NEPENIK

Donatok 3

Ao Haka3sy MiHictepcTBa oxOpoHU

300pOB’A YKpaiHu
08.12.2017 Ne 1570

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJNIOMNYHUX NPEMAPATIB), LLOAO AKUX BYJTIU BHECEHI 3MIHU A0
PEECTPALUIMHUX MATEPIAJIB, AKI BHOCATbCA 0O AEPXKABHOIO PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHU

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

ABEJIOKC®

po3uurH ans iHgysin, 400
Mr/250 mn, no 250 mn
PO34MHy y driakoHax; no
1 cbnakoHy B KapTOHHIN
navui

Banep ®apma Al

HimeuunHa

Banep ®apma
Al

HimeuunHa

YTOUHEHHS HaNMUCaHHSA peecTpaLiiHoOi npouenypuy y
NpoLeci Aep>KaBHOI peecTpallii, 3aTBepAXeHOI
Hakazom MO3 YkpaiHu Big 29.11.2017 Ne 1495
BipHa pedakuisi:

MepepeecTpauia Ha HeobmexeHu TepMiH; 3miHu |l
Tuny - 3MiHn wopao 6e3neku/edekTUBHOCTI Ta
dapmakoHarnagy. 3MiHU y KOpoTkKi
XapakTepucTuui nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans Megu4Horo
3aCTOCYBaHHS y 3B'AI3KY i3 HOBUMM JaHUMU 3 SIKOCTI,
OOKNiIHIYHUMMU, KNIHIYHAMKW aHMMK Ta AaHUMK 3
dapmakoHarnsgy - 3miHM BHECEHO A0 iHCTPYKLIT
ANA MeAnYHOro 3acTocyBaHHS npenapary Ao
po3ainiB "OcobnumBocTi 3acTocyBaHHs", "IM0oGIYHi
peakuii”" BignosigHO 0O MaTepianiB peecTpauiiHoro
AOCbE.

Mepioan4vHICTb NOAAHHSA perynspHO OHOBIOBaHOro
3BiTY 3 6e3neku BiAnoBiaHO A0 MopsiaKy 3AiNCHEHHS
apmakoHarnsgy, 3aTBepAXeHoro Haka3om
MiHicTepcTBa oxopoHu 300poB’s Ykpainu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y penakuii Hakasy MiHicTepcTBa
OXOpOHU 300p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTB: 3riAHO 3i CTpoKamu,
3a3HayYeHnMn y NepioanyYHOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

3a
peuernmom

He nionsieae

A3unon

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 250 mr no 3 Tabnetku
B OnicTepi; no 2
OnicTepu B KapTOHHIl
Kopobui

Mab'aHiubknin
dapmaueBTUYHUN
3aBog Nonbda
AT.

MonbLua

Mab'aHiubknin
dapmaueBTHy
HUIA 3aBOf,
Monbda A.T.

MonbLua

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3minHu | TUNY - 3MiHK Wwopo 6e3nekn/eeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHu y KOpoTkii
XapakTepucTuui nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS! Ta iHCTPYKUii Ans Megu4Horo
3aCTOCYBaHHS reHepu4HNX/ribpmuaHnx/6ionoaidHmx
nikapcbKunx 3acobiB Micns BHECEHHs Tiei camoi
3MiHM Ha pedepeHTHUI npenapart (3MiHa He
notpebye HagaHHS )XOAHNX HOBUX AOAATKOBMX
AaHux) (3MiHM BHeCeHi 40 iHCTPYKLUIi y po3ain:

3a
peuernmom

UA/14380/01/01
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

"MokasaHHs"). 3MiHM BHECEHi A0 iIHCTPYKUii Y
po3ginu: "dapmakosnoriyHi BnacTuBocCTi",
"MpotunokasaHHs", "B3aemogis 3 iHwmMu

nikapcbknumu 3acobamu Ta iHWi BuaM B3aemogin",
"OcobnmBocTi 3acTocyBaHHSA" (y T.u.
"3acTocyBaHHs1 y nepiog BariTHocTi abo rogyBaHHs
rpyaat”, "3aaTHicTe BNNMBATY Ha LIBUAKICTb
peakLii npu KepyBaHHi aBToTpaHcnopTom abo
poborTi 3 iHWKuMK mexaHismamu"), "Cnoci6
3acTocyBaHHs Ta gosu", "[itn" (peparyBaHHs
iHcbopmalii), "Mepeno3syBaHHs", "INobiuHi peakuii”
BiANOBIAHO A0 iHopMaLii pedpepeHTHOro
nikapcbkoro 3acoby CYMAME[®, TabneTku, BKpUTI
nniBkoBOK 060MoHKoW) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLiB Nicnsa 3aTBEPOXKEHHS)

A3unon

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 500 mr no 2 a6o 3
TabneTku B BnicTepi, no
1 6nicTepy B KapTOHHI
Kopobui

Mab'aHiubknin
dapmaueBTUYHUN
3aBog Nonbda
AT.

MonbLua

Mab'aHiubknin
dapmaueBTHy
HUIA 3aBOf,
Monbda A.T.

MonbLua

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3minHu | TUNY - 3MiHK Wopo 6e3nekn/eeKTUBHOCTI
Ta chbapmakoHarnsgy. 3miHu y KOpoTkii
XapakTepucTuui nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS! Ta iHCTPYKUii Ans Megu4Horo
3aCTOCYBaHHS reHepu4HNX/ribpuaHnx/6ionoaidHmx
nikapcbKkunx 3acobis nicns BHeCEHHs Tiei camoil
3MiHW Ha pedpepeHTHWI NnpenaparT (3mMiHa He
notpebye HagaHHS XXOAHNX HOBUX AOAATKOBMX
AaHnx) (3MiHM BHeCeHi Jo iHCTPyKLUii y po3ain:
"MokasaHHsa"). 3MiHN BHECEHI [0 IHCTPYKLT Y
po3ginu: "dapmakonoriyHi BnacTuBocTi",
"MpotunokasaHHs", "B3aemogis 3 iHWmMK
nikapcbkumu 3acobamu Ta iHWi BUaM B3aemogin",
"OcobnmBocTi 3acTocyBaHHSA" (y T.u.
"8acTocyBaHHS y nepiof BaritTHOCcTi abo rogyBaHHs
rpyaat”, "3aaTHicTe BNNMBATK Ha LIBUAKICTb
peakLii npu KepyBaHHi aBToTpaHcnopTom abo
poborTi 3 iHWwKuMK mexaHismamu"), "Cnoci6
3acTocyBaHHs Ta go3un", "ditn" (peparyBaHHs
iHcbopmalii), "Mepeno3syBaHHsA", "IobiuHi peakuii”
BiANOBIAHO A0 iHopMaLii pecdpepeHTHOro
nikapcekoro 3acoby CYMAME[®, TabneTku, BKpUTI
nniBkoBo 060MoHKo) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLIB Nicnsa 3aTBEPAXKEHHS)

3a
peuernmom

UA/14380/01/02

ANEPIrOKOPT

Masb, 1 mr/rno 15ry
Ty6i; no 1 Ty6i y kopobui
3 KapTOHY

ToBapucTBo 3
0BOMEXEHO0
BiANOBIAANbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3popos'a"

Ykpaina

ToBapucTBo 3
0OMEXEHO0
BianoBiaanbHi
cTio
"®apmaueBTu
YHa KOMMNaHis
"3gopos's"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHux atepianis: 3miHu
Il Tuny - 3miHn Wwopo 6e3neku/edeKTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs1 abo amiHa(n) oo
3000B'I3aHb Ta YMOB BMAayi peecTpauinHoro
nocBig4eHHs1, BKNoyatoun MnaH ynpaeniHHa
pu3nkKamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMaraiTb(€) noganbLioro obrpyHTyBaHHS HOBMMU

3a
peuernmom

UA/16036/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
[0[aTKOBMM AaHVMK, Lo MaloTb HagaBaTucst
KOMNETEHTHUM OpraHoM, OCKiNlbK BUMaraeTbes
CyTTEBA OLliHKA KOMMNETEHTHUM OpraHoMm)
(BukoHaHHs1 3060B'si3aHb BignoBigHO 40 MiAMYHKTY
1.8.2 nyHkty 1.8 popatky 5 MNopsaaky npoBeaeHHs
eKkcnepTm3n peecTpauiiinx maTtepianis Ha
nikapcbki 3acobu, o nogaTbCs Ha OepXaBHY
peecTpauito (nepepeecTpallito), a Takox
eKkcnepTM3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTtepianis NpoTarom it
peeCcTpaLiiHOro NOCBIAYEHHS, 3aTBEPAXEHOr0
Hakazom MOS3 Big 26.08.2005 Ne 426 (y peaakuii
Hakasy MO3 Big 23.07.2015 Ne 460)
5. | ANTEMIKC cvpor, 25 mr/5 mn, no ToBapucTBo 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/7157/01/01
100 mn y dpnakori; no 1 obmexeHoro BMPOBHMUTBA, 3minu 1l Tuny - 3miHn wopno 6e3nekn/epeKkTUBHOCTI peuenma
dnakoHy y KOMMNMNeKTi 3 BignoBiAanbHICTIO KOHTPOIb Ta chbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
MipHOIO NTOXKOI Y "®apmaueBTnyHa SIKOCTi, BUMYCK 3000B'A3aHb Ta YMOB BMAayi peecTpauiiHoro
KapTOHHiI kopobuji KOMMaHis cepil: nocBig4eHHs1, BKMNoyatoun MnaH ynpaeniHHa
"3popos'a" ToBapucTBo 3 pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
obmexxeHoro BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
BignosiganbHi [0[aTKOBUM AaHVMK, Lo MaloTb HagaBaTucst
CTHO KOMNETEHTHUM OpraHoM, OCKiNlbK/ BUMaraeTbes
"®apmauesTn CYTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
YHa KOMMNaHis (BukoHaHHs1 3060B'si3aHb BignoBigHO 40 MiAMYHKTY
"3popos's", 1.13 nyHkty 1 gopatky 15 o NMopsagky npoBeaeHHs
YkpaiHa; eKcnepTm3n peecTpauiiHnx maTtepianis Ha
BCi cTagii nikapcbki 3acobu, Lo MoAaTLCS Ha AepXaBHy
BMPOBHMUTBA, peecTpaLito (nepepeecTpalliio), a Takox
KOHTpOIb eKcnepTM3n marepianis Npo BHECEHHS 3MiH A0
AKOCTI: peecTpauiiHnx maTtepianis NpoTarom il
ToBapucTBo 3 peecTpauinHoro NoCBiAYEHHs, 3aTBEPIXKEHOrO
obmexeHoro Hakazom MOS3 Big 26.08.2005 Ne 426 (y peaakuii
BignoBiganbHi Haka3zy MOS3 Big 23.07.2015 Ne 460)
cTio
"XapkiBCbke
dapmaueBTny
He
nianpvemMcTBO
"300poB'sa
Hapoay",
YkpaiHa
6. | AliIb®OPT OEKCA pPO34MH Ans iH ekuin, 50 Henbta Megiken Lsenuapis K.O. PymyHis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15741/01/01
Mr/2 Mfino 2 mn B MpomoywH3 Al Pomdapm TexHibyHa nomunka y Cneuudikauii MKA Ha peuernmom
amnyni; no 5 a6o no 10 KomnaHi nikapcbkuii 3acib, 3a nokasHukoM «KinbkicHe
amnyn B KApTOHHIN C.PJL BM3HAYEHHS JEeKCKeTOoNpodeHy»
Kopobui
7. | AMBPOKCOI 15 cvpon, 15 mr/5 mn no MybniyHe YkpaiHa MybniyHe YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux marepianis: be3 UA/0595/01/01




4 [TpomoBxkeHHs 10o1aTKa 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
100 mn y donakori aKuioHepHe akuioHepHe 3minHu | TUNy - 3MiHKM 3 sKocTi. [oTOBUI Nikapcbkni peuenma
norniMepHomMy abo 6aHui TOBapuCTBO TOBapuCTBO 3aci6. Cuctema KOHTeNHep/3aKkynopoBanbHU
noniMepHin; no 1 "HaykoBo- "HaykoBo- 3aci6. 3miHa po3mipy yrnakoBKM FOTOBOrO
dnakoHy abo no 1 6aHLui BMPOBHMYMI BMPOBHMYMN nikapcbkoro 3acoby (3miHa macu/o6'emy BMiCTY
pa3oM 3 FTOXKKOH0 LeHTp LEeHTp KOHTelViHepa 6araTofo030BOro fikapcbKoro 3acoby
[03yBarnbHO B Mavli; "BopLuariBcbkui "BopLuariBcbk Onsi HenapeHTepanbHOro 3acTocyBaHHs (abo
no 100 mn y donakoHi XimiKo- WA Ximiko- 0OHOL030BOr0, YaCTKOBOIO BUKOPUCTAHHST))
cknsHomy; no 1 hapMaLeBTUYHNI hapmaueBTUY CynyTHs 3MiHa - 3MiHK 3 gKocTi. FoToBUIA
hnakoHy pa3om 3 3asog" HWI 3aBog" nikapcbkuin 3aci6. KoHTpornb rotToBoro nikapcbkoro
TOXKOI [03YBarbHO B 3acoby. 3miHa napameTpiB cneundikaui Ta/abo
nayui; no 50 mn y [ONYCTUMUX MEX FOTOBOTO JikapCbKoro 3acoby
nakoHi noniMmepHomy, (iHLWi 3miHK) - 3MiHK 3 AKocTi. ToTOBMI NikapCbKWi
no 1 cprnakoHy pasom 3 3aci6. 3miHu y BUpo6HMLTBI. 3MiHM BUNpoGyBaHb
TIOXKOI0 403YBarnbHO B abo JonycTMMUX MeX, BCTAHOBIEHNX Y
nayui cneumndikauisx, nig yac BUpobHMLTBA FOTOBOrO
nikapcbkoro 3acoby (iHwwi 3miHK) (BBeAEHHS
[04aTKOBOI ynakoBku: Mo 50 mn y drakoHi
nonimepHomy, no 1 hnakoHy pasom 3 NIOXKO
[03yBarnbHO B Nayui. Ak Hacnigok — NocniAoBHi
3MmiHn B Cneumdikauii gns '3 B po3gini «O6’em
BMICTY YrakoBkn», «YMnakoBka» Ta B cneuudikawii
ANt KOHTPOIMIO NPOMDKHUX MPOJYKTIB B pO3Aini
«O6’em BMIiCTY ynakoBKu», a CaMme BBEAEHHS
HoBoro o6’emy BMicTy ynakosku (50 mn). BBegeHHs
3MiH npoTsiroMm 3-x MicsUiB Nicns 3aTBEPAXEHHS .
8. | AMBPOKCOI 30 cvpor, 30 mr/5 mn no My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/0596/01/01
100 mn y donakori aKuioHepHe akuioHepHe 3minHu | TUNY - 3MiHKM 3 aKkocTi. [oToBUI Nikapcbkui peuenma
norniMepHomy abo 6aHui TOBapuCTBO TOBapuCTBO 3aci6. Cuctema KOHTeNHep/3aKkynopoBanbHU
noniMmepHin; no 1 "HaykoBo- "HaykoBo- 3aci6. 3miHa po3mipy ynakoBKM FOTOBOrO
dnakoHy abo no 1 6aHLui BMPOOHWUNIA BMPOOHWYNIA nikapcbKkoro 3acoby (3miHa Mmacu/o6'emy BMiCTY
pa3oM 3 FTOXKKOH LeHTp LeHTp KOHTeliHepa 6araTofo30BOro fikapcbKoro 3acoby
[03yBarnbHO B Mavli; "BopLuariBcbkui "BopLuariBcbk [Onsi HenapeHTepanbHOro 3acTocyBaHHs (abo
no 100 mn y donakoHi XiMiko- Ui Ximiko- 0HOA030BOr0, 4YaCTKOBOrO BUKOPUCTAHHS))
cknsgHomy; no 1 hapMaLeBTUYHNI hapmaueBTU4 CynyTHs 3MiHa - 3MiHK 3 gKocTi. [oToBUIA
nakoHy pa3om 3 3asog" HWI 3aBog" nikapcbkuin 3aci6. KoHTpornb rotToBoro nikapcbkoro

TIOXKOI0 03YBarnbHO B
nayui; no 50 mn y
dnakoHi nonimepHomy,
no 1 cprnakoHy pasom 3
TIOXKOIO 403YBarnbHO B
nayui

3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[ONYCTUMMUX MEX FOTOBOTO NikapCbKoro 3acoby
(iHLWi 3miHK) - 3MiHK 3 AKocTi. ToTOBMI NikapCcbKWi
3aci6. 3miHM y BUpobHULTBI. 3MiHM BUNpobyBaHb
abo JonycTMMUX MeX, BCTAHOBIEHNX Y
cneumndikauisx, nig yac BUpobHULTBA FOTOBOTO
nikapcbKkoro 3acoby (iHwi 3miHK) (BBeAEeHHS
[04aTKOBOI ynakoBku: o 50 mn y drakoHi
nonimepHomy, no 1 onakoHy pa3om 3 NIOXKO
[03yBarnbHO B Nayui. AK Hacnigok — NocniAoBHi
3MmiHn B Cneumdikauii gns N3 B po3gini «O6’em
BMICTY YNakoBKuy, «YnakoBka» Ta B cneundikauii
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

[Onsi KOHTPOI0 NPOMDKHMX MPOJYKTIB B po3Aini
«O6’em BMIiCTY ynaKkoBku», a caMme BBEAEHHS
HoBOro o6’emy BMicTy ynakoBku (50 mn). BBegeHHs
3MiH npoTsiroMm 3-x MicsUiB Nicns 3aTBEpAXEHHS.

