I abo BnxgHOrO Marepiany/npomiXHOro
NpoaYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoieci BupobHMuTBa APl — NogaHo OHOBMEHWIA
ceptudikar signosigHocti €® No. R1-CEP 2008-
255-Rev 02 ans gitoyvoi pevyoBuHM Bif
3aTBEPAXKEHOr0 BUMPOOHMKA 3 YTOYHEHHSIM
HalMeHyBaHHs Ta agpecyu BUPOOHMKA, i SK
Hacnigok 3miHM B cneumdpikauii Ta merogax
BXiJHOrO KOHTPOIO 3a MOKa3HWKOM «3anuiikosa
KiNbKiCTb OpraHiYHMX PO3YMHHUKIBY; 3MiHu | Tuny -
3MiHW, NOB'A3aHi 3 HEODXIAHICTIO NPUBELEHHS Y
Bi4NOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi  hapmakonei, abo iHLoi
HauioHanbHoi apmakonei gepxasn €C (3miHay
crneumdikayisx, nos'sisaHa 3i amiHamu B 1Y, abo
€Bponevicbkii papmakonei, abo iHwin
HauioHanbHii dpapmakonei aepxasu €C); cynyTHs
3MiHa: 3MiHay MmeTofax BunpobyBaHHa APl abo
BMXQHOrO Marepiany/npomidkHOro
NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y
npoueci BupobHuyTea AdI

rFPUNOUUTPOH
®OPTE

MOPOLLOK  A51st
OpanbHOrO PO34MHy Mo
4,0 r B nakeri; no 10
NaKeTiB Y KapTOHHIN

KopobLi

Tosapucteo 3
06 MexeHo
Bi4NOBigaNbHICTIO
"®apmau eBTniHa
KOMMaHis
"3popoB's"

YkpaiHa

ToBapucTeo 3
0B MexeHo
BignoBiganbHi
CTio
"dapmauesTun
YHa KOMMaHis
"3nopos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHM | TMny - nogaHHA HOBOro cepTudikary Big
BXXe 3aTBEPOXXEHOr0 BMPOOHMKA; CYNYTHA 3MiHa:

3MmiHa y napameTpax creuundikauiv Ta/abo
OONYCTUMUX MEX, BU3Ha4YeHUX Y creumndikauisx Ha
A®I, abo BMXOHWUA/NPOMDXKHWA  MpOQYKT/peareHT,
LL{O BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuyTBa AdI
- 3MiHa y meTogax sunpobysaHHa Ad| abo
BUXIHOTO MaTepiany/npoMixHoro
NPOAVKTY/PEAreHTY,  LLLO BUKOPUCTOBYETLCS V.

6e3
peyernnma

UA/1470/01/02




[IponoBsxeHns nogarka 3

19
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs

npoueci BupobHuyTBa A®I (iHWi 3MiHM y MeTogax
BMNPOOYBaHHSA  (BKIIOYalo4uM 3aMmiHy abo
ponoHeHHs) APl abo BKXAHOro/MPoMiXHOro
NPOAYKTY) - MoAaHHA cepTudikary BifMoBiAHOCTI
€®d No. RO-CEP 2015-030-Rev 00 ans aitodoi
PEYOBUHM (heHipamiHy Manear Bif 3aTBEpAXeHOro
BUPODHMKA 3 YTOMHEHHAM Ha3BW Ta agpecu
BMPODHMKA i SIK HACNigoK NpuBedeHHst crielndikauii
TaMeTopiB BXAHOrO KOHTPOMIO 3@ MOKa3HUKOM
«3arnuwKoBi KinbKOCTi OpraHiyHMX PO3YMHHUKIBY
3rigHo npeactaeneHoro CEP; 3aminu | Tuny - 3miHK,
noB'si3aHi 3 HEOOXQHICTIO MPUBEAEHHS Y
Bi4NOBIAHICTb A0 MoHorpadii APY abo
€Bponeyicbkoi  hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crneumdikayisx, nos'sisaHa 3i amiHamu B 1Y, abo
€Bponevicbkii papmakonei, abo iHwin
HauioHanbHii dpapmakonei aepxasu €C); cynyTHs
3MiHa: 3MiHay meTtofgax BunpobyBaHHa Adl abo
BMXIHOTO MaTepiany/npoMixHoro
NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y
npoueci BupobHuyTBa A®I (iHWi 3MiHM Yy MeTogax
BUNPOGYBaHHSA  (BKI0Yalo4n 3aMiHy abo
poroHeHHs1) APl abo BKXgHOro/MPOMiXHOrO
NPOAYKTY) — NpuBeAeHHs cneuudikalii Ta meTogis
BX[AHOrO KOHTPOIO Ha Aitovy pevoBuHy deHipamiHy
Mareary y BiANOBIAHICTb 40 BUMOr MoHorpadii
«Pheniramine maleate» EP ta Q®Y; 3minn Il Tuny -
3MiHa BUPOOHMKA BWXiHOMO/MPOMiXKHOrO
NPOAYKTY/pPeareHTy, L0 BYUKOPUCTOBYIOTLCS Y
BMpo6HM4oMy npoueci A®l, abo 3miHa BUpoOHUKa
(BKMIOYaOUM, Oe HeOOXAHO, MicLe NpoBenEeHHs
KoHTponto sikocTi) ADI (3a BigcyrHocTi cepTudikara
BiAMOBIAHOCTI €BponeincebKin dapmakonei y
3aTBEPAXEHOMY [A0ChE)(BBEAEHHA HOBOrO
BMpOBHMKa APl 3 HagaHHAM MacTep-chaina Ha
A®I); cynyTHA 3MiHa: 3MiHa y napameTpax
crneymdikayin Ta/abo 4onyCTUMUX MEX,
BU3HaYeHUX Y creuudikadisix Ha AdI, abo
BMXIOHWA/MPOMDKHWA  MPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Yy mpoueci BupobHuUTBa AdI;
3MiHa y meToaax BunpobyeaHHa APl abo BmigHoro
Martepiany/npoMixXHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCH Y MpoLieci BUpoOHMuTBa APl
(iHWi 3miHn y meTogax BunpobyBaHHA  (BKIHOYaO4n
3amMiHy abo gornosHeHHs1) APl abo
BUXAHOrO/MPOMXKHOTO  MPOAYKTY) — BBEAEHHS
HOBOrO BMPODHMKa Ait0Yoi peqoBUHM b eHipamiHy

mManeary 3 HafgaHHaM macTep-chavna i sk Hacnigok
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
npvBeaeHHa crneuundikalii Ta MeToais BX4HOro
KOHTPOIIO Ha 3a3HayeHy Aito4y peqoBUHYy 3a
MoKasHUKOM «3anuLikoBa KinbKiCTb opraHiYHMx
PO3YMHHUKIBY [0 Marepianis BUpoOHMKa
47. | OALUENTOH® po3unH Ans iH'ekuin abo EBEP Hewipo ABcTpis BignoBiganbHN AscTpis/ BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis: 3a UA/14381/01/01
iHy3in, 10 mr/mn no 5 Papma M6X 1 3a BMNYyCK HimeuwunHa 3Minm | Tuny - 3MiHn WwWono 6esnekn/edeKTUBHOCTI peyerinmom
mn (50 mr) B amnyni; no cepii: EBEP Ta papmakoHarnsay. BeeneHHs abo 3MiHv oo
10 aMmnyn y KapTOHHiN Helipo dapma y3ararnbHeHVX [aHuX npo cuctemy
Kopob L 6X, dapmakoHarnaay (BBeOEHHS y3ararbHEeHUX AaHux
ABcCTpis; npo cuctemy dhapmakoHarnsay, 3MmiHa
BiAnoBiganbHA YOBHOBaXKEHOI  0CcOOM, BignoBiganbHOI 3a
1 3a 3[iNCHEHHA hapmakoHarnsay, KOHTaKTHOi ocobu 3
BMPOO HUL TBO, dapmakoHarnaay 3asiBHMKA ONS 34iACHEHHS
nepBuHHE Ta dapmakoHarnagy B YKpaiHi, SKL,0 BoHa BiAMiHHA
BTOPUHHE Bifl YNIOBHOBaXXEHOI 0ocobMu, BiANOBiAanbHOI 3a
naKyBaHHsi, 3iCHEHHA hapmakoHarnsay (BKo4vaium
KOHTpOInb KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
SAKOCTI: daina cuctemu bapmakoHarnsgy) - itova
XaM enbH pefakLis: KOHTakTHa ocoba BignoBiganbHa 3a
dapmacbioTika hapmakoHarnsig Mopobeub Onekcii Mykonarosuy.
n3 rmox, [MponoHoBaHa penakLisi: KOHTakTHa ocoba
HimevunHa BignosigansHa 3a dapmakoHarnsg lNveosapos
Bnagucnae Oneroevy. 3MiHa KOHTaKTHUX OaHWUX
48. | OEKCAMETA30OH Tabnetkuno 0,5 mr, no ToBapuCTBO 3 YKpaiHa BCi cTaail Ykpai Ha BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/5274/01/01
10 Tabnertok y 06 MeKeHoo BUPOG HUL| TBa, 3minm Il Tuny - 3miHn Wono 6e3nekn/edp eKTYBHOCTI peyernmom
6nictepax no 1 abo 5 BiAMOBIAaNbHICTIO KOHTpOInb Ta dapmakoHarnany. BHecenHs abo smiHa(n) oo
6nicTepiB y kopobui 3 "[NocnigHuin 3aBoa SIKOCTI, BUNYCK 3000B's3aHb Ta YMOB BUgadi peecTpaLiiHoro
KapTOHy "rHUnc" cepii: MocBiAYeHHs, BKItoYatoun MNnaH ynpasniHHS
ToBapucTBo 3 pusukamu (3actocyBaHHa 3MiH(K), siki(a)
006 MexeHo BUMaratoTb(€) nopanbLworo obrpyHTyBaHHS HOBUMU
BiANOBiAaNbHi [00aTKOBUM AaHMMK, L0 MaloTh HafaBaTucst
CTIo KOMMETEHTHUM OpraHOM, OCKiNbKW BUMaraeTbCsi
"NocnigHui CyTTEBA OLiHKA KOMMETEHTHUM OpraHoMm )
3aeog " (BvikoHaHHA 3060B'si3aHb BiAMNOBIAHO A0 MigMyHKTY
rHUnC", 1.13 myHkTY 1, NignyHKTY 2.3 NyHKTY 2 gopgarky 15
YkpaiHa; no [NopsanKy npoBeneHHs ekcnepTusmn
BCi cTagii peecTpauinHiX maTtepianiB Ha Nikapcbki 3acobu, LWo
BUPOG HUL TBA, nogalThbCs Ha AepXaBHy PeecTpalito
KOHTpOnb (nepepeecTpaLito), a TakoX eKcrnepTv3n martepianis
SKOCTI, BUNYCK NpPO BHECEHHA 3MiH 10 PeeCcTpaLinHMX martepianis
cepii: NpPOTSIroM Aii peecTpaLiiHoro nocBigyeHHs,
ToBapucTBo 3 3arBepaeHoro Hakazom MO3 Big 26.08.2005 Ne
006 MexeHo 426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
BianosiganbHi 460)
cTIo
"PapmaueBTu
YHa KOMMNaHis
"3gopos'a",

YkpaiHa
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

49.

OPAMIHA®

Tabnetkuno 50 mr no 5
abo no 10 Tabnerok y
6nicTtepi; no 16nicTepy
Y KapTOHHI Kopobuii

AppaH
[aneHcbkuin
JlaGopatopinn a.a.

Xopearis

AnpaH
aneHcbkun
JTaGopaTtopii
n.no.

Xopsaris

BHECEHHSI 3MiH [0 peecTpalinHnx martepianis:
3Minm Il Tuny - 3miHa BUPOG HMKa
BWXi[{HOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Yy BUPODHM4oMY npoueci Adl,
abo 3miHa BUpoOHUKa (BKITHOYaouK, Ae HeobXigHo,
micue npoBedeHHA KoHTporto skocTi) ADI (3a
BiQCYTHOCTI cepTudikara BianoBigHOCTI
€BporieVicbKin hapmakonei y 3aTBepaXeHoMY
nocbe)(BBeaeHHss HoBoro BupobHka AdI 3
HafaHHAM macTep-danna Ha APl) - BBeOeHHs
[oaarkoBoro BupobHuka A, sikuii 6yB
3aTBEPOKEHNN B OpUriHanbHUX Marepianax
peecTpauinHoro [oChe

6e3
peuernnma

UA/8430/01/01

50.

ayooinm

PO34YMH HaLLKipHUA no 15
Mn 'y pnakoHi, no 1
dnaKkoHy i3
NMacTVKOBOK KPULLKOHO
TanpuegHaHUM [0 Hei
MEH3ITMKOM B KapTOHHI
Kopob Ui

makcoCmiTKnsmH
KoHcbiomep
Xenckep (FOK)
Tpenginr Jimiteq

Benuka
Bpuranisa

Cricben
Jlaboparopia
(lpnaHgisy)
Ira.

IpnaHgin

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3minm Il Tuny - 3miHn Wono 6esnekn/ed ek TUBHOCTI
Ta dapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B's3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHsl, BktoYaoun MNMnaH ynpasniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[0AaTKOBUM [@aHMMU, WO MaloTb HafaBaTucst
KOMMETEHTHUM OpPraHoOM, OCKiNbKW BUMaraeTbecs
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BrikoHaHHa 3060B'si3aHb BiAMOBIAHO A0 MiAMYyHKTY
2.3 nyukTy 2 popatky 15 po Mopsigky npoBedeHHs
eKCrepTM3n peecTpaliHux marepianis Ha
nikapcbKi 3acobu, L0 NofalTbea Ha AepxaBHy
peecTpauito (nepepeecTpawito), a Takox
eKcnepTM3n Marepianis NPO BHECEHHS 3MiH 40
peecTpauivHnX marepianis nporsrom Aii
peecTpaLiiHOro MocBigYEHHS, 3aTBEPAXKEHOro
Hakasom MOS Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peuernnma

UA/6634/01/01

51.

EHEAC

Tabnetrkuno 10
Tabnerok y 6nicTepi; no
3 BnicTepun y KapTOHHI
Kopob L

Deppep
IHTepHauioHanb,
C.A.

IcnaHis

Deppep
IHTepHavioHan

b, C.A.

Icnania

BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis:
3MiHm | Tuny - 3MiHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta pbapmakoHarnsay. BeenenHs abo 3Minv oo
y3ararbHEHVX [JaHuX Mpo CUCTEMY
hapmakoHarnsay (BBeAeHHs! y3ararnbHEeHUX AaHux
npo cuctemy dpapmakoHarnsay, 3MmiHa
JMIOBHOBaXKeHOi  ocobu, BignoBiganbHoI 3a
3[iNCHEHHA dbapmakoHarnsay, KOHTakTHOi ocobu 3
dhapmakoHarnsay 3asBHUKa ANS 34iCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BiAMiHHa
BiJ YNIOBHOBaXXeHOi ocobMu, BignoBiganbHoi 3a
30iNCHEHHA bapmakoHarnsay (BKoYvaum
KOHTaKTHi AaHi) Ta/abo 3MiHn y po3milLeHHi macTep-
danna cuctemu bapmakoHarnagy) - Litova
penakLuis: KoHTakTHa ocoba BignoBigansbHa 3a
¢apmakoHarnsg CopokorneroBa Anna bopucisHa.

3a
peuyernmom

UA/10389/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

MponoHoBaHa peAaKkLis: KOHTaKTHa ocoba
BiAMosiganbHa 3a dapmakoHarnsg Kyuama
Bonogumup OnekcaHaposud. 3MiHa KOHTaKTHWX
[aHnX

52.

EHLE®ABON®

cycneHsia ons
nepoparbHOro
3actocyBaHHs, 80,5 mr/5
Mnno200 mn (4r)y
dnakoHi; no 1 drakoHy
B KapPTOHHI KopoOLi

Mepk Kl'aA

HimeuunHa

Mepk KIaA i
Ko. Bepk
WnitTanb

AscTpis

BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis:
3minm Il Tuny - 3miHn WwWono 6e3nekn/edp eKTYBHOCTI
Ta papmakoHarnagy. 3MiHu Y KOpoTKin
XapaKkTepuUCTULi MiKapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKLiT ANS Mean4yHoro
3acTOCyBaHHs y 3B'S3KYi3 HOBUMUW Aa@HAMU 3 SIKOCTI,
OOKNIHIYHUM W, KNIHIYHMMW AaHUMK Ta AaHUMIN 3
apmakoHarnsay (3miHM BHeceHo A0 IHCTpyKuil
A5t MEOWYHOIO 3aCTOCYBaHHS NiKapCbkoro 3acoby
[0 po3ginis "®apmakonorivyHi BNacTueocTi",
"MporunokasaHHs”, "OcobnuBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHa y nepiof BariTHOCTi abo rogyBaHHs
rpyna”, "34aTHICTb BNMMBATM Ha LUBMAKICTb
peakLii Npu KepyBaHHi aBTOTpaHcnopToM abo
iHWKMMK MexaHiamamu”, "Croci® 3acTocyBaHHs Ta
[o3un" (QonoBHEHUN iHbopMmaLlieto CTOCOBHO
[o3yBaHHA AiTam), "OiTn", "MNepeno3yBaHHs",
"Mob6iyHi peakuii") (TepmiH BBEOEHHA 3MiH
npoTsiroMm 3-X MicCsILiB nicnsi 3aTBeEpAKEHHS); 3MiHN
Il Tuny - 3minn wono 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsay. 3MiHMy TepaneBTUYHUX
nokasaHHsIX (J0oQaBaHHs HOBOro TepaneBTU4HOro
nokasaHHs abo 3MiHay 3aTBEpOKEHOMY MoKa3aHHi)
(3miHn BHECEHO [0 IHCTPYKUiT ANS MeguyHoOro
3acToCyBaHHA nikapcbkoro 3acoby Ao po3giny
"MokasaHHs") (TepmiH BBeAEHHS 3MiH npoTarom 3-X
MicsLiB nicns 3aTBepAKeHHs)

3a
peyernnom

UA/8031/01/01

53.

ECNOTUH

TabneTku, BKpUTI
nniBKoBOHO 06OMOHKOH,
no 5 mr; no 10 Tabnerok
y 6nicTepi; no 1, 2 a6o 3
6nicTepy B KapTOHHIN
Kopob L

yoprna

MEOWLIWH NAY

CAH. BE TIPK.
ALLLL

TypeuunHa

YOPIA
MEOVILIVH
INAY CAH. BE
TIDK. ALLLL

TypeuunHa

BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis:
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asBHWKa (BMacHuka
peecTpauinHoro nocsigyeHHs) (3miHa agpecun
3asBHVKa (BNacHWKa peecTpaLiiHoro MocBiAYeHHs)

6e3
peuennma

UA/16357/01/01

€BPOPAMINPUIT H
10

Tabnetku, 10 mr/12,5 mr
no 20 Tabnerok y
6nicTtepi; no 16nicTepy
y navui 3 KapToHy

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma
Craptr”

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHM | TYny - 3MiHM 0O IHCTPYKLIT ANS MeguyHOro
3acTocyBaHHS Y po3ainu: "®apMakonoriyHi
BriacTmeocTi", "B3aemogis 3 iHWMMK nikapCbKuMu
3acobamu TaiHWwi BMaun B3aemonin", "OcobnueocTi
3actocyBaHHs", "Cnocib 3acTtocyBaHHa Taposun”
(yrouHeHHst), "lMobiyHi peakyii" BignosigHO A0
iHpopMauii Wwono MmeagniHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (TPUTALIE
MIIKOC® 10 mr/12,5 mr, Tabnetkn). BBegeHHs
3MiH npoTArom 3-x MicAuiB nicnA 3atBepAXeHHA

3a
peuennom

UA/13528/01/01

55.

€BPOPAMIMNPUJT H 5

Tabnerku, 5 Mr/12,5 mr

TOB "®apma

YKpaiHa

TOB "®apma

YKkpai Ha

BHECEHHA 3MiH [0 peecTpalinHnx marepianis:

3a

UA/13529/01/01




23 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
no 20 tabnetok y Crapt" Crapt" 3MiHU | TUNy - 3MiHM 8O IHCTPYKLIT ANS MeguyHOro peuyernnom
6nictepi; no 16nicTepy 3acTocyBaHHa y po3ginu: "®apmakonoriyHi
y nayui 3 KapToHy BnacTmeocTi","B3aemogia 3 iHWMMW NikapCbKUMn
3acobamu TaiHwWwi B1An B3aemogin", "OcobnmBocTi
3actocyBaHHs", "Cnocib 3acTocyBaHHa Ta go3un”
(yrodHeHHs1), "MobiyHi peakuii” BigNoBiAHO 4,0
iHpopmauii Wwono MmeanyHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (TPUTALE
MNOC® 5 mr/12,5 mr, Tabnetkn). BBeaeHHsA 3MiH
npowirom 3-x micAuiB nicnsa 3amBepakeHHA
56. | 3IHHAT™ TabreTkn, BKpUTI makcoCmiTKnsamH CnonyyeHe [makco Benuka BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/5509/02/01
obornoHkoto, no 125 mr, EkcriopT Nimiten KoponiscTBO OnepenHe BputaHis 3minHn | Tuny - 3minm wopo 6e3nekn/ed ekTUBHOCTI peuernmom
no 10 Tabnerok y IOK NimiTeq Ta papmakoHarnagy. 3MiHv y TepaneBTu4HMX
6nicTtepi; no 16nicTepy nokasaHHsIX (BUNMYMEHHS TepaneBTU4HOro
B KOpoOL|i 3 KapTOHYy nokasaHHsl) (3miHn 4o iHCTpyKUiT y po3ginum:
"MokasaHHa". AK HacniAoK 3MiHW BHECEHi Yy po3ain
"Cnocib 3actocyBaHHs Ta gosu"); 3minm Il Tuny -
3MiHu Wwopo 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHMy TepaneBTUHHUX
nokasaHHsX (40AaBaHHS HOBOTO TepaneBTMYHOTO
nokasaHHa abo 3MiHay 3aTBEpOKEHOMY MOoKa3aHHi)
(3miHn go iHCTpyKuii y posginu: "MMokasaHHs". Ak
Hacnigok 3MiHv BHeceHi y po3ainu: "Crocib
3acTtocyBaHHs Ta gosu", "Oitu" (yro4HeHHs)
57. | 3IHHAT™ TabneTku, BKpUTI makcoCmiTKnsamH Crionyvexe [makco Benuka BHECEHHS1 3MiH O PEECTPaLiHUX MaTepianis: 3a UA/5509/02/02
obornoHkot, Mo 250 wmr, Excnoprt Ilimiten KoponiscTeo OnepeiuHe BpuraHis 3minn | Tuny - 3minm wopo 6e3nekn/ed eKTUBHOCTI peyerinom
no 10 Tabnetok y IOK Nimiten Ta papmakoHarnsgy. 3MiHW y TepaneBT UYHUX
6nictepi; no 16nicTepy NoKa3aHHsAX (BUIMYMEHHS TepaneBTU4HOro
B KopobL,i 3 KapToHy nokasaHHsl) (3miHn fo iHCTpyKUiT y po3ginu:
"MokasaHHs". Ak HacnigoK 3MiHM BHECEHI Y po3ain
"Cnoci6 3acTtocyBaHHst Ta gosu"); 3minm Il Tuny -
3MmiHu wopo 6e3nekn/edhekTUBHOCTI Ta
apmakoHarnsgy. 3MiHWy TepaneBTU4HUX
noKa3aHHAX ([0oQaBaHHA HOBOro TepaneBTU4HOro
nokasaHHs abo 3MiHay 3aTBEPOXEHOMY MoKa3aHHi)
(3MiHn go iHCTpyKUiT y posginu: "MokasaHHs". Ak
Hacnigok 3miHM BHeceHi y po3ginu: "Cnocib
3actocyBaHHa Ta go3u”, "Oitn" (yrovHeHHs)
58. | 3IHHAT™ Tabnerkn, BKpUTi makcoCmiTKnsamH CnonyyeHe makco Benuka BHECEHHSI 3MiH 4O PEECTpaLiiHUX Marepianis: 3a UA/5509/02/03
obornoHkoto, no 500 mr, EkcniopT NimiTen KoponiscTBO OnepeiiHe BputaHis 3minn | Tuny - 3minm wopo 6e3nekn/ed ek TUBHOCTI peyernmom
no 10 Tabnertok y IOK Nimiten Ta dapmakoHarnsgy. 3MiHM y TepaneBT 4HUX

6nicTtepi; no 16nicTepy
B KOpoOL|i 3 KapToHYy

nokasaHHsX (BUNMYMEHHS TepaneBTU4HOro
nokasaHHsl) (3miHn 4o iHCTpyKUiT y po3ainum:
"MokasaHHsA". AK HacnigoK 3MiHW BHECEH Y po3ain
"Cnoci6b 3actocyBaHHs Ta gosu"); 3minm Il Tuny -
3MiHuM Wwopo 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy. 3MiHMy TepaneBTU4HUX
nokasaHHsIX (JoOaBaHHs HOBOro TepaneBTU4HOro
nokasaHHs abo 3MiHa y 3aTBepaKeHOMY MokasaHHi)
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
(3MiHn oo iHCTpYKUiT y posginu: "MokasaHHs". Ak
HacnifgoKk 3MiHv BHeCeHi y po3ainu: "Crocib
3actocyBaHHa Ta go3un”, "Oitn" (yrovHeHHs!)
59. | 30NOTOTUCAYHUK | Tpasa (cybcTaHUisA) B MpAT "NikTpasn" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHiX Martepianis: - UA/8245/01/01
A TPABA MillKax, TIokax ans "NikTpasu” 3MiHu | TUny - 3miHa'y metogax BunpobyBaHHs AdI
BMPOOHMLITBA abo BUXZHOro Marepiany/npoMixHoro
HECTepuIbHUX NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
nikapcbkux ¢opm npoueci BupobHMuTBa ADI (iHWi 3MiHM Yy meTogax
BMNPODYBaHHS  (BKIHOYaOuM 3aMiHy abo
ponosHeHH) APl abo BKXAHOro/MPoMiXHOro
npoaykTy); 3minu Il Tvny - 3miHa y napamertpax
cneyudikauiv Ta/abo AonycTUMUX Mex,
BM3Ha4YeHux Yy cneuudikauisx Ha API, abo
BUXIZAHWA/MPOMIDKHWIA  NMPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCA Y npoueci Bupobruytea AdI -
BHeCeHHs1 3MiH 4o Crieludpikauii, sk Hacnigok,
BHECEHHSI 3MiH 4O METO/iB KOHTPOOS SKOCTi Ta p.
«Cknag»
60. | 3OJIOTOTUCAYHUK | Tpasa no 75 ry nadkax 3 MpAT "TikTpaBun" YkpaiHa IMpAT YKpaiHa BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis: oes UA/8472/01/01
A TPABA BHYTPILLUHIM NakeToM; no "NikTpasu” 3MiHu | Tuny - 3MiHa y metogax BunpobyBaHHs peuenma
1,5 ry cinbTp-nakerax rOTOBOrO fikapcbkoro 3acoby; 3miHu | Tvny - 3miHn
Ne 20 B nayui abo B wono 6esnekn/edpekTMBHOCTI Ta hapMmakoHarnsagy
nayui 3 BHYTPiLLHIM — BHeceHHs1 3MiH Ao Cneyndpikalii, sk Hacnigok
nakeTom BHECEHHSI 3MiH 4O METO/iB KOHTPOMos SKOCTi Ta p.
«Cknagy»; 3Minm Il Tvny - 3amiHa napametpis
cneumdikauivi Ta/abo 4OMyCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby - 3amiHa rpagiyHoro
OhOPMIEHHA MEPBUHHOI Ta BTOPWMHHOI YNAKOBOK Ha
MapKyBaHHS MEPBVHHOI Ta BTOPWHHOI YNaKOBOK, 3
BiAMOBIAHO 3amiHo0 p. «[padivyHe o OpMIEHHS
yriakoBok» Ha p. «MapkyBaHHa» Yy MKA nikapcekoro
3acoby. BBeaeHHs 3MiH npoTArom 3-x MmicsiLiB
nicns 3amBepAKeHHs
61. | S3ONITOHAP pO34MH ANS iHDYBIK, 5 yopPna TypeyunHa lpon Inay4 TypeyunHa BHECEHHS1 3MiH 4O PEeECTpaLiiHuX Marepianis: 3a UA/14630/01/01
Mr/100 mn, no 100 mn y MEOVUWH ITAY Honym Cam. 3Minn | Tuny - AoMiHicTpaTuBHi 3MiHW. 3MiHa peuerimom
dnakoHi; no 1 dpnakoHy CAH. BE TIDK. Be Tigx. A.LL. HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa (BrnacHuka
B KapTOHHI Kopobui AL peecTpauinHoro noceigyeHHs) (3miHa agpecun
3asBHVKa (BNacHWKa peecTpaLiiHoro MocBiAYeHHs)
62. | 3OUE®P TabreTku, BKpUTI Arnkem IHais Ankem IHais BHECEHHSI 3MiH O PEECTPaLiHUX Marepianis: 3a UA/4091/01/01
NMiBKOBOIO 060IOHKOI, Jabopatopia JITg JlaGopatopia 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peyernmom
no 500 mr, no6 abo 10 o HalMeHyBaHHA Ta/abo agpecun micus MpoBadKeHHs
Tabnetok y 6nicTepi; no [isinbHOCTI BUpOBHUKal/imnopTepa roToBoro
1 GnicTepyy KapTOHHi niKapcbKoro 3acoby, BKITOYauM AiNbHUL BUNYCKY
ynakoBui cepii abo MicL e NPoOBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a sIKy BigMoBiAae BMPODHUK/iMNopTep,
BKITH0Ha0uM BUMYCK cepin) (3miHa agpecu
BMpo6HWKA, 6€e3 3MiHV MicL s BUpOOHUL TBa)
63. | IHOAN® Kancynu no 2,5 mr no 10 NMPO.MEL.LIC Yecbka BUPOD HUL TBO Yecbka BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/4237/01/01
kancyn y 6nicrepi; no 3 Mpara a.c. Pecnybnika 3a NoBHUM Pecnybnika 3MiHu | Tuny - AoMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BM peyennom
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
6nicTepy B KapTOHHI LVKNOM, nikapcbkoro 3acoby - 3miHa TopriBenbHoi Hassm J13
Kopob Ui BUMYCK Cepii: (6yno - IHOAM) (TepmiH BBEAEHHA 3MiH MPOTAroM
MPO.MEL.LIC 6-Tn MicsauiB nicnsa 3aTBepakeHHs); 3minm | Tuny -
Mpara a.c., AnMmiHicTpaTyBHI 3MiHW. 3MiHa HaViM eHyBaHHSA
Yecbka Ta/abo agpecu 3asBHMKa (BnacHuka
Pecnybnika; peecTpauiHoOro MocBigYeHHs)) (3miHa agpecu Ta
nepsuHHe | Ha3BW 3asBHUKA) (TepMiH BBEAEHHS 3MiH MPOTArom
BTOpVHHE 6-Tn micsauiB nicnsa 3aTBepadkeHHs); 3minm | Tuny -
naKyBaHHS: AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliM eHyBaHHS!
CBYC dapma Ta/abo agpecn Micus NPOBaAXEHHsT OisnbHOCTI
a.c., Yecbka BMpPODHMKa/imnopTepa rOTOBOro Mikapcbkoro
Pecny6nika; 3acoby, BKoYaloum AinbHuLi BUNYycKy cepii abo
nepBuHHE | MicCLie MPOBEAEHHS KOHTPOMO SIKOCTI. (JisANbHICTb,
BTOPVHHE 3a 5Ky BiAMNOBIAaE BYPOOHUK/IMMNOPTEP, BKIHOYa0UM
naKyBaHHS: BMNYCK Cepin) (3MiHa agpecy Ta Ha3Bu BMPODHUKA
KOO®APMA MPO.MEL.LUC Mpara a.c., Yecbka Pecnybnika, 6e3
c.p.o., Yecbka 3MiHU MicL s BUPOBHUL TBA:
Pecnybnika 3arsepaxeHo: MPO.MEL.LIC Mpara a.7., Yecbka
Pecnyonika) (TepmiH BBEAEHHA 3MiH MPOTAromM 6-Tu
MicsuiB nicns 3aTBepaKeHHs)
64. | IHCY®OP TabrneTku, BKpUTI YOPI TypevumHa Inko Inay CaH. TypeyunHa BHECEHHSI 3MiH JO PEECTPaLiHUX MaTepianis: 3a UA/14631/01/01
NNiBKOBOKO 06 OIOHKO0, MEOVUWVH ITAY Be Tigx. A.LLL 3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa peuyernom
no 850 mrno 15 CAH. BE TIDK. HaMeHyBaHHA Ta/abo agpecu 3asBHWKa (BMacHuKa
Tabnertok y 6nicrepi; no AL peecTpauinHoro nocsigyeHHs) (3miHa agpecu
2 abo4 6nictepny 3asiBHMKa (BracHWKa peecTpaLiiHoro MocBigYeHHs)
KapTOHHI KopobLii; no
15 Tabnertok y 6nicrepi;
no 6 6nictepiy
KapTOHHIN Kopobui
65. | IHCY®OP TabreTku, BKpUTI YOPNQ TypevurHa Inko Inay CaH. TypevurHa BHECEHHSI 3MiH O PEECTPaLiHUX Marepianis: 3a UA/14631/01/03
MniBKOBOIO 0B OMOHKOLO, MEOWLWH INAY Be Timx. AlLLL 3MiHn | Tuny - AoMiHicTpaTuBHi 3MiHW. 3MiHa peyernmom
no 500 mr no 15 CAH. BE TIDK. HalMeHyBaHHA Ta/abo agpecu 3asBHWKa (BMacHuka
Tabnetok y 6nicTepi; no AL peecTpauinHoro nocsigyeHHs) (3miHa agpecun
2 abo 4 6nictepny 3asBHMKa (BracHWKa peecTpaLliiHoOro MocBifYeHHs)
KapTOHHI kopobui; no
15 Tabnertok y 6nicrepi;
no 6 6nictepiy
KapPTOHHI Kopobui
66. | IHCY®OP TabneTku, BKpUTI YOPIA TypeyunHa Inko Ina4 Can. TypeuunHa BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis: 3a UA/14631/01/02
NnNiBKOBOK 0B OIOHKO, MEOVLUWNH IJTAY Be Tigx. A.LLL. 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peuyernnom
no 1000 mr; no 10 CAH. BE TIDK. HaMeHyBaHHA Ta/abo agpecu 3asBHVWKa (BMacHvka
Tabnetok y 6nicTepi; no AL peecTpauiHoro nocsigyeHHs) (3miHa agpecu
3 6nicTepn y KapTOHHi 3asBHMKa (BracHWKa pPeecTpauiiHOro MocBigYeHHs)
kopobui; no 10 Tabnetok
y 6niicTepi; no 6 abo 9
6nicTepiB y KapTOHHIl
KOpob L
67. | IHONAPAKC Ma3bno 15 rabo 25, ToBapucTBO 3 YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS1 3MiH O PeECTpaLiiHux Marepianis: 3a UA/10175/01/01
abo 50 r,a6o0 100 r y 00 MEXEHO0 00 MEXEHO 3MiHM | TUNY - BUNYMEHHS BUPOGHWYOI  AinbHUL pey.ernnmom




26 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
TY6i;no 1 TyBi y BiAMNOBigaNbHICTIO BiANOBiganbHi (Bkntovatoumn ginbHudi ons API, npomixHoro
KapTOHHI Kopobui "dapmau eBTniHa CTi0 npoayKTYy abo roToBOro IikapCbKoro 3acoby,
KOMMaHist "dapmauesTun OiNbHWLI ANS NPOBEAEHHS MaKyBaHHsl, BUMPOOHVKA,
"3popoB's" YHa KOMMaHis BiNOBi4anbHOroO 3a BUMYCK cepii, micue
"3nopos's" NpPOBEAEHHs1 KOHTPOMo cepii) abo noctavanbHuka