AHOWMAN-EKCTPA

Tabnetku no 10
TabneTok y cTpwmni; No
10 Tabnetok y cTpuni;
no 10 cTpunis y nayui 3
KapToHy

AT "Mordapm”

Ykpaina

NAT
"MoHdapm"

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUx AaHux npo 3cuctemy
hapmakoHarnsiay (BBeeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
BiJ YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs hbapmakoHarnaay (Bknoyaoyn
KOHTaKTHIi AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI macTep-
danna cuctemu papmakoHarnsagy) - 3miHa
YyNOBHOBaXXEHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinoBny. 3mMiHa KOHTAKTHUX JAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

6e3
peyenma

UA/10127/01/01

10.

AHOWMNAN-HEO

Tabnetku no 10
TabneTok y cTpunax; no
10 Tabnetok y cTpuni;
no 10 cTpunis y nayui 3
KapToHy

AT "Mondapm”

Ykpaina

NAT
"MoHdapm"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3ararnbHeHuX AaHWNX Npo cucTemy
apmakoHarnsgy (BBEAEHHS y3aranbHeHUX aHux
npo cuctemy apmakoHarnsgy, aMmiHa
yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXEHOi 0CObW Ans 3AiINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuis - Cosrupa Ceprin
CeprinoBny. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXXEHOi 0cobu 3 hapmakoHarnsagy

6e3
peyenma

UA/10128/01/01

11.

APEKJTIOK®

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 50 mr no 10 Tabnertok

AT "I'piHoekc"

INateia

BCi cTagii
BMpPOBHMYOro
npoLiecy,

TypevunHa/
JatBin

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | TUNY - nogaHHs HOBOro cepTudikaTa
BigNOBIAHOCTI €Bponenchbkivi dhapmakonei Bia

3a
peuernmom

UA/10398/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
y bnictepi; no 3 OKpiM BUMYCKY HOBOro BMPOOHUKA - 3aMiHa 3aTBEPOXKEHOrO
6nictepu y nayui cepii: Kouak BMpobHuKka ADI BikanyTtamig Ha HOBOro BUPOGHMKa,
dapma Inau sk mae CepTudikat BignoBigHOCTI EBponencbKii
Be Kimisa dapmakonei Aarti Industries Ltd, IHgis, RO-CEP
Canann A.C., 2012-223-Rev 01
Type4yunHa;
BUPOBHMK,
AKUNA
BignoBsigae 3a
BUMYCK Cepii,
BKITHOYa04M
KOHTpOIb
cepii/Bunpoby
BaHHs: AT
"I'piHaekc",
JlatBist
12. | APUMIOQEKC Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka Bupo6Huk CLWA/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/2417/01/01
NniBKOBOK OBOMOHKOIO, Timiten BputaHis nikapcbKoro Benwka 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
no 1 mr no 14 tabnertok 3acoby "in BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
y bnicTtepi; no 2 bulk": peecTpauinHoro NocBiAYEHHsT)
onictepn y KapTOHHIN Actpa3eHeka
Kopobui dapmMacbioTuK
anc J1M, CLWA;
Bupo6Huk,
BiAnNoBiganbHM
n3a
nakyBaHHsl Ta
BUIMYCK Cepii:
Actpa3eHeka
IOK Nimiten,
Benuka
BpuTtaHis
13. | APTULLOKY nopoLUokK (cybcTaHuis) y ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: - UA/11767/01/01
EKCTPAKT CYXUMN nakeTax 3 nnisku obmexeHo obmexeHo 3minu | TUny - 3MiHm 3 akocTi. ADI. KoHTponb AdI.
nonieTuneHosol Ans BiANOBIAANbHICTIO BianoBiganbHi 3miHa y napameTpax cneumdikauin Ta/abo
dapmaueBTUYHOTO "®apmaueBTniHa cTio OONYCTUMMX MEX, BUHAYEHUX Y cneundikalisax Ha
3acTocyBaHHS KOMMaHis "®apmauesTn A®I, abo BUXiQHMI/NPOMIDKHUIA NPOAYKT/peareHT,
"3popos'a" YHa KOMNaHis LLIO BUKOPUCTOBYIOTLCS y Npoueci BUpobHuuTea AdI
"3popos's" (iHwi 3miHn) CynyTHsa 3MiHa - 3MiHu 3 skocTi. API.

KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHs
A®| abo BMxigHOro marepiany/npomixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSH Y
npoueci BupobHuurea A®I (iHWi 3miHM y meTopax
BMMpoOyBaHHS (BKMtoYyarouun 3amiHy abo
ponoBHeHHs1) A®| abo BMXiZHOro/NpoMiXKHOro
npoaykTy) (3amiHa meToaukm ineHTudikauii AP|
ApTULLOKY EKCTPaKT CyXuii MmeTogom Y-
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

cnekTpodoTomeTpii (APY, 2.2.25) Ha meTo
TOHKOLapoBOi xpomaTorpadii (APY, 2.2.27) 3rigHo
MoHorpadii EP «Artichoke leaf dry extracty); 3miHu
| Tuny - 3miHn 3 akocTi. CepTudikar
BignoeigHocTi/l'E-cepTudikar BignosigHocTi
€sponevicbkin dapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb 4O MOHorpadii AdY abo
€sponevicbkoi apmakonei, abo iHwoi
HauioHanbHoi hapmakonei aepxasu €C (3miHa y
cneundikauisx, noe'asaHa 3i amiHamu B AdY, abo
€Bponeicbkii hapmakornei, abo iHwWwin
HauioHanbHi hapmakonei gepxasn €C) CynyTHs
3MiHa - 3miHu 3 AkocTi. ADI. KoHTponb API. 3miHa y
meToaax BunpobysaHHs AP| abo BuxigHoro
marepiany/npomixHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHW y MeTopax BUNpobyBaHHs (BKIOYaym
3amMiHy abo gonoBHeHHS) APl abo
BWXiAHOro/MpOMiXKHOro NpoAyKTy) (3amiHa
MeToanky BunpobyBaHHs AD| 3a mokasHUKOM
«BTpara B Maci npu BUCYLLYBaHHI».
BusHayeHHs BTpaTtu B Maci Npn BUCYLLYBaAHHi
eKCTpakTiB), 6e3 3MiH KpUTEpi MPUAHATHOCTI,
3riagHo BUMor moHorpadii EP; npvBeaeHHs Bumor
3a nokasHukom «MikpobionoriyHa yncrtoTa» y
BignoBiaHicTb Ao EP 5.1.8.); 3minu Il Tuny - 3miHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y napameTtpax
cneumndikaui Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHUX y cneundikauisx Ha APl, abo
BUXiIZHWUI/MPOMIDKHUI NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(3miHa no3a mexamu 3aTBepAXeHOro AianasoHy y
cneyudikauii Ha A®I) (3miHa gianazoHy
3abapBneHHs cybcTaHuii 3a nokazHukom "Onuc”,
3rigHo BuMor moHorpadii EP «Artichoke leaf dry
extract». MpuBeaeHHs obnacTi 3acTocyBaHHsS
cybcTaHuii y BignosigHicTe o Bumor APY)

14.

APTPOH® ®JIEKC

TabneTku, BKPUTI
obornoHkoto, no 750 wmr,
no 15 tabnetok y
6nictepi, no 1 6rictepy
B kopobui; no 30 abo 60,
abo 120 tabnetok y
dnakoHi, no 1 dnakoHy
B KOpOOLLi

HOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoI 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHUKa Ans 34incCHeHHs

6e3
peyenma

UA/12859/01/01
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
dapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
BiJ YNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
3[iiCHEHHsT chapmakoHarnsgy (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHW Y pO3MilLLLeHHi MacTep-
darna cuctemu cpapmarkoHarnsgy) - NponoHosaHa
pepakuisi: YnoBHoBaxxeHa ocoba, BignosiganbHa 3a
3piicHeHHs1 hapmakoHarnsaay - XopkiH Bonogumup
HOpirioBuY. 3MiHa KOHTaKTHUX AaHNX
yNOBHOBaXKeHoi 0cobu. 3miHa MicLs 3AiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsagy. 3miHa
agpecu mactep-danna
15. | ATPONIHY Kpanni o4Hi, 10 mr/mn no ToBapucTBo 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/5461/01/01
CYNIb®AT 5mnabono 10 mny obmexeHoro BMPOBHMUTBA, 3MiHm | TNy - 3mMiHa napameTpiB cneundikain peuernmom
dnakoHi; no 1 dnakoHy BignoBiAanbHICTIO KOHTpOIb Ta/abo AonyCTUMUX MEX ANt 4OMOMIXKHOT
B KOMIMIEKTi 3 KPULLIKOO- "[ocniaHnii 3aBog SIKOCTi, BUMYCK PEYOBUHM - OMOBHEHHS crneundikauii Ha Bogy
KpanenbHuLelo B nayi "rHUnc" cepil: OYNLLEHY AOAATKOBMM NapamMeTpoM «piBeHb
ToBapucTBo 3 nonepenKeHHsi»; 3aMiHu | Tuny - 3amiHW, NoB'A3aHi 3
obmexeHoto HeOobOXiHICTIO MpUBEAEHHS Y BigNOBIQHICTE OO
BignosiganbHi MoHorpadii PY abo €sponeiicbkoi hapmakonei,
cTio abo iHwoi HauioHanbHoI hapmakonei aepxasu €C
"OocniaHnii (3miHa y cneuudpikauisix, no'sisaHa 3i 3MiHamu B
3aBoj [®Y, abo €sponeinckkii dpapmakonei, abo iHLWin
"rHunce, HauioHanbHi bapmakonei gepxasu €C) -
YkpaiHa; BCi npuBefeHHss METOAIB BUNPOOYBaHHS 3a T.
cragii MikpobionoriyHa YncToTa Ha AOMOMIDKHY PEYOBUHY
BMPOOHMLTBA, HaTpito MeTabicynbdiT, HaTpito xnopua, Boaa
KOHTPOIb ouuLLeHa o BUMOT Aitoyoro BuaaHHs OdPY; cynyTHs
SIKOCTi, BUMYCK 3MiHa: 3miHa y meTofax BUnpobyBaHHS JOMOMiXKHOI
cepii: PEYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEpAXEHMX
TosapucTBo 3 mMeToAax BUNpobyBaHb); 3MiHW | Tuny - 3miHK,
obmexeHoto noB'sA3aHi 3 HeoOXiAHICTIO NPMBEAEHHS Y
BigNoBiganbHi BigNoBiAHICTE 4O MOHorpadii AdY abo
cTo €Bponevicbkoi hapmakonei, abo iHwoi
"®APMEKC HauioHanbHoi dhapmakonei aepxasu €C (3miHa y
reyn-, cneymgikauigx, nos'a3aHa 3i 3amiHoOW BUMOr
YkpaiHa MoHorpadii PY abo iHwoi HauioHanbHoI

dapmakonei aepxasu €C Ha BUMorn MmoHorpadii
€Bponelicbkoi hapmakonei) - 3MiHN y
cneumndikauisx, metogax BunpobysaHb Ans
[OMNOMiXHi peyoBuHK: Hatpito meTabicynbdit 3a T.
«30BHILLHIN BUrNsa», «Mpo3opicTby,
«KonbopoBicTb», «pH», «3aniso», «KinbkicHe
BU3HAYeHHs», «Tiocynbdatuny - 3MiHeHO
nocunaHHa 3 dY 1.1. Ha EP; 1. «Po3uunHicTbY,
«lpeHTundikauisay» 3mMiHEHO BUMOrK Ta MeToau
BunpobyBaHHsA 3 APY 1.1. Ha EP; T. «Baxki
MeTanuy BUIYy4YeHo; T. KApceH» BBeAEHO BnepLle
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceiodYyeHHs!

3rigHO BUMOr MoHorpadii Aitoyoro BuaaHHs EP;
Hartpito xnopwug 3a T. «30BHILLHIA BUrnag»,
«Po3uuHicTby, «lgeHTudikauis», «po3opicTby,
«KonbopoBicTb po3uuHy», «Bpomigun», «doccatmy,
«Cynbatn», «ApceH», «3anizo», «BTpata macu
npu BUCYLLYBaHHI», «KinbkicHe BU3HAYEHHs» -
3MiHeHO nocunaxHsa 3 dY 1.1 Ha gitode BUaaHHs
EP; T. «®epoumanian», «Moguany, «Hitputny,
«Bapii» - 3miHeHo Bumorun 3 1®Y 1.1 Ha EP 6e3
3MiHW MeTogiB BUNpobysaHHsa 3 AdY 1.1 Ha gitove
BuAaHHs EP; T. «MarHin Ta nyxHo3emerbHi
MeTanuy 3MiHeHO BUMOru Ta MeEToAN
BunpobyBaHHs 3 [IPY 1.1. Ha Ha Ailove BUAAHHS
EP; Bopa ouuuieHa BBegeHO 40AaTKOBUI
napameTp T. "BMICT 3aranbHOro opraHiyHoro
Byrneuo"; T. "NUTOMa enekTponpoBiAHICTE" 3MiHEHO
BMMOrun Ta metoau BunpobysaHHsA 3 JPY 1.1. Ha Ha
nitove BugaHHsa EP; 1. Onucy , «Pe4yoBuHu, Wo
OKUCTIIOITLCA», «BMICT HiTpaTiBy, «Baxki meTanuy
3MiHeHO nocunanHsa 3 dY 1.1 Ha gitode BUAaHHNA
EP; cynyTHa 3MiHa: 3miHa y meTogax
BMMpPOOYBaHHSA AOMOMIKHOI PEYOBUHU (HE3HAYHI
3MiHUM y 3aTBEPAXEHNX MeToAax BUNpobyBaHb);
3MiHK | TUNy - 3MiHK, NOB'A3aHi 3 HeobXiaHICTIO
NpuBeAEHHS Y BiANOBIAHICTb A0 MoHorpadii 4dY
abo €sponelickkoi hapmakonei, abo iHwoi
HauioHanbHoI hapmakonei aepxasun €C (3miHa y
cneymgikauisx, nos'a3aHa 3i 3amiHOW BUMOr
MoHorpadii PY abo iHwWoi HauioHanbHoI
dapmakonei aepxasu €C Ha BUMorn MoHorpadii
€Bponelicbkoi hapmakonei) - 3miHa y cneuundikauii,
MeTofax BUNpobyBaHHSA Ha Oitovy peqoBUHY
ATponiHy cynbdaTy 3B'A3Ky 3 NpuBEeAEHHAM [0
BMMOT MOHorpadii gitovoro BuaaHHs EP 3a n.
«Onuey, «lpeHTudikauis», «MikpoGionorivyHa
yucToTa», JONOBHEHHS N. «CynyTHI JOMILLKUY,
BUYyYeHHs M. « CTOPOHHI ankonoigny,
«AnoaTtponiH», y 3B°s13Ky 3 NpMBEAEHHAM 40 BUMOT
MOHorpadii gitovoro BugaHHs EP; 3miHa nocunaHHsa
3 QPY Ha gitove BuaaHHa EP 3a n. «Po3unHHICTbY,
«pH», «Bopa», «CynbdatHa 3ona», «KinskicHe
BM3HAYEHHS»; CYMYTHSA 3MiHa: 3MiHa y meToaax
BuNpobyBaHHs APl abo BuxigHoro
marepiany/npomixHoro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NpoLeci BUpobHuytea Ad|
(iHwWi 3miHW y MeTopax BUNpobyBaHHs (BKIYa4yu

3amiHy abo gonoBHeHHs1) ADI abo
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

Ymoeu
eionycky

PeecmpauiiiHa npoyedypa

Homep
peecmpauyitiHo
20
noceid4yeHHs

BMXiAHOrO/MPOMIXKHOrO MPOAYKTY); 3MiHu | Tuny -
3MiHa y napameTpax cneumdikauin Ta/abo
OONYCTUMUX MEX, BUHAYEHUX Y cneundikalisax Ha
A®I, abo BMXiZHMA/NPOMIKXHUI NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS y Npoueci BUpobHuuTea AdI
- BOMOBHEHHS cneuundikauii n. 3anuwKoBa KinbkicTe
OpraHiYHUX PO3YMHHMKIB (ALETOH- He binbLue
0,25%)

16.

A®DIYBIH®

Tabnetku no 12
TabneTok y 6nictepi; no
1, 2, 3 abo 4 bnictepn y
KapTOHHiIl kopobuji

Pixapg bittHep Al

ABcCTpis

Pixapa
BittHep Al

ABcTpis

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes
3MiHm | TUny - 3amiHa abo BBeAeHHS 404aTKOBOI peuernma
AinbHUUi BUpoBbHMLTBA AN YacTMHK abo BCbOro

BMPOGHMYOro NpoLecy roToBOro MikapcbKoro
3acoby - BBeAeHHA AOAATKOBOI AinbHULI ANs

BTOPUHHOTO NaKkyBaHHs1; BBEAEHHS [0AaTKOBOI
JiNbHUUI AN NepBMHHOIO NakyBaHHS; BBEAEHHS
[04aTKOBOI AiNbHULI ANs NpecyBaHHsi TabneTok

UA/10018/01/01

17.