BUXHOrO Marepiany, peareHty abo J0omnomiXHOI
PEYOBMHM (SKLLO 3a3HaYEHO Y [,0ChE); CYNYTHS
3MiHa: 3MiHa y mapameTpax cneuudikauivi Ta/abo
OONYCTUMUX MeX, BU3HaYeHUX Y creumndpikauisx Ha
A®I, abo BUXAHWA/MPOMIDKHWIA  MPOAYKT/peareHT,
LLIO BUKOPUCTOBWOTLCA Y npoueci BupobHuytBa AdI
- BUNYMEHHA 3aTBepaxeHoro BupobHuka Ad|
HiMecyniay, siK HacNigoK, BANYMEHO MOKa3HWK
«3anuwKoBa KinbKiCTb OpraHiyHnX po3YMHHUKIBY 3
BiANOBIAH/M METOAOM KOHTPOIMIO SKOCTI, L0
KOHTPOMIOITHCS 3TiHO HOPMATUBHNX JOKYMEHTIB
[aHoro BuMpoOHWKa, 3i cneundikauii AdI
Himecyniay; 3minu | Tuny - 3miHa Ha3BM Ta agpecu
MicLe3sHaxopkeHHsT BupobHuka APl Himecyniny;
3MiHM | TUNy - 3MiHW, NoB'si3aHi 3 HeoBXQHICTIO
NpUBEAEHHS Y BiAMNOBIAHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLoi
HauioHanbHoi chapmakonei gepxasn €C (3MiHay
cneuudikalisx, nos'ssaHa 3i amiHamu B Y, abo
€Bponevicbkii papmakonei, abo iHwin
HauioHanbHin apmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y metofax BunpobysaHHs APl abo
BMXQHOrO Marepiany/npomi>XHOro
NPOAYKTY/pPeareHTy, LU0 BUKOPUCTOBYETLCS Y
npoueci BupobHMuTBa ADI (iHWi 3MiHM Yy meTogax
BUNpOGYBaHHSA  (BKIOYalouM 3aMiHy abo
ponoBHeHHs1)) APl abo By HOrO/NPoMi>KHOrO
npoayKTy); 3MiHu Il Tuny - 3miHa BUpoB HUKa
BUXi[{HOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS1 Yy BUPOOHMYoMY npoueci AdI,
abo 3MiHa BUpOBHMKa (BKITHOYaO4uK, e HeobXaHo,
MicLe npoBeAeHHs KOHTporto sikocTi) APl (3a
BiACYTHOCTI cepTudpikara BiAMoBiAHOCTI
€Bponevicbkin papmakonel y 3aTBepaXKeHOMY
[ocbe)(BBegeHHs1 HoBoro BupobHvka AdI 3
HadaHHAM MacTep-darna Ha ADl); cynyTHa 3miHa:
3MiHa y napameTpax cneumdikauivi Ta/abo
OONYCTUMMX MEX, BU3HaYeHVX Y creuundpikauisx Ha
A®|, abo BUXAHWA/MPOMIDKHWIA  NPOAYKT/peareHT,
LLIO BUKOPMCTOBWOTLCA Y npoueci BupobHuytea AdI
- 3MiHa y meTogax BunpobyBaHHa AD| abo
BMXIQHOrO Marepiany/npoMi>XHOro
NPOAYKTY/pPeareHTy, L0 BUKOPUCTOBYETBLCS Y
npoueci BupobHuuyTBa A®I (iHWi 3MiHM y MeTogax
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
BUNpoGYBaHHSA  (BKIOYalo4M 3amiHy abo

ponoBHeHHs1)) APl abo ByXgHOrO/NPoMi>KHOro

NpoayKTY) - BBEOAEHO HOBOrO BupobHuka AdPI

HiMecyniay, $K HacnifoK, BHECEHHI 3MiHM A0

cneuudikauii A®I Himecynigy 3a NOKa3HUKOM

«3arnuwKoBa KinbKiCTb OpraHiYHUX PO3YMHHVIKIBY

68. | IH®JIAPAKC Ma3b inbulk no 50 kry ToBapuCTBO 3 YKpalHa ToBapuCTBO 3 Ykpai Ha BHECEHHS1 3MIiH [0 peecTpaLivHuX Marepianis: - UA/15769/01/01

6ou4kax cTanesux,
3aKPUTKX KpULLKaMK 3
3aTUCKHUM KifNbLeM

00 MexeHo
BiAANoOBiAaNbHICTIO
"dapmau eBTn4Ha

KOM MaHis
"3n0opoB's"

06 M exeHo
BiZNOBiganbHi
CTio
"®PapmaueBTu
YHa KOMMaHia
"3popos's"

3MiHM | TUMNy - BUNYMEHHS BUPOOHWYOI  AiNbHUL
(Bkmtovaoum ginbHuui ans APl npomMixHoro
npoayKTy abo rotoBoro mnikapcbkoro 3acoby,
AiNbHYLI ANSA NpOBEAEeHHS MaKyBaHHs, BUPOOHWMKA,
BiiNOBi4anbHOro 3a BUMyCK cepiin, micue
npoBeOEeHHs1 KOHTPOIto cepii) abo nocTadanbHuka
BUXHOrO Martepiany, peareHTy abo [onomixHoI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [0CHE); CYNYTHS
3MiHa: 3MiHa y napameTpax cneuudikauiv Ta/abo
AOMYCTUMUX MEX, BUSHA4YEHUX Y crneuudikauisx Ha
A®I, abo BUXAHWA/MPOMIDXXHWIA  NPOAYKT/peareHT,
LLLO BUKOPMCTOBYIOTLCSA Y npoLieci BupobHuuTBa AdI
- BWYMEHHs1 3aTBepakeHoro BupobGHuka AdI
HiMecyniay, siKk HacnigoK, BAYMEHO MOKa3HWK
«3anuwKkoBa KifnbKiCTb OpraHivYH1X PO3YMHHUKIBY 3
BiAMOBIAHAM METOLOM KOHTPOMO SKOCTI, Lo
KOHTPOIOITHCS 3riAHO HOPMAaTUBHMX [OKYMEHTIB
[aHoro BupoOHWKa, 3i cneyndikauii ADI
Himecyniay; 3minu | Tuny - 3miHa Ha3BM Ta agpecu
MicLe3HaxoaxeHHst BUpobHuka APl Himecyniny,
3MiHu | Tuny - 3mMiHW, NOB'A3aHi 3 HEODXIAHICTIO
npvBegeHHs 'y BiANOBIAHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi ¢hapmakonei aepxasn €C (3miHay
crneymdikadisx, nos'sizaHa 3i amiHamu B [®Y, abo
€Bponelicbkin papmakonei, abo iHLin
HauioHanbHin apmakonei gepxasn €C); cynyTHs
3MiHa: 3MiHa y metofax BunpobysaHHs APl abo
BMXQHOrO Marepiany/npoMixXHOro
NpoaYKTY/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuyTBa A®I (iHWi 3MiHM y MeTogax
BMNPODYBaHHS  (BKIHOYaOuM 3aMiHy abo
ponoHeHH) APl abo BKXAHOro/MPOMiXHOro
npogyKTy); 3minu Il Tuny - 3miHa BUpobHMKa
BWXi[{HOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUYOMY npoueci AdI,
abo 3miHa BUpoOHUKa (BKITHOYaoum, Ae HeobXiaHo,
micue npoBedeHHA KoHTporto skocTi) AdI (3a
BiJCYTHOCTI cepTudikara BianoBigHOCTI
€BporeVicbKin hapmakonei y 3aTBepaXeHoMy
[ocbe)(BBeaeHHs HoBoro BupobHka APl 3
HagaHHAM MacTep-danna Ha ADI); cynyTHa 3MiHa:




28 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
3MiHa y napameTpax cneumdikauiv Ta/abo
AOMYCTUMUX MEX, BUSHA4YEHUX Y crneuudikauisx Ha
A®I, abo BUXAHWA/MPOMIDXXHWIA  MPOAYKT/peareHT,
LLLO BUKOPMCTOBYIOTLCS Y npoLeci BupobHuuTea AdI
- 3MiHa y meTogax BunpobyBaHHa AD| abo
BMXIQHOrO Marepiany/npoMi>XXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuyTBa AP (iHWi 3MiHM y MeTogax
BUNPOOYBaHHS  (BKITtOYaloum 3amiHy abo
ponoBHeHHs)) APl abo BXHOrO/NPOMi>KHOrO
NPOAYKTY) - BBEAEHO HOBOrO BMpoOHUKa AdDI
HiMecyniay, siK HacnigoK, BHECEHHI 3MiHW A0
cneuudikauii A®I Himecynigy 3a NOKa3HUKOM
«3anuwKoBa KinbKiCTb OpraHiyHMX PO3YMHHUKIB»
69. | KANEHAYNU MA3b Masbmno 40 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiHiX Marepianis: 6e3 UA/7242/02/01
KOHTenHepax, no 20 abo dapmaueBsTuiHa dapmauesTny 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peyernna
no 30 ry Tydoax no 20 ¢abpuka "Biona" Ha dabpuka HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA (BracHuka
abo no 30 ry Tyoi, no 1 "Biona" peecTpaLitHoro noceigyeHHs)) (3MiHa agpecu
TYOi B NauLi 3 KapTOHy 3asBHuKa lMpAT dapmaueBTnyHa ¢abpuka "Biona",
YkpaiHa (3MiHa HazBu Bynuui) (TepmiH BBeOEHHS
3MiH NpoTArom 3-X MicsLiB NicNs 3aTBEPOKEHHS);
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu micus MpoBadKeHHs
OisnbHOCTI BUPOOHMKa/imnopTepa roToBOro
nikapcbKoro 3acoby, BKITOYauM AiNbHUL BUNYCKY
cepii abo MicLe NPOBEAEHHST KOHTPOMO0 SKOCTI.
(BisnbHiCTb, 3a SKy BiAMNoBiAae BAPODHWK/iMNopTEp,
BKITH0Ma0uM BUMYCK cepin) (3miHa agpecu
BupobHuka MpAT dPapmaueBTniHa dabpuka
"Biona", YkpaiHa, 6e3 3mMiHM micLsi BUpobHMLTBA
(3miHa Ha3Bm Bynuui) (TepMiH BBEOEHHS 3MiH
npoTArom 3-X MiCsLiB MiCMs 3aTBEPAXKEHHS)
70. | KAINETPA pO3YMH Ans EG6BI LLsenyapis "AECIKA BenvkobpuraHis BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/6998/02/01
nepopanbHOro BiodhapmacetoTika KBIHBOPO 3Minm Il Tuny - 3MiHM 8O IHCTPYKLIT ANS Megu4Horo peyerinmom
3acTocyBaHHsi Mo 60 mMn n3 meX nTao" 3acTocyBaHHs A0 po3ginis "lNpoTunokasaHHs",
y dpriakoHi; no 5 "B3aemopis 3 iHWMMM nikapcbkuMu 3acobamu Ta
NaKoHiB y KapTOHHIN iHWi BOn B3aemoain", "OcobnueocTi
KopobLji 3actocyBaHHs", "Cnocib 3acTocyBaHHa Ta fo3un”
71. | KAHAUBIOTUK Kpanni BywHi no 5 mny Mmenmapk IHgisa meHmapk IHgis BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis: 3a UA/8208/01/01
dnakoHi; no 1 drakoHy dapmacboTrkana dapmacbkoTUK 3MiHu | Tuny - 3miHa Ha3Bu BupobHka AdI peuernom
pasom 3 MineTKoo- Jirg. ans Jira. ©6ekrnomerasoHy gvnponioHaTy
KOBMaYKkOM BKI1a4EHOMY
y nonieTunneHoBun
NakeTuK y KapTOHHIN
KOpob L
72. | KAPBUOEKC® Tabnetkn, BKpUTi O-p Pegai'c IHois O-p Pepgai'c IHgis BHECEHHS1 3MiH O PeECTpaLiiHux Marepianis: 3a UA/8820/01/01
NMiBKOBOIO 06O0OHKOI, Jlabopartopic JItg JTaGopatopic 3MiHM | TUNy - BUNYMEHHS BUPOGHWYOI  AinbHUL peuyernmom
no 6,25 mrno 10 nra, (Bkmtovaoum ginbHuui ans APl npomMixHoro
TabneTok y cTpuni; no 2 BupobHuya npoAyKTy abo rotoBoro NikapcbKoro 3acoby,
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

CTPVNN B KaPTOHHIN
Kopob L

ainbHuus - 1l

OiNbHWLI ANS NPOBEAEHHS MaKyBaHHsl, BUMPOOHVKA,
BiNOBi4anbHOroO 3a BUMYCK cepii, micue
NpPOBEAEHHs1 KOHTPOMo cepii) abo noctavanbHuka
BUXAHOrO Marepiany, peareHty abo A0omnomiXHOI
PEYOBUHM - BUNYMEHHST BMPOOHWYOI AinbHULi ADI
Kapsegunon O-p Pegawu'c Nabopatopuc Jita,
MHovsa. BBeaeHHA 3MiH npoTtsarom 6-m micauis
nicnsa samBepmkeHHsA

73.

KAPBUOEKC®

TabneTkn, BKpUTI
nniBkOBOIO 0DOMOHKOIO,
no 12,5 mr no 10
TabneTok y cTpuni; no 2
CTPUNN B KaPTOHHI

KopobLi

O-p Pepai'c
Jlabopartopic JItg

IHgis

O-p Penpi'c
JlaGopatopic
Ira,
BupobHuya
ainsHuus - 1l

IHais

BHECEHHS1 3MiH O peecTpaLiiHux Marepianis:
3MiHM | TUNy - BUNYMEHHS BUPOGHWYOI  AinbHUL
(Bkmtovaoum ginbHuui ans APl npomMixHoro
npoayKTy abo rotoBoro mnikapcbkoro 3acoby,
AiNbHYLI ANSA NpOBEAEeHHS MaKyBaHHs, BUPOOHWMKA,
BiANOBiAanbHOro 3a BUMYCK cepii, micue
NPOBEAEHHS KOHTPOMIO cepii) abo moctavanbHuka
BUXHOrO Martepiany, peareHty abo [onomixHoI
PEYOBUHN - BUNYHMEHHST BMPOOHWYOI AinbHuLi ADI
Kapsegunon [O-p Pegawu'c Nabopatopuc Jitg,
MHovs. BBeaeHHs 3MiH npoTAromM 6-m micsauis
nicnsa samBepakeHHsA

3a
peuenmom

UA/8820/01/02

74.

KAPBUOEKC®

TabneTku, BKpUTi
NMiBKOBOIO 0DOIOHKOIO,
no 25 mr no 10 Tabnerok
y CTpuvni; No 2 cTpunu B
KapTOHHI Kopobui

O-p Pegpi'c
Jlabopartopic JlTg

IHoisa

O-p Pepai'c
Jlabopatopic
Tira,
BupobHuya
AinbHnus - 1l

IHois

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiH1 | Tuny - BUNYMEHHsT BUPOOHUYOI  AinbHULI
(Bkntovatoumn ginbHudi Ans API, npomixHoro
NpoayKTYy abo roToBOro fikapCbKoro 3acoby,
AiNbHNLI ANS NPOBEAEHHS MaKyBaHHs!, BUPOOHVKA,
Bi4NOBi4anbHOroO 3a BUMYCK cepii, micue
NPOBEAEHHS1 KOHTPOMo cepii) abo noctavanbHuka
BUXAHOrO Marepiany, peareHty abo A0omnomiXHOI
PEYOBUHN - BUNYMEHHST BMPOOHWYOI AinbHULi ADI
Kapsegunon O-p Pegawu'c NNabopatopuc Jita,
MHaovs. BBeaeHHA 3MiH npoTtiarom 6-m micauis
nicns 3amBepaXeHHs!

3a
peuernmom

UA/8820/01/03

75.

KAPI3OH

XupHa masb, 0,5 mr/1r1
no 15 rabo 30 r, abo 50
ryTyoi; mo 1 1y6i B
KapTOHHIN nayui

Hepmadapm Al

HimeuunHa

Mibe TMb6X
ApuHanmitTen
b

HimeyumHa

BHECEHHS1 3MIiH [0 peecTpaLivHux Marepianis:
3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo aapecn Micus NPOBagKEeHHS
OisnbHOCTI BUPOBHMKa/imnopTepa roToBOro
NiKapcbkoro 3acoby, BKOYaYM OiNbHNLI BUMYCKY
cepii ab0 MicLe NPoBeAEHHS KOHTPOMO SIKOCTI.
(BisnbHICTb, 3a sIKy BigMNOBIAaE BMPODHUK/iMNopTep,
BKITHOYalOUM BUMYCK Ccepil) (3MiHa agpecu
BUMPOBHMYOI AinbHULI Mibe TM6X ApuHanmiTTens,
HimeyynHa, 6e3 3miHn MicList BUpOO HUL TBA)

3a
peuenmom

UA/10950/04/01

76.

KAPI3OH

Masb 0,5 mr/rno 15 r
abo 30r,a6o 50 ry
TY6i; no 1 Ty6i B

KapPTOHHIN nadLi

Oepmadapm Al

HimeuyunHa

Mibe 'm6X
ApuHanmitTen
b

HimeyumHa

BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis:
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecun micus MpoBadKeHHs
OisnbHOCTI BUPOOHMKa/imnopTepa roToBOro
nikapcbkoro 3acoby, BKITYaum AiNbHUL BUNYCKY
cepii abo MicLe NPOBEAEHHS KOHTPOMO0 SKOCTI.
(BisnbHICTb, 3a SKY BiANOBiAae BUPODHWK/iMNopTeEp,

3a
peuyernmom

UA/10950/03/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BKITHOYaOUM BUMYCK Ccepill) (3MiHa agpecu
BUMPOBHMYOI AinbHULI Mibe TM6X ApuyHanmiTTens,
HimeyynHa, 6e3 3miHn MicList BUpOO HUL TBA)

77.

KATAOONOH

kancynu no 100 mr, no
10 kancyn y 6nictepi, no
1, abo 3,ab60 5
6nicTepiB y KapTOHHIl
KOpob L

TeBa
dapmaueBTikan
IHpacTpi3 JTa.

I3painb

TOB TeBa
OnepenLH3
Monang

Monblwa

BHECEHHS 3MiH 4O peecTpauiiHiX Martepianis:
3Mminn Il Tuny - 3MiHW Wono 6e3nekn/ed ek TUBHOCTI
Ta papmakoHarnaay. BHeceHHs abo 3amiHa(n) oo
30608B's13aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigYeHHs!, BkMtoYaroum MnaH ynpaeniHHa
pu3vKamu (3acTocyBaHHsi 3MiH(M), siki(a)
BUMaratloTb(€) noaanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHMMU, L0 MaloTh HafaBaTucst
KOMMETEHTHAM OpPraHoM, OCKiNbKW BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM )
(BukoHaHHa 3060B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1 goparky 15 go lNMopsaky npoBeaeHHs
eKCrnepTm3n peecTpauiviHuX marepianis Ha
nikapcbki 3acobu, L0 NoAaloTbCA Ha OepXKaBHY
peecTpauito (nepepeecTpaliio), a Takox
E€KCMEePTM3N MarepianiB MPO BHECEHHA 3MiH 0
peecTpauinHMx martepianis npoTaroMm Aii
PEeECTpaLiiHOro MOCBIAYEHHS], 3aTBEepPAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peuyernmom

UA/12019/02/01

78.

KATALONOH
PETAPL

Tabnetku
NPOSIOHroBaHoI  Aii no
400 mr; no 14 Tabnertok
y 6nicTepi; no 1, abo no
3, abo no 6 6nictepiB y
KapTOHHIN Kopobui

TeBa
dapmaueBTikan
IHpacTpi3 JTa.

I13painb

TOB TeBa
OnepenHs
MonaHa

MonbLua

BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis:
3minm Il Tuny - 3miHn Wono 6e3nekn/edp eKTYBHOCTI
Ta papmakoHarnaay. BHeceHHss abo 3miHa(u) oo
3000B's3aHb Ta YMOB BUgadi peecTpaLiiHoro
MocBiAYeHHs, BKItoYatoun MNnaH ynpasniHHS
pusukamu (3actocyBaHHa 3MiH(K), siki(a)
BUMaratoTb(€) nopanbLoro obrpyHTyBaHHS HOBUMU
[00aTKOBUM AaH/MW, LLLO MaloTb HapaBaTucst
KOMMETEHTHUM OPraHOM, OCKiNbKW BUMaraeTbest
CYTTEBA OLliHKa KOMMETEHTHUM OpraHoMm )
(BvikoHaHHA 3060B'si3aHb BiAMNOBIAHO A0 MigMyHKTY
1.13 myHkTY 1, NignyHKTY 2.3 NyHKTY 2 gopgarky 15
Ao Mopagky nposefeHHst ekcnepTuan
peecTpauinHiX maTtepianiB Ha Nikapcbki 3acobu, LWo
noJaloTbCH Ha AEepPXaBHY peecTpaLito
(nepepeecTpaLito), a TakoX eKcrnepTv3n martepianis
NpPO BHECEHHA 3MiH 10 PeeCcTpaLinHMX martepianis
NpPOTSIroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

3a
peuenmom

UA/12019/01/01

79.

KENTIKAH

Kancynu Teepgi no 15
kancyn y 6nictepi; no 2
6nicTepny KapTOHHIN
Kopob Ui

Ddeppep
IHTepHauioHanb,
C.A.

IcnaHis

deppep
IHTepHavioHan
b, C.A.

Icnania

BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis:
3MiHm | Tuny - 3MiHn WwWono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHM oo
y3aranbHEeHUX [AaHuX Mpo CUCTEMY
dhapmakoHarnsay (BBeeHHs y3aranbHEeHUX daHux

3a
peuyernmom

UA/10643/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

npo cuctemy chapmakoHarnsgy, 3miHa
JIIOBHOBaXKeHOI  ocobu, BiAnoBiAanbHOI 3a
3[iCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
apmakoHarnsay 3asiBHYMKa ONSA 34iACHEHHS
dapmakoHarnagy B YKpaiHi, SKL,0 BoHa BiAMiHHA
BiJ, YTOBHOBaXeHOI 0cobu, BiAMOBiAanbHOI 3a
34iVicHeHHs bapmakoHarnsgy (BKroyaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu papmakoHarnsgy) - Hitoya
pefakLis: KOHTakTHa ocoba BignoBiganbHa 3a
dapmakoHarnsg CopokorneroBa Anna bopucisHa.
[MponoHoBaHa pepakLis: KOHTaKkTHa ocoba
BignosiganobHa 3a apmakoHarnsg Kyama
Bonoaumup OnekcaHapoBud. 3MiHa KOHTaKTHUX
OaHUX

80.

KETAMIH

po34mH Ans iHekyin, 50
Mr/Mn o 2 Mn B ammyni,
no 10 amnyn y nayui 3
KapTOHy; no 2 mn B
amnyni; no 5 amnyn y
6nicTepi, no 2 6nictepn
B nayui 3 kapToHy;, no 10
Mn 'y pnakoHi; no 5
dnakoHiB y mavui 3
KapToHy; no 10 mny
dnakoHi; no 5 drakoHiB
y 6nicTepi, no 1
6nictepy y nauui 3
KapToHY

AT "®apmak”

YKpal Ha

MMAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3MiHM | Tuny - 3miHa y meTogax BUMpobyBaHHS
roToOBOrO Mikapcbkoro 3acoby (He3HayHa 3MiHay
3aTBepAXeHUX MeTofdax BUNPoDyBaHHS); 3MiHu |
TWny - 3MiHa y meToaax BunpobyBaHHs A®| abo
BMXIQHOrO Marepiany/npoMixXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETBLCS Y
npoueci BMpobHMuTBa API (HE3HaYHI 3MiHM Yy
3aTBepAXeHVMX MeTodax BUNpobyBaHHS); 3MiHu |
TvNy - 3MiHa y MeTogax BunpobyBaHHA roToBOro
nikapcbkoro 3acoby (iHwi 3MiHMy meTogax
BUNpoOYBaHb (BKIO4aouM 3aMiHy abo
[OOMOBHEHHS)); 3MiHM | TUNy - 3MiHa y napametpax
cneuundikaliv Ta/abo AonycTUMUX MeX,
BU3HaYeHUXx Y crieuudikauisx Ha AdI, abo
BUXIZAHWA/MPOMIDKHWIA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y npoueci BupobHuytea AdI

3a
peuennom

UA/1934/01/01

81.

KETOTU®EH

Tabnetkuno 1 mrno 10
Tabnerok y 6nicrepi, no
3 6nictepny navui 3
KapToHy; no 30
Tabnerok y
KOHTeVHepax

ToBapucTBO 3
06 MeKeHo

BiAnoBiganbHICTHO
"NocnigHuin 3aBoa

"rHunc:

YkpaiHa

BCi cTaail
BMPOOHUL TBA,
KOHTpOrb
SIKOCTI, BUNYCK
cepii:
ToBapucTeo 3
0B MexeHo
BignoBiganbHi
CTi0
"NocnigHui
3aBopg
"rHUnCc"
YkpaiHa; BCi
cragii
BMPOOHUL TBA,
KOHTpOrb
SAKOCTI, BUMYCK

YkpaiHa

BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis:
3MiHu | Tuny - 3miHa po3mipy cepii (BKItO4a4um
AianasoH po3mipy cepil) roToBoro nikapcbKoro
3acoly - BBeleHHs] [,0[aTKOBMX PO3MipiB cepiii
nikapcbkoro 3acoby ans ToBapucTBO 3 06MEXEHO0
BignoBiganbHicTio "®apmaueBTniHa KOMMaHis
"3popos's", YkpaiHa (uex [113). MNponoHoBaHa
penakuisi: ToBapuCTBO 3 06MEXEHOD
BignoBiganbHicTO "®apmaueBTniHa KOMMaHis
"3nopos's”, YkpaiHa. Llex M3. Po3mip cepii
cknagae: 230,000 kr (30,666 Tuc. yn.) - Ne 30
(10xX3) y 6nictepax, 230,000 «r (30,666 Tuc. yn.) -
Ne 30 y koHTeHepax. [dogatkosuin po3mip cepii
cknapae: 119,600 kr (15,946 Tuc. yn.) - Ne 30
(10x3) y 6nictepax 119,600 «r (15,946 Tuc.yn.) -
Ne 30 y koHTerHepax, 189,700 «r (25,293 Tuc. yn.) -
Ne 30 (10x3) y 6nictepax 189,700 «kr (25,293 TucC.

3a
peyernnom

UA/1942/02/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

82.

cepii:
ToBapucTeo 3
06 MexeHo
BignoBiganbHi
CTio
"®apmaLeBTn
YHa KOMMaHis
"3popos'a”,
YKpaiHa; BCi
cragii
BMPOOHUL TBA,
KOHTpPOIb
SIKOCTI, BUNYCK
cepii:
ToBapucTeo 3
06 MexeHo
BignoBiganbHi
CTio
"®APMEKC
reyn-,
YkpaiHa

yn.) - Ne 30 y KoHTeliHepax

KNIBAC 10

TabneTku, BKpUTI
nriBKOBOIO 0B OMOHKOH,
no 10 mr no 10 Tabnerok
y 6nicTepi; no 1 abo 3
6nictepny nayui 3
KapTOHY

TOB "®apma
Craptr"

YKpalHa

TOB "®apma
Crapr"

Ykpai Ha

BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis:
3MiHM | TUNy - nogaHHA cepTudikary BiAMNOBIAHOCTI
€d No. RO-CEP 2015-114-Rev 02 ans aito4oi
PEYOBUHM BiJ 3aTBEPAKEHOrO BUPOOHMKA 3i 3MiHOKD
aapecu BUPOOHWKE; 3MiHM | Tuny - 3miHay
napamertpax creundikadin Ta/abo gonycTumMmx
MeX, BU3Ha4YeHnx Yy cneuudikauisx Ha A®l, abo
BUXIZAHWA/MPOMIDKHWIA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuuTea AdI;
3MiHu | Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo [oMyCTUMKX MEX FOTOBOro MikapcbKoro
3acoby ([0noBHeHHs crieundpikauii HoBUM
MOKa3HUKOM 3 BifMOBIAHUM METOOOM
BUNPOGYBaHHS); 3MiHu | TUNy - 3MiHa napameTpis
cneuudikauin Ta/abo [oOMyCTUMKUX MEX rOTOBOrO
nikapcbkoro 3acoby (BUMyHEeHHs1 HE3HaYHOTO
nokasHuka (Hanpuknag 3acTapifioro NokasHuka,
TaKoro sk 3anax Ta cMmak, abo igeHTudgikauis
6apBHYKIB UM cMakoBUx A00aBoK)) - 3 cnewudikauii
roTOBOrO NiKapCbKOro 3acoby BUMYHEHO MOKa3HMK
«Bopga»; 3Minn | Tuny - 3MiHa napameTpis
cneuudikauin Ta/abo goNyCTUMKUX MEX roTOBOrO
nikapcbkoro 3acoby (BUMyHeHHs1 HE3HAYHOrO
noKasHuka (Hanpvknag 3acTapifioro NokasHuka,
TaKoro sk 3anax Ta cMmak, abo igeHTudgikauis
6apBHYKIB 4 cMakoBUx A406aBoK)) - 3 cneuudikauii
roTOBOrO IiKapCbKOro 3acoby BUMYMEHO MOKa3HUK
«Po3nagaHHsa»; 3MiHu | Tuny - 3amiHa NnapameTpiB

3a
peyernnom

UA/12971/01/01
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[IponoBsxeHns nogarka 3

n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpayitiHo
20

noceidYyeHHs

83.

KNIBAC 20

cneymdikauivi Ta/abo 4OMyCTUMUX MEX FOTOBOro
NiKapcbKoro 3acoby; CyMyTHA 3MiHa: 3MiHa 'y
MeToAax BUNpobyBaHHA rOTOBOro NikapcbKoro
3acoby - po3ain «MikpobionoriyHa ymMcToTay
METO/AB KOHTPOMIO SIKOCTi FOTOBOrO NiKapCbKOoro
3acoby npvBegeHo Y BiAMNOBIAHICTL A0 BAMor OdY;
3MiHu | Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo JoMyCTUMMX MEX FOTOBOro MikapcbKoro
3acoby (iHLWi 3MiHW) - 3MiHW KpPUTEpii B NPUAHATHOCTI
3a nokasHukom «CynpoBigHi OOMILLKW» B
cneumdikalii roToBoro nikapcbkoro 3acoby Ha
BUNYCK; 3MiHn | Tvny - 3mMiHa napameTpis
cneuudikauin Ta/abo ONyCTUMKUX MEX roTOBOrO
nikapcbkoro 3acoby (3BYKEHHs1 AOMyCTUMUX MEX) -
3MiHW KpUTEPITB MPUMHSATHOCTI 32 MOKa3HUKOM
«KinbKicHe BU3Ha4eHHA» Ha TepMiH NpuaaTHoCTI;
3MiHM | Tuny - 3miHa y meTogax BUMpobyBaHHS
roToOBOrO Mikapcbkoro 3acoby (He3HayHa 3MiHay
3aTBepAXeHUX MeTofdax BUNpoOyBaHHS) - 3MiHU B
MeToaWLi 3a NoKazHUKaMK «Po34NHEHHS»,
«OpHOpIgHICTE A030BaHNX O4MHULbLY», «CyNpoBigHi
aoMiwkm» Ta «KinbkicHe BU3HaYeHHs»  (BUNYdEeHHS
BMMOT LLIOAO BYCYLLYBAHHS CTaHAapTHOrO 3pasKy)

TabneTkn, BKpUTi
nniBkOBOIO 0DOMOHKOIO,
no 20 mr no 10 Tabnerok
y 6nicTepi; no 1 abo 3
6nictepny nayui 3
KapToHY

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS1 3MiH O PeecTpaLiiHux Marepianis:
3MiHu | TUny - nogaHHs cepTudikaTy BignNOBIAHOCTI
€d No. RO-CEP 2015-114-Rev 02 ons aito4oi
PEYOBUHM BiJ 3aTBEPAKEHOrO BUPOOHMKA 3i 3MiHOKD
aapecu BUPOOHWKE; 3MiHM | Tuny - 3miHay
napametpax creundikadin Ta/abo gonycTummx
MexX, BU3Ha4eHux Yy crieuudikauisx Ha AP, abo
BUXIZAHWA/MPOMIDKHWIA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y npoueci BupobHuuTea AdI;
3MiHu | Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo JoMyCTUMKX MEX FOTOBOrO MikapcbKoro
3acoby (40onoBHeHHs crieundpikauii HoBUM
MOKa3HUKOM 3 BifMOBIAHUM METOOOM
BUNPOGYBaHHS); 3MiHu | TUNy - 3MiHa napameTpis
cneuudikauin Ta/abo [oOMyCTUMKUX MEX rOTOBOrO
NiKapcbKoro 3acoby (BUNMyMeHHs HEe3Ha4YHOro
nokasHuka (Hanpvknag 3acTapifnioro nokasHuka,
TaKoro sk 3anax Ta cMmak, abo igeHTudgikaudis
6apBHYKIB UM cMakoBUx A00aBoK)) - 3 cnewudikauii
roTOBOrO NiKapCbKOro 3acoby BUMYHEHO MOKa3HMK
«Boga»; 3MiHn | Tuny - 3MiHa napameTpis
cneumdikauivi Ta/abo 4OMyCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (BUMyHeHHs1 HE3HAYHOrO
noKasHuka (Hanpvknag 3acTapifioro NokasHuka,
TaKoro sk 3anax Ta cMmak, abo igeHTudgikauis

OapBHUKIB Y1 CMaKOBKX 406aBOoK)) - 3 cnelundikaLii

3a
peuenmom

UA/12971/01/02




Ne Hasea nikapcbko20

Popma eunycky

3aseHUK

34

[IponoBsxeHns nogarka 3

n/n 3acoby

(nikapcbka ¢ghopma,
ynakoeka)

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

84. | KMMHY nnopun

nnogm no 50 ry navyi 3

IMpAT "NikTpasu"

YKpaiHa

TpAT

roTOBOrO IiKapCbKOro 3acoby BUNMYYEHO MOKa3HUK
«Po3nagaHHsy; 3miHu | Tuny - 3miHa napameTpiB
cneymdikauivi Ta/abo 4OMyCTUMUX MEX FOTOBOro
NiKapcbKoro 3acoby; CyMyTHA 3MiHa: 3MiHa 'y
MeTogax BUNpoOyBaHHs TOTOBOrO JikapCbKoro
3acoby - po3ain «MikpobionoriyHa ymMcToTay
METOAIB KOHTPOSO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby npvBegeHo Y BiAMNOBIAHICTL A0 BAMor OdY;
3MiHu | Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo JoMyCTUMMX MEX FOTOBOro MikapcbKoro
3acoby (iHWi 3MiHW) - 3MiHW KpUTEPITB NPUAHATHOCTi
3a nokasHukom «CynpoBigHi OOMILLKW» B
cneumdikalii roToBoro nikapcbkoro 3acoby Ha
BUNYCK; 3MiHn | Tvny - 3mMiHa napameTpis
cneuudikauin Ta/abo ONyCTUMKUX MEX roTOBOrO
nikapcbkoro 3acoby (3BY)XEHHs1 AOMyCTUMUX MEX) -
3MiHV KpUTEPIi B MPUMHATHOCTI 3@ MOKa3HWUKOM
«KinbKicHe BU3Ha4eHHA» Ha TepMiH NpuaaTHoCTI;
3MiHM | Tuny - 3miHa y meTogax BUMpobyBaHHS
roTOBOrO Nikapcbkoro 3acoby (He3Ha4yHa 3MiHay
3aTBepAXeHUX MeTofdax BUNpoOyBaHHS) - 3MiHU B
MeToauLi 3a NoKa3HUKaMK «PO3YUHEHHST»,
«OpHOpIgHICTE A030BaHNX O4MHULbLY», «CyNpoBigHi
aoMiwkm» Ta «KinbkicHe BU3HaAYeHHs»  (BUNYHEeHHS
BMMOT LLLOAO BYCYLLYBaHHS CTaHOapTHOrO 3pasKy)

85. | KOKAPEOKCUIIA3MN

BHYTPILLUHIM NakeTom

"NikTpasn"

Ykpai Ha

BHECEHHS1 3MiH [0 PEECTPaLiHUX Marepianis:
3MiHu | Tuny - 3miHa y MmeTogax BUnpobyBaHHS
roTOBOrO NiKapcbkoro 3acoby (iHLwWi 3amiHny
MeTtoaax BunNpobyBaHb (BKMoYaloum 3amiHy abo
[OOMOBHEHHS1)); 3MiHM | TUNy - 3MiHM Wwono
6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsgy - 3MiHa
rpacpiyHoro ochopmrieHHs NepBuMHHOI Ta BTOPUHHOI
YMaKoBOK Ha MapKyBaHHA MEPBUHHOI Ta BTOPUHHOI
YMaKkoBOK, 3 BiAMOBIAHOIO 3aMiHowo p. «[padivHe
OChOpMIIEHHS YIaKoBOK» Ha p. «MapkyBaHHs» Y
METOoAax KOHTPOIO SKOCTi NiKapCbKoro 3acoby;
3MiHu | Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo JoMyCTUMKX MEX FOTOBOrO MikapcbKoro
3acoby. BBeaeHHA 3MiH npoTArom 3-x micauiB
nicns samBepaXeHHs!

be3
peuenma

UA/7082/01/01

rigpoxnorua

pO3uMH Ans iH ekuin, 50
Mr/2Mn, no 2 mn
npenapaTty Bamnyni; no
5 amnyn y 6nictepi, no 1
abo 2 6nicTepy y nayui 3
KapTOHY

TOB "3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3MiHn | Tuny - 3Minm 3 sikocTi. [oTOBUIA NiKapcbKuii
3aci6. CucTema KOHTefiHep/3aKyrnoproBarnb HU i

3aci6. 3MiHa po3mipy ynakoBKM roTOBOrO
nikapcbkoro 3acoby (3MiHa KifbKOCTi OANHNLb
(Hanpuknap Tabnetok, avnyn TOLLo) B ynakoBLi) -
3MiHa y fianasoHi 3aTBepaKeHMX po3MipiB
JIaKoBKM (BBeOEHHsi [O4AaTKOBOI YIaKoBKM MO 2 M

npenapary Bamnynax. no 5 amnyn y 6nicrepi, no 1

3a
peuyermom

UA/15971/01/01




35 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
6nicTepy y nayui 3 KapToHy, 3 BiAMNOBIAHAMM
3MiHaMny p. «Ynakoska». [NepBuHHMI
nakyBanbHUN Marepian He 3MiHVBCS)
86. | KONAPEKC® Tabnerkuno 12 makcoCmiTKnsmH Benuka BMPOBHUL TBO lpnangis/ BHECEHHSI 3MiH 4O PEeECTpaLiiHuX Marepianis: 6e3 UA/2675/01/01
Tabnetok y 6nictep; no KoHcblomep BpuraHis 3a noBHUM PymyHis 3MiHM | TUnNy - BUNYMEHHS BUPOGHMYOI  AinbHUL peuenima
1 GnicTepyB KapTOHHiN Xenckep (FOK) LVKITOM (Bkntovatoumn ginbHuui Ans API, npomixHoro
Kopob Ui Tpenginr Jimiteq MmakcoCmiTKn nponyKTy abo rotoBoro mnikapcbkoro 3acoby,
aviH OiNbHWLI AN NPOBEAEHHS MaKyBaHHs, BUPOOHMKA,
[OaHrapsaH Bi4NOBi4anbHOro 3a BUMYCK cepin, micue
NimiTen, NPOBEAEHHS1 KOHTPOMio cepii) abo noctavanbHuka
IpnaHgis; BMXIQHOrO Marepiany, peareHty abo [0mMnoMmixXHOI
BiANOBiAaE 3a PEYOBMHM (SIKLLLO 3a3HaYEHO Y A0ChE) - BUIMYMEHHS
NepBYHHY, BMPOOHMYOI AinbHULi ADPI deHined puHy
BTOPVHHY rigpoxnopuay
YMaKoBKY,
BUNYCK Cepii:
C.K.
€Bpochapm
C.A., PymHis
87. | KOHBYJEKC po3umH Ans iH'exkuin, 100 TOB "BAJIEAHT YKpalHa BUPOO HUL| TBO, ABcCTpis BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis: 3a UA/6595/01/01
mr/mn no5 mn Bamnyni, | PAPMACBIOTIKA naKyBaHHsi, 3minm Il Tuny - 3miHn Wono 6e3nekn/edp eKTYBHOCTI peyernmom
no 5 amnyn y KOHTYpHIN 3" KOHTpOnb Ta apmakoHarnagy. BHeceHnHs abo 3amiHa(u) oo
YapyHKOBIN YnakoBLi SAKOCTI: 3000B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
I.Jl. dapma nocBigyeHHsl, Bkntovaroum MNnaH ynpaeniHHa
6X, pusukamu (3actocyBaHHA 3MiH(M), SKi(a)
ABCTpis; BUMaratoTb(€) nopanbLoro obrpyHTyBaHHS HOBUMU
BUPODHVK, WO [00aTKOBUM AaH/MM, LLLO MaloTb HapaBaTucs
BiAMosigae 3a KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
BUNYCK Cepii: CYTTEBA OLiHKa KOMMETEHTHUM OpraHom )
IJ1. dapma (BrikoHaHHs 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
62X, ABCTpisi 2.3 nyHkTy 2 pogatky 15 po MNopsgky nposegeHHs
EeKCMepTM3N peecTpaliHuX Martepianis Ha
nikapcbKi 3acobu, L0 NofalTbCa Ha AepaBHy
peecTpauito (nepepeecTpauito), a Takox
€eKCMnepTM3n marepianis Npo BHECEHHA 3MiH 40
peecTpauiHMx marepianis npotsroMm Aii
peecTpaLifHOro MOCBigYEHHS!, 3aTBepaXXeHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakady MO3 Big 23.07.2015 Ne 460)
88. | KOMAKCOH 40 pO34MH Ans iH'ekuin, 40 TeBa I3painb BMPOBHUL TBO I3painb/ Benvka BHECEHHS1 3MiH O peecTpaLliiHux Marepianis: 3a UA/6307/01/02
Mr/mn no 1 Mn po3unHy ®apmaueBTikan 3a noBHUM BpuraHis/ 3MiHn | TUny - 3miHa'y metogax BunpobysaHHs AdI peyerinom
B nonepegHeL0 lHoacTpis JTa. uuknom: Tesa Higepnangw abo BMXAHOrO MarTepiany/npoMixHoro
HarMoBHEHOMY  LLINPULLi; dapmaLesTika YropimHa NPOAYKTY/peareHTy, L0 BUKOPVCTOBYETLCA Y

no 1 wnpuyy B 6nictepi; n IHpacTpi3 npoueci BupobHMLTBa ADI - BUNpaBneHHs!

no 12 wnpuuis B JItg., 13pains; OPYKapCbKoi MOMWIKW B METOi BU3HAYEHHSI

KapTOHHI kopobui BUPOG HUL TBO aieTunamigHyx noXAHWX Yy nepepaxyHky Ha
3a NnoBHUM aietunamid (method 2429-1H-SI-15582); 3miHm |
LMKIIOM Tvny - 3MiHa napameTpiB creyudikauin Ta/abo
AVBEKC OOMYCTUMMX MEX MEPBUHHOI _YNaKOBKW TOTOBOro
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
dapmacboTuk NiKapcbKoro 3acoby - 3BYKEHHS AONYCTUMUX MEX
ans oK, T."BakTepianbHi eHOOTOKCHMHW"; 3MiHu | Tuny - 3MiHa
Benuka y metogax BunpobyBaHHs APl abo BUXigHOrO
BpuraHis; MaTepiany/npoMiXkHOrO MPOAYKTY/peareHTy, Lo
KOHTpPONb cepii BMKOPUCTOBYETBCH Yy mpoueci BupobHuuTBa AdI -
(aHaniTnuHi 3amiHa BU3HaYeHH [iOKCUHY B rnartvpamepa
BUMNPOG yBaHHS auerari Ha 6inbw vyrnueuiA metog X (SI-40013);

Ta BUBYEHHS!
cTabinbHoCTi):
MnaHTekc
JITa., 13pains;
KOHTpOInb cepii
(TinbKM
MikpobionoriyH
e
TECTYBaHHs1):
Tesa
®dapmavesTika
n IHpacTpi3
Jita., 13paine;
KOHTpOrb cepii
(TinbkK
GionoriyHe
TECTYBaHHS):
Abik JIlTa.,
I3painb;
KOHTpOInb cepii
(noBHe
TECTYBaHHS,
BKITHOYa04M Ha
CTEPUNBHICTb
Ta
GakTepianbHi
€H[,0T OKCVHW,
ane okpim
©ionoriyHoro
TECTYBaHHS):
DdapmaxeMi
B.B.,
HigepnaHaow;
KOHTpOInb cepii
(TinbKK
BionoriyHe
TECTYBaHHs):
AT
dapmauesTny
HU 3aBopf
TEBA ,
YropLiuHa;

3MiHM y MeTogax BunpobyBaHHa Adl-3amiHa
MeToAy BM3HAYeHHs ninepuauHy B rnarvpaMepa
auertari 3 TWX Ha X 3 BUKOpUCTaHHAM
napodasHoi TexHIKu
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[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
KOHTpPONb cepii
(aHaniTnyHe
TECTyBaHHA Ta
BVBYEHHS!
cTabinbHoCTi):
Asig Kemikan
IHoacTpi3
JItg., 13painb
89. | KOPOIAMIH- po3umH Ans iH'exuin, 250 ToBapucTBO 3 YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS1 3MiH O peecTpaLiiHux Marepianis: 3a UA/7812/01/01
300POB'A Mr/Mn, no2 mn B 06 MeKeHoo 00 MexeHo 3MiHV | TUNy - NPUBEAEHHA HaMEeHYBaHHA Ta 3MiHa peyernmom
amnyni, no 5 amnyn y BiAANoOBiAaNbHICTIO BiZNOBiganbHi IOPUAMYHOI afpecy Ha agpecy MiCLe3HaxXomXeHHs
6nicTepi, no 2 6nictepn "dapmau eBTn4Ha CTio BMpobHMKka ADI y BiANOBIAHICTL 40 AOKYMeHTaU i
y KOpobLi 3 KapTOHy; MO KOMNaHis "®PapmaueBTu BMPOOHMKA; 3MiHW | TUNy - 3MiHa Y MEPBUHHIN
2 mn Bamnyni, no 10 "3popos'a" YHa KOMNaHis ynakoBLi roTOBOro nikapcbkoro 3acoby (Tun
amnyn y 6nicTepi, no 1 "3p0pos's" KOHTeMHepa abo [ofAaBaHHSA HOBOTO KOHTEeWHepa) -

6nicTepy y kopobui 3
KapTOHy; no 2 mn B
amnyni, no 10 amnyn y
KapTOHHi Kopobui

BUIMYHMEHHS MEPBMHHOI  YNaKOBKK, WO He
NPU3BOAUTL [0 MOBHOTO BUMYMEHHSA I1iKapCbKOro
3acoby 3 neBHO cunoto Aii aboy nesHin
nikapcbKin dopMi; 3MiHM | TUny - 3mMiHK, NoB's3aHi 3
HeoOXAHICTIO MpyBedeHHs Y BiAMOBIAHICTE A0
MoHorpadii APY abo €sponelicbkoi hapmakonei,
abo iHWoi HauioHanbHoI hapmakonei aepxasu €C
(3miHa y cneundpikauisix, noe'ssaHa 3i 3aMiHamu B
OdY, abo €sponericbkinn papmakonei, abo iHwin
HauioHanbHii dbapmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y MeTodax BUNpoOyBaHHA  [OMOM iXXHOI
PEYOBUHM (HE3HaYHi 3MiHW Y 3aTBEpaXKEHUX
MeToaax BunpobyBaHb) -
npvBeaeHHa crneuundikalii Ta MeToais BX4HOro
KOHTPOITIO OOMOMIDKHOI pevoBuHM Boaw ons iHekuin
«in bulk» y BignosigHicTe Ao sumor O®Y; aminm |
TWMy - 3MiHa y MeToaax BUNpobyBaHHA FOTOBOrO
nikapcbkoro 3acoby (HesHa4yHa 3MiHay
3aTBepAXeHUX MeTofdax BUNpoOyBaHHS) - 3MiHay
MeTofax KOHTPOMo FOTOBOrO Mikapcbkoro 3acoby;
3MiHU | Tuny - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npvBegeHHs 'y BigNoBiAHICTb A0 MoHorpadii OPY
abo €aponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crneuudikayisx, nos'sisaHa 3i amiHamu B [®Y, abo
€Bponevicbkin papmakonei, abo iHwin
HauioHanbHii dbapmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y MeTodax BUNpobyBaHHA FOTOBOrO
nikapcbkoro 3acoby (OHOBMEHHST MpoLeaypu
BUNPOOYBaHHA [AN18 NPYBEAEHHA Y BiAMOBIAHICTb 3i
3MiHeHo 3aranbHoto ctarTelo AdY abo
€Bporieicbkoi  dhapmakonei) - 3MiHu Ao
crneuudikauii Ta metogis BXAHOro KoHTpornto AdI;
3MiHM | TVNY - BUNYMEHHS BUPOOHMYOI  [LiNbHULL
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

(Bkntovatoumn ginbHudi ons API, npomixHoro
npoayKTYy abo roToBOro IikapCbKoro 3acoby,
OiNbHWLI ANS NPOBEAEHHS MaKyBaHHsl, BUMPOOHVKA,
BiNOBi4anbHOroO 3a BUMYCK cepii, micue
NpPOBEAEHHs1 KOHTPOMo cepii) abo noctavanbHuka
BUXHOrO Marepiany, peareHty abo J0omnomiXHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y [,0CbE); CYNYTHSI
3MiHa: 3MiHa y mapameTpax cneuudikauivi Ta/abo
OONYCTUMUX MeX, BU3HaYeHUX Y creumndpikauisx Ha
A®I, abo BUXAHWA/MPOMIDKHWIA  MPOAYKT/peareHT,
LLIO BUKOPUCTOBWOTLCA Y npoueci BupobHuytBa AdI
- BWNydeHHst BUpobHuKka A, sk Hacnigok, 3i
crneumdikauii Ta METOAIB KOHTPOIO BUNMYHEHHST
nokasHuka «3arnuKoBa KinbKiCTb OpraHiqHmnx
PO3YMHHUKIBY AN JaHOTO BUPOOHWKE; 3MiHm Il Tuny
- 3MiHa BUPOBHMKa BWXi4HOTO/MPOMiXKHOTO
NPOQYKTY/peareHTy, L0 BUKOPUCTOBYIOTBCS Y
BMpo6HM4oMy npoueci A®l, abo 3miHa BUpoOHUKa
(BKMIOYaOUM, Oe HeOOXAHO, MicLe NpoBenEeHHs
KoHTponto sikocTi) ADI (3a BigcyrHocTi cepTudikara
BiANOBIAHOCTI €BponeichbKin dapmakonei y
3aTBepAXEHOMY [A0Cbe)(BBEOEHHS] HOBOrO
BMpoBHMKa APl 3 HagaHHAM MacTep-chaina Ha
A®I); cynyTHA 3MiHa: 3MiHa y napameTpax
crneymdikauin Ta/abo 4onyCTUMUX MEX,
BM3HaYeHux Yy cneuudikauisx Ha API, abo
BUXIZAHWA/MPOMDKHWIA  MPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Yy mpoueci BupobHuUTBa AdI;
3MiHa y meTopax BunpobyeaHHs A®Pl abo BuxigHoro
Martepiany/npoMixXHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCS Y mpouieci BupobHuuTBa APl
(iHWi 3mMiHMy meTogax BUNPoDYBaHHS  (BKITHOYaoum
3amiHy abo gonosHeHHs) APl abo
BWXiJHOrO/MPOMiXKHOrO  MPOAYKTY) - BBEOEHHsI
HoBOro BUpoGHUKa A®I, siK Hacnigok, NpUBEeAEeHHs
crieludikalii Ta MeTOAIB BXAHOrO KOHTPOSIO Ha
A®I| 3a nokazHUKoM «3arnuiukoBa KinbKiCTb
OpraHiyHMX PO3YMHHUKIB» [0 Marepianis
BUPOG HUKa

90.

KOTENNIK®

TabneTku, BKpUTi
NNiBKOBOK 00 OIOHKO,
no 20 mr no 21 Tabneruyi
y 6nictepi; no 3
6nicTepny KapTOHHIN
KopobLi

O . XohhMaHH-J1s1
Pow JTta

LBevuapis

BMPOBHUL TBO
Hepo3dacosa
HOI MpoA YKL,
BMNPOO yBaHHs
KOHTporto
SIKOCTi:
®.XothhMaHH-
Na Pouw Jita,
LLsenu apis;
BUNPOG YBaHHS

e apis/ITani
o

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minu Il Tuny - 3MiHNM B IHCTPYKUIT 4Ns Mean4Horo
3acTocyBaHHs Ao po3ginie "OcobnumeocTi
3actocyBaHHs", "Cnocib 3acTocyBaHHA Tagosu",
"MoGiyHi peakuii". BBeAeHHs 3MiH NpoTArom 6-m
MicsiLiB nicnA 3atBepaKeHHs

3a
peuernmom

UA/15199/01/01
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[IponoBsxeHns nogarka 3

Ne

Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
KOHTporto
AKOCTI:
®.XothhMaHH-
Na Pouw Jlta,
LLsenu apis;
NnepBuHHE Ta
BTOpPVHHE
naKyBaHHS,
BUMNpoG yBaHs!
KOHTpoIto
SIKOCTI, BUNYCK
cepii: PoL
C.nA, Irania
91. | KPANNI 3ENEHIHA Kpanni opanbHi no 25 mn MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpalinHnx martepianis: 6e3 UA/8872/01/01
y hnakoHax "®ITOPAPM" "®ITOPAPM" 3Minm | Tuny - 3MiHn Wwono 6esnekn/edekTUBHOCTI peuernma
Ta cpbapmakoHarnsay. BeegeHHs abo 3Minv oo
y3ararnbHEeHUX AaHuX Mpo CUCTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX OaHunx
npo cucTemy dbapmakoHarnsay, 3MmiHa
JMOBHOBaXXeHOI  ocobu, BignosiganbHoi 3a
3[iNCHEHHA bapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHUKa OMS 34iCHEHHS
dapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BigMiHHA
BiJ, YTOBHOBaXeHOi 0cobu, BiAMOBi4anbHOI 3a
3iNCHEHHA hapmakoHarnsay (BKro4vaum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3MmilleHHi macTep-
danna cuctemu hapmakoHarnsgy) - [ponoHoBaHa
pedakuisi: ynoBHoBaxeHa ocoba BianosiganbHa 3a
hapmakoHarnsg - [imakoea MaHHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX [AaHnX
92. | KCUITO-TEBA Chpen HasanbHWKA, Tesa I3painb Mepkne M6 X, HimeyvunHa BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 6e3 UA/8161/01/01
po3ymH 0,5 mr/mn, no 10 dapmaueBTikan HimewyunHa 3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa Ha3BM peuyernima
MI Y CKNSIHOMY ¢pnaKoHi IHpacTpi3 JTa. (QinbHNUSA, nikapcbkoro 3acoby (3miHa Ha3su J13 (6yro -
3 gosaropom; rno 1 sKa KCUNO-ME®A) (TepmiH BBeAEHHSI 3MiH NPOTSArom
dnaKkoHy y KapTOHHIN Bignosigae 3a 6-T1 MicsauUiB nicna 3aTBepaxeHHs); 3MiHn | Tuny -
KOpob L BMPOBHUL TBO 3MiHu wopo 6e3nekn/edhekTUBHOCTI Ta
npenaparty in dapmakoHarnaay (iHwi 3miHn) (3amiHa rpadiyHoro
bulk, 0hOpPMIIEHHA MEPBUHHOI Ta BTOPWHHOI YNaKOBOK Ha
nakyBaHHsi Ta TEKCT MapKyBaHHs YakoBOK 3 BiAMoBiAHMMU
BUNYCK Cepiw; 3miHamu go po3ainis MKA N3 (po3gin «MpadivHe
HinbHnus, ska ohopMIeHHA» 3amiHeHO posfinom «MapkyBaHHs»)
BiANoBigae 3a (TepmiH BBeaEeHHS 3MiH NPOTSIroM 6-Tu MicsuiB
KOHTpOInb nicns 3aTBEpPAXEHHS)
SKOCTI)
93. | KCUNO-TEBA crpeli HasarnbHWi, TeBa I3painb Mepkne Nm6X, HimeuwunHa BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis: 6e3 UA/8161/01/02
po3ymH 1 mr/mn, no 10 dapmaueBTikan HimeuunHa 3MiHn | Tuny - AoMmiHicTpaTuBHI 3MiHW. 3MiHa Ha3Bu peuenma
MI Y CKIISIHOMY ¢pJ1aKOHi IHpacTpi3 JiTa. (QinbHnusA, nikapcbkoro 3acoby (3miHa Haseu J13 (6ymno -
3 fgosaropom; no 1 AKa

(DN1AKOHY YV KapTOHHIN

Bignosigae 3a

KCUIO-ME®A) (TepMiH BBeOEHHSI 3MiH MPOTAroM
6-TM MicsaUiB nicna 3aTBepmkeHHs); 3MmiHm | Tuny -
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

KopobLi

BMPOBHUL TBO
npenapary in
bulk,
NnaKyBaHHs1 Ta
BUNYCK Cepii;
LinbH1us, ska
BiANoBigae 3a
KOHTpOIb
SKOCTI)

3MiHu Wwopno 6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHv) (3amiHa rpadpivHoro
0POPMIEHHA MEPBUHHOI Ta BTOPUHHOI YMaKOBOK Ha
TEKCT MapKyBaHHs YMakoBOK 3 BifMoOBiAHUMM
3MiHamu go po3ainis MKA N3 (po3gin «MpadivHe
odopMIIeHHs» 3amiHeHO po3ainoM «MapKyBaHHs»)
(TepmiH BBEOEHHS 3MiH NpOTSAroM 6-Tu MicsiliB
nicns 3aTBEepAXeHHS)

Ky3iMonon®

kpanni o4Hi 0,5%; no 5
My pnaKkoHi-
KpanenbHu1ui; no 1
dnaKoHy-KpanenbH1Lli B
KopobLi 3 KapTOHY

Hoaptic ®apma
Ar

LLBevuapis

AnkoH Kyai,
C.A.

Icnania

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minmn | Tvny - 3MiHn wono 6esnekn/eb eKTUBHOCTI
Ta pbapmakoHarnsay. BeeneHHs abo 3miHv oo
y3ararbHEHVX [JaHuX Mpo CUCTEMY
hapmakoHarnsay (BBeAEHHS! y3ararnbHEHUX AaHux
npo cuctemy dapmakoHarnsay, 3MmiHa
JIIOBHOBaXeHOi  ocobu, BignosiganbHoi 3a
3[iNCHEHHA dbapmakoHarnsay, KOHTakTHOi ocobu 3
dhapmakoHarnsay 3asBHUKa ANS 34iCHEHHS
dapmakoHarnsgy B YKpaiHi, SIKLLO BOHa BigMiHHA
BiJ YNOBHOBaXXeHOI ocobu, BignoBiganbHoi 3a
3iNCHEHHA hapmakoHarnsay (BKoYvaoum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3miLLeHHi MacTep-
danna cuctemu apmakoHarnsay)
(YnoBHoBaxkeHa ocoba 3asiBHVKA O515 34iACHEHHS
tapmakoHarnagy. [itova penakuis — IpeHe
Pe6onno.

MponoHoBaHa pepnakuisi —Mabpiena Xekep-baps.
3MiHa KOHTaKTHUX OaHVX YTOBHOBXKEHOI 0CODW.
3MiHa KOHTaKTHUX AaHuUX KOHTaKTHOI ocobun. 3miHa
Micu s 3[iCHEHHS] OCHOBHOI [isNbHOCTI 3
dapmakoHarnsgy. 3miHa Homepa macTep-caiina.
3miHa agpecn mactep-danna) (TepmiH BBeaeHHs
3MiH NpOTSAroM 6-Tu MicsLiB Nicns 3aTBepaXKEHHS);
3MmiHa 3asiBHMKa (BnacHyKa peecTpawiiHoro
nocsigyeHHst) (TepmiH BBEAEHHA 3MiH NpOTSArom 6-
TV MiCSALiB nicns 3aTBepaXXeHHs)

3a
peuernmom

UA/2767/01/01

95.

KYKYPYQ13VA
CTOBMYUKM 3
MPUAMOYKAMM

CTOBMYMKM i3
npuimoykamu no 30 ry
naykax 3 BHYTpPILUHIM
naketom; no 1,5ry
dinbTp-nakerti; no 20
inbTp-NakeTiB y nayui

MpAT
dapmau eBTniHa
¢abpuka "Biona"

YkpaiHa

MpAT
dapmau eBTn4y
Ha dabpuka
"Biona"

YkpaiHa

BHECEHHS1 3MiH O PeeCTpaLiiHux Marepianis:
3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaMeHyBaHHS1 Ta/abo agpecu 3asiBHUKA (BracHuka
peecTpauinHoro nocsigyveHHs) (3miHa appecu
3asBHMKa)

b6es
peuernima

UA/2477/01/01

96.

JIAKTUHET®-PIXTEP

TabneTku, BKpUTI
nniBkoOBOO 0BOMNOHKOLO,
no 0,075 mrno 28
Tabnetok y 6nicTepi; no
1 6nicTepyy nakeri 3
namiHoBaHoi
anoMiHieBoi donbry; no

BAT "l'eqeoH
Pixrep"

YropLuuHa

BAT "l'eaeoH
Pixrep"

YropLuHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis:
3MiHW | TUny - 3MiHM 8O IHCTPYKLIT ANS MeguyHOro
3acTocyBaHHS Y po3ginu: "d®apmakoTepanesTuyiHa

rpyna" (YrodHeHHs HasBw), "dapMakonoriyHi
BnacTueocTi", "B3aemopis 3 iHWUMM NikapCbKMMmn
3acobamu TaiHWi BMaun B3aemonin", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHA Y Mepiof BariTHOCTI

3a
peuyernmom

UA/9036/01/01




41 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
1 abo 3 naketn pasom 3 abo rogysaHHa rpyaato”, "Cnoci 3acTocyBaHHA Ta
KapTOHHUM YT IISIpOM posu", "Oitu", "MobiyHi peakuii” BignoBigHO 40
nns 36epiraHHs iHpopMmaLii Wo[o MeanyHoro 3acTocyBaHHs
6nicTepa B KapTOHHIN pedepeHTHOro nikapcbkoro 3acoby (Cerazette®, B
ynaKkoBLi YkpaiHi 3apeecTpoBaHuii sk YAPO3SETTA®).
BBeneHHA 3MiH npomirom 3-x micAuiB nicna
3aTBepAKEHHSA
97. | NTAMIKOH® Tabnetkuno 0,25 r no 7 MAT "®apmak” YKkpaiHa MAT "®apmak” YKpaiHa BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis: 3a UA/2714/01/01
Tabnertok y 6nicrepi; no 3Minm Il Tvny - 3minm Wwopo 6e3nekn/ed eKTUBHOCTI peuerimom
2 6nicTepy B nauLi Ta hapmakoHarnaay. [HWi 3miHw, SKi He BBIAWIN Y
Liei po3Ain, siKi BKMoYaloTb NoAaHHA pe3ynbTariB
A0CNiAXeHb [0 KOMMETEHTHOro opraHy -
npeacTaBneHHs pe3ynbTarTiB NiCnsApeecT paLiiHoro
[ocnifeHHs 6ioekBiBaneHTHOCTI
98. | TEBOKCUMEN po34MH Ans iHpy3in, 500 YOPIO TypeyunHa Medbap Inady TypeuunHa BHECEHHS 3MiH 40 peeCcTpaLivHiX Marepianis: 3a UA/14634/01/01
Mr/100 mn; no 100 mn y MEOVUWVH ITAY CaH. ALL. 3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa peuernimom
dnakoHi; no 1 pnakoHy CAH. BE TIDK. HalMeHyBaHHS Ta/abo afgpecu 3asiBHUKA (BracHuka
y KapTOHHI kopobui AL peecTpauinHoro nocsigyeHHs) (3miHa agpecun
3asBHMKA (BriacHWKa peecTpauiiHoOro MnocBigYeHHs )
99. | NIAOKAIH-OAPHUUA | po3unH onsiH'exuin, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS1 3MiH O PeecTpaLiiHux Marepianis: 3a UA/4935/01/01
Mr/Mn no 2 Mn B ammnyni; "dapmau eBTn4Ha "dpapmaneBtn 3MiHn | Tuny - noganHa HoBoro CepTudpikary peuermom
no 5 amnyn y KOHTYpHIN dipma "OapHuus" YyHa chipma BigNOBIAHOCTI €BponenchbKin apmakonei Big
YapyHKOBIN YynakoBLi; Mo "NapHius" HoBoro BupoOHuka APl RO-CEP 2013-198-Rev 00
2 KOHTYPHI YapyHKOBI Ta, 9K HacnifoK, BBeAeHHs po3Ainy «TepmiH
YMakoBKKN B nauyui 36epiraHHsa 5 pokiB, 3 HACTYMHUM NEPEKOHTPOeM »
B MeToAuKM BXaHOro koHTponto APl ansa gaHoro
BUPOGHUWKa; 3MiHu | TUny - 3MiHa TepMiHy
36epiraHHsa cybcTaHuii JligokaiHy rigpoxnopug Ans
3aTBEpAXEHOTO BUPOOHMKA; 3MiHW | Tuny - 3MiHa y
MeTogax BunpobysBaHHs APl abo BuxigHoOro
Martepiany/nMpoMixXHOro MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCH Y MpoLeci BupobHuuTBa APl
(iHWi 3mMiHMy MeTogax BUNPoGYBaHHsS  (BKITHOYaouM
3amiHy abo gonosHeHHs)) APl abo
BMXiAHOTO/MPOMDKHOrO  MPOAYKTY); CYMYTHA 3MiHa:
3MiHa y napameTpax cneumdikauivi Ta/abo
OONYCTUMMX MEX, BU3Ha4YeHUX Y crneuundpikauisx Ha
A®|, abo BUXAHWA/MPOMIDKHWIA  NPOAYKT/peareHT,
LL|O BUKOPUCTOBWOTLCS Y NpoLieci BupobHuutea AdI
100. | MIBOTIA3NAO-TEBA Tabnetkuno 10 mr/12,5 TeBa I3painb AT YropLmuHa BHECEHHS1 3MIiH [jO PEECTpaLiiHUX MaTepianis: 3a UA/6092/01/01
mr, no 10 Tabnerok y dapmaueBTikan dapmau eBTn4 3Minm Il Tuny - 3minm Wwopo 6e3nekn/ed eKTMBHOCTI peuyernnom
6nicTtepi; no 3 6nictepn IHpacTpi3 JTa. HUN 3aBof, Ta dpapmakoHarnaay. BHeceHHs abo 3miHa(un) o
y KOpobLi TEBA 3000B'A3aHb Ta YMOB BuAa4i peecTpaLiHoro

nocBigyeHHsl, Bkrtovaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BMMararTb(€) NoganblUoro OBrpyHTYBaHHA HOBMMM
[00aTKOBUM AaH/MW, LLLO MalOTb HapaBaTucs
KOMMETEHTHUM OPraHoOM, OCKiNbKW BUMaraeTbest
CYTTEBA OLLiHKA KOMMETEHTHNM OpraHoMm )
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

(BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKkTY 2 gogarky 15
no [NopsgKky NpoBeneHHs ekcnepTusun
peecTpauiHiX mMartepianiB Ha Nikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy peecTpalito
(nepepeecTpaLito), a TakoX eKCcrnepTy3n marepianis
Npo BHECEHHA 3MiH 0 peecTpauinHux martepianis
NPOTSroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaxeHoro Hakazom MOS3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

101.

NIBOTIABUA-TEBA

Tabnetku no 20 mr/12,5
Mmr, no 10 Tabnerok y
6nicTepi; no 3 6nictepn
y Kopobui

TeBa
dapmaueBTikan
lHoacTpis JTa.

I3painb

AT
dapmau eBTnd

HUA 3aBoa
TEBA

YropLiunHa

BHECEHHA 3MiH 0 peecTpalinHnx martepianis:
3Minm Il Tuny - 3minn Wwopo 6e3nekn/ed ek TMBHOCTI
Ta dapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHsl, BktoYaoun MNMnaH ynpasniHHA
pusvkamu (3acTOCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) Nnoaanbworo obrpyHTyBaHHS HOBUMU
[00aTKOBVM [aHMMK, L0 MaloTb HaaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpPraHoM )
(BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
po MNopsinky NpoBEOEHHs1 eKkcrepTu3un
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, LWo
nogalThCs Ha AepxaBHy PeecTpalito
(nepepeecTpalito), a Takox eKcnepTv3n marepianis
Npo BHECEHHA 3MiH 40 peecTpauiHux marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

3a
peuernmom

UA/6092/01/02

102.

JIIHKOMIUUH

Kancynu no 250 mr no
10 kancyn y 6nicrepi; no
3 6nictepuny navui

MNAT
"KviiBMennpenapa
T

YkpaiHa

NAT
"KviBmennpen
apar”

YkpaiHa

BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis:
3MiHM | Tuny - 3miHa napameTpiB cneuudikadin
Ta/abo [oNyCTVMKUX MEX roTOBOro MikapcbKoro
3acoby - 3MiHa NepioAWMYHOCTI KOHTPOMIO SIKOCTI

roTOBOro NiKapcbKoro 3acoby 3a MoKa3HWMKOM

«MB4»; 3Minm | Tuny - 3miHa napametpis
cneuudikauin Ta/abo gonyCTUMKUX MEX roTOBOrO
nikapcbkoro 3acoby - 3MiHa B NocunaHHi
cneyudikalii Ha MeToa KOHTPONto 3an.
«lgeHTudikauis»; 3aMinm | Tuny - 3aMiHay meToaax
BUNPOOYBaHHA rOTOBOrO JikapcbKoro 3acoby (iHLui
3MiHM Yy MeToAax BunpobyBaHb (BKITtOYAOUM 3aMiHy
abo [,0MoBHEHHS))

3a
peyernnom

UA/0620/01/01

103.

JIIPA®

TabneTku, BKpUTI
NMiBKOBOIO 0DOIOHKOI,
no 500 mrno 10

Tabnerok y 6nicrepi, no

AT "®apmak”

YKpaiHa

IMAT "®apmak”

Ykpai Ha

BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis:

TexHiyHa nomwunka (3rigHo Hakasy MOS Big

23.07.2015 Ne 460). BunpaBneHHs TexHiYHWX
NoMWnoK, 3rigHo nn.4 n.2.4. posainy VI Hakazy MO3

3a
peyernnom

UA/13370/03/01
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
3 6nictepu B nayui 3 YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii
KapTOHY Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BUMpaBneHHs TexHivyHoi nomunkm y MKA M3, ska
Oyna gonyweHa npu peectpadii J13 (Hakas Ne1299
Bia 01.12.2016 p.), Nnpu nepeHecenHi iHdopMaLii 3
marepianiB peectpauinHoro gocke (p.3.2.P.1. Onuc
i cknag nikapcbkoro 3acoby), a came B 3a3HaYeHHi
kopy nniBkoBoro nokputTa Opadry white. Takox
TEeXHiYHy MOMWIKY BUMPaBIEeHO B iHCTPYKUii Ans
MeOWudHOro 3actocyBaHHs y p. "Cknapg"
104. | MArHIKO KpUCTarniYHWA MOPOLLIOK ToBapuUCTBO 3 YKpaiHa ToBapuCTBO 3 Ykpai Ha BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: - UA/14696/01/01
ACIMAPAIHATY abo kpuctanu 06 MexeHo 06 M exeHo 3MiHM | TUNy - 3miHa po3mipy cepii (Bktoyato4n
TETPAIIOPAT (cyocTaHuis) y BignoBiganbHICTIO BignoBiganbHi aianasoHn) APl abo NpOMIDKHOTO MPOAYKTY, SKUM
rnonieTuneHoBmx "®apmau eBTniHa CTHO 3acToCOBYETLCA Yy Mpoueci BupobHuuTBa APl
nakerax ans KOMMaHis "®apmaLeBTu (36inblueHHs fo 10 pasiB NOPIBHAHO i3
apMaLeBTUHHOTO "3aopoB's"” YHa KOMMaHisa 3aTBEpPAXEHUM PO3MipOM) — 36iNbLUEHHs po3Mipy
3aCTOCYBaHHs "3p0pos's" cepii A®| marito acnapariHaty TeTparigpar.
3anponoHoBaHo:  230,8 kr; 3minu |l Tuny - 3MiHn B
npoueci BMpobHMuTBa ADI; CyMyTHA 3MiHa: 3mMiHay
napametpax creundikauinn Ta/abo gonycTummx
MeX, BU3Ha4yeHnx Yy cneuudikauisx Ha A®l, abo
BUXOHWA/NPOMDDKHWA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y npoueci BupobHuuyTea AdI
105. | MENICU TPABA TpaBa (CybcTaHuis) y IMpAT "NikTpasu" YKpaiHa MpAT Ykpai Ha BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis: - UA/8732/01/01
MiLLKax, TIoKax, Kirax "NikTpasu” 3MiHu | TUny - 3miHa'y metofax BunpobyBaHHs AdI
Onsi BUPOOHMLTBA abo BUXiZHOro Marepiany/npomixHoro
HECTepuIbHUX NPOAYKTY/pPeareHTy, L0 BYUKOPUCTOBYETBLCS Y
nikapcbknx dopm npoueci BupobHuyTBa AP (iHWi 3MiHM y MmeTogax
BUNpOGYBaHHSA  (BKIOYalouM 3aMiHy abo
ponoBHeHHs1)) APl abo By HOrO/NPoMi>KHOrO
npoaykTy); 3minu Il Tuny - 3miHa y napamertpax
crneymdikauin Ta/abo 4oNyCTUMUX MEX,
BU3HaYeHUX Y creuudikadisix Ha AdI, abo
BMXIOHWA/MPOMDKHWA  MPOAYKT/peareHT, Lo
BUKOPUCTOBYOTBLCS Y Mnpoueci BupobHuuTBa AdI, sik
Hacnigok, BHECEHHS 3MiH o p. «Cknag»
(NpvBegeHHs y BiANoOBiAHICTL A0 MoHorpadii APY
"Menicu Tpasa")
106. | MENTOKCUKAM- Tabnetkuno 7,5 mr no patiodbapm Mm6X HimevyunHa BUPOO HUL TBO IHgis/ BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis: 3a UA/6308/01/01
TEBA 10 Tabnertok y 6nicrepi; npoayKuii in Hime4yunHa 3MiHU | TUNy - 3MiHM 8O IHCTPYKLIT ANS MeguyHOro peuyernnom
no 2 6nictepn B bulk Lunna 3acTocyBaHHa 'y po3ginu: "lMpoTunokasaHHs’",
KapTOHHIN Kopobui NMimiten, HAis; "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHa Yy
nepBuHHa Ta nepiof, BariTHOCTi abo rogyBaHHa rpyna”,"ModiyHi
BTOpVHHA peakLuii" BiANOBIAHO A0 OHOBNEHOI iHdopmauii 3
yrakoBKa, ©e3neku Aioyoi pevosvHN. BBeaeHHs1 3MiH
KOHTpOnb npoTArom 3-x micAuiB nicnsa 3amBepaKeHHA
SIKOCTI:
Mepkne Mm6X,

HimeyumnHa;
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
[03BiN Ha
BUMYCK Cepii:
Mepkne M'm6X,
HimeyunHa
107. | MENOKCUKAM- Tabnetku, no 15 mr no patiodpapm M6X HimeuunHa BUPOG HUL TBO IHgis/ BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis: 3a UA/6308/01/02
TEBA 10 Tabnertok y 6nicrepi; npoAKLuii in HimeuwunHa 3MiHM | TUNy - 3MiHW A0 IHCTPYKUIT ANA MEeAMYHOro peyerinmom
no 1 abo 2 6nictepuB bulk Uunna 3acTocyBaHHs Y po3dinu: "TpoTunokadaHHs",
KapTOHHi Kopobui NimiTten, IHais; "OcobnuBocTi 3acTocyBaHHsA", "3acTocyBaHHs Yy
nepsvHHa Ta nepiof, BariTHOCTi abo rogyBaHHa rpygar”,"MobiyHi
BTOPVHHA peakLuii" BiANOBIAHO 4,0 OHOBMNEHOI iHGopmauii 3
YaKoBKa, ©e3neku gio4yoi pevosvHN. BBemeHHs 3MiH
KOHTPOnb npoTArom 3-x micAuiB nicnsa 3amepaXeHHA
AKOCTI:
Mepkne M'm6X,
HimeyumnHa;
[03BiN Ha
BUMYCK Cepii:
Mepkne M'm6X,
HimeuunHa
108. | MENOKCUKAM- PO34MH Ans iH ekuin, 15 TeBa I13painb Xenn C.A. 'peuis BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis: 3a UA/6308/02/01
TEBA mMr/1,5 Mmnno1,5 mnB dapmaueBTikan 3MiHU | Tuny - 3MiHW 4,0 IHCTPYKLiT ANA MeaniHoro peyernmom
amnyni, no 5 amnyn y IHpacTpi3 JTa. 3acTocyBaHHS Y po3ginu: "OcobnueocTi
nnacTUKoBOMY 3actocyBaHHs", "MobGiyHi peakuii” BignoBigHO A0
KOHTEMHEpi B KapTOHHIl OHOBIeEHOI iHdopmaLii 3 6e3nekn 4ito4oi pevoBMHU.
KOpob L BBeaeHHA 3MiH npomirom 3-x micauiB nicns
3aTBEPAKEHHSA
109. | METAKAPTUH PO34MH AN iH exuin, 1 YOPNO TypevunHa Mecbap Inay TypeyunHa BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis: 3a UA/15530/01/01
r/5 mn,no5 mn B MEOVNLINH ITAY CaH. A.LLL. 3Minn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa peyerinom
amnyni; no 5 amnyn B CAH. BE TIIDK. HallMeHyBaHHA Ta/abo agpecu 3asiBHWKa (BNacHuka
KOHTYPHI YapyHKOBIN AL peecTpauinHoro noceigyeHHs) (3MiHa agpecun
ynakosui; no 1a6o 2 3asBHUKA)
KOHTYPHI YapyHKOBI
YMaKoBKN B KapPTOHHI
KOpob L
110. | METAMIH® TabneTku, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YKkpaiHa BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/11506/02/01
o6onoHkoto, no 500 mr, OAPM" OAPM" 3miHn | Tuny - 3minm wopo 6e3nekn/ed ekTUBHOCTI peuyernmom

no 10 Tabnerok y
6nicTepi; no 3a6o no 10
OnicTepiB y KapTOHHI
ynakosLi

Ta dpapmakoHarnaay. 3MiHM y KOpoTKiv
XapaKkTepuCTuLi Mikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN Mean4Horo
3aCcTOCyBaHHsA reHepuyHMXTib pugHuXGionodibHNX
nikapcbKMx 3acobiB Nicns BHECEHHS Tiei camoi
3MiHW Ha pedpepeHTHU npenapat (3miHa He
notpebye HagaHHA OOHUX HOBUX [0AaTKOBMX
AaHnX) (3MiHM BHECEHO A0 iHCTPYKUii ypo3ainu:
"MokasaHHs" (yTouHeHHs)," ®apmakonoriyHi
BrnacTtusocTi", "lNpoTunokasanHs”, "B3aaemopnis 3
iHLWMM KM nikapcbkuMum 3acobamu Ta iHWi Buamn
B3aemogin", "OcobnumeocTi 3acTocyBanHs", "Cnocib
3acTocyBaHHs Ta fosu', "lMepenosysaHHs",
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

"MoGiyvHi peakuii" BignosigHO A0 iHdhopmaLii wono
MEAWNYHOTO 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (MMHOKOPAXK, Tabnertky,
BKPUWTI NIiBKOBOKO 000mnoHkoto, 500 mr, 850 wmr,
1000 wmr) (TepMmiH BBEOEHHA 3MiH NPOTSIroM 6-Tn
MicsLiB Nicns 3aTBepAKeHHs)

111.