ALUETUNCANIUMNO
BA KUCJIOTA

Tabnetkn no 500 mr
Ne10 y 6nicTtepax

NAT
"Ny6Hnbapm"

Ykpaina

NAT
"Ny6Hnapm"

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes
3minm 1l Tuny - 3miHn wopno 6eanekn/epeKkTUBHOCTI peuernma
Ta cbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHa
pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
Ao[aTKoBMM AaHUMK, WO MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.13 nyHkTy 1, nignyHkTy 2.3 NyHKTY 2 goaatky 15
no MNopsaky npoBeAeHHs ekcnepTuav
peecTpauinHMx maTepianis Ha nikapcbki 3acobu, o
noparTbCs Ha AepXaBHY peecTpaLiio
(nepepeecTpaldiio), a TakoX ekcnepTnsn martepianis
NpO BHECEHHS 3MiH 0 peecTpauinHnx MaTepianis
NpoTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakaszom MOS3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

UA/5708/01/01

18.

BAKTUCENTON-
300POB'A

cycneHsisi (200 mr/40 mr
B 5mn) no 100 mny
dnakoHi; no 1 dnakoHy
pasom 3 MipHOIO FTOXKOI0
B KAPTOHHIN KopoOLi

ToBapucTBo 3
obmexeHo

BiANOBIAANbHICTIO
"®apmaueBTnyHa

KOMMaHis
"3popos'a"

Ykpaina

ToBapucTBo 3
obmexeHo
BianoBiaanbHi
cTio
"®apmaueBTu
YHa KOMMNaHis
"3popos'a"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHWMKa (BNacHUKa
peecTpauinHoro noceiayYeHHs) (3mMiHa agpecu
3asBHuKa) (TepMmiH BBE4EHHS 3MiH NPOTAroM 6-Tu
MicsILiB nicnsa 3aTBepaKeHHs); 3MiHum | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHs
Ta/abo agpecu Micusi NPOBafXeHHS AisinbHOCTI
BMPOGHMKa/iMnopTepa roroBoro nikapcbKoro
3acoby, BKIHOYayu dinbHuLi BUNycky cepii abo

UA/0142/01/01
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

MicLLe NpoBeAEeHHS KOHTPO0 AKOCTI. (QiANbHICTb,
3a sKy Bignosigae BMpobHMK/iMMopTep, BKIHOYaouu
BMMYCK Cepin) (3miHa agpecu BUpobHuKa, 6e3 3MiHu

Micusi BUpobHuUTBa) (TepmiH BBeAEHHS 3MiH
NPOTAroM 6-TW MiICALIB NIiCNsa 3aTBEPAXEHHS);
3MmiHn | TUNY - 3MiHK Wwopo 6esnekn/edekTUBHOCTI
Ta chbapmakoHarnagy (iHwi amiHu) (3amiHa
rpacivHOro oopMIeHHs1 MEPBUHHOI Ta BTOPUHHOI
YyNakoBOK Ha TEKCT MapKyBaHHS ynakoBOK 3
BigNoBiaHVMMM 3MiHamu Ao po3ainie MKA 13
(po3pin «[pacdiyHe ocpopmMneHHs» 3amiHeHO
po3ainom «MapkyBaHHsi») (TepMiH BBeOEHHST 3MiH
NpoTArom 6-Tu MicsLIB Nicnsa 3aTBEPAXKEHHS)

19.

BAINb3AMIYHUN
JIIHIMEHT (3A
BULLHEBCbKUM)

niHimeHT N0 251y
6aHkax, no 40 r y Tybax
Ne1 B nayui

TOB "OKI
"dapmaueBTnyHa
dabpuka"

Ykpaina

TOB "OKI
"®apmaueBTn
YHa habpuka"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MminHu | TUNYy - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BMPOBOHMYOI AinbHUUI (BKIOYaYX AinbHULI Ans
A, npomixHoro npoaykty abo roroBoro
nikapcbKoro 3acoby, AinbHuLi Ans NnpoBegeHHs
nakyBaHHs1, BUpOOHWMKa, BignoBigansHOro 3a BUnyck
cepil, MicLie NpoBeAEeHHs1 KOHTPOIO cepii) abo
nocTtavasnbHviKa BUXiQHOrO Marepiany, peareHTy
abo JOMOMIXKHOI PEeHOBUHU (SKLLO 3a3Ha4YeHo y
Aocbe) (BUNyYeHHs BUpobHMYoI dinbHuui [T13)
(TepMiH BBEAEHHS 3MiH NPOTAromM 3-x MicsiLiB nicns
3aTBepAXeHHs); 3miHum | Tuny - 3MiHM 3 AKOCTI.
"oToBuiA nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa y
NEePBWHHIA YNaKoBLji roTOBOro Nnikapcbkoro 3acoby
(Tvin kOHTeNHepa abo foAaBaHHA HOBOro
KOHTeViHepa) - BunyyeHHs nepBMHHOI yNnakoBKy, LLO
He Mpu3BOAWTL [0 NMOBHOrO BUMYYEHHS NiKapCbKoro
3acoby 3 neBHOO curoto Aii abo y neBHil
nikapcbkin hopMi (BUIyYEHHS NEPBUHHOI YNaKoBKM
M3, acame no 25 r y KOHTENHEPI 3 BigNOBIgHNMY
3MiHaMu y po3aini «YnakoBkay» Ta cneumdikadii/
MeTogax KOHTPom aKocTi, N. «Maca BmicTy
KOHTeViHepa») (TepMiH BBeAEHHS 3MiH MPOTSArom 3-
X MicsILiB Micnsi 3aTBEPAXXEHHS)

6e3
peyenma

UA/7709/01/01

20.

BEH3UNBEH30AT
MEOWUYHUIA

piguHa macnsiHucta abo
KpucTanu (cybcraHuis) y
nonieTuneHoBux
KOHTeNHepax Ans
dapmaueBTUHHOTO
3acTOCyBaHHS

[epxaBHe
nignpuemMcTBo
«3aBof XiMiYHUX
peakTuBiB»
HaykoBo-
TEXHOIOrYHOro
KoMMIekcy
«lHCTUTYT
MOHOKpUCTaniB»

Ykpaina

[epxaBHe
nignpuemMcTBo
«3aBop
XiMiYHUX
peakTuBiB»
HaykoBo-
TEXHOrOoriYHor
0 KOMIIEKCy
«lHCTUTYT

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3minu | TUny - 3MiHm 3 akocTi. ADI. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHa AD| abo
BMXiZHOrO Marepiany/npomixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoueci BMpobHuuTea APl (He3HauHi 3MiHK Yy
3aTBEpOXXEHMX MeTofax BUNpobyBaHHs) (3miHa
nopisHanbHoro 14-cnekTpy, Wo goaaetecs, Ha PC3
OdY, abo PC3 6eH3unbeHsoaty nianpnemcraa,

UA/8008/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
HauioHanbHoT MOHOKpUCTani BHOCUTLCS, Y 3B'A3KY 3 TUM, LLO 3ri4HO YNHHOrO
akagemii Hayk B» BuaaHHsA OdPY, byab-akui Bunpobysanui Y cnektp
YkpaiHm» HauioHanbHoi cybcTaHuii nopiBHoeTbCA 3 PC3 1Y abo
akagemii Hayk aTectoBaHuM 3a Hum PC3. MNpuBegeHHs obnacTi
YkpaiHm» 3acTocyBaHHs cybcTaHLUil y BignoBigHOCTI 4O BUMOT
pitoyoro [1®Y (3aranbHa ctarTts «CybcTaHuii ans
dapmaLeBTUYHOro 3acTocyBaHHs») (TepmiH
BBE[EHHSI 3MiH NpoTAromM 3-x MicsiLiB micns
3aTBEpAXEHHS)
21. | BEPBEPIC- Kpanni opanbHi no 30 mn Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/9733/01/01
rFOMAKOP[ y dbrakoHi-kpanenbHuLi XavnbmitTens Xannbmitrenb 3MiHK | Tuny - 3MiHa nocTavarnbHKKa NakyBanbHUX peuenma
cknsHomy; no 1 Xeenb M6X Xeenb 'M6X MaTtepianis abo KOMMMEKTYUNX (SKLLO 3a3Ha4YeHOo
dnakoHy-KpanenbHuui B B OCbE) (3amiHa abo AofgaBaHHSA nocTavarnbHuKa) -
KapTOHHiIl kopobuji BHeceHHs 3MiH y MaTepianu peecTpauiiHoro ocbe
p. 3.2.P.7. Cnctema koHTenHep/3akynoproBarnbHuii
3aci6: BBeeHHs1 anbTepHaTUBHOrO nocTavarnbHuKa
mMaTtepiany nepBMHHOI YMaKoBKM - BEPTUKANbHOI
chrakoH-kpanernbHWLi Ta KoBMnayka, Lo
HarBUHYYETLCA. FKICHWI Ta KinNbKiCHUIA cknag
MaTtepiany nepBUHHOI YMaKoBKM 3armLUMBCS
HE3MiHHUM
22. | BILUUNIH® -3 MOPOLLIOK ANS CyCneHsii NAT YkpaiHa NAT YkpaiHna BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/3883/01/01
Ans iH'exuii no 600 000 "KuiBmegnpenapa "KuiBmegnpen 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHs ADI peuernmom
04, cdonakoHu 3 T apart” abo BuxigHoro martepiany/npomMikHOro

NOPOLLUKOM

npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSH Y
npoueci BupodHuutea A®I - 3miHM y meTogax
BuUNpobyBaHHa ADI T. "CTepunbHicTb", y 3B A3Ky 3
npusefeHHsam o sumor AOY/EP 2.6.1; aminum | Tuny
- 3MiHa y MeTofax BUnpobyBaHHsi FOTOBOrO
nikapcbKkoro 3acoby - 3MiHu y metogax
BMMPOOYBaHHSA roTOBOro MikapcbKoro 3acoby T.
"CTepunbHicTb", y 3B 3Ky 3 NpVBEAEHHAM 40
sumor [APY/EP 2.6.1; aminum | Tvny - 3miHa y
mMeToAax BUNPobyBaHHS rOTOBOrO NiKapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepXEeHUX MeToaax
BMMPOOYBaHHS) - 3MiHN y MeToAax BUNpobyBaHHs
roTOBOro nikapcbkoro 3acoby T. «bakTepianbHi
€HAOTOKCUHWY, Y 3B A3KY 3 NPMBEAEHHAM [0 BUMOT
OPY/EP 2.6.14; 3miHn | TUNy - 3mMiHa B6yab-Akoi
YacTVHW mMarepiany NepBMHHOI YNakoBKW, WO He
KOHTaKTy€e 3 FOTOBUM JiKapCbknM 3acobom
(Hanpuknag Komip KpULLIEYOK 3 KOHTPOIEeM NepLIoro
BiAKPUTTSA, KOMip KOOOBUX Kifnelb Ha amnynax,
KOHTeViHepa ANs ronok (pi3Hi Buau nnacrmacu)
(3miHa, sika He BNMMBaE Ha KOPOTKY XapaKTepUCTUKY
nikapcbkoro 3acoby) - amiHa go p. "Ynakoska"
roTOBOrO JlikapCbKoro 3acoby Ans nonepeaXeHHs
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

danbcudikauii npoaykuii; amiHm | Tuny - amiHa y
MeTogax BunpobyBaHHa ADI abo BuxigHoro
MaTtepiany/npomixxHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETBCS Y Npoueci BupobHuuresa AdI
(He3HauHi 3MiHM y 3aTBEpPAXXEHMX MeToaax
BUNPOOYBaHHs); 3mMiHK | Tuny - 3MiHa y napameTpax
cneundikaui Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHnx y crneundikadisix Ha A®l, abo
BUXiAHWIN/NPOMIDKHUIA NPOAYKT/peareHT, Wo
BMKOPVCTOBYIOTbCA Y Npoueci BupobHuuytea Ad|
(BMMYYEHHSI HE3HAYHOrO NMOoKa3HMKa SKOCTI
(Hanpuknag BUMy4YeHHS 3acTapinoro NokasHvka));
3MmiHu | Tuny - 3amMiHa napameTpiB cneumdikauin
Ta/abo JoNyCTUMMX MEX rOTOBOrO JiKapCbKoro
3acoby (BUITyYEHHS1 HE3HAYHOrO NOKa3HMKa
(ranpuknag 3acTapinoro nokasHuka, Takoro sk
3anax Ta cmak, abo igeHTudikauis 6apBHUKIB 4m
cmakoBux 4o6aBok))

23.

BIUUNIH®-5

NOPOLLOK ANsA CycneHsii
ans iH'exkuii no 1 500
000 Of, dnakoHu 3
MOPOLLKOM

NAT
"KuiBmegnpenapa
™

Ykpaina

MAT
"KuiBmegnpen
apart”

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHa y meTogax BunpobyBaHHs
roTOBOro fikapcbkoro 3acoby - 3aMiHM y meTogax
BMNPOBYBaHHsI rOTOBOroO fikapcbKkoro 3acoby T.
"CTepunbHicTb", y 3B 3Ky 3 MPUBEAEHHSIM 0
sumor APY/EP 2.6.1; aminm | Tvny - 3miHa y
MeTogax BunpobyBaHHa ADI abo BuxigHoro
marepiany/npomixHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NpoLieci BUpobHuuTea AdI -
3MiHM Yy MeToaax BUnNpobyeBaHHs AdPI
T."CTepunbHicTb", y 3B°A3Ky 3 MPUBEAEHHSAM [0
sumor APY/EP 2.6.1; amitum | Tvny - 3miHa y
mMeToAax BUNPOoOyBaHHS rOTOBOrO fiKapCbKoro
3acoby - 3MiHM y meToaax BMNpobyBaHHSA
T."BakTepianbHi eHOOTOKCUHU", ¥ 3B SI3KY 3
npuBeaeHHsM ao sumor JOY/EP 2.6.14; 3miHm |
YNy - 3miHa 6yab-AKOi YacTuHK martepiany
NEePBWHHOI YNaKoBKK, LLLO HE KOHTaKTye 3 TOTOBUM
nikapcbknmM 3acobom (Hanpuknag, Konip Kpuweyok 3
KOHTpOMNeM MNepLUoro BiAKPUTTS, KOMip KOAOBMX
Kineub Ha amnynax, KOHTeliHepa Ans ronok (pisHi
BMAM NnacTmacwm) (3MiHa, sika He BNnnBae Ha
KOPOTKY XapaKTepuUCTUKy rikapcbkoro 3acoby) -
3MiHa 4o p. "Ynakoska" roToBoro nikapCcbkoro
3acoby Ansa nonepenxeHHst panbcudikadii
npoaykuii; amiHum | Tuny - 3miHa y metopax
BunpobyBaHHa A®| abo BuxigHoro
mMarepiany/npomixHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETBCS Y Npoueci BupobHuuresa AdI

3a
peuernmom

UA/3883/01/02




Ne Hasea nikapcbko2o
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[Iponowxkenns noaarka 3

n/n 3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20

noceidyeHHs1

24. | BPOMIEKCUH

TabneTku no 8 mr no 20

(He3HauHi 3MiHM y 3aTBEpXXEHMX MeToaax
BMNPOOYBaHHs); 3mMiHK | Tuny - 3miHa y napameTpax
cneundikaui Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHnx y cneundikadisix Ha A®l, abo
BUXiAHWUIN/NPOMIDKHUI NPOAYKT/peareHT, Wo
BMKOPMUCTOBYIOTbCS y Npoueci BMpobHuuTea API
(BMINYYEHHS1 HE3HAYHOrO NOKa3HKKa SAKOCTI
(Hanpuknag BUIyYEeHHs 3acTapinoro nokasHvka))

25. | BEPMOKC

TabneTok y 6nictepax

Tabnetkm no 100 mr no 6

AT "Mordapm”

BAT "T'eneoH

Ykpaina

YropwmHa

NAT
"MoHdapm"

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHWX AaHWNX Npo CUcTemy
apmakoHarnsgy (BBEAEHHS y3aranbHeHUX 4aHux
npo cuctemy apmakoHarnsgy, aMmiHa
yNOBHOBa)XKeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuis - Cosrupa Ceprin
CeprinioBny. 3MiHa KOHTAKTHUX JAHUX

YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

6e3
peyenma

UA/1688/01/01

Tabnetok y 6nictepi, no
1 6nicTepy B kKapTOHHIl
ynakoBLi

PixTep"

leneoH PixTep
PymyHis A.T.,
PymyHisi;
[00aTKoBUI
BMPOBHMK,
BiAnNoBiganbHM
1 32 BMMYCK
cepil,
ocbopMneHHs
ceptudikaty
akocTi: BAT
"l'eneoH
PixTep",
YropwmHa

PymyHisi/
YropwmHa

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MmiHm |l Tuny - 3miHn Wopo 6e3nekn/edeKTUBHOCTI
Ta cbapmakoHarnagy. BHecerHs abo 3miHa(n) oo
3000B'AI3aHb Ta yMOB BMAayi peecTpauinHoro
nocBig4eHHs1, BKMNoYatoun MnaH ynpaeniHHa
pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
[0[aTKOBUM AaHVMK, Lo MaloTb HagaBaTucst
KOMMNETEHTHUM OpraHoM, OCKiNlbK/ BUMaraeTbes
CyTTEBA OLliHKa KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'a3aHb BiAMNOBIAHO 40 NigNYHKTY
2.3 nyHkTy 2 popatky 15 go MNopsaky npoBeaeHHs
eKcnepTum3n peecTpauiiHnx maTtepianis Ha
nikapcbki 3acobu, Lo noaaTbCs Ha AepXaBHY
peecTpaLito (nepepeecTpallito), a Takox
eKCnepTM3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTtepianis NpoTarom il
peeCTpaLiiHOro NOCBIAYEHHS!, 3aTBEPAXEHOrO

Hakazom MOS3 Big 26.08.2005 Ne 426 (y pegakuii

3a
peuernmom

UA/7363/01/01
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

Hakasy MO3 Big 23.07.2015 Ne 460)

26.