METAMIH®

TabneTku, BKpUTI
obonoHkoto, no 850 wmr,
no 10 Tabnerok y
6nicTepi; no 3a6o no 10
6nicTepiB y KapTOHHI
ynakoBLi

TOB "KYCYM
DAPM"

YKpalHa

TOB "KYCYM
DAPM"

Ykpai Ha

BHECEHHS1 3MIiH [0 peecTpaLivHuX Marepianis:
3MinHm | Tvny - 3MiHn Wwopo 6esnekn/ecd eKTUBHOCTI
Ta papmakoHarnaagy. 3MiHv y KOpoTKin
XapakTepucTuui nikapcbKkoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKLiT ANS Mean4Horo
3aCcTOCyBaHHs reHepuyHMX i puaHKXGiononibHNX
nikapcbkyx 3acobiB micns BHECEHHS Tiel camoil
3MiHM Ha pedbepeHTHUIA npenapaT (3MiHa He
notTpebye HagaHHA XOQHUX HOBUX [0AaTKOBMX
AaHnX) (3MiHM BHECEHO [0 iHCTPYKUii y po3ginu:
"MokasaHHs" (yTouHeHHs)," ®apmakonoriyHi
BnactmeocTi", "lNpoTunokasanHsa", "B3aemopgis 3
iHLWMM U fikapcbkumMuy 3acobamu Ta iHLWi BUAK
B3aemogin", "OcobnusocTi 3acTocyBaHHs", "Cnoci6
3actocyBaHHa Ta fosun”, "MepenosysBaHHs",
"MobBiyHi peakuii" BianoBiAHO Ao iHopMaLlii woao
MEeOWNYHOrO 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (MHOKODAX, Tabnetkn,
BKPUTI NriBkoBOO 060mnoHkoto, 500 mr, 850 mr,
1000 mr) (TepmiH BBEAEHHS 3MiH NPOTSArom 6-Tn
MicsLiB nicns 3aTBepAKeHHs)

3a
peyernnom

UA/11506/02/02

112.

METAMIH®

TabneTku, BKpUTI
obonoHkoto, no 1000 mr
no 15 tabnerok y
6nicTepi; no 2 abo no 6
OnicTepiB y KapTOHHI
ynakoBui

TOB "KYCYM
DOAPM"

YkpaiHa

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3Mminn | Tuny - 3minm wopo 6e3nekn/ed ek TUBHOCTI
Ta papmakoHarnaay. 3MiHM y KOpoTKiv
XapaKTepuCTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLii ANS Megn4Horo
3aCTOCYBaHHs FeHepuyHUXTib puaHKXGiononibHNX
nikapcbKMx 3acobiB Nicns BHECEHHS Tiei camoi
3MiHW Ha pedpepeHTHUn npenapat (3miHa He
noTpebye HadaHHA >XOLHWX HOBMX [,04aTKOBWX
AaHnX) (3MiHM BHECEHO A0 iHCTPYKUii ypo3ainu:
"MokasaHHs" (yroyHeHHs1),"dapmakonoriyHi
BrnacTtueocTi", "lNpoTunokasanHs”, "B3aaemopnis 3
iHLWMM KM nikapcbkuMum 3acobamu Ta iHWi Buamn
B3aemogin", "OcobnueocTi 3acTocyBanHsa", "Cnocib
3acTocyBaHHs Ta Aosu', "lMepenosyBaHHs",
"MoGiyvHi peakuii” BignoBigHO A0 iHdHOopMmaLii wono
MEAMYHOTO 3aCTOCYBaHHS pPedepeHTHOro
nikapcbkoro 3acoby (MHOKODAXK, Tabnetkn,
BKpUTi nniBkoBoto o6onoHkoo, 500 mr, 850 mr,
1000 wmr) (TepmiH BBEOAEHHA 3MiH NPOTSroM 6-Tn
MicCsILLiB Nicnsi 3aTBEPAKEHHS)

3a
peuyermom

6e3

UA/11506/02/03

113.

METPOOEHT®

renb 3YOHWUi,

OpraHocvH_Jlaind

lHOis

EHK 106

IHOis

BHECEHHS 3MiH 1O peecTpalinHmnx _Marepianis:

UA/7951/01/01
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Ymoeu

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

eidnycky

peecmpayitiHo
20
noceidYyeHHs

peuenma

opuriHanbHun no 20 r B
antomiHiesin TY6i; no 1
TYOi y KapTOHHI kopobui

CaeHcus MeT. JTA.

Etikans
MparsiT
Nimiten

3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnaay. BHeceHHss abo 3amiHa(u) oo
3000B's3aHb Ta YMOB BUgadi peecTpaLiiHoro
MocBiAYeHHs, BKItoYatoun MNnaH ynpasniHHS
pusukamu (3actocyBaHHA 3MiH(u), siki(a)
BUMaratoTb(€) nopanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM AaH/MW, LLLO MaloTb HapaBaTucst
KOMMETEHTHUM OPraHOM, OCKiNbKW BUMaraeTbest
CyTTeBa OLliHKa KOMMETEHTHUM OpraHom) -
BukoHaHHa 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY
1.13 myHkTY 1, NignyHkTy 2.3 NyHKTY 2 goaarky 15
Ao Mopagky nposefeHHst ekcnepTuan
peecTpauinHiX martepianiB Ha Nikapcbki 3acobu, LWo
noJaloTbCH Ha AepXaBHY peecTpaLito
(nepepeecTpaLito), a TakoX eKcrnepTv3n martepianis
NpoO BHECEHHA 3MiH 0 PeECTpaLiMHMX Martepianis
NPOTSIroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)
BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis:

oe3

UA/7952/01/01

114.

METPOLEHT®

renb 3yOHWA, MM OHHUN
apomar no 20 r B
antoMiHiesin Tyoi; no 1
TYOi Y KapTOHHIN KOpobLi

OpraHocvH Jland
CaeHcus MeT. JlTA.

IHOis

EHK 106
Etikans
MparsiT
Nimiten

IHais

3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnaagy. BHeceHHs abo 3amiHa(n) oo
3000B's3aHb Ta YMOB Budadi peecTpaLiiHoro
nocBifYeHHs, BKtoYaoun MNMnaH ynpasniHHA
pu3vKamu (3acTocyBaHHsi 3MiH(M), siki(a)
BUMaratloTb(€) noaanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHMMU, L0 MaloTh HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
CYTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKkTY 2 gogarky 15
fo [NopsgKy NpoBeneHHs ekcnepTusun
peecTpauiHiX mMaTtepianiB Ha Nnikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy peecTpauito
(nepepeecTpaLlito), a TakoX eKCcrnepTu3n marepianis
Npo BHECEHHA 3MiH 0 peecTpauinHux martepianis
NPOTSroM Aii peecTpawLiiHoro nocBigyeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)
BHECEHHSI 3MiH [0 peecTpalinHnx martepianis:

peuernma

6e3

UA/7953/01/01

115.

METPOJEHT®

renb 3yoHWNA,
aHaHacoBw/i apomar, o
20 r B antoMmiHieBin TYOi;
no 1 TyDi y KapTOHHi
Kopob Ui

OpraHocvH Jaiid
CaeHewns Mert. JITa.

IHgis

EHK " 106
Etikans
MpavBiT
JimiTen

IHgis

3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed ek TUBHOCTI
Ta dapmakoHarnsay. BHecenHs abo 3miHa(un) go
3000B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigyeHHsl, BktoYaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHs HOBUMU

A04aTKOBUM JaHMW, O MaloTb HagaBaTuca

peuenma
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

KOMMETEHTHAM OpraHoM, OCKiNbKW BUMaraeTbes
CYTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B's3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKkTY 2 gogarky 15
fo [Nopsgky NpoBeneHHs ekcnepTusmn
peecTpauiHiX maTtepianiB Ha Nnikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy peecTpauito
(nepepeecTpaLito), a TakoX eKCcrnepTv3n marepianis
NpO BHECEHHA 3MiH 40 peecTpauinHux martepianis
NPOTSroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

116.

METPOJEHT®

renb 3yoHWA,
MOMYHUYHUIA  apomar, no
20 r B antoMmiHieBin TYOi;
no 1 TyDi y KapTOHHi
KopobLi

OpraHocvH Jaiid
CaeHcwns Mert. JITa.

IHgis

EHK " 106
Etikans
MpavBiT
JimiTen

IHgis

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed ek TUBHOCTI
Ta dapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B's3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHsl, BktoYaoun MNMnaH ynpasniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[0AaTKOBUM [@aHMMU, WO MaloTb HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'sA3aHb BiAMNOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 NyHKTY 2 gopgarky 15
po MNopsinky NpoBEOEHHsT eKcrepTu3un
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, Wo
nogalThCs Ha AepxaBHy PeecTpalito
(nepepeecTpallito), a TakoxX ekcrnepTusu marepianis
Npo BHECEHHA 3MiH [0 peecTpauiiHuX Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

6e3
peuernnma

UA/7954/01/01

117.

MINAriH

Cyro3unTOopIl BariHanbHi
no 100 mr, no 3
Cyro3uTopist y cTpuni, no
1 cTpuny B nayui

CninbHe
yKpai HCbKO-
icnaHcbke
nignpMemMcTBO
"Cnepko YkpaiHa"

YKpaiHa

CninbHe
yKpai HCbKO-
icnaHcbke
nignpuemMcTBo
"Cnepko
YkpaiHa"

Ykpai Ha

BHECEHHS1 3MIiH [0 peecTpaLivHux Marepianis:
3minm Il Tuny - 3miHn Wono 6e3nekn/edp eKTYBHOCTI
Ta papmakoHarnagy. BHeceHnHss abo 3amiHa(u) oo
3000B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigyeHHsl, Bkntovaroum MNnaH ynpaeniHHa
pusukamu (3actocyBaHHA 3MiH(K), SKi(a)
BUMaratoTb(€) nopanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM AaH/MM, LLLO MaloTb HapaBaTucst
KOMMETEHTHAM OpraHoM, OCKifTbKW BUMaraeTbes
CYTTEBA OLjiHKa KOMMETEHTHUM OpraHoMm )
(BrikoHaHHs 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
1.13 myHkTY 1, NignyHKTY 2.3 NyHKTY 2 gopgarky 15
no [NopanKy nNpoBeneHHs ekcrnepTusmn
peecTpaLliiHux MatepianiB Ha nikapcbki 3acobu, Wwo
nopalTbCsa Ha AEPXaBHy PeecTpauito

3a
peuenmom

UA/5924/01/01
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
(nepepeecTpalito), a Takox eKcnepTvsn marepianis
Npo BHECEHHA 3MiH A0 peecTpauiiHuX Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)
118. | MIHIPUH MENT niodpiniaat opanbHWM Mo DeppiHr LLsenyapis BUPOO HUL| TBO, BenvkobpuraHis BHECEHHS1 3MIiH [0 peecTpaLivHuX Marepianis: 3a UA/5118/02/01
60 mkr, no 10 IHTepHeLLHN nepsvHHe / 3minm Il Tuny - 3miHn WwWono 6e3nekn/edp eKTYBHOCTI peyerinmom
niodpinisaris y 6nicrepi; Centep CA naKyBaHHS, Lsenuapis/ Ta papmakoHarnagy. BHeceHnHs abo 3amiHa(u) oo
no 1, abo no 3abo no KOHTPOnb HimeyumHa 3000B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
10 6nicTepiBy SIKOCTI: nocBigyeHHsl, Bkrtovaroum MNnaH ynpaeniHHa
KapTOHHi Kopobui KaraneHt pusukamu (3actocyBaHHA 3MiH(M), SKi(a)
10.K. CBiHgOH BMMararTb(€) NoganblUoro OBIPyHTYBaHHA HOBMMU
3igic Nimiten, [04aTKOBUM AaHUMMK, L0 MaloTb HagaBaTucs
BenvkobpuraH KOMMETEHTHAM OpraHoM, OCKifbKW BUMaraeTbes
is; CYTTEBA OLjiHKa KOMMETEHTHUM OpraHoMm )
BTOPUHHE (BvikoHaHHs 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
naKyBaHHS: 2.3 nyHkTy 2 popatky 15 go MNopsaky nposeneHHs
PeppiHr €KCMepTM3N peecTpauiHuX Marepianis Ha
IHTepHeLLHN nikapcbKi 3acobu, L0 NofalTbCa Ha AepxaBHy
Centep CA, peecTpauito (nepepeecTpalito), a Takox
LLsenuapis; €eKCrnepTM3n marepianis Npo BHECEHHA 3MiH 40
BiANOBiAarNbHN peecTpauivHX marepianis npotsrom Aii
1 332 KOHTPOInb peecTpaLinHOro MOCBigYEHHS!, 3aTBepaXXeHOro
SIKOCTi, BUMYCK Hakasom MOS Big 26.08.2005 Ne 426 (y pegakuii
cepii: Hakady MOS3 Big 23.07.2015 Ne 460)
DdeppiHr MM6X,
HimeuunHa
119. | MIHIPUH MENT niogini3ar opanbHUM Nno DeppiHr LLisevyapis BMPOO HUL, TBO, Benukob putaHis BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis: 3a UA/5118/02/02
120 mkr, mo 10 IHTepHeLuHn nepsvHHe / 3minm Il Tuny - 3miHn Wono 6esnekn/edp ek TUBHOCTI peyerinom
niodgpinisaris y6nicrepi; Centep CA naKyBaHHS, Lsenuapis/ Ta dpapmakoHarnaay. BHeceHHs abo 3miHa(u) o
no 1, abo no 3 abo no KOHTpPOIb HimevumHa 3000B'A3aHb Ta YMOB BMA a4 peecTpaLiHoro
10 GnicTepiBy SKOCTI: nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA
KapTOHHI Kopobui KaraneHt pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
10.K. CBiHOOH BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
3igic NimiTen, [00aTKOBMM [aHMMK, LLLO MaloTb HadaBaTucs
BenwukobpuraH KOMMETEHTHUM OpraHoOM, OCKiNbKW BUMaraeTbCsi
is; CYTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm )
BTOpVHHE (BvikoHaHHa 3060B'si3aHb BiAMOBIAHO A0 MiAMYyHKTY
naKyBaHHS: 2.3 nyHkTy 2 popatky 15 o MNopsaKy NpoBeaeHHs
DeppiHr €KCMepTM3n peecTpauiHuX Marepianis Ha
IHTepHeLLHN nikapcbKi 3acobu, L0 NofalnTbCa Ha AepxaBHy
Centep CA, peecTpauito (nepepeecTpalito), a Takox
LLsenu apis; eKcnepTM3n Marepianis NPO BHECEHHS 3MiH 40
BiANOBiAan bHU peecTpauiHMx martepianis npoTsroMm Aii

1 33 KOHTpPOInb
SIKOCTi, BUMYCK
cepii:
PeppiHr mM6X,

peecTpaLinHOro MocBigYeHHs!, 3aTBepaXXeHoro
Hakasom MO@ Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MOS Big 23.07.2015 Ne 460)
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Ne

Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
HimevunHa
120. | MIHIPUH MENT niodini3at opanbHWA Mo PeppiHr LLseviuapis BUPOO HUL| TBO, BenvikobpuraHis BHECEHHS 3MiH 40 peecTpaLivHiX Marepianis: 3a UA/5118/02/03
240 mkr, no 10 IHT epHEeLLHN nepevHHe / 3Minm Il Tuny - 3miHn Wono 6e3nekn/ed ek TUBHOCTI peyernmom
niogpinisarie y 6nicrepi; Centep CA nakyBaHHs, LLseruapisi/ Ta papmakoHarnaay. BHeceHHs abo 3amiHa(n) oo
no 1, abo no 3a6o no KOHTpOnb HimeyvunHa 30608B's13aHb Ta YMOB BUAadi peecTpaLiiHoro
10 6nicTepiBy SKOCTI: nocBiAYeHHs, BKItoYatoun MNnaH ynpasniHHS
KapTOHHI kopobui KaraneHt pu3vKamu (3acTocyBaHHs 3MiH(K), siki(a)
H0.K. CBiHgoH BUMaratoTb(€) nopanbLworo obrpyHTyBaHHS HOBUMU
3ipic limiten, [00aTKOBUM [A@aHUMK, LLIO MaloTb HaaaBaTucs
BenukobpwuraH KOMMETEHTHUM OPraHOM, OCKifNbKV BUMaraeTbecs
isi; CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM )
BTOPVHHE (BukoHaHHs 3000B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
naKyBaHHS: 2.3 nyHkTy 2 pogatky 15 po MNopsigky npoBegeHHst
deppiHr eKCrnepTm3n peecTpauiviHuX marepianis Ha
IHT epHEeLLHN nikapcbki 3acobu, L0 NoAaloTbCA Ha OepXKaBHY
Centep CA, peecTpauito (nepepeecTpaliio), a Takox
Lseviuapis; eKCnepTM3M Marepianis Mpo BHECEHHS 3MiH A0
BiAnoBiganbHN peecTpauinHnx marepianis nNpoTarom Aii
1A 32 KOHTpPOIb peecTpaLifHOro MOCBigYEHHS!, 3aTBepOXeHOro
SIKOCTI, BUNYCK Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
cepii: Haka3y MO3 Big 23.07.2015 Ne 460)
PeppiHr TM6X,
HimeuunHa
121. | mo4gEnmnb NPo TabreTkn, BKpUTI TeBa I13painb BMPODHULLTBO CynTtaHar BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/13889/01/01
NMiBKOBOIO 06OMOHKOI, dapmachbtoTikarn Hepo3dacosa OmaH/ Xopgarisi 3MiH1 | Tuny - 3miHa napameTpiB cneuudikauin peuermom
no 21 tabnetuiy IHgacTpis Jita HOI noayKUiT, Ta/abo AONYCTUMUX MEX NEPBUHHOI  YTaKOBKM
6nictepi; no 1a6o 3, nepBuHHa Ta rOTOBOrO MiKapCbKoro 3acoby (BUIydeHHs
abo 6 6nicTepiB B BTOpVHHA HE3HaYHOro Moka3HuKa (Hanpuknag 3acTapinoro
KopobLi ynakoBkKa, MOKa3HUKa)) - BUNMYHEHHA HE3HaYHUX MOKa3HUKIB i3
KOHTpOInb cneyundikauii nepeuHHOI ynakosku MNBX mniska, ki
cepii: OMaH He XapaKkTepu3yloTb CaMi MakyBanbHi Martepiany;
dapmacboTuK 3MiHM | Tuny - 3miHa napameTpiB cneuudikadin
an MNpogakTc Ta/abo [onNyCTUMUX MEX NEPBUHHOI  YaKOBKM
KomnaHi TOB, rOTOBOrO MiKapCbKOro 3acoby (BUITy4eHHs
CynTaHar He3Ha4yHOro MokasHwka (Hanpuknag 3acTapinoro
OmaH; [03BiN MOKa3HWKA)) - BUMYHEHHA HE3HaYHUX MOKa3HUKIB i3
Ha BMMYyCK creumdikalii NepBUHHOI ynakoBku AntomiHiesa
cepii: MNIBA donbra, sKi He XapakTepu3yoTb CaMi NaKysBasnbHi
XpBaTtcka mMarepianu; 3MiHm | Tuny - 3MiHa nocTadanbHUKa
a.0.0., nakysBanbHUX marepianis abo KOMMMIEKTYounx
XopsarTis (SKLLLO 3a3HAYEHO B [OCHE) (BUIMYHEHHS
nocTaqarnbHuKa) - BHECEHHSI 3MiH O PEECT paLliiHiX
marepianis p. 3.2.P.7. Cucrtema
KOHTEeMHep/3aKyrnoptoBanbHWA - 3aci6: BUNydeHHs
iHpopMauii Woao nocTanbYanbHYKIB NaKyBan bHUX
marepianis
122. | MOKCU®JIOKCALIN MOPOLLIOK (CYDCTaHUisA) y How J1abc MNeT. IHais How Jlabc IHais BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis: - UA/12133/01/01
HY rigpoxnorug NoABiMHNX nro. Mer. Jita. 3minn | Tuny - 3miHn 3 sikocTi. APl CTabinbHICTb.

nonieT uneHoBmx

3MiHa nepiogy MOBTOpHWX BMNPOO yBaHbL/Me piogy
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
naketax gns 36epiraHHs abo ymoB 36epiraHHs AdI (3a
BMPOBHMLITBA BiJCYTHOCTi Y 3aTBEpPAXEHOMY [0Cbe cepTudikara
CTEPUNbHUX Ta BignoBigHOCTI €BponeichbKin apmakonei, Wwo
HECTEepUrbHNX BKITHOYa€e nepiof, MOBTOPHOIO BUMPOG yBaHHS)
nikapcbkux popm (nepion noBTOpHOrO BUNPOGYBaHHs/Ne pioa
36epiranHs) - 36inblueHHs abo BBeAeHHs nepiogy
MOBTOPHOIO BUMNPoGYBaHHs/Mepiony 36epiraHHs Ha
OCHOBi pe3ynbTarTiB AOCMiAXeHb Y peanbHOMY Yaci
(36inblueHHst TepMiHy npuaaTHocTi A®I 3 2-x go 3-x
poKiB)
123. | MOHOCAH® Tabnetkuno 20 mr, no NMPO.MEL.LIC Yecbka BUPOD HUL TBO Yecbka BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/4257/01/01
10 Tabnertok y 6nicrepi; Mpara a.c. Pecnybnika 3a NOBHUM Pecnyonika/ 3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa peyernmom
no 3 6nictepu s LMKIIOM CnoBaubka HaMeHyBaHHS1 Ta/abo agpecu 3asiBHUKA (BracHuka
KapTOHHIN Kopobui MPO.MEL.LIC Pecnybnika peecTpaLiiHOro MocBifyeHHs)) (3MiHa Ha3Bu Ta
Mpara a.c., afgpecy 3asBHVKa) (TepMmiH BBeAEHHA 3MiH
Yecbka NpOTSAroM 6-Tu MicsLiB Nicns 3aTBEPOKEHHs1);
Pecny6nika; 3Minn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
BUPOOHUL TBO, HaiMeHyBaHHA Ta/abo agpecy MicLsA NPOBaIKEHHS!
nepBuHHE Ta OisnbHOCTI BUpOBHMKa/imnopTepa roToBOro
BTOpPVHHE nikapcbkoro 3acoby, BKIOYaoUM AinbHULL BUMYCKY
naKyBaHHsi, cepii abo MicLe NpPoBEOEHHA KOHTPOMIO SKOCTi.
KOHTpOnb (BisnbHiCTb, 3a SKy BiAMNoBiaAae BUPOOHWK/iMNopTEp,
SKOCTI: BKITHOYal0uM BUMYCK Cepilt) (3MiHa appecyn Ta HasBu
XBM ®apma BMpPOOHUKa, 6e3 3mMiHn Micusa BupobHuLTBa) (TepmiH
c.p.o., BBEAEHHA 3MiH MpoTAroM 6-Tu micsuiB nicns
CnoBaubka 3aTBEpAXEHHS)
Pecny6nika;
nepBuHHE Ta
BTOpPVHHE
naKyBaHHs::
KOODAPMA
c.p.o., Yecbka
Pecnybnika
124. | MOHOCAH® Tabnetrku no 40 mr, no MPO.MEL.LIC Yecbka BMPODHUL TBO Yecbka BHECEHHSI 3MiH O PEECTPaLiHUX MaTepianis: 3a UA/4257/01/02
10 Tabnertok y 6nicrepi; Mpara a.c. Pecnyonika 3a noBHUM Pecnyonika/ 3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa peuernmom
no 3 6nictepn B LMKITOM: Cnogaubka HalMeHyBaHHA Ta/abo agpecu 3asiBHMKa (BrnacHuka
KapTOHHI Kopobui MPO.MELO.LC Pecnybnika peecTpauinHoro nocBigyeHHs) (3MiHa Ha3Bu Ta
Mpara a.c., afnpecy 3asiBHVKA) (TepMiH BBeAEHHS 3MiH
Yecbka MpOTSIrOM 6-TW MiCAILLiB NiCNS 3aTBEPAKEHHS);
Pecny6nika; 3Minn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
BMPOO HULY TBO, HaliMeHyBaHHA Ta/abo aapecn Micus NPOBadKEHHS
nepBuHHE Ta AisnbHOCTI BUPOOHMKa/iMMnopTepa roToBOro
BTOPVHHE nNiKapcbkoro 3acoby, BKITOYa0uM AiNbHUL BUNYCKY
naKyBaHHsi, cepii abo MicLie NPoBeAEeHHs1 KOHTPOMO SKOCTI.
KOHTpOInb (AisnbHICTb, 3a SKy BiAMNOBiAae BAPODHMK/iMNOpTEp,
SKOCTI: BKIt0YalouM BUMYCK Cepil) (3MiHa agpecu Ta Ha3Bu
XBM ®apma BUpOOHUKa, 6e3 3MiHn micus BrupobHuuTea) (TepmiH
c.p.o., BBEEHHS 3MiH NpoTAroM 6-Tu micsauiB nicns
Cnosaubka 3aTBEpPAXKEHHS)
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Pecny6nika;
nepBvHHE Ta
BTOpUHHE
naKyBaHHs::
KOO®APMA
c.p.o., Yecbka
Pecnybnika

125.

MOHOCAH®

Tabnetku no 20 mr, no
10 Tabnetok y 6nicTepi;
no 3 6nictepu s
KapTOHHIN Kopobui

NMPO.MEL.LC
Mpara a.c.

Yecbka
Pecnybnika

BMPODHUL TBO
3a NOBHUM
LMKITOM:
MPO.MEL.LIC
Mpara a.c.,
Yecbka
Pecny6nika;
BMPOO HULY TBO,
NepBUHHE Ta
BTOPUHHE
naKyBaHHsi,
KOHTpOIb
skocTi: XbM
®apma c.p.o.,
CnoBaubka
Pecnybnika;
NepBUHHE Ta
BTOPUHHE
naKyBaHHs:
KOOPAPMA
c.p.o., Yecbka
Pecnybnika

Yecbka
Pecnyonika/
CnoBaubka
Pecnybnika

BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis:
BMNPaBMNEHHST TEeXHIYHMX MOMWNOK Yy po34ini
«Cknag» meToaiB KOHTponto skocTi Byna
JonylieHa MoMWIKa, y 3B'sI3KY 3 HETOYHICTIO
nepeknany. BBeaeHHA TexHiYHOI NOMUNKK
npoTtAroMm 6-m micAuiB nicnA 3atBepaXeHHA

3a
peuernom

UA/4257/01/01

126.

MOHOCAH®

Tabnetku no 40 mr, no
10 Tabnertok y 6nicrepi;
no 3 6nicrepn B
KapTOHHI kopobui

NMPO.MEL.LC
Mpara a.c.

Yecbka
Pecnyonika

BUPOD HUL TBO
3a MNoBHUM
LMKITOM:
MPO.MEL.LIC
Mpara a.c.,
Yecbka
Pecny6nika;
BMPOO HULL TBO,
nepevHHE Ta
BTOPUHHE
naKyBaHHsi,
KOHTpOIb
sKkocTi: XbM
®apma c.p.o.,
CnoBsaubka
Pecnybnika;
NepBUHHE Ta
BTOPVHHE
naKyBaHHs:
KOODAPMA

Yecbka
Pecnyonika/
CnoBaubka
Pecnybnika

BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis:
BMNPaBNEHHS TeXHIYHMX MOMWNOK Yy po3aini
«Cknag» MeTopiB KOHTporto SKOCTi 6yna
[JOMyLLleHa MOMMUIKa Y 3B'A3KY 3 HETOYHICTIO
nepeknany. BBeaeHHA TexHiYHOI NOMUIKK
npotArom 6-m MmicauiB nicna 3atBepaKeHHSA

3a
peuyernmom

UA/4257/01/02
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
c.p.o., Yecbka
Pecnybnika
127. | HAIIBY®IH- pPO34MH Ans iH ekyin, 10 TOB "©APMEKC YkpaiHa BCI cTagii, Ykpai Ha BHECEHHS1 3MIiH [jO PeECTpaLiHUX MaTepianis: 3a UA/11606/01/01
DAPMEKC Mmr/mn, no 1 abo no 2mn reyn" BKITtO4a04M 3MiHu | Tuny - 3miHM Wopo 6e3nekn/ed) eKTUBHOCTI peyernnom
y nonepegHsL0 BUNYCK Cepii: Ta papMakoHarnsay - BHECEHHS 3MiH Yy TeKCT
HarMoBHEHOMY  LLINPULi; TOB MapKyBaHHSi BTOPVHHOI (MPOMIDKHOI ) ynakoBKM
no 1 abo 5 nonepenHL0 "®APMEKC nikapcbkoro 3acoby
HaMoBHEHUX LUNPULIB y reyn-,
KOMMMEKTi 3 ronkammy YKpaiHa; BCi
KOHTYPHI YapyHKOBIVA cTagii, okpim
ynakosui; no 1 BUWIMYCKY cepili:
KOHTYPHI YapyHKOBIVA TOB "X®r1
ynakoBui y mavui; no 1 "3p0poB's
mn abono 2 mn B Hapogy',
amnyni; o 5 amnyn y YkpaiHa
6nicTepi; no 1a6o 2
Onictepuy nayui
128. | HATPIKO Xinorpup po3uMH Ans iHdYy3in, 50 TOB "HOpis-®apm” YkpaiHa TOB "lOpis- Ykpai Ha BHECEHHS1 3MiH [0 peecTpaLiHux Marepianis: 3a UA/16211/01/01
mr/mn no 200 mny Papm” BUMPABIEHHA TEXHIYHOI MOMWIKW Y TEKCTi peyerinmom
nnswkax, no 200 mn, MapKyBaHHSI MEPBWHHOI YNMaKOBKWU fiKapCbKoro
400 MmN y KOHTelHepax 3acoby
MoniMepHMX
129. | HEBYTAMOI® po3uvH ansiHranaugin, 1 | TOB "lOpis-®apm” YkpaiHa TOB "HOpis- Ykpai Ha BHECEHHS1 3MiH O PEECTPaLiHUX MaTepianis: 3a UA/12488/01/01
mr/mn no 2 mn abo 2,5 Papm” BUMPABMEHHS TEXHIYHOI MOMMIKW B TEKCTI peyerinom
M Yy KOHTeiHepax MapKyBaHHA YNakoBKW NikapCbKoro 3acoby
ogHoposoeux, no 10
KOHTEMHepiB y nakeTi 3
nornimMmepHoi mnisku; Mo 1
abo no 4 naketu y nadui
3 KapTOHY
130. | HEMPOPYBIH™- TabneTkn, BKpUTi TeBa I3painb AuvHo ®apma Lsenuapis/ BHECEHHS1 3MiH O PeeCTpaLiiHux Marepianis: 6e3 UA/1950/02/01
®OPTE NNAKTAB nniBKOBOO 06 OMOHKOH, dapmaueBTikan Al HimeuyunHa 3MiHV | TUMy - BUNYMEHHA BUPODHWYOI  AiNbHL peuenma
no 10 Tabnerok y IHpacTpi3 JTa. Lsenuapis; (Bkmtovaoum ginbHudi ans APl npomixHoro
6nicTepi; no 2 6nictepn poparkosa npoayKTy abo rotoBoro mnikapcbkoro 3acoby,
B KapTOHHI Kopobui nabopartopisi, AiNbHYLI NS NpOBEAEeHHS MaKyBaHHs, BUPOOHWMKA,
L0 Npynmae BiNOBiAanbHOro 3a BUMYCK cepii, micue
ydacTb B NPOBEAEHHS KOHTPOMIO cepii) abo mocTavanbHuka
KOHTponi BUXHOrO Martepiany, peareHTy abo JomnomixHoI
AKOCTI: PEYOBUHN - BUNYMEHHS BUPOOHMYOI AinbHULi Sanofi
YHTEp3yxyHrci Chimie, France 3a agpecoto 143 Avenue Gaston
HCTUTYT Roussel, France-93230 Romainville, gitouoi
Xennenep, PEYOBUHM LiiaHOKOGanamiH; 3miHu | Tuny - nogaHHs
HimewyunHa OHOBMEHOro cepTudikara BifnoBigHOCTI

€sponevicbkii papmakonei R1-CEP 1998-140-Rev
03 onsa uiaHokobanamiHy Bif BXe 3aTBepOXeHoro
BupobHuka Sanofi Chimie, France, 3i 3miHoto
afpecy BYpobOHMKa (BMPODHWYA AinbHULSA Ta YCi
BMPODHMMI onepaLii 3anuwaloTbCa HE3MiHHUMK);
3MiHW | TVny - NogaHHs OHOBMEHOro cepTudikara
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BignoBigHocTi €Bponeiicbkin chapmakonei R1-CEP
1999-057-Rev 04 onsa TiamiH HiTpaT Big BXe
3arBepakeHoro BupobHuka DSM Nutritional

Products GmbH, Germany; 3miHn | Tuny - nogaHHs

OHOBMNEHOro ceptudpikara BignoBigHOCTI
€ponelicbkii papmakonei RO-CEP 2011-205-Rev
01 ons gomaTkoBoro npouecy BUMPOGHWULTBA
(AepobHWiA) Ans LiaHokobanamiH Big Bxe
3aTBepaxeHoro BupobHuka Hebei Huarong
Pharmaceutical Co Ltd, China sik Hacnigok
BHeceHHs BupobHuMka APl Hebei Huarong

Pharmaceutical Co Ltd, China y po3ain «Cknag»

MKA rotoBoro nikapcekoro 3acody; 3amiHu | Tuny -

npuBedeHHst crnewuudikaLlii 40onoMidKHOI pevoBUHM
€pUTPO3MH Y BIAMOBIAHICTb 4O BUMOI OHOBMEHOI
avpekTuen €C Regulation EC/231/2012

131.