BITPYM®

TabneTkum, BKPUTI
obonoxkoto, no 30, 60,
100 a6o 130 Tabnetok y
dnakoHi; no 1 dnakoHy
B KOpOOLi

HOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pificHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3pilicHeHHs bapmakoHarnaay - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBa)KeHoi 0cobu. 3miHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu macTep-danna

6e3
peyenma

UA/3281/01/01

27.

BITPYM®
CYNEPCTPEC

TabneTku, BKPUTI
obonoHkoto, no 30 abo
60 TabneTtok y dnakoHi;
no 1 cpriakoHy B KopoOLi

HOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHux Npo cucTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
B YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3pilicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNoOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/13104/01/01

28.

BITPYM® Q10

TabneTku, BKPUTI
obonoHkoto, no 10
TabneTok y 6nictepi; no
1 6nicTepy B kopobui; no
30 abo 60 TabneTok y
dnakoHi, no 1 dnakoHy

FOHidpapm, IHK.

CLIA

FOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHX AaHnx
npo cuctemy papmakoHarnsigy, amiHa

6e3
peyenma

UA/6575/01/01




Ne

Hasea nikapcbko2o
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n/n

3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo
20

noceid4yeHHs

29.

BITPYM®

B KOpOOLi

TabneTku, BKPUTI

yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoI 3a
3[iiCHEHHs1 chapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asiBHUKa Ans 34inCHeHHs
dapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
Bi YNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
3[iiCHEHHsT chapmakoHarnsgy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
darna cuctemu cpapmakoHarnsgy) - NponoHoBaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3pilicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa Micus 3AiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

30.

AHTUOKCUOAHT

BITPYM® BITAMIH E

obonoHkoto, no 50
TabneTok y priakoHi, no
1 cbnakoHy B Kopobui

kancynu m'siki no 400 wr,

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, aviHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
B YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLieHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3mMiHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/13105/01/01

no 60 kancyn y cnakoHi;
no 1 ¢pnakoHy B
KapTOHHIM kopobui; no
12 kancyn y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHiI kopobuji

FOHidpapm, IHK.

CLIA

FOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHux Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX gaHnx
npo cuctemy apmakoHarnsigy, amiHa
yNnOBHOBaXKeHOi 0cobu, BignoBiganbHoI 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ificHeHHs bapmakoHarnaay (Bknoyaroun

KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MillleHHi MmacTep-

6e3
peyenma

UA/8506/01/01




17 IIponosxenHs nonarka 3

Ne Hasea nikapcbko2o

®Popma sunycky
n/n 3acoby

(nikapcbka ¢popma,
ynakoeka)

3asisHuUK Kpaina

3asieHUKa

Bupo6Huk Kpaina

PeecmpauiiiHa npoyedypa
eupobHuka

Ymoeu
eionycky

Homep

peecmpauyitiHo
20

noceid4yeHHs

darna cuctemu cpapmakoHarnsgy) - NponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs1 chapmakoHarnsaay - XopkiH Bonoanmup

31.

BITPYM® KANbLIYM

HOpinoBuy. 3miHa KOHTaAKTHUX OAHUX
YyNOBHOBaXeHoi ocobu. 3MiHa micus 3aiNCHEeHHS
OCHOBHOI gisinbHOCTI 3 hapmakoHarnsgy. 3miHa

agpecu mactep-danna

32.

600+D400

TabneTku, BKPUTI
obonoHkoto, no 15
TabneTok y 6nictepi; no
1 6nicTepy B kopobuji; no
30, abo 60, abo 100
TabneTok y dpriakoHi; no
1 cbnakoHy B kopobui

HOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHX AaHnx
npo cuctemy apmakoHarnsgy, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNOBHOBaXeHOi ocobu, BignosigancHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHIi AaHi) Ta/abo 3MiHW Y pO3MilLLLeHHi MacTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonognmnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNnoBHOBa)keHoi 0cobu. 3miHa micLs 3AiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu macTep-danna

6e3
peyenma

UA/1721/01/01

BITPYM® KAJbLIYM
3 BITAMIHOM D3

TabneTku, BKPUTI
obonoHkoto, no 15
TabneTok y 6nictepi; no
1 6nicTepy B kopobui; no
30 abo no 60 TabneTok
y donakoHi; no 1
dnakoHy B kopobui

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilcCHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHi AiaHi) Ta/abo 3MiHW y pO3MilLLLeHHi MacTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3pilicHeHHs hbapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNoOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiCHEeHHs
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa

agpecu mactep-danna

6e3
peyenma

UA/12708/01/01
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

33.

BITPYM® KIA3

TabneTku XyBarbHi No
30, 60 a6o 100
TabneTok y priakoHi; no
1 cbnakoHy y kopobui

HOHidpapm, IHK.

CLIA

FOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUxX AaHuX Npo cucTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHX aHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pilicHeHHs bapmakoHarnaay (Bknoyaroyn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3pilicHeHHs bapmakoHarnaay - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNoOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/1576/01/01

34.

BITPYM®
OCTEOMAI

TabneTkum, BKPUTI
obonoHkoto, no 15
TabneTok y 6nictepi, no
1 6nicTepy B kopobui; no
30 abo 60 TabneTok y
dnakoHi, no 1 dnakoHy
B KOpOOLi

HOHidpapm, IHK.

CLIA

FOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3AilicHeHHs bapmakoHarnaay (Bknoyaoyn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinnoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/12838/01/01

35.

BITPYM® ®OPAN3

TabneTku, BKPUTI
obonoHkoto, no 30 abo
60 TabneTtok y dnakoHi,
no 1 cprakoHy y kopobui

HOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHux Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
YyNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a

6e3
peyenma

UA/0786/01/01




Ne
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[Iponowxkenns noaarka 3

n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

36.

BITPYM® ®OPAN3

3[iiCHeHHs1 chapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnagy 3asiBHUKa Ans 34inCHeHHs
dapmakoHarnagy B YkpaiHi, SiKLLO BOHa BigMiHHA
BiJ yNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
3[iCHEHHsT chapmakoHarnsgy (Bkovarum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
darna cuctemu cpapmakoHarnsgy) - NponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3pilcHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpirioBuy. 3MiHa KOHTaKTHUX AaHNX
YyNOBHOBaXeHoi 0cobu. 3miHa micLs 3AiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

37.

50+

BITPYM® ®OPAN3

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 30 Tabnetok y
6nictepi, no 1, abo no 2,
abo no 3 6rictepn y
Kopobui

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUxX AaHux Npo cucTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
BiJj YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicCHeHHs bapmakoHarnaay (Bknoyaroyn
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI macTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3pilicHeHHs hapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTaAKTHUX JAHUX
yNnoOBHOBaXKeHoi 0cobu. 3miHa micus 3AiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu macTep-danna

6e3
peyenma

UA/6461/01/01

®OPTE

TabneTku, BKPUTI
obonoHkoto, no 10
TabneTok y 6nictepi; no
1 6nicTepy B kopobuji; no
30 abo 60 TabneTok y
dnakoHi; no 1 dnakoHy
B KOpOOLi

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
yNnOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
B YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoyn

KOHTaKTHIi AiaHi) Ta/abo 3MiHW Y pO3MilLLLeHHi MacTep-
daina cuctemu cpapmakoHarnsgy) - NponoHosaHa

6e3
peyenma

UA/0786/01/02
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs1 chapmakoHarnsaay - XopkiH Bonoanmup
HOpinoBuy. 3miHa KOHTaAKTHUX JAHUX
yNoOBHOBaXeHoi 0cobu. 3miHa micus 3AiNCHEeHHS
OCHOBHOI JisinbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu macTep-danna

38.

BITPYM® LIMPKYC 3
3ANI30OM

TabneTku XyBarbHi No
30 abo 100 TabneTtok y
dnakoHi; no 1 dpnakoHy
B KOpOOLi

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUxX AaHux Npo cucTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
BiJ YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3pilicHeHHs hbapmakoHarnagy - XopkiH Bonognmnp
HOpinoBuy. 3miHa KOHTaAKTHUX JAHUX
YyNOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiNCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/12826/01/01

39.

BITPYM® IOHIOP

TabneTku XyBarbHi No
30 abo 60 TabneTok y
dnakoHi; no 1 dnakoHy
y kopobui

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3neku/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/3282/01/01

40.

BOPWUKOHA3OIJ1-

MOPOLLOK ANt PO3YUHY

Mictpan Kenitan

Benuka

BMMNYCK Cepil:

Icnanisi/

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:

3a

UA/16138/01/01
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

BICTA

ans iHgysini no 200 mr y
dnakoHi; no 1 dnakoHy
Y KapTOHHIN navui

MeHenXMmeHT
Nimiten

BputaHis

CiHTOH
Xicnanis, C.J1.,
IcnaHis;
BMPOBHMLTBO,
NepBUHHE i
BTOPUHHE
nakyBaHHSI:
Arina
CnewenTic
Monbcka Cn. 3
0.0., MNonbLa;
BMPOBHMLTBO,
NepBUHHE i
BTOPWHHE
nakyBaHHs:
Medpap Inay
CaHai A.C,,
TypeyunHa;
BTOPWHHE
nakyBaHHs:
x|
dapmac'ioTika
nc Nta.,
Bonrapis

Monbwa/
TypevunHa/
Bonrapis

3MmiHu | TUNY - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa

peecTpauinHoro nocBiayYeHHs) (3mMiHa agpecu
3asiBHMKA (BNacHWKa peecTpauiiHOro NocBiaYeHHs )

peuernmom

41.

BOPWUKOHA3OI1-
BICTA

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 50 mr, no 10
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHiI
navui

Mictpan Kenitan
MeHenXMmeHT
Nimiten

Benuka
BputaHis

BWMYCK Cepil:
CiHTOH
Xicnania, C.J1.,
IcnaHis;
BUPOBHMK,
NepBUHHE Ta
BTOPUHHE
naKkyBaHHSI:
dPapmaLeBTuH
uii 3aBog
"Monbapma"
C.A., Monbua;
nepBuHHE Ta
BTOPWHHE
nakyBaHHs:
x|
dapmac'ioTika
nc Nta.,
Bonrapis

Icnanisi/
Monba/
Bornrapis

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
peecTpauinHoro nocBiayYeHHs) (3mMiHa agpecu
3asiBHMKA (BNacHWKa peecTpauiiHOro NocBiaYeHHs )

3a
peuernmom

UA/16138/02/01

42.

BOPWUKOHA3OI1-
BICTA

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 200 mr, no 10
TabneTok y bnictepi; no

Mictpan Kenitan
MeHenXMmeHT
NimiTen

Benuka
BputaHis

BMMYCK Cepil:
CiHTOH
Xicnanis, C.J1.,
IcnaHis;

Icnanisi/
Monba/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiHux martepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUka
peecTpauinHoro NocBigyYeHHs) (3mMiHa agpecu

3a
peuernmom

UA/16138/02/02




22 [Iponowxkenns noaarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
1 6nicTepy y kKapTOHHI BUPOBHMK, 3asiBHMKA (BnacHWKa peecTpauinHOro NocBiaYeHHs )
navui nepBuHHE Ta
BTOPWHHE
nakyBaHHS:
dapmaueBTuH
1 3aBof,
"Monbdapma”
C.A,, MonbLua;
nepBUHHE Ta
BTOPWHHE
nakyBaHHS:
x|
dapmac'ioTika
nc Nta.,
Bonrapis
43. | TAICTEHA® Tabnetkm Ne 12 (12x1), Pixapg bittHep Al AscTpis Pixapa ABcTpis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/10024/01/01
Ne 24 (12x2), Ne 36 BittHep Al 3MiHu | TUny - 3amiHa abo BBeAeHHS 404aTKOBOI peuenma
(12x3), Ne 48 (12x4) y AinbHUUi BUpoBbHMLTBA AN YacTMHN abo BCbOro
6nictepax BMPOBHMYOro NpoLecy roToBOro fikapCbKoro
3acoby - BBeAeHHA AOAATKOBOI AinbHULI ANs
BTOPWHHOTO NaKyBaHHS; BBeAEHHS [0AaTKOBOI
OinbHUUI ANs NpecyBaHHsi TabneTok; BBEAEHHS
[04aTKOBOI AiNbHULI ANsi NEPBUHHOIO NaKyBaHHS
44. | TEKCANI3 Tabnetku Ans JTabopartopii DdpaHuis JTabopartopii DdpaHuis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/6005/01/01
poscMokTyBaHHs1 Ne 30 Bywapa Bywapa 3MiHu |l Tuny - 3miHa BUpo6HMKa peuenma
(10x3) y bnictepax y Pekoppari Pekoppari BMXiAHOro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
KapTOHHiI kopobuji BMKOPMCTOBYIOTbCS Y BUpOBHMYOMY npoueci ADI,
abo 3miHa BMpOOHUKa (BKkntoYaoun, e HeobxigHo,
MicLie NpoBeAEeHHS KOHTponto sikocTi) ADI —
BBE[EHHSI [OAATKOBOro BUPOBGHUKa AitoHoi
PEYOBMHN EHOKCOMOHY
45. | TEMOMNPOKT Cyno3uTopii pekTanbHi TOB "®APMEKC Ykpaina TOB Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/12641/01/01
no 5 cynosntopiis y rPym" "®APMEKC 3MmiHm | Tuny - 3miHa y napameTpax cneuundikauin peuenma
reyn" Ta/abo AONYCTUMKX MEX, BUSHAYEHUX Y

CcTpuni; No 2 cTpunu B
navui

cneundikauisax Ha A®Il, abo BUXigGHUA/NPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y MPOLLECI
BMpobHuUTBa AP - NpuBeaeHHs cneundikauii Ta
MEeTOAUK BXigHOro koHTponto A®I| 3a nokasHyKoM
SKOCTiI «laeHTndikalisa» y BignoBigHICTb 4O BUMOr
MoHorpadii EP «Levomenthol»; amiHu Il Tuny -
3MiHa BUPOOHUKA BUXiAHOro/NpOMiXXHOrO
npoaykTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BMpOoGHMYOMY npotieci A®|, abo 3amiHa BUpobHuka
(BkMtovaroum, ae HeobxiaHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) APl - BBeAeHHS
anbTepHaTMBHOro BUpobHuka AP| LinHky okcuay;
BBE[IEHHs anbTepHaTMBHOro BUpobHMka AdI
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
MeHTony
46. | TEMUWTABIH -TEBA | niodinizat Ans po3yunHy TeBa I13painb dapmaxemi Hinepnanau BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/13503/01/01
Aans indysin no 200 wmr; dapmaveBTikan B.B. 3MiHu | Tuny - 3miHa Byab-aKoi YacTuHU matepiany peuernmom
1 cbnakoH 3 lHgacTpis J1A4. NEPBMHHOI YNAKOBKW, LLIO HE KOHTAKTYe 3 rOTOBUM
niodinisatom B nikapcbknum 3acobom (Hanpuknag Korip KpULLEYokK 3
KapTOHHiI kopobuji KOHTPONEM NEepLUOro BiAKPUTTS, KOMIp KOLOBUX
Kineub Ha amnynax, KOHTeHepa Ans ronok (pisHi
BMAW nNnacTmacu) (3mMiHa, sika He BNnnBae Ha
KOPOTKY XapaKTepWUCTUKY fikapcbKoro 3acoby)
47. | TEMUWTABIH -TEBA | niodinizat Ans po3yuHy TeBa I13painb dapmaxemi Hinepnanau BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/13503/01/02
Aans iHdysin no 1000 wmr; dapmaveBTikan B.B. 3MiHu | Tuny - 3miHa Byab-aKoi YacTuHU matepiany peuernmom
1 cbnakoH 3 lHgacTpis J1A4. NEPBMHHOI YNAKOBKW, LLIO HE KOHTAKTYe 3 rOTOBUM
niodinisatom B nikapcbknum 3acobom (Hanpukniag Kormip KpULLEYoK 3
KapTOHHiI kopobuji KOHTPONEM NEepLLOro BiAKPUTTS, KOMIp KOAOBUX
Kineub Ha amnynax, KOHTenHepa Ans ronok (pisHi
BMAW nNnacTmacu) (3MiHa, sika He BNnnBae Ha
KOPOTKY XapaKTepWUCTUKY fikapcbKoro 3acoby)
48. | TEMUWTABIH -TEBA | niodinizat ons po3yuHy TeBa I13painb dapmaxemi Hinepnanau BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/13503/01/03
Aans iHdysin no 2000 wmr; dPapmaueBTikan B.B. 3MiHu | Tuny - 3miHa Byab-aKoi YacTuHU matepiany peuernmom
1 cbnakoH 3 lHgacTpis J1A4. NEPBMHHOI YNAKOBKW, LLIO HE KOHTAKTYe 3 rOTOBUM
niodinisatom B nikapcbknum 3acobom (Hanpukniag Kormip KpULLEeYokK 3
KapTOHHiI kopobuji KOHTPONEM MEepLUOro BiAKPUTTS, KOMIp KOAOBUX
Kineub Ha amnynax, KOHTenHepa Ans ronok (pisHi
BMAW NnacTmacu) (3MiHa, sika He BNnnBae Ha
KOPOTKY XapaKTepWUCTUKY fikapcbKoro 3acoby)
49. | TEMUWTABIH-BICTA | nopotuok Mictpan Kenitan Benuka AxTtasic ITanis ITanis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/14136/01/01
niodinizoBaHnn ans MeHepxmeHT BputaHis C.n.A. 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
PO34UMHY ANns iHdYy3i No Nimiten HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUKa
200 wmr, 1 donakoH 3 peecTpauinHoro noceiaYeHHs) (3mMiHa agpecm i
NMOPOLLKOM B KapTOHHIl Ha3Bwu 3asiBHMKa MicTpan Kenitan MeHegxmeHT)
Kopobui
50. | FEMUWTABIH-BICTA | nopotuok Mictpan Kenitan Benuka AxTtasic ITanis ITanis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/14136/01/02
niodinizoBaHnn ans MeHepxmeHT BputaHis C.n.A. 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
PO34UMHY ANns iHdYy3i No Nimiten HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUKa
1000 wr, 1 dnakoH 3 peecTpauinHoro noceiaYeHHs) (3mMiHa agpecwm i
NMOPOLLKOM B KapTOHHIl Ha3Bwu 3asiBHMKa Mictpan Kenitan MeHegxmeHT)
Kopobui
51. | FEMUWTABIH-BICTA | nopotuok Mictpan Kenitan Benuka AxTtasic ITanis ITanis BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/14136/01/03
niodinizoBaHnn ans MeHepxmeHT BputaHis C.n.A. 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
PO34UMHY ANns iHdYy3i No Nimiten HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
2000 wr, 1 cnakoH 3 peecTpauinHoro noceiaYeHHs) (3mMiHa agpecwm i
NMOPOLLKOM B KapTOHHIl Ha3Bwu 3asiBHMKa Mictpan Kenitan MeHegxmeHT)
Kopobui
52. | reoniBIPIH Tabnetku no 500 mr no MAT "®apmak” YkpaiHna MAT "®apmak” YkpaiHna BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/15404/01/01
10 Tabnetok y briicTepi; 3MiHu |l TNy - 3mMiHK BUNpobyBaHb abo JonycTUMUX |  peyermom

no 2 abo 5 bnictepiB y
navui

MeX, BCTAHOBIEHMX Y cneuundikauisx, nig yac
BMpPOBHMLUTBA rOTOBOrO NiKapcbKoro 3acoby - B
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

cneundikalii NpoMixXHOI NpoayKuUii 3MiHM
HOPMYBaHHs1 3a NOKa3HMKamm: « eoMeTpuyHi
po3mipu. Bucota Tabnetkuy, «CTinkicTb g0
pO3AaBMoBaHHS»

53.

rPOYTPOIIH

pO34MH Ans iH'ekuin, 8
MO/mn no 0,5 mn (4
MO/1,34 mr) abo no 2
M (16 MO /5,34 mr) y
dnakoHi; no 1 abo no 10
¢NakoHiB y KapTOHHIN
Kopobui

TOB "KomnaHis
"N-KoHTpakt"

Ykpaina

HoHr-A CT
Ko., Nta

Kopes

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoI 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaroyn
KOHTaKTHIi AaHi) Ta/abo 3MiHW Y pO3MilLLLeHHi MacTep-
danna cuctemu bapmakoHarnsagy) - Aivova
pepakuisi: M'puHbko Anna OnekciiBHa.
MponoHoBaHa pepakuisn: [lybau TetaHa BikropiBHa.
3MiHa KOHTaKTHUX AaHuX

3a
peuernmom

UA/8465/01/01

54.

OXEHTAOYETO®

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 2,5 mr/850 mr no 10
TabneTok y 6nictepi; no
3 abo no 6 6nicTepis B
KapTOHHiIl kopobuji

BepiHrep
IHrenbxanm

IHTepHewHn TM6X

HimeuunHa

BepiHrep
IHrenbxanmv
dapma M'mbX i
Ko. KI

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3minu 1l Tuny - 3miHn wopno 6e3nekn/epeKkTUBHOCTI
Ta chbapmakoHarnsgy. 3miHu y KOpoTkii
XapakTepucTuui nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans Megu4Horo
3aCTOCYBaHHS y 3B'AA3KY i3 HOBVMM AaHUMM 3 SKOCTI,
OOKNiIHIYHUMU, KNIHIYHUMKW aHMMK Ta JaHUMK 3
apmakoHarnsgy ( 3MiHM BHECEHi 40 iHCTPYKUiT y
po3ainu: "lMpoTtunokasaHHs", "Ocobnusi 3axoan
6es3nekun”, "Baaemogisa 3 iHWMMM NiKapCbKUMun
3acobamu Ta iHwWi B1An B3aemogin”, "Crnocid
3acTocyBaHHs Ta gosun", "MNobivHi peakuii") (TepmiH
BBEZIEHHSI 3MiH NpPOTArom 3-x MicsLiB nmicns
3aTtBepaxeHHs1); 3miHu Il Tuny - 3miHn Wwopo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsgy. 3miHu
y TepaneBTUYHUX MNOKa3aHHSAX (foAaBaHHA HOBOrO
TepaneBTUYHOro nokasaHHs abo 3miHa y
3aTBepA)XEHOMY NoKa3aHHi) (3MiHM BHeCeHi Ao
iHCTPYKLIT y po3ain "Moka3aHHsa") (TepmiH
BBEZIEHHSI 3MiH NpOTArom 3-x MicsuiB nicns
3aTBEepAXEHHS)

3a
peuernmom

UA/14274/01/01

55.

OXEHTAOYETO®

TabneTku, BKPUTI
NNiBKOBOK OBOIMOHKOIO,
no 2,5 mr/1000 mr no 10
TabneTok y 6nictepi; no
3 abo no 6 bnicTepis B

BepiHrep
IHrenbxanm

IHTepHewHn TM6X

HimeuunHa

BepiHrep
IHrenbxanmv
dapma M'mbX i
Ko. KI

HimeuunHa

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3minm 1l Tuny - 3miHn wopno 6e3nekn/epeKkTUBHOCTI
Ta chbapmakoHarnsgy. 3miHu y KOpoTkii
XapakTepucTuui nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans Megu4Horo

3a
peuernmom

UA/14275/01/01
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[Iponowxkenns noaarka 3

Ne

Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
KapTOHHiI kopobuji 3acTOCyBaHHS y 3B’s13Ky i3 HOBUMW AaHUMM 3 SIKOCTI,
OOKNiIHIYHUMUK, KNIHIYHUMKW aHMMK Ta AaHUMK 3
dapmakoHarnagy ( 3MiHM BHECEHi 40 IHCTPYKLUIT y
po3ainu: "MpoTtunokasaHHs", "Ocobnusi 3axoan
6e3nekun", "Baaemogisa 3 iHWMMM NikapCbKkUMmn
3acobamu Ta iHwWi Buaun B3aemogin”, "Cnocid
3acTtocyBaHHs Ta go3un", "MNobivHi peakuii") (TepmiH
BBEZIEHHSI 3MiH NpoTArom 3-x MicsuiB micns
3arBepaxeHHs1); 3miHu Il Tuny - 3miHn Wwopo
besnekn/edeKkTMBHOCTI Ta bapmakoHarnsgy. 3miHu
y TepaneBTUYHUX MNOKa3aHHAX (foAaBaHHA HOBOMO
TepaneBTUYHOro NnokasaHHs abo 3miHa y
3aTBEepPAXEHOMY MoKa3aHHi) (3MiHM BHeCeHi Ao
iHCTPYKLUIT y po3ain "Moka3aHHsa") (TepmiH
BBEZIEHHSI 3MiH NpPOTArom 3-x MicsuiB nmicns
3aTBEpAXEHHS)
56. | AUKNNOPEHAK Cyno3uTopii pekTanbHi MAT "MoHdapm" YkpaiHna MAT YkpaiHna BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/2027/01/01
HATPIIO no0,05rno 5 "MoHdapm" 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom
Cyno3nTopiiB y cTpuni; Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
no 2 cTpunu y nadui 3 y3aranbHeHUxX AaHuX Npo cucTemy
KapToHy hapmakoHarnsay (BBeeHHs y3aranbHeHX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNnOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
apmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
BiJ YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLeHHi macTep-
danna cuctemu papmakoHarnsagy) - 3miHa
YNOBHOBaXXEHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.
[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinoBny. 3MiHa KOHTAKTHUX JAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy
57. | AMNPUBAH emMynbeis Ans iHpys3in, Actpa3eHeka tOK Benuka BMPOBHMK "in ITanis/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/11592/01/01
10 mr/mn no 20 mn B Timiten BputaHis bulk", Benuka 3MmiHu | TMNY - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuernmom
amnyni; no 5 amnyn y nakyBaHHs: BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUKa
KOHTYPHI YapyHKOBIl KopaoeH peecTpauinHoro noceigyeHHs) (3miHa agpecu
ynakosLui; no 1 dapma C.n.A., 3asiBHMKA)
KOHTYPHI YapyHKOBIl ITanis;
yNakoBLi y KAPTOHHIN BMPOBHMK,
kopobui; no 50 mn y BiAnNoBiganbHM
dnakoHi; no 1 dnakoHy 1 32 BMMYCK
3 yTpuMyBayem y cepil:

KapTOHHIN kopobui

Actpa3eHeka
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
IOK Nimiten,
Benuka
Bpurtanis
58. | ANPEPENIH® nopotuok no 0,1 mr Ta INCEH ®APMA PpaHuisa MOPOLLIOK - DdpaHuis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/0695/02/01
PO3UMHHUK OISt PO3UMHY BMPOBHMLTBO, 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHs ADI peuernmom
ans iv'ekuin; no 7 TeCcTyBaHHS, abo BuxigHoro marepiany/npomMikHOro
chbrakoHiB 3 NOPOLLIKOM nakyBaHHSl, NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS Y
Ta7 amnyn 3 1 mn BWMYCK Cepil: npoueci BupobHuutea A®I - 3miHa meTogmkm
PO3UMHHYKKA (PO34MH INCEH ineHTndiKauii, KinbKICHOro BU3HAYEHHS i
HaTpito xnopuay 0,9 %) PAPMA BM3HAYeHHSA CynpoBigHuX gomiok A®| Ta ans
Y KapTOHHIl kopobui BIOTEK, “intermediate desalt analysis” B npoLieci
PpaHuis; BMPOOHMUTBA ADI; 3MiHM | TUNY -BUNYYEHHS
PO3YNHHUIK - BMPOBOHMYOI AinbHULI (BKIOYaYM AinbHWLI Ans
BMPOOHMLTBO, A®I, npomidxHoro npoaykTy abo rorosoro
nepBUHHE nikapcbKkoro 3acoby, AinbHuUL Ans NpoBeaeHHs
naKkyBaHHs Ta naKkyBaHHS, BUPOOHMKa, BigMoBiAanbHOro 3a BUMyck
KOHTPOIb cepil, MicLie NpoBeAEeHHs1 KOHTPOIO cepii) abo
AKOCTI: nocTtavasnbHviKa BUXiQHOro Marepiany, peareHTty
CEHEKCI, abo JOMOMIXKHOI PEHOBUHU - BUNYYEHHS
DdpaHuis; BMpOBHMYOI AdinbHUUi Biomeasure Fine Chemicals
BTOPUHHE (US) ons pitoyoi pevoBUHM TpUNTOPENiHy aueTar,
naKkyBaHHS, AKUA He OyB 3a3HayYeHuii Mpu NnepepeecTpauii B
BUMYCK Cepii: MKA, ane 3a3HayaBcs B 4OCLE NpU peecTpalii;
INCEH BUITy4eHHs BUpobHUYoi ainbHuui Bachem Fine
DAPMA Chemicals (US), Bachem Finechemikalien
BIOTEK, (Switzerland) pns gito4oi pe4oBUHM TpUNTOPEniHy
PpaHuisa auerar skvi He OyB 3a3HayveHuii npu

nepepeectpadii B MKA, ane 3asHa4aBcs B 4OCbe
npu peecTtpaLii; 3miHu | Tuny - 3MiHa y napameTpax
cneumndikaui Ta/abo 4ONYCTUMUX MEX,
BM3Ha4yeHuX y cneundikauisx Ha AP, abo
BUXiIZHWUI/NPOMIDKHUI NpoayKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y Npoueci BUpobHuutea Ad| -
[OMOBHEHHA cneuundikalii 4ilo4oi pe4oBUHU HOBUM
NOKa3HUKOM SIKOCTi «BakTepianbHi eHOOTOKCUHNY» 3
BiAMNOBIAHMM METO40M BUMNPOBYBaHHS; AONOBHEHHS
cneymaikauii Airo4oi pe4oBNHM HOBUM MOKA3HUKOM
AKocTi «laeHTudikauia 3a gonomoroto AMP» 3
BiANOBIiAHMM MeTOA0M BMNPOBYBaHHS; AOMNOBHEHHS
cneymaikauii A®I HOBUM NOKa3HMKOM AKOCTI
«3anULLKOBUIA PO3YUHHMK (ALETOHITPUN)» 3
BiANOBiAHMM MeToAoM BUMNpoByBaHHS; 3MiHKM | Tuny
- 3MiHa nepioay NOBTOPHMX BUNPOByBaHb/Nepiony
36epiraHHsa abo ymoB 36epiraHHs APl - BUnNyYeHHs
pasu, LWo Aitoya pevoBuHa mae 3bepiratuch B
MOPO3WSIbHIM KaMepi B OYikyBaHHiI
TPaHCNOPTYBAHHS i BUIYYEHHS1 JaHWX OOCNIIXKEHHS




Ne Hasea nikapcbko2o

®Popma sunycky

3asieHuk
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n/n 3acoby

(nikapcbka ¢popma,
ynakoeka)

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo
20

noceid4yeHHs

59. | AMUMNHOH

Tabnetkn no 250 mr, no

Canpos

CnoBeHist

Iek

cTabinbHOCTI Woao 36epiraHHs B MOPO3UIbHIN
Kamepi, 3rigHO AoCBiAY BUPODOHMKA | OTPUMaHKX
naHux 3 1990 poky (3aTBepaxeHi yMoBU 36epiraHHs
A®| 5+3?C 3anuwatoTbesa 6e3 3MiH); 3miHn | Tuny -
3MiHM BUNpobyBaHb abo JOMYCTUMUX MEX Y
npoueci BupobHuuTea A®I, Lo BCTaHOBMNEHI y
crneungikalisix - BUIy4YeHHs1 BUSHAYEHHSs
KoedpiLlieHTy BKIIOYEHHSI CMONU B MPOLLECI
BMPOOHMLTBA Ail040i PEe4OBUHU TPUNTOPENiHY
aueTar, OCKiNnbku pe3ynbTaTu 4aHOro
BMMPOOYBaHHSA HE BUKOPUCTOBYIOTLCSH B
nopanbLIOMY MPOLECi, OCKINMbKM KiNbKiICTb pe4OBUH
B NPOLLeCi CUHTe3Y € (hiKCOBaHO; 3MiHu | TNy -
3MiHM B npoueci BupobHuutea APl - HesHayHa
3MiHa B NpoLeci BUPOOHMLTBA Ait040i pe4YOBUHU
(TpVNTOpEniH) — OHOBMNEHHS AaHuX LOAOo
OuuLLEeHHs (Ha cTagii cuHTe3y 4-10 gopaTtkoBa
KinbKiCTe AvmeTundopmamigy moxe 6yTn gogaHa) i
OHOBIIEHHS (AeTanbHe 3a3HayeHHs) AaHnX LLoAo
uukny niodpinisadii; 3MiHa pexxumy NepBUHHONO i
BTOPUHHOrO CYLLIHHSA 3 METOI BifobpaxeHHS
aKTUYHOI BUPOBHNYOT NpakTuku; 3miHm Il Tuny -
3MiHa y napameTpax cneumdikauin Ta/abo
AONYCTUMUX MEX, BU3HAYEHUX Y cneundikalisx Ha
A®I, abo BUXiQHWIA/NPOMIDKHUIA NPOAYKT/peareHT,
LLIO0 BUKOPUCTOBYIOTBCS Y NpoLieci BUpobHuuTBa API
- 3MiHa cneyudikauii 3a p. «cynpoBigHi AOMILLKM», B
3B A3KY 3i 3MiHOO MeTOAMKK; 3MiHu Il Tuny -
oHoBneHHst po3ainy 3T 3.2.S (pitoya peyoBuHa)

10 Tabnetok y bnictepi;
no 10 6nictepiB y
KapTOHHiI kopobui

dapmacbioTikana
a.n.

dapmaneBTuy
Ha KoMmnaHis Aa.
a.
(BpOGHMLTBO
3a NOBHUM
LIKOM;
nepBUHHA Ta
BTOPWHHA
ynaKkoBKa,
[03BiN Ha
BUIMYCK Cepil)

CnoBeHist

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3minHu | TUNY - 3MiHKM 3 aAKkocTi. [oToBUI Nikapcbkui
3aci6. 3miHu y BupobHuuTBi. 3amiHa abo BBeAEHHS

[04aTKOBOI AiNbHULI BUPOBHULITBA A4S YaCTUHU
abo BCcbOro BUpOGHUYOro NpoLiecy roToBoro
nikapcbKkoro 3acoby (iHLWi 3MiHM) (3a3Ha4YeHHs

BMPOBHMYMX PyHKUiN aAna BupobHuka 13 Jlek
dapmaneBTUYHa KoMnaHis 4. 4., BupobHuuTteo 3a
NoBHMM Uukom: BeposuikoBa 57, JliobnsiHa 1526,

CnoBeHis; nepBUHHa Ta BTOPUHHA ynaKoBKa:
Tpumnini, 2], 9220 Jlenpasa, CnoseHis) (TepmiH