HIMECYNIQ

Tabnetkuno 100 mr, no
10 Tabnertok y 6nicrepi,
no 3 6nictepny navui 3
KapToHy; no 10
Tabnerok y 6nicTepax

AT
"Ny6H1dapm”

YkpaiHa

AT
"Iy6 Huchapm"

YKkpaiHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX Marepianis:
3Mminm Il Tuny - 3miHn Wono 6e3nekn/ed ek TUBHOCTI
Ta papmakoHarnaagy. BHeceHHs abo 3amiHa(n) oo
30608B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigYeHHs!, BkMtoYaroum MnaH ynpaeniHHa
pu3vKamu (3acTocyBaHHs 3MiH(M), siki(a)
BUMaratoTb(€) nopanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHMMU, L0 MaloTh HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKiNbKW BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoM )
(BukoHaHHa 3000B'si3aHb BiAMOBIAHO A0 MiAMYHKTY
1.13 myHkTY 1, NignyHkTy 2.3 NyHKTY 2 goagarky 15
no NopsgKky NpoBeneHHs ekcnepTusun
peecTpauiHiX MartepianiB Ha Nikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy PeecTpalito
(nepepeecTpaLito), a TakoX eKcrnepTv3n marepianis
NpO BHECEHHA 3MiH 0 PEECTpaLiMHUX Martepianis
NPOTSroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaxeHoro Hakasom MOS3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

3a
peuyermom

UA/5536/01/01

132.

HITPECAH®

Tabnetrkuno 10 mr, no
10 Tabnetok y 6nicTepi;
no 2 abo 3, abo 6
OnicTepiB y KapTOHHI
KopobLi

NMPO.MEA.LIC
Mpara a.c.

Yecbka
Pecnybnika

NPO.MEL.LIC
Mpara a.c.

Yecbka
Pecnybnika

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHun | Tvny - AomiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu
nikapcbkoro 3acoby - 3miHa TopriBenbHoi Ha3Bu J13)

(6yno - HITPECAH) (TepmiH BBeaeHHss 3MiH

NpoTAroM 6-Tu MicsLiB Nicns 3aTBePOKEHHs);

3Minn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHWKa (BMacHuka

peecTpauiiHoro MocBifYeHHs) (3MiHa agpecu Ta
Ha3BW 3asBHUKA) (TepMiH BBEAEHHS 3MiH MPOTArom
6-Tn micsauiB nicnsa 3aTBepadkeHHs); 3minm | Tuny -

AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliM eHyBaHHS!

Ta/abo afgpecn Micus NPOBafXEHHsT AisnbHOCTI

3a
peuernmom

UA/13146/01/01
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BUPODHMKa/imnopTepa roTOBOrO fiKapCbKOro
3acoby, BKIOYaloum AinbHuL BUNYCKY cepii abo
MicL,e NPOBEOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb,
3a Ky BiAnoBigae BUPOOHMK/IMMOpPTEpP, BKIOYalo4n
BUMYCK Cepili) (3MiHa agpecy Ta Ha3Bu BUPOOHUKa
MPO.MEL.LC Mpara a.c., Yecbka Pecnybnika, 6e3
3MiHV Micu s BUpOOHUL TBa) (TepmiH BBeAEHHS 3MiH
NpoTAroM 6-Tu MiCsALiB MiCIs 3aTBEPAXKEHHS)

133.

HITPECAH®

Tabnetrkuno 20 mr, no
10 Tabnertok y 6nicrepi;
no 2 abo 3, abo 6
OnicTepiB y KapTOHHI
Kopob L

NMPO.MEL.LC
Mpara a.c.

Yecbka
Pecnybnika

MPO.MEL.LIC
Mpara a.c.

Yecbka
Pecnybnika

BHECEHHS1 3MiH O peecTpaLiiHux Marepianis:
3MiHn | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa Ha3BM
nikapcbKkoro 3acoby - 3miHa TopriBenbHoi Ha3Bu J13)

(6yno - HITPECAH) (TepmiH BBeoeHHst 3MiH

MpOTSIroM 6-TW MiCAILLiB NiCNS 3aTBEPAKEHHS);

3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaMeHyBaHHA Ta/abo agpecu 3asBHVKa (BMacHuka

peecTpaliiHoro MocBifYeHHs) (3MiHa agpecu Ta
Ha3BW 3asBHVMKa) (TepmiH BBEAEHHS 3MiH NMpoTSArom
6-Tn MicsauiB nicnsa 3aTBepakeHHs); 3minm | Tuny -

AnmiHicTpaTvBHi 3MiHW. 3MiHa HaViM eHyBaHHSA

Ta/abo agpecy MicLsi MPOBaAKEHHST OisiNbHOCTI

BUPOOHMKa/iMmopTepa roTOBOrO NiKapCbKoro

3acoby, BKko4atoum AinbHuLi BUNycky cepii abo
MicLie MPOBEAEHHA KOHTPOMO SKOCTI. (JisANbHICTb,
3a siKy BignoBigae BUPOOHUK/iMNOPTEp, BKIOYa0um
BUMYCK Cepili) (3MiHa agpecy Ta Ha3Bu BUPODHMKa
MPO.MEL.LC TMpara a.c., Yecbka Pecnybnika, 6e3
3MiHV Micu s BUpoOHUL TBa) (TepmiH BBeOEHHS 3MiH

MpOTSIrOM 6-TW MiCSILLiB NiCNsi 3aTBEPOKEHHS1)

3a
peuenmom

UA/13146/01/02

134.

HITPO-MIK®

KOHLLeHTpaT Ans
po34nHy ANS iHpYya3in, 1
Mr/mn;no5 mn s
amnyni; no 10 amnyn y
nayui 3 KapToHy

TOB HB®
"Mikpoxim"

YKpaiHa

[puBaTHe
aKLuioHepHe
TOBapUCTBO

"Nexkxim-

Xapkis"

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3MiHM | Tvny - gogaHo iHpopmalito 4o IHCTpyKUii
ONS MEAWYHOrO 3aCTOCYBaHHS LLOAO KOHTaKTIB i3

3anuTaHb 6e3nekn 3acToCyBaHHSA MiKapcbKoro

3acoby. BeeneHHst 3miH npoTsirom 3-x Micsauis nicns
3arBEpAXEHHst; 3MiHM | Tuny - 3MiHuM Wogo
6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsgy.
BeeneHHsi abo 3miHM A0 y3ararnbHEHUX AaHuX Npo
cuctemy hapmakoHarnaay (BBegeHHs
y3aranbHeHVUX [AaHuX Mpo CUCTEMY
dapmakoHarnsay, 3MiHa yrnoBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 3AiicHeHHS cbapmakoHarnsay,
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHUKa
OnNs 34iMcHeHHs dhapmakoHarnsay B YKpaiHi, Ko
BOHa BiAMiHHa BiJ YNIOBHOBaXKEHOI ocobu,
BiAMNOBiAanbHOI 3a 3AiNCHEHHA dapMakoHarnsay
(BKITIOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHmy
po3MmiLLeHHi MacTep-chbaina cuctemu
dapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
JMOBHOBaXXeHOI  ocobu, BignosiganbHoi 3a
3[iNCHEHHA hapMakoHarnsgy

3a
peuennom

UA/2622/02/01
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135.

AEHIUMNIH G

HATPIEBA Cillb

CAHOO3®

MOPOLLIOK AN PO3UKHY
ansid'ekyinno 1 000
000 MO, 100 dpnakoHis
3 MOPOLLKOM Y KapTOHHI
KopobLi

CaHpo3 M'm6X

ABcTpia

CaHpo3 M'M6X
- TexOnc

ABCTpis

BHECEHHSI 3MiH [0 peecTpalinHnx martepianis:
3MiHM | Tuny - 3miHa y meTogax BUMpobyBaHHS
MEPBMHHOI  YNaKOBKW rOTOBOrO NiKapcbKoro 3acoby -
OHOBMEHHS 3aTBEPOXKEHVMX METOAIB BUNPODyBaHHS
NEPBMHHOI  YNaKOBKW (rapMoHi3aLlisi TECTiB
BUNPOOYBaHHA [A115 BCiX pO3MipiB hnakKoHiB,
NrsiLoK Ta npobok)

3a
peuernom

UA/3977/01/01

136.

NMOCND®OPMIH

Ma3bovHa 2% no 5t

Masi y TYoi; no 1 Ty6i y
KapTOHHI Kopobui

YPCA®APM
ApuHanmiTTenb
M6 X

HimeuyunHa

YPCADAPM
ApuHanmiTTen
bIM6X

HimeyumHa

BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis:
3MiHM | Tvny - 3miHa BUPOOHMKa
BUX/QHOrO/MPOMIDKHOTO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUYOMY npoueci AdI,
abo 3miHa BUpoOHUKa (BKIoYaoum, Ae HeobXiaHo,
MicLe npoBeaeHHs KOHTporto sikocTi) APl (3a
BiJCYTHOCTI cepTudikara BianoBigHOCTI
€BporeVicbKin hapmakonei y 3aTBepaXeHoMY
[,0CbE)(3anponoHOBaHWA  BUPOOHWK HanexuTb A0
TiEl caMmoi BUPOGHMYOI rpynn NiANPUEMCTB, L0 1
3aTBepOXEHUN) - nepeHeceHHs BupobHuuTBa Al
GibpikaronyHa iHWy BUPOOHMYY AiNbHULIO, SKa
HanexuTb A0 Tiei camoi BUPOBHUYOI rpynu
niaNPUEMCTB, LLLO 1 3aTBEPAXKEHUA BUPOOHUMK; 3MiHW
I Tuny - 3aminn B npoueci BupobHULTBa AdPI
(He3HayHa 3miHay npoueci BvpobHMLTBa AdPI);
CyNyTHs1 3MiHa: 3MiHa y napameTpax cneundikawin
Ta/abo AONYCTUMUX MEX, BUSHAYEHNX Yy
cneuudikauisx Ha APl abo BWXAHWA/NPOM DKHWA
NPOAYKT/peareHT, L0 BUKOPUCTOBYOTBLCS Y MPOLLEC
BupobHMUTBa ADI (BUNYdEHHS He3Ha4HOro
MoKasHUKa SIKOCTI (HanpuKknag BUMYydeHHs!
3acTapinoro MokasHvka)) - BUNydeHHa etany
npomueku A®P| rekcaHoM, a TakoX BHECEHHS!
HE3Ha4YHUX PEeAaKLiHUX YTOYHEHb B OMWC
TEXHONOoriYHOro mpoLecy, SiK Hacnigok, 3MiHvM A0
cneuudikauii A®I, BuoaneHHs nokasHuka
«3anuwKoBi KinbKOCTi OpraHiYHNUX PO3YNHHUKIB.
[ekcaH» Ta BHECEHHS pedaKLiHMX YTOYHEHb LWOoA0
BMiCTY BICMYTY, NpvBedeHHs1 Y BiAMNOBIAHICTb 40
marepianis BUPOOHVKE; 3MiHUM | Tuny - 3miHa y
6e3nocepenHin ynakosui APl (skicHi Ta/abo
KinbKicHi 3MiHM cknagy) - 3MiHa marepiany
nepsvHHOI ynakoBku AQ®I, a came nakeTu
mMarepiany «TaBenk» 3aMiHUTW Ha NakeTn 3
nonietuneHy Hu3bkoi ryctuHn (MHI)

3a
peuernom

UA/12755/01/01

137.

MPO3EPUH

po3umH ons iH'ekyin, 0,5
Mmr/mn;no1 mne
amnyni, no 10 amnyn y
nadyui 3 KapoHy; no 1 mn
Bamnyni, no 10 amnyn y
6nictepi, no 1 6nicrepy

ToBapucTeo 3
00 M exeHo
BiAnoBiganbHICTIO
"[ocnigHuin 3aBog
"rHUnc"

YKpaiHa

KOHTpPONb
SIKOCTI, BUNYCK
cepii:
ToBapucTBO 3
06 M exeHo
BignoBiganbHi

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3Minm | Tuny - nogaHHa oHoeneHoro CEP R1-CEP
2003-253-Rev 02 gns Agitoyoi peyqoBuHm
Neostigmine metilsulfate 3i 3miHot Ha3BwM
BUpOGHMKa. BupobHuya ainbHuus, it
MiCLle3HaxOdKeHHs1 Ta BCi BUPOOHWYI onepauii He

3a
peuennom

UA/6253/01/01
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
B nayLi 3 KapToHy CTio 3MiHMIUCA
"[ocnigHui
3aBof
"THUnICc",
YkpaiHa; BCi
cragii
BUPOO HUL TBA,
KOHTpOrb
SIKOCTI, BUNYCK
cepii:
ToBapucTeo 3
00 MexeHo
BiZNOBiAanbHi
CTIo
"®PapmaueBTu
YHa KOMNaHis
"3popos'a”,
YKpaiHa
138. | NPOMAHOPM® pPO3YMH Ans iH'ekuin 3,5 NMPO.MEL.LIC Yecbka MPO.MELO.LIC Yecbka BHECEHHSI 3MiH 4O PeECTpaLiiHux Marepianis: 3a UA/5421/02/01
mr/mn no 10 mn B Mpara a.c. Pecnyonika Mpara a.c. Pecnybnika 3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa peuernmom
amnyni; no 5 amnyn y HaMeHyBaHHA Ta/abo agpecu 3asBHWKa (BMacHuKa
KOHTeWHepax, no 2 peecTpauinHoro nocsigyeHHs) (3MiHa Ha3Bu Ta
KOHTENHEpN 'y Kopob L afpecy 3asiBHVKA); 3MiHu | Tuny - AgMiHicTpaTviBHI
3MiHn. 3MiHa HaMMeHyBaHHA Ta/abo agpecu micus
NPOBaKeHH  AisNbHOCTI BUPOBHUKa/imnopTepa
rOTOBOr0O NiKapcbKoro 3acoby, BKIHOYa4M OinbHuLI
BUMYCKY cepii abo MicLie NpoBEA,EHHSI KOHTPOIto
SIKOCTI. (BisNbHICTb, 3a 5Ky BiAMoBiAae
BUPOG HUK/IMNOPTEP, BKITHOYAO4M BUMYCK Cepilt)
(3miHa Ha3Bu Ta agpecu BUPOOHUKA, 6e3 3MiHu
MicLs BUpOOHUL TBa)
139. | NPOMNAHOPM® pPO34MH Ans iH'ekuin 3,5 NMPO.MEL.LIC Yecbka MPO.MELO.LIC Yecbka BHECEHHS 3MiH [0 peecTpauiiHx marepianis 3a UA/5421/02/01
mr/mn no 10 mn B Mpara a.T. Pecnyonika Mpara a.T. Pecnybnika (noBTOpHUI po3rnag): 3MiHu | Tuny - 3MiHKM 3 peuernmom

amnyni; no 5 amnyn y
KOHTeWHepax, no 2
KOHTENHEpN 'y Kopob L

skocTi. FoToBun nikapcebkui 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugatHocTi abo ymoBax
36epiraHHs roTOBOro NikapcbKoro 3acoby
(36inbLUeHHsT TepMiHy NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [Ins TOproBoi yrnakoBKu
(NiaTBEPAXKYETECA OaHMU peanbHOro 4vacy)
(36inbLueHHs TepmiHy npugatHocTi M3 3 3-x pokiB
A0 4-x pokis) (TepmiH BBeAEHHS 3MiH npoTsrom 6-
TV MicsauiB nicns 3atBepaXeHHs); 3minm | Tuny -
3Mminm 3 skocTi. CepTudikar BianosigHocTi/lE-
cepTudikar BignoBigHOCTI €BponeinchKin
apmakonei/moHorpadii. MNogaHHa Hosoro abo
OHOBMEHOro ceptudikara BignosigHocTi abo
BUIMYdEHHS cepTudikara BianoBigHOCTI
€sponevicbkinn papmakonei: ans APl ans
BMXIJHOrO Marepiany/peareHTy/np oMiXKHOro
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Ymoeu

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

eidnycky

peecmpayitiHo
20
noceidYyeHHs

MPOAYKTY, LLLO BUKOPUCTOBYOTBCS Y BUPOOHUL TBI
A®I; ANa 4OMOMIXHOI pedoBUHM (cepTudikar
BiANOBIiAHOCTI €BponeicbKin dapmakoner) -

OHoBneHun ceptudikar Bif yKe 3aTBEephXeHOoro
BUpOGHMKa (NoAaHO OHOBMEHWW cepTudpikaT

signoeigHocTi € No. R1-CEP 2005-236-Rev 02

Ons AitoYvol pevyoBrHM nponadpeHony rigpoxnopuay

BiJ 3aTBepaxeHoro BupobHuka PharmaZell GmbH,
HimeyvumHa); 3minn | Tuny - 3MiHn 3 akocTi. [oToBun
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauin Ta/abo
AONYCTUMUX MEX FOTOBOro NikapcbKoro 3acoby
(iHWi 3MiHW) (3MiHW KpUTEPITB NPUAHATHOCTI 3a
nokasHukamu «pH» (3BYXEHHSI OOMYCTUMUX MEX),

«KinbKiCHe BU3Ha4YEHHs1» (3BYXEHHS [O0NyCTUMMX
MeX Ha TepMiH npuaaTtHocTi) Ta «bakTepianbHi

€HOOTOKCUHWY®); 3Minmn | Tuny - 3MiHm 3 akocTi. AL

KoHTponb A®I. 3miHay napameTpax crneuudikauin

Ta/abo AONYCTUMMX MEX, BU3HAYEHNX Y
crieludpikauisix Ha APl abo BUXAHUA/MPOM iDKHWIA

NPOQYKT/peareHT, L0 BUKOPMUCTOBYIOTBLCS Y NMPOLLECi
BUpoGHMLTBa A®| (iHLWi 3MiHM) (3MiHM KpUTEPIi B

MPUAHATHOCTI  3a NnokasHukoM «bakTepianbHi
EHOOTOKCUHWY creuudikauii ADI) (6ynmn
3amBepakeHi Hakasom MO3 Ykpaiiu Ne 1191 Big
28.09.2017)

oe3

UA/0800/01/01

140.

MPOCTATUJIEH®

CyMO3UTOPIT peKTanbHi
no 0,03 rno5
cynosuTopiiB y 6nicTepi;
no 1 abo 2 6nictepn B
nayui 3 KapToHy

[MpuBaTHe
aKLiioHepHe
TOBapuCTBO
"Jekxim-XapkiB"

YkpaiHa

[puBaTHe
aKLuioHepHe
TOBapYCTBO

"Nexxim-
Xapkis"

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHun | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu 3asiBHWKa (BMacHuka
peecTpaliiHoro MocBiAYeHHs) (3miHa
HaiMeHyBaHHS Ta aApecy 3asBHUKA (BnacHuKa
peecTpauinHoro nocsigyveHHs); 3Minm | Tuny -
AnMiHicTpaTvBHi 3MiHW. 3MiHa HaliM eHyBaHHS
Ta/abo agpecn Micus NPOBaMXEHHsT OisnbHOCTI
BUPOGHMKa/iMMopTepa roTOBOrO NikapCbKoro
3acoby, BKITHOYalo4M AinbHYLLI BUMYCKY cepii abo
MicLie MPoBEAEHHS KOHTPOMO SKOCTI. (JisAnNbHICTb,
3a Ky BiAnoBigae BYPOOHWK/IMMNOPTEpP, BKITOYa0un
BUNYCK Cepif) (3MiHa HaMMeHyBaHHA Ta agpecu
BupobHuKka 13, 6e3 3amiHn Micu s BUpobHUL TBA);
3MiHun | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HaiMeHyBaHHA Ta/abo agpecy MicLsA NPOBadKEHHS
OisnbHOCTI BUpOOHMKa (BKItOYao4n, 3a
HeobXAHOCTi, MicLe NPOBEe4EHHs1 KOHTPOIO
sKOCTi), abo BnacHuka mactep-gavina Ha AdI, abo
noctadyanbHuka Adl/BmxigHoro
Marepiany/peareHTy/MPOMiKXHOr O MPOAYKTY, LULO
3aCTOCOBYIOTHCS Y BUPOOHMLTBI ADI (sIKLLO
3a3HayYeHO Y 0CbE Ha Nikapcbkuii 3acib) 3a

peuenma
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BiJCYTHOCTI cepTudikara BianoBigHOCTI
€BponeVicbKin hapmakonei y 3aTBepaXeHoMY
nocke, abo BUPOOHMKA HOBOI JOMOMIXHOI PEYOBUHM
(SKLLLO 3@3HaYEHO Y A0CLE) (3MiHA HaViM eHyBaHHSA
Ta agpecy BupobHMka ADI, 6e3 3miHu micus
BUPOG HUL TBA)

141.

MPOCTATUNIEH®

Cyro3uUTOPIl pekTanbHi
no 0,03 rinbulk no 5
cynosuTopiiB y 6nicTepi;
no 180 GnicTepiBy
ALLVKY

MpuBaTHe
aKLiioHepHe
TOBapuCTBO
"INekxim-Xapkis"

YKpalHa

[puBaTHe
aKLuioHepHe
TOBapVCTBO

"Nexkxim-

Xapkis"

Ykpai Ha

BHECEHHS1 3MIiH [0 peecTpaLivHuX Marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaMeHyBaHHS1 Ta/abo agpecu 3asiBHUKA (BracHuka
peecTpaliiHOro MocBifYeHHs) (3MmiHa
HalMeHyBaHH Ta agpecu 3asiBHVKa (BracHuka
peecTpauiHoro nocsigyveHHs); 3Minm | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliM eHyBaHHS
Ta/abo appecn Micus NPOBafKEHHs1 AisnbHOCTI
BUPOOHMKa/iMmopTepa roTOBOrO NiKapCbKoro
3acoby, BKMoYaloum AinbHuLi BUNycky cepii abo
MicCLie MPOBEAEHHS KOHTPOMIO SKOCTI. (JisANbHICTb,
3a sKy BignoBigae BUPOOHUK/IMMOPTEP, BKIOYalo4n
BUMYCK Cepill) (3MiHa HaMMeHyBaHHA Ta agpecwu
BUpoGHuKka M3, 6e3 3miHu MicL s BUpOOHUL TBA);
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu Micus NPoBadKEHHs
OisnbHOCTI BUpOBHMKa (BKITHOYao4K, 3a
He0oOXiAHOCTi, MicLe NPOBE4EHHs1 KOHTPOIMo
sikocTi), abo BnacHuka mactep-chaina Ha AdI, abo
noctayanbHuka Ad®l/BuxigHoOro
marepiany/peareHTy/NnpOMiDKHOT O MPOAYKTY, L0
3acToCOBYIOTLCA Y BUpOOHMUTBI APl (sKLWwo
3a3HayeHo Y A0CbE Ha Nikapcbkuii 3acib) 3a
Bi4CYTHOCTI cepTudikara BiaNoBigHOCTI
€Bponeiicbkil hapmakonei y 3aTBepaXeHoMY
[ocbe, abo BMPOOHVKA HOBOI [0MOMIXHOI PEYOBUHM
(SIKLLLO 3@3HaYeHOo Y A0CkE) (3MiHa HaliM eHyBaHHS!
Ta agpecy BupobHuka ADI, 6e3 3miHu micus
BUPOG HUL TBa)

UA/13462/01/01

142.

NYPErOH®

po3uMH Ans iH'exuin, 100
MO/0,5 mn no 0,5 mn
(100 MO) y donakoHi; no
5 pnaKkoHIB y KapTOHHIN
nauyui

Lepinr-Mnay
CeHtpan lct Al

LLBevuapis

H.B. OpraHoH

HianepnaHgun

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHu | Tuny - 3miHn Wwono 6e3nekn/edd eKTUBHOCTI
Ta pbapmakoHarnsay. BeenenHs abo 3Minv oo
y3ararbHEHVX [JaHuX Mpo CUCTEMY
hapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX OaHunx
npo cuctemy dapmakoHarnsay, 3MiHa
JIIOBHOBaXeHOi  ocobu, BignosiganbHoi 3a
3[iNCHEHHA dbapmakoHarnsay, KOHTakTHOi ocobu 3
hapmakoHarnsay 3asBHUKa ANS 34iCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BiAMiHHa
BiJ YNOBHOBaXXeHOI ocobMu, BignoBiganbHoi 3a
31iNCHEHHA bapmakoHarnsay (BKoYvaum
KOHTaKTHi AaHi) Ta/abo 3MiHn y po3milLeHHi macTep-
danna cuctemu papmakoHarnsagy) - fitova

3a
peuernmom

UA/5023/01/03
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
pepakuis: yrnoBHoBaXxeHa ocoba, BignosiganbHa 3a
30iNCHEHHA bapmakoHarnsay. »KaHetr Xopwm6pei.
MporoHoBaHa pepakLis: yrnoBHoBaxkeHa o0coba,
BiANOBiganbHa 3a 34iMCHEHHA (bapmakoHarnsay.:
Hoktop Man Oemon. 3MiHa KOHTaKTHUX A aHnX.
3MiHa y po3MiLLeHHi MacTep-anny
143. | NYPEITOH® pPO34MH Ans iH'exuin, 833 LepiHr-rnay LLsenyapis BetTep HimevumHa/ BHECEHHS1 3MIiH [0 peecTpaLivHuX Marepianis: 3a UA/5023/01/01
MO/mn no 0,420 mn Cenrtpan lct Al Papma- Hinepnanow 3Minm | Tuny - 3MiHn WwWono 6esnekn/edeKTUBHOCTI peyerinmom
(300 MO/0,36 mn) abo DepTuryHr Ipnangis Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
no 0,780 mn (600 M6Xi Ko. KT, y3aranbHeHVUX [AaHuX Mpo CUCTEMY
MO/0,72 mn)y HimeuunHa dapmakoHarnaay (BBeOEHHS y3ararbHeHUX AaHux
KapTpuoxi, no 1 (BMPOBHML TBO npo cuctemy dapmakoHarnsgy, 3miHa
KapTpuoxy y BioKpUTOMY Hepo3dacosa YOBHOBaXKEHOI  0CcOOM, BignoBiganbHOI 3a
NMacTUKOBOMY MOTKY B HOI MPOAYKLLIT 3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
KOMMIIEKTi 3 rorkamu, no Ta rnepBuHHa hapmakoHarnsgy 3asBHVKa ANSA 34iNCHEHHS
2 KOMMNMNEKTU FonoK - 2 ynakoBKa, dapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA
KapTOHHI KOPODKM KOHTpOInb Bifl YNIOBHOBaXXEHOI 0ocobMu, BiANOBiAanbHOI 3a
(KoXeH KomnnekT no 3 SKOCTI, 3iCHEHHA hapmakoHarnsay (BKo4vaium
roMnKu, KOXHa rornkas TECTYBaHHA KOHTaKTHi AaHi) Ta/abo 3MiHMy po3MilleHHi macTep-
iHOMBiAYyanbHOMY CTEepUnbHOCTI davina cuctemu papmakoHarnsgy) - Hitoya
nnacTUKOBOMY Ta peqakuist: ynoBHoBaxeHa ocoba, BiAMoBiganbHa 3a
KOHTEMHepi) Y KapTOHHIN GakTepianbHu 3[ilCHEHHA hapMmakoHarnsay. XKaHet Xopm6pei.
nayui X [MpornoHoBaHa penakLisi: YoBHOBaXKeHa 0coba,
€HOTOKCUHIB BiANoBiganbHa 3a 34iMCHEHHA (dapmakoHarnsay.:
roToBOro Hoktop Man Oemon. 3MiHa KOHTaKTHUX [aHuX.
nikapcbkoro 3MmiHa y po3milLeHHi macTep-danny
3acoby
(KOHTpOnb
AKOCTi Ta
TECTYBaHHS
cTabinbHoCTi),
Bi3yanbHa
iHCMeKkuis);
Bertep
dapma-
PepTUryHr
Mv6Xi Ko. KT,
HimeuunHa
(KOHTpOnb
SAKOCTI,
TECTYBaHHs!
CTEPUNbHOCTI
Ta
GakTepianbHu
X
€HOOTOKCUHIB
roTOBOrO
NiKapcbKoro

3acoby
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

(KOHTpOnb
AKOCTI Ta
TECTYBaHHs
crabinbHocTi),
Bi3yanbHa
iHCnekLis);
BetTep
Papma-
DepTuryHr
M6Xi Ko. KT,
HimeuunHa
(Bi3yanbHa
iHCnekuis);
H.B.OpraHoH,
HigepnaHngun
(KOHTpOnb
AKOCTI Ta
TECTYBaHHs
cTabinbHoCTI,
BTOPVHHA
VIaKoBKa,
[03BiN Ha
BUMYCK Cepii);
OpraHoH
(lpnaHgis)
JIta, lpnaHgis
(KoHTpONb
AKOCTi Ta
TECTYBaHHs
cTabinbHoCTI,
BTOPVHHA
VaKoBKa,
[03BiN Ha
BUMYCK Cepii)

144.

M'ATUPYATKA® IC

Tabnetku, no 10
Tabnerok y 6nicrepi, no
1 6nicTepyB nayui 3
KapTOHY

ToBapucTBO 3
[00,aTKOBOIO

BiANoBiganbHICTHO

"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
A00aTKOBOIO
BiANOBiganbHi
CTIo
"IHTEPXIM"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis:
3MinHm | Tvny - 3MiHn Wwono 6esnekn/ecdeKTUBHOCTI
Ta apmakoHarnaagy. 3miHay KopoTKin
XapaKkTepuUCTULi  MiKapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKLiT ANS Mean4yHoro
3aCTOCYBaHHSI Ha MigcTaBi perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B micnsApeecTpayinHui nepioq,
abo sk pe3ynbTar OUiHKW 3BiTY 3 AOCHILXEHD,
MPOBEAEHMX BiANOBIAHO A0 MNaHy nefiatpuyHUX
pocnigxerb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHM YMOBHOBaXKEHNM opraHom) (BHeceHi
3MiHW 0 iHCTPYKLiT ANS Mean4YHOro 3acToCyBaHHS
00 po3ainis: "MokasaHHa", a Takox 40 po3Ainis:

3a
peyernnom

UA/8698/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

"MpotuvnokasaHHs", "Cnocib 3acTocyBaHHA Ta
nosun", "MobiuHi peakuii”, "Mepeno3yBaHHs"
"3acTocyBaHHs Yy Mepiof BariTHOCTI Ta rofyBaHHs
rpyaar”, "OiTu" (yrouHeHHs iHdopmauii 3 6esnekun
3acTocyBaHHa AiTaMm), "OcobnueocTi
3acTocyBaHHS", "34aTHICTb BNIMBATK Ha LUBUOKICTb
peakLii Npu KepyBaHHi aBTOTpaHCMopToM abo
poboTi 3 iHWKMMK MexaHisamamu”, "B3aemogis 3
iHWUMUK nikapcbkuMuy 3acobamu Ta iHLWi BUaK
B3aemogin", "®apmakonoriyHi BnacTMBOCTI" W00
OHOBeHoI iHdopmaLii 3 6e3nekn 3acTocyBaHHs
aitoyoi peyoBuHM "kopeiH") (TepmiH BBEOEHHS 3MiH
npoTsiroMm 3-X MiCsILiB Nicnsi 3aTBEPAKEHHS); 3MiHN
| Tvny - 3miHn WwWono 6e3nekwn/edekTUBHOCTI Ta
dapmakoHarnagy. 3miHay KopoTKin
XapaKkTepuCTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii AN Mean4Horo
3aCTOCYBaHHA Ha MiAcCTaBi peryrnspHo
OHOBMIOBAHOrO 3BiTYy 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B micnspeecTpauinHuin nepioq,
abo sk pe3ynbTar OUiHKW 3BiTY 3 AOCHIAXeEHD,
NpoBeAEHVX BIAMOBIAHO A0 MraHy negiarpuydHNX
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHAM YMOBHOBXKEHNM opraHom) (BHeceHi
3MiHW 0 iIHCTPYKLiT AN Mean4HOro 3acTOCYBaHHSI
0o po3ginis: "MNpotunokasanHs”, "MobGivHi peakuii”,
"Mepeno3yBaHHsa", "OcobNMBOCTI 3aCTOCYBaHHS",
"B3aemopis 3 iHWMMM nikapcbkuMu 3acobamu Ta
iHWi BUOM B3aemopin" LWoao OHOBMEHOI iHdopmauii
3 6esnekun 3acTocyBaHHA Ai04MX peqoBuH "kodpeiH"
Ta"meTtamison HaTpito") (TepMiH BBEAEHHA 3MiH
npoTArom 3-X MicsiLiB Nicnsi 3aTBEPAKEHHST)

145.

PEBOTA3 4.5

MOPOLLIOK AnS
MPUrOTYBAHHA  PO3YMHY
onsaid'ekuin, 4r/ 05,1
hNaKkoH 3 MOPOLLKOM Y
KapTOHHi Kopobui

Ankem
Jlaboparopiz JiTg

IHOis

Ankem
Jlabopatopi3
Nito

IHais

BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis:
3MiHun | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecun micus MpoBadKeHHs
[isinbHOCTI BUpOBHUKa/imnopTepa roToBoro
NiKapcbkoro 3acoby, BKIHOYAYM OiNbHNULL BUMYCKY
cepii abo MicLe NPOBEAEHHS KOHTPOMO0 SIKOCTI.
(BisnbHiCTb, 3a SKy BiAMNoBiAae BAPODHWK/iMNopTEp,
BKITH0Ha0uM BUMYCK cepin) (3miHa agpecu
BMpo6HWKa, 6€e3 3MiHV MicL s BUpOOHUL TBa)

3a
peuyernmom

UA/15250/01/01

146.

PEBOTA3 4.5

MOPOLLIOK ANS
MPUrOTYBAHHA  PO3YUHY
ansid'ekuin, 41/ 0,5, in
bulk 10 cnakoHiB 3
MOPOLLKOM B KapTOHHil
Kopob Ui

Arnkem
Tabopatopia JITg

IHOis

Ankem
JlaGopatopia
Jito

IHais

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaMeHyBaHHA Ta/abo agpecu micus NpoBadKEHHS
[isinbHOCTI BUpOBHUKa/imnopTepa roToBoro
NiKapcbkoro 3acoby, BKIHOYAYM OiNbHULL BUMYCKY
cepii abo MicL e NPoBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a sIKy BigMOBIAaE BMPODHUK/iMNopTep,

UA/15251/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BKITHOYaOUM BUMYCK Ccepill) (3MiHa agpecu
BMPOOHMKA, 6€3 3MiHM MicLsi BUPOB HULITBA)

147.

PIABAT

TabneTku, BKpUTI
nriBKOBOIO 0B OMOHKOH,
no 30 mr, 10 Tabnetok y
6nicTtepi, no 2 6nictepn
B KapTOHHI KopoOLi

Xikma
dapmacbloTukana
Ko. INta.

MopaaHis

3e Apab
dPapmacbloTika

n
MeHyd ekuypiH
r Ko. Jlra.

WopaaHia

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3minm Il Tuny - 3miHn WwWono 6e3nekn/edp eKTYBHOCTI
Ta dpapmakoHarnaay. BHeceHHs abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMA a4 peecTpaLiHoro
nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BMMararTb(€) NoganblUoro OBIPyHTYBaHHA HOBMMU
[0AaTKOBUM [aHMMU, L0 MaloTb HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKM BUMaraeTbest
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BrikoHaHHa 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
2.3 nyHkTy 2 popatky 15 go MNopsaky nposeneHHs
€KCMepTM3n peecTpauiHuX Marepianis Ha
nikapcbKi 3acobu, L0 NoAalTLCA Ha AepKaBHY
peecTpauito (nepepeecTpalito), a Takox
eKcnepTM3n Marepianis NPO BHECEHHS 3MiH 40
peecTpauivHX marepianis npotsrom Aii
peecTpaLinHOro MocBigYeHHs!, 3aTBepaXeHoro
Hakasom MOS Big 26.08.2005 Ne 426 (y pegakuii
Hakazy MOS3 Big 23.07.2015 Ne 460)

563
peuenna

UA/2908/03/01

148.

CAITMOTEK

cvpon no 100 mny
dnakoHax Ne 1

€8po JNandkep
o

Benuka
BpuraHisa

MNAT
"Ximcpapm3sas
o "YepsoHa
3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3MiHun | Tvny - 3MiHM 3 siKocTi. [OTOBMIA NikapcbKui
3aci6. 3mMiHn y BUpoOHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLLO CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby
(3amiHa abo gopaBaHHs BUPOOHMKA, LLO BiAMNOBIOa€E
3aBBe3eHHA Ta/abo BuUMyck cepii) - Bkntoyatoun
KOHTponb/BUNpobyBaHHA  cepii (3aMiHa AinbHAL
BMPOGHMLTBa. CynyTHA 3MiHa - 3MiHM 3 SIKOCTI.
[oToBUI nikapcbkui 3aci6. 3MiHW Y BUPOOHWLITBI.
3MiHa po3Mipy cepii (BKIo4aloum gianasoH po3mipy
cepii’) roToBOro nikapcbkoro 3acoby (36inbLueHHst
00 10 pasiB NOpiBHAHO i3 3aTBEPAXEHUM PO3MipOM;
3MmiHn | Tuny - 3MiHm 3 sikocTi. [oTOBUIA NiKapcbKuii
3aci6. 3MiHn y BUpobHUL TBI. 3amiHa abo BBegeHHs
[,00aTKOBOI AiNbHALI BUPOOHMLTBA AN YacTUHA
abo BCbOro BMPOBHMYOrO MPOLLECY FOTOBOrO
nikapcbkoro 3acoby (AiNbHWLA ANA NEPBUHHOMO
naKyBaHHs) (3amiHa AinbHULi BUpOOHWLTBA); 3MiHK
| Tvny - 3MmiHK 3 sikocTi. MoToBWIA Nikapcbkwuii 3aci6.
3MiHM y BUpoGHMUTBI. 3amiHa abo BBeaeHHs
[00aTKOBOI AiNbHALI BUPOGHMLTBA AN YacTUHA
abo BCbOro BMPOGHMYOrO MPOLLECY FOTOBOrO
nikapcbkoro 3acoby (AinbHUL S, Ha sKi
npoBoaATbcs Oyab-siKi BUPOOHWUI cTagii, 3a
BMHSITKOM BWMYCKY CepilA, KOHTPOSIO SIKOCTI,
NEPBMHHOrO Ta BTOPUHHOTO MaKyBaHHS, Ans

3a
peuernmom

UA/5989/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

HECTEPUINbHUX TikapcbKux 3acobiB) (3amiHa
AinbHWUI BUpOOHULTBA); 3MiHM | Tuny - 3MiHn 3
sikocCTi. [oTOBUI nikapcbkuii 3aci6. 3miHny
BMPOOHUL TBI. 3amiHa abo BBeAeHHs1 [008aTKOBOI
AinbHULi BUPOOHWLTBA ANSA YaCcTUHM abo BCbOro
BUPOGHMYOrO MpoLLecy roTOBOrO MiKapcbKoro
3acoby (AinbHULA AN BTOPYHHOTO MaKyBaHHS)
(3amiHa JinbHULi BUPOOHNL TBA)

149.

CAITMOTEK

cupon no 100 mny
dnakoHax Ne 1

€8po lNandkep
Iirp

Benuka
BputaHia

NAT
"Ximcpapm3as
og "YepeoHa
3ipka"

YkpaiHa

BHECEHHS1 3MiH O peecTpaLiiHux Marepianis:
3MiHm | Tuny - 3MiHn WwWono 6e3nekn/edeKTUBHOCTI
Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
y3aranbHeHVUX [AaHuX Mpo CUCTEMY
dapmakoHarnaay (BBeOEHHS y3ararbHeHUX AaHux
npo cuctemy chapmakoHarnsgy, 3miHa
JIIOBHOBaXKeHOI  ocobu, BiANoBiAanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
apmakoHarnsay 3asiBHMKA ONS 34iCHEHHS
dapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA
BiJ, YTOBHOBaXeHOI  0cobu, BiAMOBi4anbHOI 3a
34iViCHEHHs bapmakoHarnsgy (BKroyaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu papmakoHarnsgy) - Hitoya
penakuis: €snokimosa CeiTnaHa AvuTpiBHa.
[MponoHoBaHa pepakuis: benikosa CeiTnaHa
MwuxannisHa

3a
peuenmom

UA/5989/01/01

150.

CAITbBYTAMOI-
HEO

iHransuis nig Tuckom,
100 mkr/mosano 12
Mn/200 go3 y
KOHTeWHepi; no 1
KOHTEMHEpY Yy mayui 3
KapTOHY

TOB "Mikpocbapm”

YkpaiHa

TOB
"Mikpodchapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3MiHM | Tuny - NogaHHsA OHOBMEHOro cepTudikary
BignoBigHoCTI €Bponevicebkin chapmakonei R1-CEP

2000-143-Rev 06 Big BXXe 3aTBEPAXKEHOrO
BUPOOHMKA Ait04O0i PEYOBMHM Ta 3MiHa Ha3BM BYNULi
B afpeci BUpoOHMKa

3a
peuyermom

UA/10530/01/01

151.

CUNOEHA®II 100
AHAHTA

TabneTku, BKpUTI
nniBkoBOO 0BOMOHKOLO,

no 100 mr no 4 Tabnertkun

y 6nictepi; no 1
6nicTepy B nayui

AHaHTa Megikeap
nro.

Benwvka
BpuraHis

['eTepo J1ab3
TimiTen, Hais;
ApTypa
dapmacbtoTika
n3 Mer.Jita.,
IHgis

IHais

BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis:
3MiHun | Tvny - 3MiHM 3 AKocTi. [OTOBMI NikapcbKui
3aci6. 3MiHM y BUpoOHMLTBI. 3amiHa abo BBeOEeHHs

[,00aTKOBOI AiNbHMLI BUPOOHMLTBA ANS YaCcTWHA
ab0o BCbOro BMPOGHMYOrO MPOLLECY FOTOBOrO
nikapcbKoro 3acoby (4inbHMUSA, Ha SKin
NpoBOAATLCA Oyab-sKi BUpoOHWYI cTapii, 3a
BUHATKOM BMWMYCKY CEpii, KOHTPOIIO SKOCTI,
NEPBVMHHOTO Ta BTOPWMHHOTO MaKyBaHHS, A
HECTEPUIBbHMX TiKapCbKMX 3acobiB) (BBEAEHHS
A00aTKoBOI BUPOOHMYOI AinbHULi ApTypa
®apmacsbtotikans lMet. JIta., IHais) CynyrHa 3miHa -
3MiHu 3 sikocTi. [oToBMI Mikapcbkui 3aci6. 3miHn y
BMPOOHUL TBI. 3amiHa abo BBeAEeHHst [,08aTKOBOI
AOinbHULi BUPOOHWLTBa ANS YacTuHM abo BCbOro

BUPOOHMYOro MpoLeCy FOTOBOro IiKapCbKoro
3acoby (AinbHULA AN BTOPUHHOTO MakyBaHHs). -
3MiHu 3 AKOCTi. [oTOBWUA _NiKapcbkui 3aci6. 3MiHn y

3a
peuyernmom

UA/15398/01/01
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n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

152.

BMPOBHUL TBI. 3amiHa abo BBeAEeHHst [04aTKOoBOI
OinNbHALI BUPOBHMLTBA ANSA YacTuHU abo BCbOro
BUPOGHMYOro MpoLLECy FOTOBOrO IiKapcbKoro
3acoby (AiNbHULA ANS NEPBYHHOTO  MaKyBaHHS)
(BBEOEHHA [00aTKOBOI BUPOOHMYOI AinbHULI
Aptypa ®apmacbtoTikana MNer. Jit4., IHain); 3minm |
Tuny - 3miHn 3 sikocTi. [oTOBMIA nikapcbkui 3aci6.
3MiHn y BUpobHUUTBI. 3MiHa iMnopTepa/3amiHy, Lo
CTOCWOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTI
roTOBOro Jikapcbkoro 3acoby (3amiHa abo
[odaBaHHs BUPOOHMKA, LLO BiAMNOBIgaE 3a
BBE3eHHA Ta/abo Bunyck cepii) - Bkntoyaroun
KOHTponb/BUNpobyBaHHA  cepii (BBEAEHHS
[00aTKOBOI BUPOOHWMYOI AinbHULi ApTypa
®PapmacktoTikana MeT. 1114, IHais)

153.

CUNAEHA®IT 50
AHAHTA

TabneTku, BKpUTI
nriBKOBOIO 0B OMOHKOH,
no 50 mr no 4 Tabnetku
y 6nicTepi; no 1
6nicTepy B nayui

AHaHTa Megikeap

Jiro.

Benuvka
Bpuranisa

[eTepo J1ab3
Nimiten, Hais;
ApTypa
dPapmacbloTika
na3 Mer. 4.,
IHOis

IHais

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3MiHn | Tuny - 3Minm 3 AkocTi. [oTOBUIN NiKapCbKuiA
3aci6. 3MiHM y BUpoOHMLTBI. 3amiHa abo BBEOEHHSs

[,00aTKOBOI AiNbHALI BUPOOHMLLTBA AN YaCcTUHA
abo BCbOro BMPOGHUYOrO MpOLLECY FOTOBOrO
nikapcbkoro 3acoby (AinbHMLS, Ha SKiv
npoBoaATbCA Gyab-ski BUpoGHWYI cTapii, 3a
BUHATKOM BMWMYCKY CepiA, KOHTPOIO SKOCTI,
NEPBVHHOTO Ta BTOPWMHHOTO MaKyBaHHS, Ans
HECTEPUIBHMX TiKapCbKWX 3acobiB) (BBeOEHHS
[00aTKOBOI BUPOOHMYOI AinbHuLi ApTypa
®apmacsktotikans MMet. JIra., IHais) CynyrHa 3miHa -
3MiHu 3 sikocTi. MoToBwiA nikapcbkum 3aci6. 3miHn y
BMPOGHUL TBI. 3amiHa abo BBeAEeHHst [04aTKOoBOI
OinNbHALI BUPOBHMLTBA ANS YacTuHU abo BCbOro

BYPOOHMYOrO MpOLLEeCy rOTOBOrO MiKapCbKoro
3acoby (AiNbHULSA ANS BTOPYHHOTO MakyBaHHS). -
3MiHM 3 sikocTi. oToBMIN MikapcbKuii 3aci6. 3miHn y
BMPOOHUL TBI. 3amiHa abo BBeAEeHHst [,08aTKOBOI
AinbHULi BUPOOHWLTBA ANS YacTuHM abo BCbOro

BUPOBHMYOro MpoLLecy roTOBOrO MiKapcbKoro

3acoby (AinbHULSA ANS NEPBUHHOTO  MaKyBaHHS)

(BBEOEHHS 004,aTKOBOI BUPOOHWYOI AinbHAL
Aptypa ®apmacbtotikana MNer. Jita., IHaisa); 3minm |
Tvny - 3miHn 3 SKocTi. [oToBMI nikapcbkui 3aci6.
3MiHn y BUpoOHMUTBI. 3MiHa imnopTepa/aMiHuy, LWwo

CTOCYtOTbCS BUMYCKY Cepii Ta KOHTPOSO SKOCTI
roTOBOro fnikapcbkoro 3acoby (3amiHa abo
AofaBaHHA BUPODOHWKA, Lo BiANOBIAGE 3a

BBE3eHHA Ta/abo Bunyck cepii) - Bkntoyaroun

KOHTponb/BUNpobyBaHHA  cepii (BBEAEHHS!
A00aTKOBOI BUPOOHWMYOI AinbHuLi ApTypa
®apmacbtotikana Met. Jra., IHais)

3a
peuennom

UA/15398/01/02

CIMBPUH3A®

Kpanmi O4Hi; no 5wmny

Hosaptic ®apma

LBeviLapis

AnKOH-

benbris

BHECEHHS 3MiH [0 PEECTPALLIVHAX MaTepianis:

3a

UA/15669/01/01
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Ymoeu

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

eidnycky

peecmpayitiHo
20
noceidYyeHHs

bnakoHax-
KpanenbHuuysx "[pon-
TelHep®"; no 1 abo 3
(r1aKoHM Y KapTOHHIN
KopobLi

Al

KyBpsop

3minn | Tuny - 3minm wopo 6e3nekn/ed ek TUBHOCTI
Ta apmakoHarnsagy. BeegeHHs abo 3miHu oo
y3aranbHEeHUX [AaHuX Mpo CUCTEMY
dapmakoHarnsaay (BBeAeHHS y3ararbHEeHUX AaHunx
npo cuctemy chapmakoHarnsgy, 3miHa
VOBHOBaXKEHOI  0COOM, BignoBigdanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTakTHOI ocobu 3
hapmakoHarnsay 3asiBHVKa ANSA 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHa
BiJ, YTOBHOBaXeHOI 0cobu, BiAMOBiAanbHOI 3a
34iMiCHEHHs bapmakoHarnsay (BKoYaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3miLLeHHi macTep-
arna cuctemmn apmakoHarnsgy)
(YnoBHoBaxxeHa ocoba 3asBHUKA A5 34iCHEHHS
dapmakoHarnaay. [itova pegakuis — IpeHe
Pe6onno. MpornoHoBaHa peaakuis —Mabpiena
Xekep-bap3. 3MiHa KOHTAKTHUX OaHWX
JMOBHOB&XXEHOI  0COOM. 3MiHa KOHTaKTHUX [aHuX
KOHTaKTHOI ocobu. 3miHa micLs 34iACHEHHS
OCHOBHOI AiiNbHOCTI 3 dpapMakoHarnsagy. 3miHa
HoMepa MacTtep-channa. 3miHa agpecu mactep-
davina) (TepmiH BBeO4EHHsI 3MiH MPOTAroM 6-Tu
MicsiLliB nicnsi 3aTBepAKeHHs1); 3MiHa 3asiBHUKA
(BnacHuka peecTpauinHoro nocsigyeHHs) (TepMmiH
BBEEHHA 3MiH MPOTAroM 6-Tu MicsAuiB nicns
3aTBEepAXEHHS1)

peyernnom

UA/7295/01/01

154.

CMNIPOHONAKTOH

nakeTax
nonieTuneHoBux Ans
dapmaLeBTU4IHOro
3aCTOCYBaHHs

MOPOLLIOK (CybCTaHUis) y

IMpAT
"®apmau eBTniHa
cipma "HapHiys”

YkpaiHa

TiaHOXWH
DKUHOKUH
®dapmac'toTika
n Ko., Iltg.

Kutan

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3minu | Tuny - 3minm 3 skocti. Ceptudpikar
BignosigHocTi/ME-cepTudikar BignoBigHOCTI

€Bponevicbkii hapmakonei/moHorpadii. MogaHHs
HoBoro abo oHoBMEHoro cepTudikara
BignoBigHOCTI abo BUNydeHHss cepTtudpikara
BiANoBiAHOCTI €Bponeiicbkin dapmakonei: ans Adl;
ANSA BUXOHOro Marepiany/peareHTy/npoMiXHOoro
MPOOYKTY, L0 BUKOPUCTOBYOTHLCS Y BUPODHMUL TBI
A®l; ons ponoMixHOI peqoBuHM (cepTudpikar
BignoBigHOCTI €Bponecebkin dapmakonei) - Hosui
cepTudiKaT Bif BXe 3aTBepaAXeHoro BUpODHMKa

(nogaHHa HoBoro CEP Ne RO-CEP 2012-185-Rev

00 anst A®| cniponoHaKkToOHy Bif, 3aTBEPOYKEHOrO

BUpobHWKa TiaHoxwH kuHoxuH ®apmac'toTikan
Ko., Jlta., Kuran 3 BignosigHMMmn 3miHamu B
creuudikauii Ta metTogax koHTponto AdI, acame -
npvBeaeHHs Y BiANOBIAHICTb NOKa3HUKa
«3arnuwKoBi KiNbKOCTi OpPraHiyHMX PO3YMHHUKIBY [0

Bumor CEP; - npvBegenHs y BignoBigHicTb
nokasHuKiB «Onucy «PO3YMHHICTbY,

«lgeHTndikauis», MutoMe onTudHe obepTaHHsY,

«BTpata B Maci npu BUCYLLYBaHHI», «CynbdarHa
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep

n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo

ynakoeka) 20
noceidYeHHs
3ona», «CynyrHi AoMilLKu», «BinbHi Tionosi
crionykuy, «Xpom», «KinbKicHe BU3HAYeHH» [0
MoHorpadii «Spironolactonumy»  EP; - nokasHukmn
«Tunosi AoMiLLKW», «BinbHi MepkanTunosi
cronykm» BunydeHi 3i cneymdikauii A®l); Sminm |
Tuny - 3miHn 3 gkocTi. APl CTabinbHicTb. 3miHa
nepiogy MOBTOPHWX BWNPODyBaHb/nepi oy
36epiraHHa abo ymoB 36epiraHHa APl (3a
BiJCYTHOCTI Y 3aTBepa>XeHOMY [0Cbe cepTudikara
BigNOBIgHOCTI €BponenchbKin apmakonei, Wwo
BK/1t0Ma€E Nepiog MOBTOPHOIO BUMPOG yBaHHS)
(nepion noBTOpHOrO BUNPOOYBaHHs/Ne pioa
36epiranHs) - 36inbLeHHs abo BBeAeHHS nepiogy
NOBTOPHOTO BUMNPoGYBaHHs/Mepiony 306epiraHHa Ha
OCHOBI pe3ynbTariB AOCMiXeHb Y pearnbHOMY Yaci
(BarBepaxeHo: TepmiH npuaaTHOCTi: 4 poku
3anporoHoBaHo: TepmiH MpuaaTHoOCTI: 4 poku, 3
HACTYMHNM MEPEKOHTPOrIeM )

155. | CTONEPAH Kancynu Teepgi no 2 mr IOHinao, 1M CLWA BMPOB HUK MonbLa/ BHECEHHSI 3MiH 4O PeECTpaLiiHux Marepianis: bes UA/4685/01/01
no 4 abo 8 kancyn y BignoBsiganbH1 Lsenuapis/ 3Minu | Tuny - 3minn 3 skocTi. Ceptudpikar peuenma
6nicrtepi; no 16nicTepy 1 3a ynaKkoBKY, IHpis BianosigHocTi/lE-cepTudikar BignoBigHOCTI
B KapTOHHIM nmavui KOHTpOnb Ta €Bponericbki papmakonei/moHorpadii. MogaHHs

BUMYCK Cepii HoBoro abo oHoBneHoro ceprudikara
roToOBOro BignoBigHOCTI abo BunNydeHHs cepTudikara
NPOAYKTY.: BiANOBIAHOCTI €Bponevicbkin dapmakonei: ans Adl;
TOB OC Onsi BAXOHOro Marepiany/peareHTy/npoMixxHoro
dapmauis, MPOAYKTY, LLLO BUKOPUCTOBYOTBCA Y BUPOOHUL TBI
Monblua; A®Il; onsa gonomixHOI peyoBuHN (cepTudikar
BMPOB HUK BiANoBigHOCTI €BponelicbKin dapmakonei) - Houi
BiANOBIiAaNbHA cepTudikar Big HOBOro BMpoOHMKa (3amiHa abo
1 3a [OOMNOBHEHHS) (3MiHay napametpax cneuudikauii
BMPOO HULL TBO, A®I nigpo3ain 3.2.5.4.1: BBEOEHHA 40QATKOBUX
KOHTpOmb Ta napameTpiB (3anuiKoBi PO3YMHHUKIL: TONYon — He
BUMYCK 6inbwe 890 ppm, meTaHon —He 6Ginble 3000 ppm,
NPOZYKTY in aueToH — He Ginblue 5000 ppm) ANs akTUBHOI
bulk PEYOBMHM Forepamiady rigpoxnopua BYPOOHMLTBA
CsiccKo M/S Lake Chemicals Private Limited. CynyTHs
Cepsices AT, 3MiHa - 3MiHm 3 skocTi. A®l. KoHtponb A®I. 3miHay
Lsenuapis; napametpax cneuudikauin Ta/abo gonycTummx
BMPOB HUK MeX, BU3Ha4eHux Yy crieuudpikadisx Ha AP, abo
BiAnoBiganbHA BUXOHWA/NPOMDKHWA  MPOAYKT/peareHT, Lo
" 3a BUKOPUCTOBYIOTLCS Y npoueci BupobHuyTBa AdI
BMPOO HULL TBO, (iHWi 3miHKW) (3miHa y napameTpax cneyudikauii APl
KOHTPONb Ta nigpo3ain 3.2.5.4.1: BBeAeHHA 404aTKOBMX
BUMYCK napameTpiB (3anuLKoBi PO3YMHHVKU: TOMYONn —He
NPOAYKTY in 6inblue 890 ppm, meTaHon —He Ginbwe 3000 ppm,
bulk aueToH — He 6inblie 5000 ppm) ANS aKTUBHOI
CTpaitgc PEYoBMHM ronepamiady rigpoxnopun BYpPOOHWULTBA

LLlacyH

M/S Lake Chemicals Private Limited); 3minu | Tuny
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[IponoBsxeHns nogarka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
Nimiten, HAOis - 3MiHM 3 sikocTi. [oToBUI Nikapcbkuii 3aci6. 3MiHn

AinbHULi BUPOOHWLTBA ANSA YaCcTUHM abo BCbOro
BUPOOHMYOro MpoLLECy FOTOBOrO IiKapCbKoro
3acoby (ainbHUU A, Ha sKi NPoBOAATLCS Oyab-sKi
BMPOOHWI CTafii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOIIO SIKOCTi, NEPBMHHOTO  Ta BTOPVMHHOIO

(BBEOEHHA [0AATKOBOI AiNbHULI BUPOOHMLTBA
Crpaviac Wacyd TNimiTten, IHais (BupobHuk
BigNOBiganbHWA 3a BUPOOHWLTBO, KOHTPOMb Ta
BUNYCK MpogyKTy in bulk) (TepmiH BBeAeHHs 3MiH
MpOTSroM 6 -TU MicALIB MiCNA 3aTBEpOXKEHHS)
CynyrHa 3MiHa - 3MiHM 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBoro
nikapcbkoro 3acoby (iHwi 3MiHM) (3MiHa Yacy
npomixxHoro 36epiranHs (holding time)
Hepo3dhacoBaHoro npoaykTy 3 30 gHiB 00 6
MmicsuiB) (TepMiH BBegeHHS 3MiH NpoTsirom 6 - Tv
micsauiB nicnsa 3arBepaxenHs); 3miHn | Tuny - 3miHn
3 skocTi. CepTudikat BignosigHocTi/ME-cepTudikar
BiAMOBIAHOCTI €BponeichbKii
hapmakonei/moHorpadii. MNogaHHa Hoeoro abo
OHOBIIEHOrO cepTudikara BignoBigHOCTI abo
BUMNYMEHHA cepTudikara BignoBigHOCTI
€Bponevicbkii hapmakonei: ans A®l; ans
BMXQHOrO Marepiany/peareHTy/npoMixHOro
MPOAYKTY, LLLO BUKOPUCTOBYOTBCA Y BUPOOHUL TBI
A®Il; onsa gonomixHoi pedosuHn (E-cepTudpikar
BignoBigHOCTI €BponeichbKin apmakonei ans
Adl/BuxigHOro marepiany/peareHTy/npomixHoro
npoayKTy abo JOMOMiXHOI peqoBuHW) - HoBui
cepTudikar ansi BUXgHoro
Martepiany/peareHTy/npomixHoro  npogykTy abo
[OMOMIDKHOI PeYOBUHM Bif, HOBOTO abo Bxe
3aTBepAXeHoro BUpODOHMKa (AodaBaHHsA
cepTudikary BignoBigHOCTI €BponencbKol
apmakonei AnsxenatuHy Big BUPOOHUKa
Rousselot: Ne R1-CEP 2001-332-Rev 02 (ans
HOBOro BMpPOOHMKa Kancyn >xenartuHoBux — ACG
Associated Capsule Pvt Ltd.). - gogaBaHHs
cepTudikary BignoBiAHOCTI €BpONencbKol
hapmakonei AnsxenatuHy Big BupobHuka Pioneer
Jellice India Private Limited: Ne RO-CEP 2008-048-
Rev 00 (ans Hooro BMpoGHMKa Karcyn
xenartuHoBux — ACG Associated Capsule Pvt Ltd.).

- [ofdaBaHHA cepTuddikaTy BiAMNOBIgHOCTI
€Bponevicbkoi  hapmakonei A8 XenaTuHy Bif

y BUpOOHMLTBI. 3amiHa abo BBegeHHs1 [4,04aTKOBOI

NaKkyBaHHs, OIS HECTEPWIbHUX NiKapCbKuX 3acobiB)
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs

BupobHuka Gelita Group: Ne R1-CEP 2000-050-
Rev01 (ans HoBoro BMpobHWKa Kancyn
xenatuHoBux — ACG Associated Capsule Pvt Ltd.).
- AoQaBaHHA cepTudikaTty BiAMOBIAHOCTI
€Bponeyicbkoi  hapMakoriei 4ns xenaTuHy Big
BupobHMKa NTP Gelatine Pwvt. Ltd: NeR1-CEP 2004-
157-Rev 00 (gns HoBOro BMpPOGHMKA Karcyrn
enartuHoBux — ACG Associated Capsule Pvt Ltd.).
- [odaBaHHA cepTudikaTy BigMNoBigHOCTI
€Bporieicbkoi  hapmakoriei A4 xenaTuHy Big
BupobHuka Gelco S.A.S.: Ne R1-CEP 2006-086-
Rev 00 (ans Hooro BMpoGHMKa Karcyn
xenaruHoBnx — ACG Associated Capsule Pvt Ltd.).
- fofdaBaHHA cepTuddikaTy BiAMNOBIAHOCTI
€Bponericbkoi hapmakonei Ans kenaTuHy Big
BupobHuka Rousselot: Ne R1-CEP 2000-029-Rev
04 (ans HOBOro BMPOOHMKA Karncyn XenaTuHOBMX —
ACG Associated Capsule Put Ltd.). - oHOBNeHHS
['E-cepTudpikara BianoBiAHOCTI €BpONENCLKOI
dapmakonei Ans AOMNOMIKHOI PEYOBMHN — KenaTuH
B BMpobHMKa Rousselot 3: R1-CEP 2000-027 -
Rev 00 Ha R1-CEP 2000-027 -Rev 02); 3Minu |
Tuny - 3minn 3 skocTi. CepTudpikar
BignosigHocTi/TE-cepTudikar BignoBigHOCTI
€Bponeicbki hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMNeEHoro ceprudikara
BiANOBiAHOCTI abo BUNyYeHHsT cepTudikara
BiANOBIAHOCTI €Bponevicbkin dapmakonei: aonsa AdI;
ANs BUXOHOro Marepiany/peareHTy/npoMiXHOoro
MPOAYKTY, LLLO BUKOPUCTOBWOTLCS Y BUPOOHUL TBI
A®l; ans gonomixHoi pevoBuHn (IE-cepTudpikar
Bi4NOBIAHOCTI €BponencebKin dapmakonei ans
AdI/BuxigHOro marepiany/peareHTy/npomixHoro
npoayKTy abo JOMOMIXHOI peqoBuHN) - Hoswi
cepTudikaTt gnsa BuxigHoro
Marepiany/peareHTy/npoMiXHOro  mpoaykTy abo
[OMOMIXKHOI pevOBUHU Bif HOBOro abo Bxe
3aTBepaXeHoro BUpoOHMKa (nopaHHs Hosoro [E-
cepTudikara BignoBigHOCTI €BponencbKol
apmakonei Ans SOMOMIKHOI PEYOBUHN — XKemnaTuH:
- Ne R1-CEP 2000-045-Rev 03 Big BvpobHuka PB
GELATINS (ans 3arBepaeHoro BUpobHuKa
kancyn xenaruHoBnx — Capsugel) - Ne R1-CEP
2001-424 -Rev 03 Big BupobHuka GELITA GROUP
(ons 3aTBepaAXEHOro BUPOOHMKA Karcyn
»enatuHoBux — Capsugel) - Ne R1-CEP 2000-029-
Rev 05 Big BupobHka ROUSSELOT (ans
3aTBepAXEHOro BMPOOHMKA Karncyrn >XenaTtuvHOBUX —

Capsugel); 3minm | Tuny - 3MiHM 3 SKOCTI.




69

[IponoBsxeHns nogarka 3

Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs

Ceptuddikart BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpONevchbKii
apmakonei/MmoHorpadii. MNogaHHA HoBoro abo
OHOBMEHOro ceprudikara BianosigHOCTI abo
BUMNYMEHHA cepTudikaTta BifnoBigHOCTI
€Bponevicbkii papmakonei: ans A®l; ans
BMXQHOrO Martepiany/peareHTy/npoMixHOro
MPOOYKTY, LU0 BUKOPUCTOBYOTLCSA Y BUPODHULTBI
A®Il; onsa gonomixHoi peyosuHn (E-cepTudpikar
BigNOBIAHOCTI €BponenchbKin apmakonei ans
Adl/BuXigHOro marepiany/peareHTy/npomixxHoro
npoayKTy abo 4onomMixkHOI peyvoBuHWM) - OHOBMEHWI
cepTudikar Bif Bxe 3aTBepAXKeHOro BMPODHMKa
(oHoBneHHa [E-cepTudikara BignosigHOCTI
€Bponevicbkoi  hapmakonei Ans 40noMibKHOI
peyoBUHM — XenaTtuH Big BUpoGHuKka Gelita Group
3: R1-CEP 2003-172 -Rev 00 Ha R1-CEP 2003-172
-Rev 01 (ans BvpobHWKa Kancymn »enaTuHOBUX —
Capsugel Ta ACG Associated Capsule Pvt Ltd.); -
oHoBneHHa [E-ceptudpikara BignosigHOCTI
€Bponeicbkoi  hapmakonei Ans 4oMoMDKHOI
peYoBUHM — xenaTuH Big BUpobHuKka Gelita Group
3: R1-CEP 2000-050-Rev 01 Ha R1-CEP 2000-050-
Rev 02 (ans BupobHuka kancyn >xenatuHoBux ACG
Associated Capsule Pvt Ltd.); - oHoBneHHa [E-
cepTudikara BigNoBigHOCTI €BpoNencLKol
hapmakonei 4515t LONOMIXKHOI PEYOBUHM — KenaTuH
Big BpobHuka Rousselot 3: R1-CEP 2000-029 -
Rev 04 Ha R1-CEP 2000-029 -Rev 05 (ons
BMpoOHMKa karcyn xenatuHoBux ACG Associated
Capsule Pt Ltd.); 3minu | Tuny - 3miHu 3 skocTi.
Ceprwudikar signosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponeicbkii
dapmakonei/moHorpadii. MNogaHHa Hosoro abo
OHOBIEHOro ceptudikara BignoBigHOCTI abo
BUIMYYEHHS cepTudikara BianoBigHOCTI
€Bponevicbkinn papmakonei: ans APl ans
BMXIHOTO Marepiany/peareHTy/np oMixHoro
MPOAYKTY, LLLO BUKOPUCTOBYOTBCS Y BUPOOHUL TBI
A®l; ans ponomixHoi pedoBuHn (IE-cepTtudpikar
BignoBigHOCTI €BponencebKin apmakonei ans
AdI/BuXigHOro Marepiany/peareHTy/npomixHoro
NpoayKTYy abo AOMOMIXHOI peyoBuHN) - BunydeHHs
ceptudikartis (y BUNagKy HasiBHOCTI
MYNbTUNNETHOrO cepTudikara Ha marepian)
(BunyqenHHs E-cepTudpikarta BigNOBIiAHOCTI
€Bponevicbkoi hapmakonei Ans 40MnoM KHOI
peyoBuHN —xenatuH: - R1-CEP 2004-022 -Rev 00

Big BupobHuka PB Leiner Argentina S.A.(ans
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BUpOGHMKa Kancyn >xenatuHoBux — Capsugel); -
RO-CEP 2008-048 -Rev 00 Big BupobHuka Pioneer
Jellice India Private Limited (gns BupoGHuka kancyn
xenartuHoBux — ACG Associated Capsule Pvt Ltd.);
- R1-CEP 2004-157 -Rev 00 Big Bupo6Huka NTP

GELATINE PVT. LTD (ans supobHuka kancyn
wenaruHoBux — ACG Associated Capsule Pvt Ltd.)

156.

CTOMNMIIPEH

TabneTku, BKpUTI
NMiBKOBOIO 0DOIOHKOI0,
no 50 mr no 6 Tabnertok
y 6nictepi; no 1
6nicTepy B nayui

MMAT "KuiBcbkun
BiTaMiHHWUIA 3aBoa"

YKkpaiHa

MMAT
"Kui BCbKUI
BiTamMiHHWI

3aBoa”

YKpaiHa

BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis:
3minm Il Tuny - 3miHa BUpOGHKKa
BUX/QHOrO/MPOMIDKHOTO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHUYOMY npoueci AdI,
abo 3miHa BUpoOHUKa (BKIoYaoum, Ae HeobXiaHo,
MicLe npoBeaeHHs KOHTporto sikocTi) APl (3a
BiJCYTHOCTI cepTudikara BianoBigHOCTI
€BporeVicbKin hapmakonei y 3aTBepaXeHoMY
nocbe)(BBeaeHHss HoBoro BupobHka Al 3
HafgaHHAM macTep-danna Ha APl) - BBeaeHHs
noaarkoBoro BupobHuka AdI

3a
peuernom

UA/7229/01/01

157.

CTOMNMIIPEH

TabneTku, BKpUTI
nniBkoOBOO 0BOMOHKOLO,
no 100 mr no 3 TabneTkn
y 6nictepi; no 1
6nicTepy B nayui

MMAT "KuiBcbkun
BiTaMiHHWUIA 3aBoa"

YkpaiHa

MMAT
"Kui BCbKUI
BiTamMiHHWI

3aBoa”

YKpaiHa

BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis:
3Minu Il Tuny - 3mMiHa BUpPOG HUKa
BUX/AHOrO/MPOMIDKHOTO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHUYOMY npoueci AdI,
abo 3miHa BUpoOHUKa (BKIHoYaoum, Ae HeobXiaHo,
MicLe npoBeaeHHs KOHTporto sikocTi) APl (3a
BiJCYTHOCTI cepTudikara BianoBigHOCTI
€BponeVicbKin hapmakonei y 3aTBepaXeHoMY
[ocbe)(BBeaeHHss HoBoro BupobHka Al 3
HafgaHHAM macTep-danna Ha A®l) - BBeaeHHs
[o4aTkoBoro BupobHuka Al

3a
peuyernmom

UA/7229/01/02

158.

CYMIL AT
IHFANALIA

po3umH, o 40 mny
dnakoHax

MPAT
"®ITOPAPM"

YkpaiHa

MPAT
"®ITOPAPM"

YKkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHiX MarTepianis:
3MiHu | Tuny - 3miHa y MeTogax BUnpobyBaHHs!
rOTOBOrO MiKapCbKOro 3acody; CYMyTHA 3MiHa: 3MiHa
napameTpiB crneyudikauivi Ta/abo 4onycTUMUX Mex
roToBOrO Mikapcbkoro 3acoby; 3minu Il Tuny - 3amiHa
BMPOOHMKA BUXiAHOrO/MPOM iDKHOTO
NPOAYKTY/pPeareHTy, LU0 BYUKOPUCTOBYIOTLCA Y
BMpobHM4oMY npoueci ADI, abo 3miHa BMPODHUKa
(BkMtoYaoun, Ae HeobXAHO, MicLie NPoBEneHHs
KoHTponto sikocTi) ADI (3a BiAcyTHoCTi cepTudikara
BiANOBIAHOCTI €BponeichbKin dapmakonei y
3aTBepAXeHOMY [A0Cbe)(BBEOEHHS HOBOrO
BMpoBHMKa APl 3 HagaHHIM MacTep-chaina Ha
A®I) - BBEOEHHSA HOBOrO BUPOOHMKA Aito4oi
peyoBuHM MeHTony

6e3
peuennma

UA/0272/01/01

159.

TAHAKAH®

pO34MH oparbHur, 40
mMr/mn no 30 mny
dnakoHi; no 1 dnakoHy
y KOMMNMEeKTi 3
[,03aTOPOM Y KapTOHHI

INMCEH ®PAPMA

PpaHLis

BOPYP
INCEH
IHOYCTPI

PpaHu i

BHECEHHS 3MiH 4O peeCTpaLivHAX MaTepianis:
3MiHM | Tuny - 3MiHa NPUCTPOIB 415 BUMipHOBaHHS
n031 abo BBeAEHHA NikapcbKoro 3acoby - 3amiHa
MapkyBaHHsi CE Ha wnpuyi, L0 BUKOPUCTOBYETLCSA

y SIKOCTi NPUCTPOIO A5 BUMipIOBaHHA [,03U

3a
peuernom

UA/9843/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

KopobLi

nikapcbkoro 3acoby (3MiHa 4-3Ha4yHoro Homepa
HoTudpikoBaHoro opraHy ceptudikauii 3 CE 0398 Ha
CE 0459). MakyBanbHWiA MaTepian He 3MiHMBCS.
BBeaeHHsA 3MiH npoTAromM 6-m micAudiB nicns
3aTBepPOKEHHA

160.

TA®PJIOTAH®

Kpanmi o4Hi, 15 MKr/mn
no 0,3 mn y Tio6uk-
KpanenbHuui; no 10
TOOVK-KpanenbHULb y
nakeri i3 gponbru; no 3
nakeTn B KapTOHHIN
KOpob L

CaHteH AT

DiHNAHaIA

CaHteH AT

[OTERE]

BHECEHHS 3MiH [0 peeCTpaLivHAX MaTepianis:
3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnaay. BHeceHHs abo 3amiHa(n) oo
3000B'si3aHb Ta YMOB Budadi peecTpaLiiHoro
nocBifYeHHs, BKtoYaoun MNMnaH ynpasniHHA
pu3vKamu (3acTocyBaHHsi 3MiH(M), siki(a)
BUMaratloTb(€) noaanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHMMU, L0 MaloTh HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKiNbKW BUMaraeTbes
CYTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKkTY 2 gogarky 15
po [NopsgKy NpoBeneHHs ekcnepTusun
peecTpauiHiX maTtepianiB Ha Nnikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy peecTpauito
(nepepeecTpaLito), a TakoX eKcrnepTv3n marepianis
Npo BHECEHHA 3MiH 0 peecTpauinHux martepianis
NPOTSroM Aii peecTpaLiiHoro nocBigyeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne
460)

3a
peuyernmom

UA/9952/01/01

161.

TADJIOTAH®

Kpanni o4Hi, 15 MKr/mn
no 2,5 mn 'y pnakoHi; no
1 cdonakoHy 3
KpanernbHuL e -
HakiHLiBHUKOM Ta
KPULLKOKO B KapPTOHHIl
Kopob Ui

CaHteH AT

diHnaHaia

"in bulk’,
nepevHHE
naKyBaHHs:

CaHteH

dapmacbtoTika
n Ko., Nnra.,
CiralnaHT,
AnoHis;
BiAnoBiganbH
1 3a BTOpWHHE
nakyBaHHsi Ta
BUMYCK Cepii:
CahteH AT,
diHnsaHaia

AnoHis/
diHnaHaia

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minm Il Tuny - 3miHn Wwoao 6e3nekn/ed ek TUBHOCTI
Ta dpapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[0AaTKOBUM [@aH/MU, WO MaloTb HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKM BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpraHom) -
BMKOHaHHS 3000B'si3aHb BiAMOBIAHO A0 MiANYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
po MNopsinky NpoBEOEHHsT eKcrepTu3un
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, LWo
nopalTbCs Ha AepxaBHy peecTpalito
(nepepeecTpalito), a Takox ekcnepTv3v marepianis
Npo BHECEHHA 3MiH [0 peecTpauiiHuXx Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuennom

UA/10158/01/01

162.