BBEJIEHHSI 3MiH NpOTAromM 6-Tu MicsAuiB nicns

3aTBepAXeHHs); 3miHu | Tuny - 3MiHM 3 AKOCTi.
"oToBuiA nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYITLCSA BUMYCKY
cepii Ta KOHTPOIIO AKOCTi FOTOBOrO MikapCbKoro
3acoby (3amiHa abo fofaBaHHsi BUpOOHMKa, L0

BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He

3a
peuernmom

UA/8466/02/01




28 [TponoBxxeHnHs gonarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
BKITIOH AU N KOHTPONb/BUNpobyBaHHSA cepii
(BBegeHHs1 BUpobHuYoi ainbHuui 13 ek
dapmaueBTuYHa komnaHis 4. g Tpumnixi, 21, 9220
JleHpaBa, CrnioBeHis BignoBiganbHOI 3a BUNYCK
cepii) (TepMiH BBeOEHHSI 3MiH NPOTAroM 6-Tu
MicsILiB Micnsa 3aTBEPOXKEHHS)
60. | AIArHON® NOPOLLUOK ANst NAT "®apmak” YkpaiHa NAT "®apmak” Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/11708/01/01
opanbHoro pos4unHy, 64 3MiHK | Tuny - 3miHa po3mipy cepii (Bkovaroum peuernmom
r/naket; no 73,69 r fiana3oH po3mipy cepii) roToBOro nikapcbkoro
NOPOLLKY y nakeTi; no 4 3acoby - BBeeHHs 0AaTKOBOro po3Mipy cepil:
nakeTu B nauui TeopeTnyHun Buxig: 90,0 Kr (KinbKiCTb NakeTiB —
1221 ynakoBok), 180,0 kr (kinbkicTb nakeTiB — 2442
ynakoBok) Ta gogartkosuii 360,0 kr (KinbkicTb
nakeTiB — 4885 ynakoBok))
61. | AONOHIKA 10 MI" TabneTku, BKpUTI AciHo Al HimeuunHa BMPOBHMLTBO, Lsenuapis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/15102/01/01
NniBKOBOK OBOHKOO, KOHTpOnb B 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom
npornoHrosaHoi Aji no 10 npoueci Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
mr no 10 TabneTok y BMPOBHMUTBA, y3aranbHeHNX aHnX Npo cUcCTeMy
6nictepi; no 3 abo 10 KOHTpOIb dapmakoHarnagy (BBe4eHHs y3aranbHeHUX aHnUX
OnicTepiB B KAPTOHHiI roToBOro npo cuctemy apmakoHarnsigy, amiHa
Kopobui NPOAYKTY, YyNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
nakyBaHHs Ta 3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
BUMYCK Cepii: hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
AuuHo ®apma apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Arl, Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
Lseviuapis; 3pilicHeHHs bapmakoHarnaay (Bknoyaroun
nakyBaHHS: KOHTaKTHIi AiaHi) Ta/abo 3MiHW y pO3MilLLLeHHi MacTep-
AuuHo ®apma danna cuctemu cpapmakoHarnsagy) - Aivova
Arl, pepakuisi: ynoBHoBaxeHa ocoba, BignosigansHa 3a
Lseviyapis 3pificHeHHs bapmakoHarnagy - Dr. Jan Petracek;
KOHTakTHa ocoba 3 dhapmakoHarnagy 3aBHuKa Ans
3pilicHeHHs bapmakoHarnagy B YkpaiHi - 3axap
AcTpaxaH. [ponoHoBaHa pefakuis: yrnoBHoBaXeHa
ocoba, BianosiganbHa 3a 34iNCHeHHs
tapmakoHarnagy - Jana Hyankova; KOHTakTHa
ocoba 3 papmakoHarnsay 3aBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi - OneliHikoBa Hatanis
BikTopiBHa. 3MiHa KOHTaKTHMX AaHuX
YNOBHOBaXXeHOi 0cobu. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu
62. | NONOHIKA 20 MI" Tabnetku, BKpUTI AciHo Al HimevunHa BMPOBHMLTBO, Lsenuapis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15102/01/02
NniBKOBOK OBIOHKOO, KOHTpOnb B 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom
NpornoHroBaHoi aji no 20 npoueci Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
mr no 10 TabneTok y BMPOBHMUTBA, y3aranbHeHNX 4aHnX Npo cUCTeMy
6nictepi; no 3 abo 10 KOHTpOIb dapmakoHarnagy (BBe4eHHs y3aranbHeHUX JaHnUX
6nicTepiB B KApTOHHiI roToBOro npo cuctemy apmakoHarnsigy, amiHa
Kopobui NpOAYKTY, YyNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
nakyBaHHs Ta 3[iiCHeHHs1 chapmakoHarnsaay; KOHTakTHOI ocobu 3
BWMYCK Cepil: dapmakoHarnagy 3asiBHUKa Ans 34inCHeHHs
AumHo ®apma dapmakoHarnagy B YkpaiHi, SiKLLO BOHa BigMiHHA
AT, BiJ yNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
LLsenuapis; 3[iCHEHHsT chapmakoHarnsgy (Bkovarum
nakyBaHHs: KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
AuunHo ®apma daina cuctemu cpapmakoHarnsgy) - Hitoua
AT, pepakuisi: ynoBHoBaxeHa ocoba, BignoBigansHa 3a
Lseviuapis 3pinicHeHHs bapmakoHarnagy - Dr. Jan Petracek;
KOHTakTHa ocoba 3 dhapmakoHarnsgy 3aBHUKa Ans
3pilicHeHHs bapmakoHarnagy B YkpaiHi - 3axap
AcTpaxaH. [pornoHoBaHa peAakuisi: ynoBHOBaXeHa
ocoba, BignosiganbHa 3a 34iNCHEeHHs
dapmakoHarnsgy - Jana Hyankova; KoHTakTHa
ocoba 3 papmakoHarnsiay 3aBHUKa Ans 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi - OneliHikoBa Haranis
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWX
YNOBHOBaXXeHOi 0cobu. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu
63. | AONOHIKA 40 MI" Tabnetku, BKpUTI AciHo Al HimevunHa BMPOBHMLTBO, Lsenuapis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15102/01/03
NniBKOBOK OBIOHKOO, KOHTpOnb B 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom
NpornoHroBaHoi Aji no 40 npoueci Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
mr no 10 TabneTok y BMPOBHMUTBA, y3aranbHeHNX 4aHnX Npo CUCTEMY
6nictepi; no 3 abo 10 KOHTpOIb dapmakoHarnagy (BBe4eHHs y3aranbHeHUX aHnX
OnicTepiB B KApPTOHHI roToBOro npo cuctemy apmakoHarnsigy, amiHa
Kopobui NpOAYKTY, yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
nakyBaHHs Ta 3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
BUMYCK Cepii: hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
AuuHo ®apma hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Arl, Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
Lseviuapis; 3pilicHeHHs bapmakoHarnaay (Bknoyaoyn
nakyBaHHS: KOHTaKTHi AiaHi) Ta/abo 3MiHW y pO3MilLLeHHi MacTep-
AuuHo ®apma danna cuctemm cpapmakoHarnsagy) - Aivova
Arl, pepakuisi: ynoBHoBaxeHa ocoba, BignosigansHa 3a
Lseviyapis 3piicHeHHs bapmakoHarnagy - Dr. Jan Petracek;
KOHTakTHa ocoba 3 dhapmakoHarnagy 3aBHuKa Ans
3pificHeHHs bapmakoHarnagy B YkpaiHi - 3axap
AcTpaxaH. [ponoHoBaHa pefakuis: yrnoBHoBaXeHa
ocoba, BignosiganbHa 3a 34iNCHEeHHs
tapmakoHarnagy - Jana Hyankova; KOHTakTHa
ocoba 3 papmakoHarnsay 3aBHUKa AnNs 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi - OneliHikoBa Hatanis
BikTopiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXeHOi 0cobu. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu
64. | NONOHIKA 80 MI' Tabnetku, BKpUTI AciHo Al HimevunHa BMPOBHMLTBO, Lsenuapis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15102/01/04
NNiBKOBOK OBINOHKOM, KOHTpOIb B 3MiHu | Tuny - 3miHn wopo 6esnekn/edekTUBHOCTI

peuernmom
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
npornoHroBaHoi Aji no 80 npoueci Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
mr no 10 TabneTok y BMPOBHMUTBA, y3aranbHeHNX 4aHnX Npo CUCTeMy
6nictepi; no 3 abo 10 KOHTpOIb dapmakoHarnagy (BBe4eHHs y3aranbHeHUX aHnUX
6nicTepiB B KAPTOHHIW roToBOro npo cuctemy apmakoHarnsgy, amiHa
Kopobui NpOAYKTY, YyNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
nakyBaHHs Ta 3[iiCHEHHs1 chapmakoHarnsaay; KOHTakTHOT ocobu 3
BMMYCK Cepil: dapmakoHarnagy 3asiBHUKa Ans 34inCHeHHs
AumnHo ®apma dapmakoHarnagy B YkpaiHi, SiKLLLO BOHa BigMiHHA
Arl, BiJj YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
LseviLapis; 3[iliCHeHHs bapmakoHarnaay (Bknoyaryn
nakyBaHHS: KOHTaKTHIi flaHi) Ta/abo 3MiHW Y pO3MilLLLEeHHI MacTep-
AuuHo ®apma anna cuctemm cbapmakoHarnsagy) - Aivova
Arl, pepakuisi: ynoBHoBaxeHa ocoba, BignoBigansHa 3a
Lseviuapis 3piicHeHHs bapmakoHarnagy - Dr. Jan Petracek;
KOHTakTHa ocoba 3 dhapmakoHarnsay 3aBHUKa Ans
3pilicHeHHs bapmakoHarnagy B YkpaiHi - 3axap
AcTtpaxaH. [NponoHoBaHa pefakLisi: yrnoBHOBaXeHa
ocoba, BignosiganbHa 3a 34iNCHeHHs
dapmakoHarnagy - Jana Hyankova; KkoHTakTHa
ocoba 3 papmakoHarnsay 3aBHUKa AnNs 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi - OneliHikoBa Hatanis
BikTopiBHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXeHOi 0cobW. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cobu
65. | AOLETAKTIH KOHLeHTpaT ans Axtasic rpyn AT Icnangis CiHgaH ®apma PymyHis BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/9406/01/01
po3unHy Ans iHdysin, 40 CPN 3minHu | TUNY - 3MiHK Wwopo 6e3nekn/eeKTUBHOCTI peuernmom

mr/mn, 1 dpnakoH 3 0,5
Mr (20 Mr) KOHUEeHTpaTy
Ta 1 nakoH 3 1,5 mn
po3umHHKKa (1 Mn
PO3UYMHHVMKA MICTUTb:
93,4 mr eTaHony
6es3BopaHoOro, Boga Ans
iH’eKuin), no 1 donakoHy
3 KOHLieHTpaToM Ta
PO3YMHHVKOM B
KapTOHHIM kopobui; 1
dnakoH 3 2 mn (80 mr)
KOHLleHTpaTy Ta 1
dnakoH 3 6 mn
po3unHHMKa (1 mMn
PO3YMHHKKE MICTUTb:
93,4 mr eTaHony
6e3BopaHoOro, Boga Ans
iH’ekuin), no 1 donakoHy
3 KOHLleHTpaToM Ta
PO3YNHHWKOM B

Ta chbapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuui nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKUii Ans Megu4Horo
3acToCcyBaHHS Ha NiacTasi perynsipHo
OHOBIIOBAHOrO 3BiTYy 3 6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnapeecTpauiinHuin nepion,
abo Ak pe3ynbTar OLUiHKK 3BiTY 3 [OCTIOXEHD,
npoBeAeHVX BiAMNOBIAHO 40 NnaHy negiatpudHnx
pocnipxenb (PIP) (iHwi 3miHW) (3MiHM BHeceHo Ao
IHCTpYyKLUii AN MEAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sginie "lMokasaHHs"
(BHECEHO YTOYHEHHS), "PapMaKkonoriyHi
BnacTtusocTi", "MNMpoTunokasanHs","B3aemopis 3
iHLWMMK NikapcbknMK 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnueocTi 3actocyBaHHs", "Cnocib
3acTocyBaHHs Ta fo3un", "MNobiuHi peakuii”
BignoBiaHO A0 iHdopMmaLii cTocoBHO He3neku, sika
3a3HaveHa B MaTepianax peecTpauiiHoro fochbe)
(TepMiH BBEAEHHS 3MiH NPOTAromM 3-x MicsiLiB nicns
3aTBEpAXEHHS)
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

KapTOHHiIN kopobui

66.

AOYOTPAB®

Kpanni o4Hi, no 2,5 mn'y
dnakoHi-kpanenbHuLj;
no 1 dprakoHy-
KpanenbHuLi B
NPOMIXHIN yrnakoBLi, Wo
BKNafaeTbCs B KOPOOKY
3 KapTOHY

AnKoH
JTabopatopis (OK)
nTa.

Benuka
BputaHis

AnKoH-
KyBpbop

Bbenbris

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHa BUpoGHUKa
BMXiAHOro/NPOMiXHOIO NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Yy BUpOBHMYOMY npoueci ADI,
abo 3miHa BMpOOHUKa (BkMntoYyaun, e HeobxigHo,
MicLie NpoBeaeHHs KOHTponto fkocTi) ADI - amiHa
appecw BunpobysanbHoi naboparopii Solvias AG,
BiANoBiAanbHOI 3a KOHTPOIb SIKOCTi JOMNOMIXHOT
peyvoBuHM MNonikeaa (TecTyBaHHSA 3anuLLKy npu
NpoXaploBaHHi, BaXXKMX MeTarniB Ta BUSHa4YeHHS
MULL’SIKY); AO4aBaHHS HOBOI BUNPOOYBarnbHOi
naboparopii, Quality Chemical Laboratories, USA,
ANS KOHTPOJSO SKOCTi AOMOMIDKHOI pEYOBUHM
MonikBapa, sika BignoBiganbHa 3a BUNPobyBaHHs
MULL’SIKY; AOAaBaHHS HOBOI BUNpobyBanbHOT
naboparopii, SIMEC AG, Switzerland, ans
KOHTPOIO SIKOCTi AOMOMiXHOI pevoBuHYM NonikBag,
sika BignoBiganbHa 3a BUNpobyBaHHA MULL'AKY;
3MiHu | TMny - 3MiHa BUpOGHWKKa
BMXiAHOro/NPOMiXXHOIO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUpOBHMYomy npoueci API,
abo 3miHa BMpOOHUKa (Bkntovakoun, e HeobxigHo,
MicLie NpoBEeAEeHHS KOHTpomto skocTi) APl -
AofaBaHHA HOBOro noctavanbHuka, Aaron
Chemistry Germany, BuxigHux pe4oBuH Trans-
N,N,N',N'-tetramethyl-2-butene-1,4-diamine Ta
Trans-1,4-dichloro -2-butene — in addition applicant
took the opportunity to introduce minor editorial
changes in section 3.2.A.3 (3.2.5.7.2) of the
dossier; 3amiHu | TNy - 3MiHK B MeToAj cuHTe3y abo
pereHepauii HepbapmakonenHoi AONOMIKHOI
PEYOBUHM - 3MiHA Yy AONYCTUMUX MEXaxX MoKasHuKa
pH y cneumdikauii gonomixxHoi peqoBuHM MNoniksag
y Npoueci KOHTPONO BUPOBHMLTBA

3a
peuernmom

UA/6292/01/01

67.

AOYOTPAB®

Kpanni o4Hi, no 2,5 mn'y
dnakoHi-kpanenbHuLj;
no 1 dprnakoHy-
KpanenbHuLi B
NPOMIXHIN yrnakoBLi, Wo
BKIafaeTbCcs B KOPOOKY
3 KapTOHY

AnKoH
JTabopatopis (OK)
NTa.