TU3WH® KCUTO

Kpanni HazanbHi, po34nH
0,05 % no 10 mny

MakHin NpogakTc
Jlimiten

CnonyyeHe
KoponiscTBo

DAMAP
OPJIEAH

DpaHuis

BHECEHHSI 3MIiH [0 peecTpaLivHux Marepianis:
3Minm Il Tuny - 3miHm oo 6e3nekn/ed eKTYBHOCTI

bes
peuenna

UA/4817/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

dnakoHi; no 1 drakoHy
Y KapTOHHI ynakoBLi

Ta dpapmakoHarnsay. BHecenHs abo 3miHa(u) o
30008B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHs, BktoYaoun MNMnaH ynpasniHHa

pusvkamu (3acTOCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) Nnoaanbworo obrpyHTyBaHHs HOBUMU
[0AAaTKOBUM [@aHMMU, WO MaloTb HafaBaTucst
KOMMETEHTHUM OpPraHoOM, OCKiNbKW BUMaraeTbecs
CyTTEBA OLiHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'si3aHb BiAMOBIAHO 40 NiAMYHKTY
2.3 nyikTy 2 popatky 15 go Mopsaaky npoBedeHHs
eKCrepTM3nN peecTpaliHMx martepianis Ha
nikapcbKi 3acobu, L0 NofalnTbea Ha AepxaBHy
peecTpauito (nepepeecTpauito), a Takox
eKcnepTu3n marepianis NPO BHECEHHS 3MiH 4O
peecTpauinHMx martepianis npoTsroMm Aii
peecTpaLiiHOro MocBigYEHHS, 3aTBEPAXKEHOro
Hakasom MO@ Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

163.

TU3NH® KCUNo

Kpanmi HaszanbHi, PO34uH
0,1 % no 10 mny
drakoHi; no 1 dnakoHy
Y KapTOHHIW ynaKoBLi

MakHin MpogakTc
TNimiten

CnonyyeHe
KoponiscTBo

PAMAP
OPJIEAH

PpaHuis

BHECEHHS 3MiH 4O peecTpauiiHiX Marepianis:
3Minm Il Tuny - 3miHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnaagy. BHeceHHs abo 3amiHa(n) oo
30608B's3aHb Ta YMOB BUAadi peecTpaLiiHoro
nocBigYeHHs!, BkMtoYaroum MnaH ynpaeniHHa
pu3vKamu (3acTocyBaHHsi 3MiH(M), siki(a)
BUMaratoTb(€) noaanbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBUM [aHMMU, L0 MaloTh HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKiNbKW BUMaraeTbes
CyTTEBA OLiHKA KOMMNETEHTHUM OpraHoM) -
BukoHaHHs 3060B'si3aHb BiAMOBIAHO A0 NiANYHKTY
2.3 nyHkTy 2 popatky 15 o NopsaKy nNpoBeAeHHs
eKCrnepTm3n peecTpauiviHuX marepianis Ha
nikapcbKi 3acobw, L0 NoAaloThCA Ha OepXKaBHY
peecTpauito (nepepeecTpaliio), a Takox
E€KCMEePTM3N MarepianiB NPO BHECEHHA 3MiH 4O
peecTpauinHMx marepianis npoTaroMm Aii
PEeECTpaLiiHOro MOCBIAYEHHS], 3aTBEpPAXEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peuennma

UA/4817/01/02

164.

TPABATAH®

Kpanni o4Hi, 40 MKr/mMn
no 2,5 mn y gnakoHi-
KpanenbHuui; no 1abo
no 3 pnakoHu-
KpanenbHuui B
NPOMXHIN ynakoBLi 3
donbru B KOpobLi 3
KapToHY

Hosaptic ®apma
Al

LLsenapis

AnKoH-
KyBpbop

benbris

BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis:
3miHn | Tuny - 3minm wopo 6e3nekn/ed eKTUBHOCTI
Ta apmakoHarnsay. BeegeHHs abo 3miHu oo
y3aranbHeHUX [aHnX npo cucTemy
dapmakoHarnaay (BBEOEHHS y3ararbHEHUX AaHuX
npo cuctemy dapmakoHarnsgy, 3miHa
JMIOBHOBaXKeHOI  ocobu, BiANoBiAanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asiBHVKa ANSA 3[4iNCHEHHS
dapmakoHarnagy B YKpaiHi, K0 BoHa BigMiHHa
BiJ, YTOBHOBaXEHOI 0cobu, BiAMOBiAaNbHOI 3a

3a
peuenmom

UA/12422/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

3JiNCHEHHA hapmakoHarnsay (BKo4vaium
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
(harna cuctemu apmakoHarnsay)
(YnoBHoBaxkeHa ocoba 3asiBHVKA O51s 34iACHEHHS
dapmakoHarnagy: [itova penakuis — IpeHe
Pe6onno. MponoHoBaHa pepakuis —Mabpiena
Xekep-bap3. 3MiHa KOHTaKTHUX AaHWX
VIOBHOB&XKEHOI  0COOW. 3MiHa KOHTaKTHUX [aHuX
KOHTaKTHOI ocobu. 3MiHa MicLa 3iNCHEHH:A
OCHOBHOI  AiNbHOCTI 3 dhapMakoHarnsagy. 3miHa
Homepa macTtep-channa. 3miHa agpecu mactep-
daina) (TepmiH BBeAeHHsI 3MiH NpoTArom 6-tu
MicCsILliB nicnsi 3aTBepakeHHs1); 3MiHa 3asiBHUKA
(BnacHuka peecTpauiiHoro nocsigyerHs) (TepMiH
BBEEHHS 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS)

165.

TCAPT 40

Tabnetku no 40 mr, no
10 Tabnertok y 6nicrepi;
no 1 6nictepyy
KapTOHHIW ynakoBLi

Arkem
Jabopatopia JITg

IHOis

Ankem
JlaGopatopia
Nito

IHais

BHECEHHS 3MiH 40 peeCcTpaLivHiX Marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecu micus MpoBadKeHHs
[isinbHOCTI BUpOBHUKal/imnopTepa roToBoro
NiKapcbkoro 3acoby, BKIHOYAYM OiNbHNLL BUMYCKY
cepii abo MicL e NpoBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a sIKYy BigMNOBIAaE BMPODHUK/iMNopTep,
BKITH0Ma0uM BUMYCK cepin) (3miHa agpecu
BMpo6HWKa, 6€e3 3MiHV MicL s BUpOOHUL TBA)

3a
peuyermom

UA/15022/01/01

166.

TCAPT 80

Tabnerkuno 80 mr, no
10 Tabnertok y 6nicrepi;
no 1 6nictepyy
KapTOHHIW yrnaKoBLi

Arnkem
Tabopatopia JITg

IHOis

Ankem
JlaGopatopia
Jito

IHais

BHECEHHS 3MiH 40 peecTpaLliiHiX Marepianis:
3MiHn | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
HaMeHyBaHHA Ta/abo agpecu micus NpoBadKEHHs
nisnbHOCTI BUpOBHMKa/imnopTepa roToBOro
nNiKapcbkoro 3acoby, BKITOYa0uM AiNbHUL BUNYCKY
cepii abo MicL e NPoBEOEHHST KOHTPOMO SKOCTI.
(BisnbHICTb, 3a sIKy BigMOBiAaE BMPODHUK/iMNopTep,
BKITt04al0uM BUMYCK cepin) (3miHa agpecu
BMPOOHMKA, 6€3 3MiHM MicL st BUPOD HULITBA)

3a
peuyermom

UA/15022/01/02

167.

YHIKITO®EH

Kpanni o4Hi, po3ymH 0,1
% no 5 Mn y KoHTeviHepi-
KpanenbHuui; no 1

KOHT eHepy-
KpanenbHuui B
KapTOHHIN Kopobui

TOB "YHIME[Q
DAPMA"

CnoBaubka
Pecnybnika

TOB "YHIMEN
DAPMA"

CnoBaubka
Pecnybnika

BHECEHHS1 3MiH O PeeCTpaLiiHux Marepianis:
3Minm | Tuny - 3MiHn WwWono 6e3nekn/edeKTUBHOCTI
Ta apmakoHarnsagy. BeegeHHs abo 3miHu oo
y3aranbHeHUX [aHnX npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3ararbHEeHUX AaHunx
npo cuctemy dapmakoHarnsgy, 3miHa
JMIOBHOBaXKeHOI  ocobu, BiANoBiAanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHVMKA ONS 34iACHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BigMiHHa
BiJ, YTOBHOBaXeHOI  0cobu, BiAMOBi4aNbHOI 3a
34iViCHEHHs bapmakoHarnsgy (BKoyaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu papmakoHarnagy) - Hitoya
pepakuif: OcbMak €BreH [MuTpoBKY.

3a
peuenmom

UA/7856/01/01
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
[NponoHoBaHa pepakuis: KanawHuk Jlapuca
OnekcaHgpiBHa. 3MiHA KOHTAKTHUX OaHWX
168. | YHIUTAT Kpanmni o4Hi, po3uymH, 50 TOB "YHimen CnoBalbka TOB "YHimen CnoBalbka BHECEHHS1 3MIiH [jO PeECTpaLiHUX MaTepianis: 3a UA/14038/01/01
MKr/Mnno2,5 mny dapma" Pecnyonika dapma” Pecnybnika 3MiHu | Tuny - 3MiHn Wopo 6e3nekn/ed eKTUBHOCTI peuyernnom
dnakoHi-KpanenbHuLi; Ta papmakoHarnsay. BeeneHHs abo 3MiHv oo
no 1 donakoHy- y3ararnbHEeHUX AaHuX Mpo CUCTEMY
KpanenbHuLi B hapmakoHarnsiay (BBeAEHHSI y3ararbHEHUX AaHux
KapTOHHi Kopobui npo cuctemy chapmakoHarnsgy, 3miHa
YOBHOBaXKEHOI  0CcOOM, BignoBiganbHOI 3a
3[iNCHEHHA hapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHMKA ONS 34iACHEHHS
dapmakoHarnsagy B YKpaiHi, KLLO BOHa BigMiHHa
BiJ, YTOBHOBaXeHOi 0cobu, BiAMOBi4anbHOI 3a
3iCHEHHA hapmakoHarnsay (BKo4vaium
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
daina cuctemu bapmakoHarnsgy) - itova
penakuist: Ocbmak €BreH IMutpoBumy.
[NponoHoBaHa pepakuis: KanawHuk Jlapuca
OnekcaHgpiBHa. 3MiHA KOHTAKTHWUX JaHWX
169. | YHI®PNTOKC Kpanmi O4HI/BYLLHI, TOB "YHIMEQ CnoBaubka TOB "YHIMEL CnoBaubka BHECEHHSI 3MIiH [0 PeecTpaLivHuX Marepianis: 3a UA/12837/01/01
po3unH 0,3 % no S5mny DAPMA" Pecnybnika PAPMA" Pecnybnika 3MiHu | Tuny - 3MiHu Wopo 6esnekn/ed ekTMBHOCTI peyermom
nnacTUKOBOMY Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
KOHTenHepi- y3aranbHeHVUX [AaHuX Mpo CUCTEMY
KpanenbHuui; no 1 dapmakoHarnaay (BBeOEHHS y3ararbHeHUX AaHux
KOHT eHepy- npo cuctemy dbapmakoHarnsay, 3miHa
KpanenbHuui B JIIOBHOBaXKeHOI  ocobu, BiANoBiAanbHOI 3a
KapTOHHIN Kopobui 3[iCHEHHA hapMakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnsay 3asiBHMKA ONS 34iACHEHHS
dapmakoHarnagy B YKpaiHi, SKL,0 BoHa BiAMiHHA
BiJ, YTOBHOBaXeHOI 0cobu, BiAMOBi4aNbHOI 3a
34iViCHEHHs bapmakoHarnsgy (BKoyaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
danina cuctemu papmakoHarnsagy) - Hitoya
penakuist: Ocbmak €BreH OMutpoBumy.
MponoHoBaHa pepakuis: Kanawhuk Japuca
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX JaHuX
170. | ®PAMATEIN- TabreTkn, BKpUTI ToBapuCTBO 3 YKpaiHa BCI cTagii Ykpai Ha BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis: 3a UA/1120/01/02
300POB'A ®OPTE obonoHkoto, no 40 mr, 06 MeKeHoo BUPOG HUL TBA, 3MiHV | TUMy - BUNYMEHHA BUPODHWYOI  AiNbHL peyernmom
nns TOB BiANOBiAANbHICTIO KOHTpPOnb (Bkmtovaoum ginbhuui ans A®I, npomixkHoro
"®apmaL eBTn4Ha "®apmaL eBTn4Ha SIKOCTI, BUNYCK npoayKTy abo rotoBoro mnikapcbkoro 3acoby,
KoMmnaHia "3aopos'a": no KOMNaHis cepii: OiNbHYLI NS NPOBEAEHHS MaKyBaHHs, BUPOOHMKA,
10 Tabnetok y "3aopoB's"” ToBapucTBo 3 BiNOBiAanbHOro 3a BUMYCK cepii, micue
6nictepax no 10 006 MexeHo NPOBEAEHHS KOHTPOMIO cepii) abo moctavanbHuka
Tabnetok y 6nicTepi; no BignosiganbHi BUXHOrO Martepiany, peareHty abo JonomixHol
1 abono 2 6nictepuB CcTHO PEYOBUHM (SIKLLLO 3a3HAYEHO Y [OChE); CYMYTHS
KapTOHHI kopobui; ans "PapmaueBTu 3MiHa: 3MiHa y napameTpax cneuudikauin Ta/abo
TOB "®APMEKC YHa KOMMaHis OONYCTUMUX MEX, BU3HAYEHWX Y creumdikauisx Ha
MPYMN": no 10 Tabnetok "3gopos'a", A®I, ab0 BUXAHWA/MPOMIDXXHWIA  NPOQYKT/peareHT,
y 6nicTepi; no 1 YkpaiHa; BCi LLIO BUKOPUCTOBWOTbLCS Y NpoLieci BupobHuutea AdI
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Ymoeu

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

6nicTepy B KapTOHHIN
Kopob L

cragii
BMPOOHUL TBA,
KOHTpOInb
AKOCTI:
ToBapucTBo 3
06 M exeHo
BiANOBiganbHi
CTio
"OAPMEKC
reyn",
YkpaiHa

- BUNYMeHHst BUpobHuka AdI damoTtugmHy Ta, sk
Hacnigok, BANYMEHO MOKa3HWK «3anuwikosa
KiNbKICTb OpPraHiYHUX PO3YMHHUKIBY; 3MiHW | Tuny -
MoAaHHS HOBOro cepTudikary Bif Bxe
3aTBEpAKEHOr0 BUPODHMKA; CYNyTHA 3MiHa: 3MiHay
napametpax cneuudikauin Ta/abo gonyctummx
MexX, BU3Ha4eHux Y crieludpikadisix Ha AP, abo
BUXIOHWA/MPOMDKHWA  MPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCA Y npoueci BupobHuytea AdI -
3MiHa y MeTogax BunpobyBaHHa AP| abo BUXaHOrO
Martepiany/npoMixXHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCH Y mpoLieci BUpoOHuuTBa APl
(iHWi 3miHn y meTogax BunpobyBaHHA  (BKIHOYaO4n
3amiHy abo gornoBHeHHs) APl abo
BMX4HOro/MPOMIXKHOr0  NMPOAYKTY) - NOAAHHS HOBOroO
CEP Ne R1- CEP 2000-062 Rev 04 Big Bxe
3arBepaxeHoro BupobHuka AP hamotuanHy, 3i
3MiHOIO HallMEHYBaHHS Ta 3 YTOMHEHHAM afpecu
BMPOOHULTBA Ta, SK HACMNigoK, 3MiHM Y
cneyudikauii koHTponto A®I 3a nokasHUKom
«3anuwKoBa KinbKiCTb OpraHiyH1X PO3UYMHHYKIBY;
3MiHM | TUNy - 3MiHW, NoB'si3aHi 3 HeoBXgHICTIO
NpUBEAEHHS Y BiAMNOBIAHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi chapmakonei gepxasn €C (3MiHay
cneumdikauisx, nos'sizaHa 3i amiHamu B ®Y, abo
€Bponeyicbkii hapmakonei, abo iHLwin
HauioHanbHin apmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y metofax BunpobysaHHs APl abo
BMXQHOrO Marepiany/npomi>XHOro
NPOAYKTY/pPeareHTy, L0 BYUKOPUCTOBYETBLCS Y
npoueci BupobHuyTBa AP (iHWi 3MiHMy MmeTogax
BUNpOGYBaHHSA  (BKIOYalouM 3aMiHy abo
ponoBHeHHs1)) APl abo By HOrO/NPoMi>KHOrO
NPoAYKTY); 3MiHuM | Tuny - 3MiHW, NoB's3aHi 3
HeODXiAHICTIO NpVBEOEHHs Yy BIANOBIAHICTE A0
MoHorpadii IdY abo €sponelicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei aepxasn €C
(3MiHa y cneundikauisix, nos'ssaHa 3i 3aMiHamu B
[®Y, abo €sponeiicbkin dapmakonei, abo iHLin
HauioHanbHin apmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y MmeTofax BUNpobyBaHHS  [OMOMiXXHOI
PEYOBUHM (HE3HaYHI 3MiHW Y 3aTBEpPOKEHNX
MeTofax BUNpobyBaHb) - NPUBEOEHHS
creuudikauii Ta METOAIB KOHTPOIIO AOMOM iXKHUX
peyoBuHM A0 Bumor JOY/EP

UA/1120/01/01

171.

OAMOTULOANH-
300POB'A

TabneTku, BKpUTI
obornoHkoto, no 20 Mmr;
no 10 Tabnerok vy

ToBapuCTBO 3
06 MexeHo
BiNoBiganbHICTHO

YkpaiHa

BCi cTagii
BMPOGHUL TBA,
KOHTPOINb

YkpaiHa

BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis:
3Minm | Tuny - 3minHm 3 sikocTi. CepTudikar
BifnoBigHocTi/I E-cepTudikar BinoBiaHOCTI

3a
peuyermom




76 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYyeHHs
6nicTepi; no 1a6o no 2 "®apmau eBTniHa SIKOCTI, BUNYCK €Bponelicbkii papmakonei/moHorpadii. MogaHHs
OnicTepy B KapTOHHIN KOMMaHis cepii: HoBoro abo oHoBrneHoro ceprudikara
kopobui; no 20 Tabnerok "3nopos's"” ToBapucTBo 3 BiANOBIAHOCTI abo BUNyYeHHs1 cepTudikara
y 6nicTepi; no 1 006 MexeHo BiAMOBIiAHOCTI €Bponencebkivi hapmakonei: ana Adl;
6nicTepy B KapTOHHIN BignoBiganbHi ANs BUXQHOro Marepiany/peareHTy/npoMiXHOoro
KopobLji CTIo MPOOYKTY, LU0 BUKOPUCTOBYOTLCSA Y BUPODHULTBI
ToBapucTBO 3 A®Il; onsa gonoMixHOI pedoBuHU (cepTudikar
00 MexeHo BiAMOBIAHOCTI €BponeicbKin dapmakonei) - Houi
BiANOBiganbHi cepTudiKaT B BXe 3aTBepAeHOro BUPOOHUKa
CTio CynyrHa 3MiHa - 3MiHn 3 skocTi. APl KoHTponb
"®PapmaueBTu A®Il. 3miHay napameTtpax cneuudikauin ta/abo
YHa KOMNaHis OONYCTUMMX MEX, BU3HA4YEHUX Y crneuundikauisx Ha
"3gopos'a", A®I, abo BMXOHMA/NPOMDXHWA  MpOQYKT/peareHT,
YkpaiHa; LLLO BUKOPUCTOBYIOTLCS Y npoLieci BupobHuuyTBa AdI
BCi cTagii (iHWwi 3miHn). - 3miHm 3 gkocTi. ADI. KoHTponb AdI.
BMPOGHUL TBA, 3miHa y meTogax BunpobyBaHHa AD| abo
KOHTpOnb BMXIQHOrO Marepiany/npoMi>XHOro
SIKOCTI: NpoaYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
TosapucTtBo 3 npoueci BupobHuyTBa A®I (iHWi 3MiHM y MmeTogax
0bMexeHo BUNpoGYBaHHSA  (BKIOYalo4M 3aMiHy abo
BignoBiganbHi ponoBHeHHs1)) APl abo BXAHOrO/NPOMi>KHOrO
CTio npoaykTy) (MogaHHa HoBoro ceptudikary
"OAPMEKC Bi4NOBI4HOCTI Bif BXXe 3aTBEpPAXKEHOro BUMPODHUKA
rPyrm", A®I R1- CEP 2000-062 Rev 04, 3i 3miHo0
YkpaiHa HalMEeHYBaHHSI, 3 YTOMHEHHSIM afpecu

BMPOOHULTBA Ta, SK HACnigoK 3MiHW y cneundikauii
BXJHOrO KOHTPOMIO SIKOCTi 3a M. 3aMLLIKOBI
PO3UMHHMKM); 3MiHM | Tuny - AOMiHICTpaTMBHI 3MiHW.
BunydeHHs BUpoOHWYOI  AinbHULI (BKITHOYaoum
ainbHnui Ansa A®l, NpoMixHOro NpoayKTy abo
rOTOBOrO nikapcbkoro 3acoby, AinbHUUi Ans
NpOBEOEHHST NaKyBaHHSl, BUPODHMKA,
BiNOBiAanbHOro 3a BUMYCK cepii, micue
NPOBEAEHHS KOHTPOMIO cepii) abo moctavanbHuka
BUXHOrO Martepiany, peareHty abo JomnomixHoI
PEYOBUHM (SKLLLO 3a3Ha4YeHo y Aocbe) CynyTHS
3MiHa - 3miHu 3 sikocTi. APl KoHTponb A®L. 3miHay
napametpax cneuudikauin Ta/abo gonyctummx
MexX, BU3Ha4eHux Y crieludpikadisix Ha AP, abo
BMXIOHWA/MPOMDKHWA  MPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Yy mpoueci BupobHuuTBa AdI
(iHwi 3miHn) (BunydeHo BupobHunka AdI
damoTtmanHy SMS Pharmaceuticals Limited, India,
Ta sk HacNiAoK BUMYMEHO M. "3anuiikosa KinbKicTb
OpraHiYHMX PO3YMHHKKIB"); 3MiHM | Tuny - 3MiHn 3
sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BpOnenchbKii
hapmakonei/MoHorpadii. 3miHu, noB's3aHi 3
HEODXiAHICTIO NpVBEOEHHs Yy BIANOBIAHICTb A0




77 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs

MoHorpadii APY abo €sponelicbkoi chapmakonei,
abo iHWoOi HauioHanbHOI hapmakonei aepxasn €C
(3miHa y cneymdikauisx, nos's3aHa 3i 3amiHamu B
[®Y, abo €sponevicbkin dapmakonei, abo iHLwin
HauioHanbHi dpapmakonei aepkasn €C) CynyTHs
3MiHa - 3MiHm 3 skocTi. A®l. KoHtponb A®I. 3miHay
MeTogax BunpobysaHHs Ad| abo BuXigHOro
Marepiany/npoMiXkHOro MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYETBCS Yy mpoueci BupobHuuTBa AdI
(iHWi 3MiHMy MeTodax BUNPOOYBaHHS  (BKITHOYaoum
3amiHy abo gonoeHeHHs1) APl abo
BWXAHOTO/MPOMDKHOrO - MpoAYKTY) (3MiHny
cneuudikauii, meTogax KoHTporto skocTi API
(®amoTtuguH) 3an. "CynposigHi Aomilukn"
BignoBigHO 40 BMMor MoHorpadpii EP, 3an.
"MikpoGionoriyHa yicToTa" BiANOBIAHO 40 BUMOT
3aranbHoi ctarTi AdY; p. "Baxkki meTanu" po3gin
BUNYMEHO BiAMNoBiAHO Ao Bumor EP); S3minm | Tuny -
3Mminm 3 skocTi. CepTudikar signosigHocTi/lE-
cepTudikar BignoBigHOCTI €BponeinchKin
hapmakorei/moHorpadii. 3miHW, MoB'a3aHi 3
HeoOXAHICTIO MpyBedeHHs Y BiAMOBIAHICTE A0
MoHorpadii APY abo €sponelicbkoi chapmakonei,
abo iHWoi HauioHanbHoI hapmakonei aepxasu €C
(3miHa y cneundpikauisix, noe'ssaHa 3i 3aMiHamu B
OdY, abo €sponericbkinn papmakonei, abo iHwin
HauioHanbHii dpapmakonei aepxasn €C) CynyTHa
3MiHa - 3MiHu 3 AkocTi. FoToBMI niKapCcbkuii 3aci6.
KoHTponb gonomixHnx peyvoBuH. 3MiHay meTopax
BMNPODYBaHHSI A OMOMiXHOI PEYOBMHW  (HE3HAYHI
3MiHVN Y 3aTBEpAXKEHNX MeToaax BUMpobyBaHb)
(MpvBenerHs cneuudikauii [OMOMiXKHUX PEeHOBUHM
nosumor OOY/EP:

- JlakT031 MoHorigpar 3an.
"Po3umHHicT","lgeHTudikauis”, "lMposopicTtb",
"KonboposicTb po3unHy', "OnTudHa ryctuHa",

"MikpobGionoriyHa uutcToTa", "Baxki
MeTanu"(BunydeHo); -Llentonosa mikpokpuctanivyHa
3ap. " 3oHiwHin Burnsag", "CydcTaHuii po3ynHHI B

edipi”, "MikpobionorHiyHa unctora", "Baxki
MeTanu"(BunydeHo); -MarHito cTeapar 3a
p."MikpobionoriyHa unctora", "Po3mip 4acTok"; -
A3opybiH (E122) 3a p."MikpobionoriyHa uuctora"; -
KonosigoH 3ap. "MikpobionoriyHa yictora", "Baxki
meTanu"(BunydeHo); - KpemHito giokcma KonoigHwi
6e3BogHuin 3a p. "MikpoGionoriyHa uictoTa”, "Baxki
MeTanu"(Buryd4eHo);
- Cyxa cymiw " Opadry Il white", wo mMicTuTb TUTaHy

piokeun (E 171)Bb tanbk, nonietunernikons,
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs

nonigiHinoBui crvpt 3a p. "MikpobionoriyHa
yncToTa". - Harpito kpockapmenosa 3a p.
"3oBHiWHIN BUrnsg"”, "MikpobionoriyHa umcToTa”,
"lneHTudpikauis”, "CynbcarHa 3ona","CTyniHb
3amiweHHs", "Baxki meTanu"(BunydeHo); 3miHn |
Tuny - AgMiHicTpaTvBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecu 3asiBHWKA (BnacHWka
peecTpauiiHoro noceifyeHHs)) (YTOYHeHHs appecu
3asBHuKa (BnacHvka PI1) BignosigHO 40 nileHsii Ha
BMPOOHML TBO J13, OocKinbku 3asBHuK Ta BUpoOHWK €
OJHI€0 OPUONYHOI 0CODOI0 Ta MaloTb OOQHY
anpecy) (TepMiH BBEOEHHS 3MiH MpOTSAroM 3-x
MicsauUiB nicnsa 3aTBepgxeHHs); 3Mminn | Tuny -
AnMiHicTpaTyBHi 3MiHW. 3MiHa HaliM eHyBaHHSA
Ta/abo agpecu Micus NPOBaAXEHHsT AisbHOCTI
BUPODHMKa/iMnopTepa roTOBOrO fiKapCbKOro
3acoby, BKIOYaloum AinbHuLi BUNYCKY cepii abo
MicL,e NPOBEOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb,
3a Ky BiAnoBigae BUPOOHUK/IMMOpPTEpP, BKIOYalo4n
BUMYCK cepill) (YTOUHEHHS Y BUKMadeHHi agpecu
BupobHuKa 13 BignoBigHO A0 NiLeHsii Ha
BMpoGHMLTBO J13) (TepMiH BBEOEHHA 3MiH
npoTsiroMm 3-X MicCsILiB nicnsi 3aTBeEpAKEHHS); 3MiHN
| Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HalMeHyBaHHA Ta/abo agpecun micus MpoBadKeHHs
OisnbHOCTI BUPOOHMKa/imnopTepa roToBOro
nikapcbKoro 3acoby, BKITOYauM AiNbHUL BUNYCKY
cepii abo MicLe NPOBEAEHHST KOHTPOMO0 SKOCTI.
(BisnbHiCTb, 3a SKy BiAMNoBiAae BAPODHWK/iMNopTEp,
He BKIIoYaloum BUMYCK cepii) (YTOYHEHHS y
BUKNafeHHi agpecu BupobHuka M3 y 3B° 3Ky 3i
3MiHOI MOLUTOBOrO iHAEKCY Tay BiAMOBIAHICTL A0
niueHsii Ha BupobHuyTBO N3); 3Mminm | Tny - SmiHn
Lono 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsagy
(iHWi 3miHn) (3MmiHa rpacdbivHOro 300 paxkeHHs Ha
TEKCT MapKyBaHHs ynakoBok) (TepmiH BBeOEeHHS
3MiH npoTAroM 3-X MicsuiB NiCNsA 3aTBEPAKEHHS);
3MiHn | Tuny - 3MiHm 3 AkocTi. [oTOBUIA NiKapcbKuiA
3aci6. 3MiHM y BUpoGHMLTBI. 3amMiHa abo BBEOEHHS
[,00aTKOBOI AiNbHALI BUPOOHMLTBA AN YaCcTUHA
abo BCbOro BMPOBHMYOrO MPOLLECY FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHu) (3a3HayveHHst
dyHKUIN BUpoOHMKIB [T13) (TepmiH BBeOAEHHst 3MiH
npoTArom 3-X MicsiLiB Micnsi 3aTBEpAXeHHS); 3MiHK
I Tuny - 3MiHn 3 skocTi. FoToBUM NikapcbKui 3aci6.
CurcTema KOHTeHep/3akyrnoproBarnbH1in - 3aci6.
3MiHa po3Mipy YakoBKW FOTOBOrO fiKapCbKoro
3acoby (BUNMYMEHHS YNaKOBKW MEBHOrO po3mipy)
(BunydenHa ynakosku: o 10 Tabnerok y 6aHui; no
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
1 6aHui B KapTOHHIN kopobui) (TepmiH BBEOEHHS
3MiH NpoTArom 3-X MicsLiB MiCns 3aT BEPAXKEHHS)
172. | PEHASEMAM® IC Tabnetku no 0,0005 r no ToBapuCcTBO 3 YkpaiHa ToBapuCcTBO 3 Ykpai Ha BHECEHHS1 3MIiH [jO PeECTpaLiHUX MaTepianis: 3a UA/8564/01/01
10 Tabnertok y 6nicTepi; [00aTKOBOIO [A00aTKOBOKO 3MiH | Tuny - 3MiHu 3 sikocTi. APL. KoHtpone AdI; peuernmom
no 5 6nicrepiB y nauyi 3 BiAnoBiganbHICTHO BiANOBiganbHi 3MiHuM | TUNy - 3miHM BUNpoGYBaHb abo AoMNYCTUMUX
KapTOHY "IHTEPXIM" CTHO MEX, BCTAHOBMNEHVX Y creyudikauisx, nig vac
"IHTEPXIM", BMPOGHMLITBA FOTOBOrO fikapcbkoro 3acoby (iHLwi
YkpaiHa 3MiHu); 3MiHu | TUMy - 3mMiHa napameTpis
(BMPOBHUK, cneymndikauin Ta/abo 4ONyCTUMMUX MEX NEPBUHHOI
BiNOBiAanbHW YNaKOBKM rOTOBOrO NiKapcbKoro 3acoby (BunyHeHHs
1 3a BUNYyCK HEe3HaYHOro Moka3HuKa (Hanpuknag 3acTapinoro
cepii; nokasHukay)); aminv | Tuny - 3miHn 3 sikocTi. FoToBMI
BMNPOO yBaHHs nikapcbkui 3aci6. KOHTporb A0MOMiXHUX PEYHOBUH;
KOHTpOrto 3Mminu | Tuny - cuctema
SAKOCTI KOHTeMHep/3aKynoptoBanbHuA - 3aci6; aminm | Tuny -
(pismyHi/Ximiy 3MiHM BUNpoGyBaHb abo JOMyCTUMUX MeEX,
Hi, BCTaHOBIEHUX Yy crieumdikauisx, nig vac
MikpobionoriyH BMPOGHML TBa FrOTOBOrO NiKapcbKoro 3acoby
a yuctora), (BUNMYMEHHS HECYTTEBOrO BUMPODYBaHHA B MPOLEC
36epiraHHs BUPOGHMLTBA); 3MiHu | Tuny - 3MiHa napameTpiB
roToBOI cneyundikauivi Ta/abo AoMyCTUMUX MeX MepBUHHOT
MPOAYKLIT; YMaKoBKM FOTOBOrO NiKapcbKoro 3acoby
BMPOO HULL TBO, (nOMoBHEHHsT cneuudikaLii HOBYM MOKa3HUKOM 3
36epiraHHs Bi4NOBIAHMM METOAOM BUMPOOYBaHHS); 3MiHM |
(rotoBoi TvNy - 3MiHa NnapameTpiB crneyudikauin Ta/abo
NPOAYKLIT, OONYCTUMMX MEX FOTOBOrO fiKapCbKoro 3acooy;
CVPOBWHU Ta 3Minm Il Tuny - 3miHM B npoueci BUpobHuLTBa AdDI
marepianis); (3HayHa 3miHa y nmpoueci BupobHuuTBa AdI, Wo
BUMPOG yBaHHS MOXe MaTW iCTOTHUIA BNNuB Ha sKiCcTb, 6e3neky abo
KOHTporto e eKTUBHICTb NiKapCbKOoro 3acoby); CyMyTHA 3MmiHa:
AKOCTI 3MiHV BUNpobyBaHb abo AONYCTUMUX MEX Y
(dpismyHi/XMmiy npoueci BupobHuyTBa A®I, L0 BCTAHOBMEH Y
Hi) cneymdikayisx - 3MiHW B TexHonorii BUpoOHUL TBa
A®Il, a came BBeOEHHs1 400,aTKOBOI TEXHOMOriYHOI
cTagii nepekpucTanisauii, Sk Hacnigok, BBe4eHHs!
KOHTPOIIO BiAMOBIQHOrO MPOMIXKHOTO MPOOYKTY:
[onoBHeHHs creumndikauii APl Ta npomixHoro
NPOAYKTY AOAATKOB/M MOKa3HMKOM SKOCTI
«3anuwKoBi KinbKOCTi OpraHivyHnX PO3YNHHUKIBY
173. | PEHASEMAM® IC Tabnetrkuno 0,001 r no ToBapuUCTBO 3 YkpaiHa ToBapuCTBO 3 Ykpai Ha BHECEHHS1 3MIiH O PEECTPaLiHUX MaTepianis: 3a UA/8564/01/02
10 Tabnetok y 6nicTepi; [100,aTKOBOHO [,00aTKOBOO 3MiHu | Tuny - 3minm 3 akocTi. ADI. KoHTponb AdI; peuernnmom
no 2 abono 5 6nictepis BiAMNOBigaNbHICTIO BiANOBiganbHi 3MiHu | TUNy - 3miHM BUNpoGyBaHb abo AoMNYyCTUMUX
y navui 3 KapToHy "IHTEPXIM" CTI0 MeX, BCTAHOBMEHVX y cneumdikauisx, nig vac
"IHTEPXIM", BMPOOHMLTBA rOTOBOrO fikapcbkoro 3acoby (iHLwi
YkpaiHa 3MiHu); 3MiHu | TUMy - 3mMiHa napameTpis
(BUPOBHUK, cneuudikali Ta/abo AoNyCTUMUX MeEX NEePBUHHOT
BiANOBiAaNbHN YMaKoBKM FOTOBOrO IiKapCbKOro 3acoby (BWIy4eHHst
1 3a BUNYyCK He3Ha4yHOro MokasHwka (Hanpuknaa 3acTapinoro
cepii; nokasHuka)); 3aminv | Tuny - 3miHm 3 sikocTi. [oToBMI
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
BUNPOG yBaHHS nikapcbkuii 3aci6. KOHTpornb J0MOMiXHUX PEYOBUH;
KOHTporto 3Minm | Tuny - cuctema
SAKOCTI KOHTelHep/3aKynoptoBanbHuiA - 3aci6; aminm | Tuny -
(dpismyHi/Xmiy 3MiHM BUNpoOYBaHb abo AOMyCTUMUX MeX,
Hi, BCTaHOBIEHNX Y cneundikauisx, nig vac
MikpobionoriyH BMPOOHMLTBA FOTOBOrO NiKapCbKoro 3acoby
a uncrora), (BUNY4EHHST HeCcyTTEBOro BUMPOOYBaHHS B MPOLLECI
36epiraHHs BMPOOHMLTBA); 3MiHu | Tuny - 3MiHa NapameTpiB
roToBOI cneuudikali Ta/abo AoNyCTUMUX MeX NepBUHHOT
MPOAYKLLT; YMaKoBKM FOTOBOrO JiKapCbKOro 3acoby
BMPOO HUL TBO, (nonoBHeHHs1 cneuudikauii HOBYM MOKa3HUKOM 3
36epiraHHs BiANOBIAHAM METOLOM BUMPODYBaHHS); 3MiHu |
(roToBoi Tuny - 3MiHa napameTpiB cneuudikauiv Ta/abo
npoaykuii, AONYCTUMUX MEX rOTOBOro NikapcbKoro 3acoby;
CVPOBUHM Ta 3minu Il Tuny - 3miHnM B npoueci BupobHuytBa AdI
marepianis); (3HayHa 3miHa y npoueci BupobHMLTBa AdI, Wwo
BUNPOO yBaHHSA MOXe MaTu iCTOTHUA BMUB Ha SKiCTb, 6e3neky abo
KOHTpOIto e eKTUBHICTb NMikapcbkoro 3acoby); CynyTHA 3MiHa:
SAKOCTI 3MiHM BUNpoOyBaHb abo AOMYCTUMUX MEX Y
(pismyHi/Ximiy npoueci BupobHuyTBa ADI, L0 BCTAHOBMEH Y
Hi) crneymdikayisx - 3MiHW B TexHonorii BUpobHUL TBa
A®I, a came BBeQEHHA [004ATKOBOI TEXHOMOriYHOI
cTagii nepekpucTanisauii, ik HacnigoK, BBeAEHHsI
KOHTPOIIO BiAMOBIgHOO NPOMIDDKHOTO MPOAYKTY:
[0noBHEHHA cneumndikauii APl Ta npomixHoro
NPOOYKTY [00aTKOBUM MOKA3HWKOM SIKOCTI
«3anuWwKoBi KinbKOCTi OpraHiYHnX PO3YNHHUKIBY
174. | ®EHA3ENAM® IC Tabnetknno 0,0025 r no ToBapncTBO 3 YkpaiHa ToBapuncTeo 3 YKkpaiHa BHECEHHS1 3MiH [0 PEECTPaLiHUX Marepianis: 3a UA/8564/01/03
10 Tabnertok y 6nicrepi; [,04aTKOBO [,00,aTKOBOK 3Minm | Tuny - 3Mminu 3 sikocTi. A®I. KoHtponb AdI; peuyernnom
no 2 6nictepu B mayui 3 BiAMOBIAaNbHICTIO BiAMOBIAANbHi 3MiHn | TUny - 3amiHM BUNpobyBaHL abo AonycTUMmX
KapTOHY "[HTEPXIM" CTHO MEX, BCTaHOBMNEHWX Y creyudikauisx, nig vac
"IHTEPXIM", BMPOOHMLITBA FOTOBOrO fiKapcbkoro 3acoby (iHLwi
YkpaiHa 3MiHu); 3MiHu | TUNYy - 3mMiHa napameTpiB
(BUPOGHMK, cneyundikauivi Ta/abo AoMyCTUMUX MeX MepBUHHOT
BignoBsiganbHu YNIaKOBKW FOTOBOrO MiKapCbKoro 3acoby (BurydeHHst
1 3a BMNYyCK He3Ha4HOro MokasHuKa (Hanpviknag, 3acTapinoro
cepii; nokasHuka)); 3miHu | Tuny - 3miHun 3 sikocTi. M'oToBWA
BUNPOG yBaHHSA nikapcbkuii 3aci6. KoHTporb [OMOMiXXHUX PEYOBUH;
KOHTpOnto 3minu | Tuny - cuctema
AKOCTI KOHTelHep/3aKynoptoBanbHuiA - 3aci6; aminm | Tuny -
(hizndHi/XMmiy 3MiHV BUNpoOyBaHb abo AOMYCTUMUX MEX,
Hi, BCTaHOBIEHMX Y cneundikauisx, nig vac
MikpobionoriyH BMPOOHMLTBA rOTOBOrO NiKapCbKOro 3acoby
a uncrora), (BUNYYEHHST HeCYTTEBOro BUMPOOYBaHHS B MPOLLECI
36epiraHHs BMPOOHMLTBA); 3MiHu | Tuny - 3MiHa NapameTpiB
roToBOI cneuudikaliv Ta/abo AoNyCTUMUX MeEX NEPBUHHOT
MPOAYKLLIT; YMaKOBKM FOTOBOrO JiKapCbKOro 3acoby
BMPOG HUL TBO, (DonoBHeHHs cneuwndikaLii HOBUM NMOKa3HUKOM 3