Benuka
BputaHis

AnKoH-
KyBpbop

Benbris

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHa Byab-aKoi YacTuHU matepiany
NEPBUHHOT YNaKoBKMK, L0 HE KOHTaKTYe 3 FOTOBUM

nikapcbknum 3acobom (Hanpuknag Kormip KpULLEYokK 3
KOHTPOMEeM MepLUOro BiAKPUTTS, KOMip KOJOBUX
Kineub Ha amnynax, KOHTenHepa Ans ronok (pisHi
BMAW NnacTmacu) (3MiHa, sika He BNnnBae Ha
KOPOTKY XapaKTepUCTUKy fikapcbkoro 3acoby) -
BHECEHHS 3MiH 40 MaTepiarnisB peecTpauiinHoro
pocke p. 3.2.P.7. Cuctema koHTenHep/
3aKynoproBarnbHU 3acid: He3Ha4Ha 3MiHa y cknagi
30BHILLUHBbOrO Wapy gonbrv NPOMidKHOI YNaKoBKM,

3a
peuernmom

UA/6292/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
6e3 3MiHM NepBUHHOIO NakyBanbHOro Marepiany
68. | ENIAEN® KpeMm Ans 30BHILUHbOro MEOA ®apma Himeyunna MEJA DdpaHuis BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/7137/01/01
3actocyBaHHs 1 % no 15 Mv6X eHpg Ko. KI MeHbrodekye 3Minn | TMNY - AgMiHICTpaTUBHI 3MiHW. BunyyerHs peuernmom
ry 1y6i; no 1 1y6i B pyHr BMPOBOHMYOI AinbHUUI (BKIOYaYW AinbHWLI Ans
KopobLi 3 KapTOHY A, npomixHoro npoaykry abo roroBoro
nikapcbKkoro 3acoby, AinbHuUi Ans NnpoBegeHHs
nakyBaHHs1, BUpOOHWMKa, BignoBigansHOro 3a BUnyck
cepil, MicLie NpoBeAEeHHs1 KOHTPOIO cepii) abo
rnoctayanbHuKa BUXiZHOro MaTepiany, peareHty
abo JOMOMIXKHOI PEeYOBUHU (SKLLO 3a3Ha4YeHo y
A0CbE) (BUNYYEHHS BUPOOHNYMX AiNbHULb
Hoeapric ®apma MNpogakwH Mv6X, HimeyunHa ta
MEJA ®apma 'm6X eHg Ko. KI', HimevyuHa)
69. | ENMOKOM® nocbioH 0,1% no 30 mn LWepinHr-Nnay Lseviyapis dPamap KaHapa BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/6293/03/01
y dbrakoHi-KkpanenbHuL, Centpan lct Al MoHpeansb IHk. 3MmiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
no 1 cpnakoHy y HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXXeHHS
KapTOHHiI kopobuji nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNMYCKY
cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMNopTep,
BKITOYal0UM BUMYCK Cepiii) (3MiHa Ha3BM BUPOOHNMKa,
6e3 3miHn micusa BupobHuuTea) (TepmiH BBeAEHHS
3MiH MPOTAroM 6-Tu MicsUiB Nicns 3aTBEPAXEHHS)
70. | EHTEPONAKC TabneTtku no 7,5 mrin AT "Ctoma" Ykpaina AT "Ctoma" YkpaiHna BHECEHHS 3MiH 0O peecTpauiiHux martepianis: - UA/16471/01/01
bulk: no 10 TabneTtok y 3minHu | TUNy - 3MiHKM 3 aKkocTi. [oToBUI Nikapcbkui
6nictepi; no 1600 3aci6. Cuctema KOHTeNHep/3aKkynopoBanbHU
onicTepiB y AWMKY 3aci6. 3miHa po3mipy yrnakoBKM rOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHW) (BBEOEHHS
nopatkoBoi ynakoBku in bulk: no 1600 6nictepis y
AWKy, 63 3MiHV NepBUHHOrO NakyBanbHOro
Martepiany)
71. | ENNETOP Tabnetku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3M iH 4O peecTpauliiH1X maTepiarnis: 3a UA/12623/01/01
NniBKOBOK OBOMOHKOLO, aKuioHepHe akuioHepHe 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
no 25 mr, no 10 TOBapuCTBO TOBapuCTBO HaviMeHyBaHHS Ta/abo agpecu MicLs NPOBaXeHHS
TabneTok y 6nictepi; no "HaykoBo- "HaykoBo- nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
3 GnicTepu B nayui BMPOBHMYMN BMPOBHMYMN nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
LeHTp LeHTp cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
"BopLuariBcbkui "BopLuariBcbk (misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMNopTep,
XimiKo- Wi XiMiKo- He BKITHYalouu BUNYCK cepiit) (NpUBEAEHHSA afpecu
dapmaLeBTUYHUN hapmaueBTuy BmpobHuka CiHToH Xicnanis C.J1., Icnania go
3aBoa" Hui 3aBoa” appecy 3a3HayeHol B NileHsii Ha BUpOOGHMLTBO Ta
(cpacyBaHHs i3 ceptudikati GMP) (TepmiH BBeAEHHS 3MiH
dopmm "in npoTArom 3-x MicsAUiB NiCNA 3aTBEPAXEHHS); 3MiHM
bulk" cipmu- | TNy - AgmiHicTpaTMBHI 3MiHW. BunyyeHHs
BMPOOHMKa BMPOBHMYOI AiNbHULI (BKMOYAUN AinbHULI ANS
"CiHTOH A®I, npomixxHoro npoaykTy abo rorosoro
XicnaHis nikapcbKoro 3acoby, AinbHuui Ans npoBegeHHs
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

C.J1.", Icnanis)

nakyBaHHs1, BAPOOHWKa, BignoBiganbHOro 3a BUnyck
cepil, MicLie NpoBeAEeHHs1 KOHTPOIO cepii) abo
nocTavarnbHVKa BUXiQHOrO Marepiany, peareHTty
abo AONOMIKHOI PEHOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) (BUINYYEHHS anbTepHATUBHOrO BUPOOHMKA in
bulk — CiHToH BB, HinepnaHgu (3a HasiBHOCTI
BupobHuka CiHToH XicnaHisi C.J1., IcnaHis); 3miHn |
TNy - 3miHu 3 akocTi. CepTudikart
BignosigHocTi/l'E-cepTudikar signosigHocTi
€sponevicbkin dhapmakonei/MmoHorpadii. NogaHHs
HoBOro abo oHoBneHoro ceptudikara
BignoBigHoCTi abo BUnyyYeHHs cepTudikata
BignoBiaHOCTI €Bponerichbkini chapmakonei: ana Adl;
Onst BUXiZHOro MaTepiany/peareHTy/npoMixXHOro
NpPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLITBI
A®I; onst fONOMIXHOI peqoBUHU (cepTudikar
BiAnoBigHOCTI €EBponeNichbkivi hapmakonei) - Hosui
cepTudikaT Big BXe 3aTBepaXKeHOoro BUpobHuKa
(nopaHHs HoBoro CEP Ha A®| RO-CEP 2015-268-
Rev 01 Big 3aTBepaxeHoro BUpobHunka Aurisco
Pharmaceutical Co., Ltd, Kutawn); 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBUI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo 4ONYCTUMUX MEX
roTOBOro NnikapcbKoro 3acoby (iHLwi 3mMiHu)
(npuBeaeHHs po3ainy «MikpobGionoriyHa yucToTar
M3 y signoesigHicTb Ao Bumor EP/A®Y); 3MiHu |
TMny - 3MiHW 3 AKoCTi. [OTOBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsi FOTOBOTO fikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHUX MeToaax
BMNpoOyBaHHSA) (He3HaYHi peaakuinHi 3MiHN Y
3aTBepaKeHnX meTofax BunpobysaHHs M3 3a
nokasHMkoMm «Po3uyunHeHHs» (EP/OPY 2.9.3),
«CynyTHi pomiwkny (EP/OPY 2.2.29), «KinbkicHe
BM3HaYeHHs» (EP/O®Y 2.2.29)

72.

EMNETOP

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 50 mr, no 10
TabneTok y 6nictepi; no
3 GnicTepu B navui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHMYMI

LLeHTp
"BopLuariBcbkui
XiMiko-
hapMaLeBTUYHNI
3aBoa"

Ykpaina

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHMYMN
LLeHTp
"BopLuariBcbk

Ui Ximiko-

hapmaueBTuy
Hui 3aBoa”
(dpacyBaHHs i3

Ykpaina

BHECEHHS 3M iH 4O peecTpauiiH1X maTepiarnis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MmiHa
HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNMYCKY
cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
(misnbHicTb, 3a AKy BiAgnoBigae BUpObHMK/iMnopTep,
He BKITHYaloum BUNYCK cepiit) (NpMBEAEHHSA afpecu
BMpobHuka CiHToH Xicnanis C.J1., IcnaHis oo
appecy 3a3HayeHol B NileHsii Ha BUpOOHMLTBO Ta
ceptudikati GMP) (TepmiH BBeAeHHS 3MiH

3a
peuernmom

UA/12623/01/02
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

dopmm "in
bulk" dipmu-
BMpPOOHMKa
"CiHTOH
XicnaHis
C.J1.", Icnanis)

npoTarom 3-x micsiuiB nicns 3aTBepAXeHHs); 3MiHu
| Tuny - AgmiHicTpaTuBHi 3MiHW. BunyyeHHs
BMPOBOHMYOI AinbHUUI (BKIOYaYX AinbHWLI Ans
A, npomixHoro npoaykry abo roroBoro
nikapcbKoro 3acoby, AinbHuUi Ans NnpoBegeHHs
nakyBaHHs1, BUpOOHWKa, BignoBiganbHOro 3a BUnyck
cepil, MicLie NpoBeAEeHHs1 KOHTPOIO cepii) abo
nocravyanbHUKa BUXiQHOro martepiany, peareHty
abo JOMOMIXKHOI PEeHOBUHU (SKLLO 3a3Ha4YeHo y
A0CbE) (BUNYYEHHS anbTepHaTMBHOIO BUPOOHWMKA in
bulk — CiHToH BB, HinepnaHau (3a HasiBHOCTI
BmpobHuka CiHToH Xicnania C.J1., Icnanis); 3minum |
Tvny - 3miHu 3 akocTi. CepTudikart
BignosigHocTi/l'E-cepTudikar BignosigHocTi
€Bponelicbkii hapmakonei/moHorpadii. MogaHHs
HoBOro abo oHoBneHoro ceptudikara
BignosigHocTi abo BUnyyYeHHs cepTudikata
BignoBigHOCTI €Bponerichbkini chapmakonei: ana Adl;
ANSA BUXiOHOro MaTtepiany/peareHTy/npomixxHOro
NpPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLITBI
A®I; onst fONOMIXHOI peqoBUHN (cepTudikar
BiAnoBigHOCTI €EBponelichbkivi hapmakonei) - Hosui
cepTudikaT Big BXe 3aTBepAXeHOoro BUpobHuka
(nopaHHst HoBoro CEP Ha A®| RO-CEP 2015-268-
Rev 01 Big 3aTBepaxeHoro BUpobHunka Aurisco
Pharmaceutical Co., Ltd, Kutan); 3minu | Tuny -
3MiHu 3 sikocTi. FoToBUI Nikapcbkui 3aci6.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikalii Ta/abo 4ONYCTUMUX MEX
roToBOro nikapcbkoro 3acoby (iHLwi 3mMiHu)
(npuBeaeHHs po3giny «MikpobGionoriyHa yncToTay
M3 y BignosigHicTb Ao Bumor EP/A®Y); 3MiHn |
TUny - 3MiHW 3 AKoCTi. [OTOBUIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsi rOTOBOrO fikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEpKEHUX MeToaax
BUNPOOYBaHHS) (He3HaYHi peaakuinHi 3aMiHK y
3aTBepAXeHux metopax BunpobysaHHs 113 3a
nokasHukoMm «Po3unHeHHs» (EP/OPY 2.9.3),
«CynyTHi pomiwkny (EP/OPY 2.2.29), «KinbkicHe
BM3HaYeHHs» (EP/O®Y 2.2.29)

73.

ECMEPOH®

po3uuMH Ans iH'ekuin, 10
mr/mn no 5 mn (50 mr) y
dnakoHi; no 10
dnakoHiB y KapTOHHIN
Kopobui

LepiHr-Mnay
CeHtpan lct Al

Lsenuapis

BupobHuuTtBo
in bulk,
nepBMHHE/BTO
PUHHE
nakyBaHHSl,
KOHTpOInb

Hinepnangu/
HimeyunHa/
CnoBavynHa

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3minHu | TUNY - 3MiHKM 3 aKkocTi. [oToBUI Nikapcbkui
3aci6. Cuctema KOHTeNHep/3aKkynopoBanbHU
3aci6. 3miHa po3mipy yrnakoBKM rOTOBOrO
nikapcbKoro 3acoby (BUry4eHHs ynakoBK/ NEBHOro
po3mipy) (BUIydYeHHs1 po3mipy ynakosku no 10 mn

3a
peyenmom
(3a
crneyianbHu
M
3aMOBJIEHHSI

UA/7719/01/01
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35
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
AKOCTI Ta (100 mr) po3uuHy y cknsiHomy chnakoHi; no 10 M 3i
BUMYCK Cepii: (hrnakoHiB B KapTOHHI kKOpobLi Ta po3mipy cmauioHapy)
H.B. OpraHoH, ynakoBku no 5 mn (50 mn); no 12 conakoHis B
Hinepnanau; KapTOHHIN kopobui, 3 BigNOBigHNMYK 3MiHaMK Y p.
Bupo6HuuTtBO "YnakoBka") (TepMiH BBeQEHHSI 3MiH NPOTAroM 6-Tu
in bulk, MicsILiB nicnsa 3aTBepaXKeHHs); 3MiHu | Tuny -
nepBuMHHE AaMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs
nakyBaHHs Ta Ta/abo agpecu Micusi NPOBaXEHHS AisiNbHOCTI
KOHTpOIb BMPOGHMKa/iMnopTepa roroBoro nikapcbKoro
AKOCTI: 3acoby, BKIOYauM AinbHNULi BUNYCKY cepii abo
XamenbH MicLLe NpOBeAEHHS KOHTPOJIO AKOCTI. (QiANbHICTD,
PapmacboTuK 3a Ky Bignosigae BMpoGHMK/iMnopTep, BKITIOYaym
an3 'mbX, BUIMYCK Cepiit) (3MiHa appecu BupobHuka M3 H.B.
HimeuunHa; OpraHoH, Higepnanam (3a3HadyeHHs dakTuyHoi Ta
AnbTepHaTUBH topuanyHoi agpecu), 6e3 3miHn micus
WA KOHTPOIb BMpobHMUTBa) (TepmiH BBeAEHHS 3MiH MPOTAroM 6-
AKOCTI: T MicAUIB MicnA 3aTBepAXeHHs); 3MiHu | Tuny -
XamenbH pac AOMiHicTpaTuBHI 3MiHW. Buny4yeHHst BUpOGHMYOI
a.c., OinbHUUI (BkNtoYaoum AinbHuui ana Adl,
CnoBayuuHa NPOMiXKHOro NpoAyKTy abo roToBoro nikapcbKoro
3acoby, AinbHULi ANS NPpOBeAEeHHS NaKyBaHHS,
BMpOOHMKa, BiANOBIAANbLHOroO 3a BUMYCK Cepil,
MicLLe NpoBeAEeHHS KOHTPOTO cepii) abo
nocTavasnbHvKa BUXiQHOro Marepiany, peareHTy
abo JOMOMIXKHOT PEeYOBUHU (SKLLO 3a3Ha4YeHo y
[ocbe) (Buny4veHHs BupobHuka M3 OpraHoH
(IpnaHgis) Nta, lpnaxgis, BignosiganbHoro 3a
BMPOGHMUTBO in-bulk, nepBrHHEe nakyBaHHs Ta
KOHTpOnb SKOCTi. 3aTBepAxeHa BUPOOHNYa
OiNbHUUS WO 3anvwaeTbCa BUKOHYE Ti caMi oyHKLT
wo i BunyyeHa) (TepmiH BBeAEHHS 3MiH MPOTAroM
6-Tu MicsILLiB Micnsi 3aTBEPOXKEHHS)

74. | ECTPION-M necapii no 0,5 mrno 5 MAT "MoHdapm" Ykpaina MAT Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/8204/01/01
necapiie y ctpuni; no 2 "MoHdapm" 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuenma
cTpunu B navui 3 Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
KapTOHY y3ararnbHeHWX AaHWNX Npo CucTemy

apmakoHarnsgy (BBEAEHHS y3aranbHeHUX gaHux
npo cuctemy dapmakoHarnsgy, aMmiHa
yNOBHOBaXKeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ificHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLieHHi macTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXEHOi 0cobW Ansl 3A4iINCHEHHS
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

dapmakoHarnagy.

[itouwa pepakuis - lwyk Hatanka MNeTpiBHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinoBny. 3MiHa KOHTAKTHUX JAHUX
YNOBHOBaXXEHOi 0cobu 3 hapmakoHarnagy

75.

EXIHALEIT
HYPHYPVOBOII'
HACTOMKA

HacTonka (cybcTaHuis) B
B6oykax noniMepHux ans
BMpPOOHMLUTBA
HecTepunbHUX
nikapcbkux cpopm

MAT "Tannudcbapm”

YkpaiHna

NAT
"Tanuudapm”

YkpaiHna

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3minu | TUny - 3MiHm 3 akocTi. ADI. KoHTponb AdI.
3miHa y napameTpax crneundikauiv Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y cneundikalisax Ha
A®I, abo BUXiQHMI/NPOMIDKHUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS y Npoueci BUpobHuuTea AdI
(BomaBaHHA abo 3amiHa (32 BUHATKOM aKTUBHOI
peyvoBUHM BionoriyHoro abo iMyHOMOori4YHOro
NOXOMXEHHS) NapameTpa cneundikadii 3
BiAMOBiAHMM MeToAoM BunpobyBaHHSA 3a
pesynbTaTamu JocnigxeHb 3 6e3nekn abo sikocTi)
(BHeceHHs 3MiH o Cneumdikauii/meTopnis
BMMpoOyBaHb M. «laeHTudikauia» Ta n. «lHwi Buam
Echinacea» Ta go metoais BunpobysaHsb M.
"KinbkicHe BU3Ha4eHHs" - NpMBeAEHHS Y
BiANOBIAHICTb 40 BUMOr MoHorpadii « ExiHauei
nyprypoBoi HacTonkaN» A®Y. CynyTHs 3miHa. -
3MinHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y
meToaax BunpobysaHHs AP| abo BuxigHoro
marepiany/npomixHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHW y MeTopax BUNpobyBaHHs (BKIYaym
3amiHy abo gonoBHeHHs) APl abo
BMXiAHOro/MpoMiXKHOro NpoAykTy); 3miHm | Tuny -
AnmiHicTpaTtumBHi 3mMiHW. 3miHa HasBu API abo
[OMOMiXHOI peqoBuHYM (MpuBeaeHHs Ha3BK
nikapcbkoro 3acoby 4o BUMor moHorpadii
«ExiHauei nypnypoBoi HacTonkaNy» JdY,

UA/12517/01/01

76.