36epiraHHs

BiZ1MOBiHMM METOLOM BUNPOOYBaHHSA): 3MiHu |
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Ymoeu

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky

(nikapcbka ¢ghopma,

ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

eidnycky

peecmpayitiHo

20
noceid4yeHHs1

(rotoBoi
npoayKuii,
CUPOBVHM Ta
marepianis);
BUNPOG yBaHHS
KOHTpOmto
AKOCTI
(dpismyHi/Ximiy
Hi)

TvNy - 3MiHa napameTpiB crneyudikauin Ta/abo
OONYCTMMMX MEX FOTOBOrO IiKapCbKoro 3acooy;,
3Minm Il Tuny - 3miHM B npouieci BUpoGHuLTBa AdI
(3HayHa 3miHay nmpoueci BupobHuuTBa AdI, W0
MOXe MaTu iCTOTHUI BMNNUB Ha siKiCTb, 6e3neky abo
eheKTUBHICTb MiKapcbKoro 3acoby); CYNyrHa 3MmiHa:
3MiHM BUNpobyBaHb abo AOMyCTUMUX MEX Y
npoueci BupobHMuTBa AQI, 110 BCTAHOBMNEH Y
cneuundikalisx - 3mMiHv B TexHonorii BUpobHULTBa
AdIl, a came BBeOEHHSI [400,aTKOBOI TEXHOMNMOriYHOI
cTagii nepekpucTanisauii, ik HacnigoK, BBeAEHHsI
KOHTPOIIO BiAMOBIAHOMO NPOMKHOTO MPOAYKTY.
[onoBHeHHs cneumndikauii APl Ta npomixHoro
NPOAYKTY AOAATKOBMM MOKa3HMKOM SIKOCTI
«3anuKoBi KinbKOCTi OpraHivyHnX PO3UYNHHUKIBY

oe3

UA/9377/01/01

175.

OEHICTUN

Kpanni opanbHi, 1 Mr/mn
no 20 mn y donakoHi 3
KpanenbHuLeto; no 1

riaKoHy B KapTOHHI
Kopob Ui

HosapTic
KoHcbtomep Xernc
CA.

LLisevyapis

HosapTic
KoHcbtomep
Xenc CA

LLiBenu apia

BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis:
3MiHM | Tuny - 3miHa napameTpiB crneuudikadin
Ta/abo [oNyCTUMKX MEX FOTOBOrO fiKapCbKoro
3acoby - yTo4HeHHs y cneuumdikalii roroBoro
nikapcbkoro 3acoby 3a nokasHukom «Konip»., Ha
OCHOBiI OTPUMaHMX AaHWX Mo CTabinbHOCTI; 3MiHM |
TVNy - 3MiHa napameTpiB creyudikauin Ta/abo
[OMYCTUMMX MEX FOTOBOrO FiKapCbKoro 3acoly -
BUMYMEHHS Moka3Huka «3anax» 3i cneuudikauii
roToBOro nikapcbkoro 3acoby. BBeaeHHA 3MiH
npoTaromMm 6-m micauiB nicnA 3atBepaXeHHA

peuenma

6e3

UA/12794/01/01

176.

®JIAMIOE3 FENb

renbno 20 r, 30 r, abo
40 r B namiHoBaHin TYOi;
no 1 TyOi B KAPTOHHIV
KopobLi

OpraHocvH Jaiid
CaeHewns Mert. JITa.

IHgis

EHK " 106
Etikans
MpavBiT
JimiTen

IHgis

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3Minm Il Tuny - 3miHn Wwoa0 6e3nekn/ed ek TUBHOCTI
Ta dpapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[0AaTKOBUM [@aH/MU, WO MaloTb HafaBaTucst
KOMMETEHTHUM OpPraHoOM, OCKiNbKW BUMaraeTbecs
CYTTEBA OLliHKA KOMMETEHTHUM OpraHom) -
BukoHaHHs 3060B'sA3aHb BiAMNOBIAHO A0 MiAMYHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
Ao Mopsaky npoBeneHHst ekcnepTuan
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, LWo
nopalTbCs Ha AepxaBHy peecTpalito
(nepepeecTpalito), a Takox ekcnepTv3v marepianis
Npo BHECEHHA 3MiH [0 peecTpauiiHuXx Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
BHECEHHSI 3MIiH [0 peecTpaLivHux Marepianis:

peuenma

3a

UA/3938/01/04

177.

®JTYKOHA3OIJ1-
300POB'A ®OPTE

Kancynu Teepgi no 200
mr Ne 1(1x1), Ne 2

ToBapuCTBO 3
00 MexXeHoto

YKpaiHa

ToBapuCTBO 3

06 M exeHo

Ykpai Ha

3MiHW | TMny - 3MiHW, NOB'A3aHi_3 HEOOXiAHICTIO

peyernnom




Ne
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n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

178.

OTAIA30N

(2x1), Ne 3 (3x1), Ne 4
(4x1), Ne 7 (7x1), Ne 10
(10x1) y 6nicTepax

BiAMNOBigaNbHICTIO
"dapmau eBTniHa
KOMMaHis
"3popoB's"

BiANOBiganbHi
CTi0
"dapmauesTun
YHa KOMMaHis
"3nopos's"

npvBegeHHs 'y BiANOBIAHICTb A0 MoHorpadii APY
abo €aponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei aepxasn €C (3miHay
crneymdikadisx, nos'sizaHa 3i amiHamu B [®Y, abo
€Bponelicbkin papmakonei, abo iHLin
HauioHanbHin apmakonei aepxasn €C); cynyTHs
3MiHa: 3MiHa y MeTofax BUNpoOYyBaHHS  4OMOMiXXHOI
PEYOBUHN (HE3HaYHI 3MiHW Y 3aTBepaXKEHUX
MeToaax BuNpobyBaHb) — NpUBELEHHSI
crneymdikali Ta METOAIB BXAHOrO KOHTPOIO
SIKOCTi Ha [OMOMiXHi PEYOBUHM Y BIAMOBIQHICTb 40
BMMoOr moHorpacpii EP, acame: - nakto3a
MoOHorigpaT (KpuTepii MPURHATHOCTI Ta METOAMKY 3a
nokasHukamu «lgeHtudikauis. A», «lMpo3opicTb
po3umHy», «3abapBrneHHs PO3u4uHy», METOAUKY 3a
nokasHukamu «logeHtudikadis. By», «OnTniHa
ryCTVHa», KpUTepii MPUMHATHOCTI 3a MOKa3HWUKOM
«PO3YMHHICTbY», BUNYMEHHS MOKasdHuKa «Baxki
MeTanmy); - Kpoxmarnb KapTonnsHAA (MeToauky 3a
nokasHukom «MikpoGionoriyHa YicToTan); - NoBifgoH
(KpuTepii MPUAHATHOCTI Ta METOAVMKY 3a
rnokasHukamu «lgeHtudikadis. By», «lgeHTudikadis.
Cr», «lgeHTudikauis. D», MmeToguky 3a nokasH1KOM
«lgeHTudikauis. A», «MypalwmHa Kucnoray,
«domiwka A», «domiwka B», BUNy4eHHs
nokasHuKiB «lgeHTudikauis. E» Ta «Bakki
MeTanuy); - KanbLito cTeapar (MeToauky 3a
nokasHukoMm «MikpobionoriyHa Ynuctoray)

Tabnetku no 500 mr; no
10 Tabnetok y
6nicTepax

NAT
"INy6H1dapm”

YkpaiHa

NAT
"Iyo Huchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3minm Il Tuny - 3miHn Wono 6esnekn/edp ek TUBHOCTI
Ta dpapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B's3aHb Ta YMOB Bvdadi peecTpaLiiHoro
nocBigYeHHsl, BktoYaoun MNMnaH ynpasniHHa
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU
[00aTKOBVM [aHMMK, L0 MaloTb HaaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKM BUMaraeTbes
CyTTEBA OLiHKA KOMMETEHTHUM OpPraHoM )
(BvikoHaHHa 3060B'si3aHb BiAMOBIAHO A0 MiAMYyHKTY
1.13 nyHkTy 1, mignyHkTy 2.3 nyHKTY 2 gopgarky 15
po MNopsinky NpoBEOEHHsT eKcrepTu3un
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, LWo
nogalThbCs Ha AepxaBHy PeecTpalito
(nepepeecTpalito), a Takox ekcnepTvsv marepianis
Npo BHECEHHA 3MiH [0 peecTpauiiHuXx Marepianis
NPOTAroM Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakasy MOS Big 23.07.2015 Ne

460)

6e3
peuernnma

UA/5442/01/01
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[IponoBsxeHns nogarka 3

n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20

179.

DY3IKYTAH

noceid4yeHHs1

180.

XEMNENb H

kpeM 2 % no 5r,10T,
15 rabo 30 ry Ty6i; no 1
TYGi B KApPTOHHIA Mmayui

Depmachapm Al

HimeuunHa

Mi6e Mm6X
ApuHanmiTTen
b

HimeyumHa

BHECEHHSI 3MiH [0 peecTpalinHnx martepianis:
3miHn | Tuny - 3MiHm 3 AkocTi. [oTOBUI NiKapCbKuiA

3aci6. Onvc Ta cknag. 3miHay cknagi (4,0MoMixHUX

PEYOBUHAX) FOTOBOrO MiKapCbKOro 3acoby (iHLui
OOMOMIDKHI peyoBuHY) - Byab-sika HeaHayHa 3MiHa
KinbKiCHOro cknagy fIoNoMiXKHUX PEYOBUH Y
roToBOMY nikapcbkomy 3acobi (3miHay cknagi
AOMOMDKHOI peyoBuHM napadpiH 6inuin m'akui: -
[AeKknapyBaHHsl BMILLEHHS aHTUOKCUOaHTY B
AOMOMDKHIV peyoBMHI  anbda-Tokodepony B
napacpiHi 6inomy m'skomy); 3Minn | Tuny - 3miHn 3
sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar
BiAMNOBIAHOCTI €BponevcoKii
apmakonei/moHorpadii. MNogaHHA HoBoro abo
OHOBIEHOro ceptudikara BignoBigHOCTI abo
BUMNYMEHHA cepTudikaTta BifnoBigHOCTI
€Bponevicbkinn papmakonei: anst A®l; ans
BMXIHOTO MaTepiany/peareHTy/np oMixHoro
MPOAYKTY, L0 BUKOPUCTOBYOTLCS Y BUPODHMUL TBI
A®l; ons gonoMixHoi peqoBuHU (cepTudpikar
BiAnoBigHOCTI €BponecbKin chapmakoner) -
BunydeHHs ceptudikatiB (3a HasBHOCTI
MYNbTUMNMNETHOTO cepTudikara Ha marepiarn)
(BUNyMeHHA cepTudikaTa BignoBigHOCTI
€Bponericbkoi  hapmakonei Ta sk HacniAoK
BUNMyMeHHs BupobHrka APl Kucnotu dy3uaosoi
0OJSZ "BIOSINTEZ", Pocisi, 3 BignosigHMu
3miHaMu y po3gini Cknaa nikapcbkoro 3acoby)

3a
peuernom

UA/10307/01/01

181.

XENIOEPM-

pO34MH 4NN iH'ekLin no
1,1 mn B amnyni; no 5
amnyrn y KOHTYpPHIn
YapyHKOBIV YMaKoBLii; Mo
1 a6ono 20 KOHTYPHMX
YapyHKOBUX YMaKOBOK Yy
KOpobLi 3 KapTOHY

Bionoriwe
XanbmitTenb
Xeenb MM6X

HimeuunHa

Bionoriwe
XanbmiTTenb
Xeenb MM6X

HimeyumHa

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3minm Il Tuny - 3miHn Wono 6esnekn/edp ek TUBHOCTI
Ta dpapmakoHarnsay. BHecenHs abo 3miHa(un) o
3000B'A3aHb Ta YMOB BUA a4 peecTpaLiHoro
nocBigYeHHsl, BktoYaoun MNMnaH ynpasniHHa
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)

BUMaraloTb(€) noganbLworo obrpyHTyBaHHS HOBUMU

[0AaTKOBUM [@aH/MU, WO MaloTb HafaBaTucst
KOMMETEHTHUM OpPraHoOM, OCKiNbKW BUMaraeTbecs
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BvikoHaHHa 3060B'si3aHb BiAMOBIAHO A0 MiAMYyHKTY
2.3 nyHkTy 2 popatky 15 o MNopsaKy NpoBeaeHHs
eKCrepTM3n peecTpaliHMx martepianis Ha
nikapcbKi 3acobu, L0 NofalnTbea Ha AepxaBHy
peecTpauito (nepepeecTpawito), a Takox
eKcnepTM3n Marepianis NPO BHECEHHS 3MiH 40
peecTpauivHnX marepianis nporsrom Aii
peecTpaLiiHOro MocBigYEHHS, 3aTBEPAXKEHOro
Hakasom MOS Big 26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peuennom

UA/5818/01/01

Kpem ansa 30BHILUHbOrO

TOBapUCTBO 3

YKkpaiHa

TOBapnUCTBO 3

YKpaiHa

BHECEHHS 3MiH [0 PEECTPALLIVHAX MaTepianis:

oe3

UA/11691/02/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

300POB'A

3acTtocyBaHHs 5 % no 15
r,no 30 r abono 100 ry
TY6i, no 1 TY6i y kKopobui
3 KapTOHY

06 MexeHoo
BiNoBiganbHICTIO
"®apmau eBTniHa

KOM MaHis

"3nopos's"”

06 MexeHo
BignoBiganbHi
CTio
"dapmaueBTu
YHa KOMMaHis
"3popoB's"

3MiHM | TUNy - 3MiHW, NoB'si3aHi 3 HeoBXQHICTIO
npvBeOeHHs Y BiANOBIAHICTb A0 MoHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crneumdikayisx, nos'sisaHa 3i amiHamu B 1Y, abo
€Bponevicbkii papmakonei, abo iHwin
HauioHanbHin dapmakonei aepxasn €C) -
BUIMYMEHHA MOKasHuKa «Bavkki metanu» 3
cneuudikauii A®I JekcnaHteHon; 3miHu | Tuny -
3MiHW, NOB'A3aHi 3 HEODXIAHICTIO NPVBELAEHHS Y
Bi4NOBIAHICTb A0 MoHorpadii APY abo
€Bponeyicbkoi  hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crneuudikayisx, nos'sisaHa 3i amiHamu B [®Y, abo
€Bponevicbkin papmakonei, abo iHwin
HauioHanbHi dpapmakonei aepxasu €C); cynyTHs
3MiHa: 3MiHay meTofax BUNpobyBaHHA [ OMOM iDKHOI
PEYOBUHM (HE3HaYHI 3MiHW Y 3aTBEpAXKEHUX
MeTofax BunpobyBaHb); 3MiHM | Tuny - 3MiHK,
noB'si3aHi 3 HEOGXQHICTIO MPUBEOEHHS Y
BigNOBIAHICTE A0 MoHorpadii AdPY abo
€Bpornieiicbkoi papmakonei, abo iHLwoi
HauioHanbHoi chapmakonei gepxasn €C (3MiHay
crieyudikalisix, nos's3aHa 3i 3amiHOIO BUMOT
MoHorpadii [I®Y abo iHLWoi HauioHanbHoI
dapmakonei gepxasm €C Ha BUMOrM MoHorpadii
€Bpornieiicbkoi dhapmakornei) - 3miHn y cneuudikauii
[O0MoMiDKHOI pevoBuHM [MponineHrnikonb, y 3B's13Ky 3
npMBEedEHHAM Yy BiANOBIAHICTL 40 BUMOT [il04Oro
BuaaHHA €® 3a nokasHukamu: «lgeHTudikadis:
Mertog D», «Baxki metanu» (BUny4eHHs
nokasHukay); 3aminu | Tuny - 3miHa napameTpis
cneymdikauivi Ta/abo AOMyCTUMUX MEX FOTOBOro
nikapcbkoro 3acoby (BHECEHHs 3MiH 40 A0CkE Micns
OHOBIEHHS 3aranbHOi CTaTTi Ha rOTOBY NiKapCbKy
dopmy y IOY/EBponelicekin  dapmakonei);
CYNYTHA 3MiHa: 3MiHa y MeTofdax BuUMpobyBaHHS
rOTOBOrO MiKapCbKOro 3acoby (OHOBMEHHS!
npouenypy BUNpobYBaHHA ANS NpYBeaEeHHs Y
Bi4NOBIQHICTb 3i 3MiHEHOK 3aranbHOI CTaTTer
OoY abo €Bponencbkoi dapmakonei)

peuenma

182.

XJITOPIMPOMA3UHY
rigpPoxnoruna

MOPOLLIOK (CybCTaHUis) y
nonieT nneHoBux
naketax Ans
dapmaLeBTU4IHOro
3aCTOCYBaHHS!

CaHopi Ximi

PDpaHuis

CaHodpi Ximi

DpaHuis

BHECEHHS 3MiH [0 peecTpalinHnx martepianis:
3minu | Tuny - 3minm 3 skocTi. Ceptudpikar
BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponericbkivi hapmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMEHOro ceptudikara
BignoBigHOCTI abo BunNydeHHss cepTtudpikara
BiANoBigHOCTI €Bponeiicbkin dapmakonei: ans Adl;
A5 BUXIAHOro Marepiany/peareHTy/NpoMixXHOoro

UA/15017/01/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

MPOAYKTY, LLLO BUKOPUCTOBYOTBCS Y BUPOOHUL TBI
A®I; ANa 4OMOMIXHOI pedoBUHM (cepTudikar
BiANOBIiAHOCTI €BponeicbKin dapmakoner) -

OHoBneHun ceptudikar Bif yKe 3aTBEephXeHOoro

BUPOOHMKa (MO4aHHA OHOBMEHOro cepTudikara

BiAnoBiaHOCTI €Bponelicbkin dapmakonei Ne R1-

CEP 1999-043-Rev 06 Big BxXe 3aTBepOXeHoro

BupobHuka CaHodbi Ximi, PpaHuis); Sminm | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HaliM eHyBaHHS!

Ta/abo agpecn 3asBHMKa (BnacHuka
peecTpauinHoro nocsigyeHHsl) (3MiHa agpecun
3asBHUKA)

183.

LLEPAKCOH®

po34nH Ans
riepoparnbHOro
3actocyBanHsi, 100
mMr/mn no 30 mn y
dnakoHi; no 1 dnakory
Ta 1 gosyBanbHOMY
LUMPVLLY B KaPTOHHIN
kopob6ui; no 10 mn y
cawe; no 10 cawe
(1x10; 2x5) B KapTOHHIN
KOpob L

Ddeppep
IHTepHaLioHanb,
C.A.

IcnaHis

®eppep
IHTepHaLioHan
b, C.A.

Icnania

BHECEHHS1 3MiH [0 PEECTpaLiHUX Marepianis:
3MiHm | Tuny - 3MiHn WwWopo 6e3nekn/ed eKTUBHOCTI
Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
y3aranbHeHUX [aHnX npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3ararbHEeHUX AaHunx
npo cuctemy dapmakoHarnsgy, 3miHa
VOBHOBaXKEHOI  0COOM, BignoBiAdanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asiBHVKa ANSA 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, K0 BOHa BigMiHHa
BiJ, YTOBHOBaXeHOI  0cobu, BiAMOBi4anbHOI 3a
34iMiCHEHHs cbapmakoHarnsay (BKYaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3miLLeHHi macTep-
davina cuctemu apmakoHarnagy) - Hitoua
pefakLis: KoHTakTHa ocoba BignosiganbHa 3a
dapmakoHarnsg CopokorneroBa Anna bopucisHa.
MponoHoBaHa peAaKkLis: KOHTaKTHa ocoba
BiAMosiganbHa 3a dapmakoHarnsg Kyuama
Bonogumup OnekcaHaposud. 3MiHa KOHTaKTHWX
[aHnX

3a
peuyermom

UA/4464/02/01

184.

LIEPAKCOH®

TabneTku, BKpUTI
nriBKOBOIO 0B OMOHKOH,
no 500 mrno5 Tabnertok
y 6nicTepi; no 2 abo 4
6nicTepy B KapTOHHIN
KOpob L

Ddeppep
IHTepHaLioHanb,
C.A.

Icnania

®deppep
IHTepHavuioHan
b, C.A.

Icnania

BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis:
3MiHu | Tuny - 3miHn Wopo 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnsay. BeeneHHs abo 3MiHv oo
y3aranbHeHVUX [AaHuX Mpo CUCTEMY
dapmakoHarnaay (BBeOEHHS y3ararbHeHUX AaHux
npo cuctemy chbapmakoHarnsgy, 3miHa
YOBHOBaXKEHOI  0COOM, BignoBiganbHOI 3a
3[iNCHEHHA hapmakoHarnsay, KOHTaKTHOi ocobu 3
dapmakoHarnaay 3asiBHVMKA ONS 34iACHEHHS
dapmakoHarnagy B YKpaiHi, SKL,0 BOHa BiAMiHHA
BiJ, YTOBHOBaXeHOI 0cobu, BiANOBi4aNbHOI 3a
3iMCHEHHA hapmakoHarnsay (BKo4vaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milleHHi macTep-
davina cuctemu papmakoHarnagy) - Hitoya
pefakLis: KOHTakTHa ocoba BignoBiganbHa 3a
dapmakoHarnsg Copokonerosa Anna bopucisHa.
MporoHoBaHa pepakLis: KOHTakTHa ocoba

3a
peyernnom

UA/4464/03/01
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[IponoBsxeHns nogarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asigeHUKa

BupobHuk

Kpaina
eupobHUKa

Peecmpauitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpayitiHo
20
noceidYyeHHs

BignosigansbHa 3a apmakoHarnsg Kyama
Bornogumump OnekcaHgpoBuy. 3MiHa KOHTaKTHUX
[aHnX

185.

LIEPAKCOH®

po3uMH Ans iH'exuin, 500
Mr/4mnno 4 mn B
amnynax, no 5 abo no
10 amnyn y KapTOHHIN
KOpob L

Ddeppep
IHTepHauioHanb,
C.A.

IcnaHis

deppep
IHTepHavioHan
b, C.A.

Icnania

BHECEHHS 3MiH 4O peecTpauiiHiX Martepianis:
3MiHm | Tuny - 3MiHn Wwono 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnsgy. BeeneHHs abo 3miHM oo
y3aranbHEeHUX [JaHuX Mpo CUCTEMY
dapmakoHarnaay (BBeOEHHS y3ararbHEHUX OaHuX
npo cuctemy dpapmakoHarnsay, 3MmiHa
JMIOBHOBaXKeHOi  ocobu, BignoBiganbHoI 3a
34iMicHeHHs dpapmakoHarnsay, KOHTakTHOI ocobu 3
hapmakoHarnaay 3asBHUKa AN 34iCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
BiJ YNIOBHOBaXXeHOi ocobMu, BignoBiganbHoi 3a
30iNCHEHHA bapmakoHarnsay (BKoYvaoum
KOHTaKTHi AaHi) Ta/abo 3MiHn y po3miLLeHHi macTep-
danna cuctemu dapmakoHarnsaay) - Hitova
penakLis: KoHTakTHa ocoba BignoBiganbHa 3a
dapmakoHarnsg CopokornetoBa Anna bopucisHa.
MpornoHoBaHa pepakLis: KOHTaKkTHa ocoba
BiAnosifanbHa 3a dapmakoHarnsg Kyama
Bonogmmup OnexkcaHapoBuy. 3MiHa KOHTaKTHUX
[aHnx

3a
peuyernmom

UA/4464/01/01

186.

LLEPAKCOH®

PO3UMH AN iH eKLin,
1000 mMr/4mn no 4 mn B
amnynax, no 5 abo no
10 amnyn y KapTOHHIN
KopobLi

Deppep
IHTepHauioHanb,
C.A

IcnaHis

®eppep
IHTepHaLioHan

b, C.A.

Icnania

BHECEHHSI 3MiH [0 PEECTpaLiHUX Marepianis:
3Minm | Tuny - 3MiHn WwWono 6e3nekn/edeKTUBHOCTI
Ta apmakoHarnsgy. BeegeHHs abo 3miHu oo
y3aranbHeHUX [aHnX npo cucTemy
dapmakoHarnsaay (BBeAeHHS y3ararbHEeHUX AaHunx
npo cuctemy dapmakoHarnsgy, 3miHa
JMIOBHOBaXKeHOI  ocobu, BiANoBiAanbHOI 3a
3[iNCHEHHA hapMakoHarnsay, KOHTakTHOi ocobu 3
hapmakoHarnsay 3asiBHVKa ANSA 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BigMiHHa
BiJ, YTOBHOBaXeHOI 0cobu, BiAMOBiganbHOI 3a
34iViCHEHHs bapmakoHarnsgy (BKoyaum
KOHTaKTHi AaHi) Ta/abo 3MiHny po3milLeHHi macTep-
davina cuctemu apmakoHarnagy) - Hitoua
pefakLis: KoHTakTHa ocoba BignosiganbHa 3a
dapmakoHarnsg CopokorneroBa Anna bopucisHa.
MponoHoBaHa peaaKkLis: KOHTaKTHa ocoba
BiAMosiganbHa 3a dapmakoHarnsg Kyuama
Bonogumup OnekcaHaposud. 3MiHa KOHTaKTHWX
[aHnX

3a
peuenmom

UA/4464/01/02

187.

LIEPEEPONI3UH®

PO34MH Ans iH'ekuin,
215,2 mr/imnno 1 mn
(215,2 mr) B amnyni; no
10 amnyn B KapTOHHiN
kopobui; no 2 mn (4304
Mr) B ammyni; no 10

EBEP Heiipo
Papma M6X

ABcTpis

EBEP Heiipo
®apma M'M6X

AscTpis

BHECEHHS1 3MiH [0 peecTpaLiHux marepianis:
3MiHu | Tuny - 3minn Wwopo 6e3nekn/ed eKTUBHOCTI
Ta papmakoHarnsay. BeeneHHs abo 3MiHv oo
y3ararnbHeHNX AaHuxX Npo CUcTemy
hapMakoHarnsiay (BBeAEHHSI y3ararbHEHUX AaHux
npo cucTemy dapmakoHarnsay, 3miHa

3a
peyernnom

UA/9989/01/01
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Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
amnyn B KapTOHHIN JMIOBHOBaXXeHOi  ocobu, BignosiganbHoi 3a
kopobui; no 5 mn (1076 30iMicHeHHs dpapMakoHarnsay, KOHTaKTHOI ocobu 3
Mmr) abo 10 mn (2152 mr) hapmakoHarnsigy 3asiBHVMKa AN 34iACHEHHS
abo no 20 mn (4304 wmr) dapmakoHarnsaay B YKpaiHi, AKLLIO BOHA BigMiHHA
Bamnyni; no 5amnyn B BiJ YNIOBHOBaXXeHOi ocobMu, BignoBiganbHoi 3a
KapTOHHI KopobLii; 3iNCHEHHA hapmakoHarnsay (BKoYvaoum
no 30 mn (6456 mr) abo KOHTaKTHi AaHi) Ta/abo 3MiHn y po3milLeHHi MacTep-
50 mn (10760 mr)y danna cuctemu bapmakoHarnaay) - Litova
dnakoHi; no 1 drakoHy penakLuis: KoHTakTHa ocoba BignoBigansbHa 3a
B KapTOHHIN KopobLi apmakoHarnsg Mopobeub Onekcii Mykonarosuy.
[MponoHoBaHa pegakLisi: KOHTakTHa ocoba
BignosiganbHa 3a papmakoHarnsg Nuesosapos
Brnagucnas OneroBu4. 3MiHa KOHTaKTHUX JaHUX
188. | LLEPYKAN® po3uMH Ans iH'ekuin, 10 TeBa I3painb AT YropuuHa/ BHECEHHS1 3MiH O peecTpaLliiHux Marepianis: 3a UA/2297/02/01
Mr/2mn no2 mn B ®apmaueBTikan Papmau ety HimevwunHa 3MiHn | TUny - NogaHHA HoBOrO cepTudikara peyerinom
amnyni, no 10 amnyn y lHoacTpis JTa. HUA 3aBoa BignoBigHocTi €Bponeiicbkin chapmakonei RO-CEP
Kopob Ui TEBA, 2015-304-Rev 00 gns A®l metoknonpamigy
YropLymHa; riapoXIopuay Bif BXe 3aTBEpAKEeHOro BMPODHMKa
BMPOBHUL TBO Icrom S.P.A. TaoHoBNeHHA cneyundikauii BXgHoOro
Heposdacosa koHTponto A®| (Cneuudikauito BUpoGHMKa roToBoro
HOro nikapcbkoro 3acoby Pliva BuoaneHo, ockinbku Le
NPOAYKTY, nianpremcTBo Ginblue He BUPOGSE NPOAYKT)
nepBuHHa Ta
BTOpVHHA
YNaKoBKa,
[103BiN Ha
BUMYCK Cepii:
Mepkne T'm6X,
HimeuumnHa;
KOHTpOnb
cepii: Mepkne
6X,
HimeuunHa
189. | LE®PENIM NOPOLLOK A1 PO34MHY Anemoik IHais CeHc IHois BHECEHHSI 3MiH O PEECTPaLiHUX MaTepianis: 3a UA/4628/01/01
ansid'ekyinno 1 r Ne 1: dapmac'toTikenc Jabopatopic 3MiHun | Tvny - 3MiHM 3 AKocTi. [OTOBMI NikapcbKui peuernmom
1 dbnaKkoH 3 NopoLLKOM Y NimiTen Mer. NT4. 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuoaTHoCTi
KapTOHHIN nadui; Ne 5: 1 abo ymoBax 36epiraHHs roTOBOro fikapcbKoro
hNaKoH 3 MOPOLLKOM Y 3acoby (36inblUeHHst TepMiHy NpUAAaTHOCTI FOTOBOrO
KapTOHHIA nadui; o 5 nikapcbKkoro 3acoby) - [ns TOproeoi ynakoBKu
na4voK y kopobui (nigTBEPAXYETLCA AaHMMW pearibHoro yacy)
(36inbLUEeHHs TepMiHy MpUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby (3 2-x 4o 3-X pokiB)
190. | LE®EMIM MOPOLLIOK 1151 PO3UMNHY Anembik IHOisa CeHc [tE BHECEHHS 3MiH 40 peeCcTpaLivHiX MaTepianis: - UA/4629/01/01
ansiHekuinno1 rin dapmac'toTikenc Jabopatopic 3MiHun | Tvny - 3MiHM 3 sKocTi. [OTOBMI NikapcbKui
bulk Ne 100: 100 Nimiten Mer. JlTo. 3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI

¢ naKoHiB 3 NOPOLLKOM Y
KapTOHHi Kopobui

abo ymoBax 36epiraHHsi roToBOro nikapcbkoro
3acoby (36inblUeHHs TepMiHy NMpUOaTHOCTI rOTOBOro

nikapcbkoro 3acoby) - [insi TOproBoi yrnakoBKu

(nigTBEPAXYETLCA AaHMMW PeanbHOro yacy)




88 [IponoBskeHns qoaaTka 3
Ne Hasea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa eupobHUKa eidnycky peecmpauiliHo
ynakoeka) 20
noceidYeHHs
(36inblUeHHs TepMiHy NpUaAaTHOCTI FrOTOBOrO
nikapcbkoro 3acoby (3 2-x 4o 3-x pokiB)
191. | UMKITONEHTONATY Kpanni o4Hi, po3ymH 1% CKAH BIOTEK IHoia AnKoH IHois BHECEHHS 3MiH [0 peecTpalinHiX mMartepianis: 3a UA/15785/01/01
rigpoxmnorug no 5 mn ydnakoHi; no 1 nTa MapeHTepanc 3minm Il Tuny - 3miHn WwWono 6e3nekn/edp eKTYBHOCTI peyerinmom
dnaKkoHy y KapTOHHIN (IHgis) NimiTeg Ta dpapmakoHarnaay. BHeceHHs abo 3miHa(u) o

ynaKoBLi

3000B'A3aHb Ta YMOB BudaYi peecTpauiiHoro
nocBigyeHHsl, BkrtoYaoun MNnaH ynpaeniHHA
pu3vkamu (3acToCyBaHHst 3MiH(M), siki(a)
BMMararTb(€) NoganblUoro OBIPyHTYBaHHA HOBMMU
[0AaTKOBUM [aHMMU, L0 MaloTb HafaBaTucst
KOMMETEHTHAM OpraHoM, OCKifbKM BUMaraeTbest
CYTTEBA OLiHKa KOMMETEHTHNM OpraHom )
(BrikoHaHHa 3060B'si3aHb BiAMNOBIAHO A0 MiAMYyHKTY
1.13 myHKTY 1, NigNHKTY 2.3 NyHKTY 2 goparky 15
Ao [NopsanKy NpoBeneHHs ekcrnepTusun
peecTpaLiHiX maTtepianis Ha Nikapcbki 3acobu, LWo
nopalTbCs Ha AepxaBHy peecTpalito
(nepepeecTpalito), a TakoxX excrepTusu marepianis
Npo BHECEHHA 3MiH [0 peecTpaliiHuX Marepianis
NpPOTSIroM Aii peecTpauiiHoro nocBigyeHHs,
3arBepaeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (ypepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

HavyanbHukK YnpaBniHHA ¢papmaue BTUHHOI

RiANbHOCTI Ta AKocTi chapmaue BTMMHOT NpoAyKU il

T.M. JlackoBCbKuUu
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