XKOBY MEAUYHA
KOHCEPBOBAHA

PO3UMH HALLKIPHMIA, NO
250 mn y nnsiwui; no 1
nnswyi y nayui 3
KapToHy; no 200 mn y
dnakoHi; no 1 dnakoHy
y nayui 3 KapToHy; No
100 mn y cbnakoHi abo
6aHUi ; no 1 dnakoHy
abo baHui y nayui 3
KapTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

"IHcpysis"

Ykpaina

ToBapucTBo 3
0OMEXEHO0
BianoBiganbHi
cTio "dapma
Yepkac"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3minu 1l Tuny - 3miHn wopno 6e3nekn/epekTUBHOCTI
Ta cbapmakoHarnagy. BHecerHs abo 3miHa(n) oo
3000B'AA3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHa
pu3nkKamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
[0[aTKOBUM AaHVMK, Lo MaloTb HagaBaTucst
KOMMETEHTHVM OpraHoM, OCKiflbKn BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.13 nyHkty 1 gopatky 15 o NMopsagky npoBeaeHHs
eKcnepTm3n peecTpauiiHnx maTtepianis Ha
nikapcbki 3acobu, Lo nogalTbCs Ha AepXaBHY

6e3
peyenma

UA/12368/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
peecTpauito (nepepeecTpaliio), a Takox
eKcrnepTM3n MaTepiarnis Npo BHECEHHSI 3MiH A0
peecTpauinHMx maTepianis npoTArom aji
peecTpauinHOro NoCBiAYEHHS, 3aTBEPOXKEHOTO
Hakazom MOS3 Big 26.08.2005 Ne 426 (y pegakuii
Hakasy MO3 Big 23.07.2015 Ne 460)
77. | 30ONAOEKC Kancyna ans AcTtpa3eHeka IOK Benuka Actpa3eHeka Benuka BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/4236/01/02
NiALWKIPHOro BBEAEHHS Timiten BputaHis HOK JMimiTen BputaHis 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOIOHroBaHoi Aii no HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
10,8 mr, 1 kancyna y peecTpauinHoro NoCBiAYEHHS)
Linpuy-annikartopi i3
3aXUCHUM MEeXaHi3MoM;
no 1 Wwnpuuy B KOHBEPTI
3 NPUKPINNeHUM
npanopLemM-aHoTauieto 3
BOJIOrONOrNINHAY0t0
Karncynoto; no 1
KOHBEPTY B KapPTOHHIN
Kopobui
78. | 3ONALOEKC Kancyna ans AcTtpa3eHeka IOK Benuka Actpa3eHeka Benuka BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/4236/01/01
NiALWKIPHOro BBEAEHHS Timiten BputaHis HOK JMimiTen BpuTaHis 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOIOHroBaHoi Aii no HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
3,6 mr, 1 kancynay peecTpauinHoro NocBiAYEHHSsT)
Linpuy-annikartopi i3
3aXUCHUM MEeXaHi3MoM;
no 1 Wwnpuuy B KOHBEPTI
3 NPUKPINIeHUMm
npanopLemM-aHoTauieto 3
BOJIOrOMOrNINHAY0t0
Kancynoto; no 1
KOHBEPTY B KapTOHHIN
Kopobui
79. | NOOOBITAN® 100 Tabnetku, BKpUTI HOHidapm, IHK. CLA HOHidapm, IHK. CWA BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/6305/01/01
obonoHkoto, no 100 mkr 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernma

no 30 a6o no 60, abo no
100 TabneTok y
dnakoHi; no 1 dnakoHy
B kOpoOui; no 24
Tabnetku y bnictepi; no
1, abo no 2, abo no 3,
abono 4 abono5
6nicTepiB y Kopobui

Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
YyNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHEHHsT chapmMakoHarnsaay; KOHTakTHOT ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pefakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
3piicHeHHs1 chapmakoHarnsaay - XopkiH Bonoanmup
HOpinnoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXeHoi 0cobu. 3miHa micus 3AiNCHEeHHS
OCHOBHOI gisinbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-danna
80. | NOOOBITAN® 200 TabneTku, BKpUTI HOHidapm, IHK. CLA HOHidapm, IHk. CWA BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/6305/01/02
060noHkoto, no 200 mkr 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernma
no 30 abo no 60, abo no Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
100 TabneTok y y3aranbHeHNX aHnX Npo CUCTEMY
dnakoHi; no 1 dpnakoHy dapmakoHarnagy (BBe4eHHs y3aranbHeHUX aHnUX
B KOpoO6Li; no 24 npo cuctemy apmakoHarnsigy, amiHa
Tabnetku y bnictepi; no yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
1 abo no 2, abo no 3, 3[iCHEHHsT chapmMakoHarnsaay; KOHTakTHOT ocobu 3
abono 4 abono5 hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
6nicTepiB y Kopobui apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
BiJj YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
FOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna
81. | NOOOBITAN® KIiA3 TabneTku xyBarnbHi No HOHidapm, IHK. CLA HOHidapm, IHK. CWA BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/6306/01/01
100 mkr no 15 TabneTtok 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernma
y bnictepi; no 1, abo no Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
2, abo no 3, abo no 4, y3aranbHeHNX 4aHnX Npo cUCTeEMY
abo no 5 6nictepiB y dapmakoHarnagy (BBeOeHHs y3aranbHeHUX aHnUX
kopobui; no 30 abo no npo cuctemy apmakoHarnsgy, amiHa
60, abo no 100 yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
TabneTok y priakoHi; no 3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
1 cpnakoHy B kopobui hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
anna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosigansHa 3a
3pilicHeHHs bapmakoHarnaay - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNoBHOBaXKeHoi ocobu. 3MiHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu macTep-danna
82. | I'THAUIA-FrOMAKOPL | kpanni opaneHi, no 30 Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHux martepianis: bes UA/0902/01/01
My dOraKoHi- XavnbmitTens Xannbmitrenb 3MiHK | Tuny - 3MiHa nocTavarnbHYKa NakyBanbHUX peuyenma
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
KpanenbHULi CKIISTHOMY, Xeenb M'M6X Xeenb M'M6X MaTtepianis abo KOMMMIEKTY4UNX (SKLLO 3a3Ha4YeHOo
no 1 dpriakoHy- B OCbE) (3amiHa abo gofgaBaHHA nocTavanbHuKa) -
KpanenbHuLi B Kopobui 3 BHECEHHS 3MiH Y MaTepianu peecTpauiiHoro oche
KapTOHY p. 3.2.P.7. Cuctema KoHTenHep/3aKkynopoBanbHUi
3aci6: BBeEeHHs1 anbTepHaTUBHOIO nocTavarnbHuKa
MaTtepiany nepBMHHOI YMaKoBKM - BEPTUKANbHOI
chrakoH-kpanernbHWLi Ta KoBMnayka, Lo
HarBUHYYETLCA. FKICHWI Ta KiNbKiCHUIA cknag
marepiany nepBMHHOI YNaKoBKW 3anuLUMBCS
HE3MiHHUM
83. | IHOOBEHON renb no 40 r y Ty6i; no 1 My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux martepianis: bes UA/2152/01/01
Ty6i B mayui 3 KApTOHY aKuioHepHe akuioHepHe 3MiHu | TUNY - nogaHHs HOBOTO cepTudikaty peuenma
TOBapuCTBO TOBapuCTBO BignoBigHocTI €Bponericbkoi hapmakonei Ne R1-
"HaykoBo- "HaykoBo- CEP 2009-256-Rev 00 Big HoBoro BupobHuka Ad®I
BMPOBHMYMI BMPOBHWYMN IHOomMeTauuHy, Sk Hacnigok 3MiHy 4o cneundikauii
LeHTp LEeHTp A, BBeAeHHs po3ainy «3anuLuKoBi KinbKOCTi
"BopLuariscbkuii "BopLuariBcbk OpPraHiYHMX PO3YMHHKKIB»; CYNYTHA 3MiHa: 3MiHa Y
Ximiko- Ui Ximiko- napametpax cneuudikauivi Ta/abo gonycTuMmx
hapMaLeBTUYHNI hapmaueBTuy MeX, BU3Ha4eHux y crneumdikauisgx Ha A®l, abo
3aBoa” HuIA 3aBoa" BMXiZHWUI/MPOMDDKHUI NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y Mpoueci BupobHuuytea A®|
(BONOBHEHHS cnewmndikaLii HOBUM NMOKA3HUKOM
AKOCTi Ta BiANOBIAHVM METOAOM BUNPODYBaHHS);
3MiHK | TUny - 3MiHK, NOB'A3aHi 3 HeoOXiaHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii APY
abo €Bponencbkoi hapmakonei, abo iHwoi
HauioHanbHoI chapmakonei aepxasun €C (3miHa y
cneundikauisx, noe'asaHa 3i amiHamu B IdY, abo
€Bponelicbkii hapmakonei, abo iHwWin
HauioHanbHin dapmakonei gepxasu €C)
84. | KANINo3 Tabnetkm MnakcoCmiTKnsamnH Benuka makcoCwmiTKn MonbLua BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/6088/01/01
MPOJNIOHIATYM NPOMIOHroBaHoI Aji no Ekcnoprt JlimitTen BputaHis ANH 3minu 1l Tuny - 3miHn wopno 6e3nekn/epeKkTUBHOCTI peuernmom
750 wmr, no 15 Tabnertok dapmMacbioTuK Ta chapmakoHarnagy. 3miHu y TepaneBTUYHNUX
y bnictepi; no 2 an3 C.A. nokasaHHsIX (4ogaBaHHS HOBOrO TepaneBTUYHOrO
OnicTepu B KapTOHHIl nokasaHHs1 abo 3MiHa y 3aTBepaXKEHOMY MoKa3aHHi)
Kopobui - 3MiHKM BHeceHO A0 IHCTpyKLUiT Ana MeamyHoro
3acTocyBaHHS fikapcbkoro 3acoby ao po3ainy
"MokasanHsa") (TepmiH BBEAEHHSA 3MiH NpOTArom 3-x
MiCsILiB Micnsa 3aTBEPOXKEHHS)
85. | KANbLIO Tabnetkm no 0,5rno 10 MAT "MoHdapm" Ykpaina MAT Ykpaina 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI bes UA/1933/01/01
FMIOKOHAT TabneTok y cTpunax; no "MoHdapm" Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go peuenma

10 Tabnetok y
6nictepax

y3aranbHeHUxX AaHuX Npo cuctTemy
hapmakoHarnsay (BBeeHHs y3aranbHeHUX gaHnx
npo cuctemy apmakoHarnsgy, amiHa
YyNOBHOBaXXeHOi 0cobu, BignoBiganbHoI 3a
3[iiCHEHHsT chapmMakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHUKa Ans 34incHeHHs
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

Ymoeu
eionycky

PeecmpauiiiHa npoyedypa

Homep
peecmpauyitiHo
20
noceid4yeHHs

dapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
BiJ YNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
3[iiCHEHHsT chapmakoHarnsgy (Bkovaum
KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MilLLeHHi MacTep-
daina cuctemu chbapmakoHarnagy) - 3miHa
YNOBHOBaXXEHOI 0CObW Ans 3A4iINCHEHHS
chapmakoHarnsgy.

[itoywa pepakuis - lwyk Hatanka MNeTpiBHa.
MponoHoBaHa pepakuis - Cosrupa Ceprini
CeprinoBny. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

86.

KAMETOH

aeposonb no 30ry
6anoHi aepo3onbHOMY
antomiHieBomy in bulk:
no 240 6anoHis 3
3aXUCHUMU KOBMaykamu
Ta posnunoBayamu B
AWMKY

AT "Croma"

Ykpaina

AT "Croma"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis: -
3minHu | TUNY - 3MiHKM 3 aKkocTi. [oTOBUI Nikapcbkui
3aci6. Cuctema KOHTeNHep/3aKkynopoBanbHU
3aci6. 3miHa po3mipy yrnakoBKM rOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHW) (BBeOEHHS
noaaTkoBoi ynakoBku in bulk: no 240 6anoHiB y
AWKy, 63 3MiHM NepBUHHOrO NakyBanbHOro
Martepiany)

UA/16470/01/01

87.

KAMNEUWTABIH
AMAKCA

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 150 mr, no 10
TabneTok y 6nictepi, no
6 GnicTepiB y KapTOHHiIW
Kopobui

Amakca Papma
nTa

Benuka
BputaHis

JTabopatopioc
Hopmon C.A.

IcnaHia

BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a
3minu 1l Tuny - 3miHn wono 6e3nekn/epeKkTUBHOCTI peuernmom
Ta chbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKINoYatoun MnaH ynpaeniHHa
pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
[0[aTKOBUM AaHVMK, Lo MaloTb HagaBaTucst
KOMNETEHTHUM OpraHoM, OCKiNlbK/ BUMaraeTbes
CyTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.8.2 nyHkTy 1.8 popatky 5 Nopsiaky npoBeaeHHs
eKcnepTum3n peecTpauiiHnx maTtepianis Ha
nikapcbki 3acobu, o nogaTbCs Ha OepXaBHY
peecTpaLito (nepepeecTpalliio), a Takox
eKcnepTM3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTepianis NpoTarom il
peECTPaLLiHOro NOCBIAYEHHS!, 3aTBEPAXEHOr0
Hakazom MOS3 Big 26.08.2005 Ne 426 (y peaakuii
Hakasy MO3 Big 23.07.2015 Ne 460)

UA/15547/01/01

88.

KAMNEUWTABIH
AMAKCA

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 500 mr, no 10
TabneTok y 6nictepi, no
12 6nictepiB y
KapTOHHiIl kopobuji

Amakca Papma
nTa

Benuka
BputaHis

JTabopatopioc
Hopmon C.A.

IcnaHia

BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a
3minm 1l Tuny - 3miHn wopno 6eanekn/epeKkTUBHOCTI peuernmom
Ta chbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKINoYatoun MnaH ynpaeniHHa
pu3nkKamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
[0[4aTKOBMM [aHVMK, Lo MaloTb HafgaBaTucst

UA/15547/01/02
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

KOMNETEHTHUM OpraHoM, OCKiflbK/ BUMaraeTbes
CyTTEBA OLliHKA KOMMETEHTHUM OpraHoM)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.8.2 nyHkty 1.8 pogatky 5 MNopsaaky npoBeaeHHst
eKcrnepTr3n peecTpauiiHnx martepianis Ha
nikapcbki 3acobu, o noaaTbCs Ha AepXaBHY
peecTpaLito (nepepeecTpallito), a Takox
eKcnepTM3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTtepianis npoTarom il
peecTpauinHoOro NoCBiAYEHHS, 3aTBEPOXKEHOTO
Hakazom MOS3 Big 26.08.2005 Ne 426 (y peaakuii
Hakasy MO3 Big 23.07.2015 Ne 460)

89.

KBEPLIETWH

nopoLUokK (cybcTaHuis) y
noaBiHNX
CBITNI03aXUCHUX
nonieTuneHoBux
naketax ans
BMpPOOHMLUTBA
CTEPUIBHUX NiKapCbKUX

thopm

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHMYMI

LLeHTp
"BopLuariBcbkui
XiMiko-
hapMaLeBTUYHNI
3aBoa”

YkpaiHna

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHMYMN
LLeHTp
"BopLuariBcbk

Ui Ximiko-

hapmaueBTUy
HUIA 3aBoa"

YkpaiHna

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn B npoueci BupobHuutea AdI
(HeaHayHa 3miHa y npoueci BupobHuurea AdI) -

BHECEHHSI He3HaYHMX 3MiH B MpoLec BUpoGHMLTBA
A®I| KBepuLeTuH, 30kpema: 3aMiHa nopsiaky
BMKOHaHHS onepadin Ha ctagii « TIN5 dopmyBaHHSA
cepii cybcTaHuii kBepueTuH». MponoHyeTbes
BMKOHYBATM onepadii y HacTynHi NocnigoBHOCTI:
BMCYLLYBaHHS, MoApibHeHHS, NpocitoBaHHS,
3MilyBaHHS

UA/12893/01/01

90.

KBETUPOH XR 200

Tabnetkm
NPOOHroBaHoi Aii, No
200 mr, no 10 TabneTok
y bnictepi, no 1 abo 3,
abo 6 6nictepiB B
KapTOHHIM nayui

TOB "®apma
Crapt"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3minHu | TUNY - 3MiHK Wwopo 6e3nekn/eeKTUBHOCTI
Ta chbapmakoHarnagy (iHwi amiHu) (BHecTn 3miHu B

iHCTPYKLit0 ANS MeANYHOro 3acToCyBaHHS
iHcbopmaLii LWoao KOHTAKTIB i3 MUTaHb Woa0
6e3neku Ta NobiYHMX edbekTiB Ta y p. "YnakoBka" 3

BiAMOBIAHVMU 3MiHAMM B TEKCTI MapKyBaHHS1)

(TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu micsALiB
nicns 3aTBepaXeHHs); 3miHu | Tuny - 3miHn Wwoao
6esnekn/edeKkTMBHOCTI Ta bapmakoHarnsaay (iHLwi

3MiHW) (OHOBMEHHS 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI yrnakoBok J13
3 BHECEHHSIM 3MiH 10 TEKCTY MapKyBaHHS:
BUITYY4EHHS TEKCTY MapKyBaHHS POCIICbKOI0 MOBOIO,
3 paHil 3aTBEpAXEHOro YKpPaiHCbKO Ta
POCICbKOI0 MOBaMM, @ TaKOXX BHECEHHS NIoroTuny
KOMMaHii Ta iHLOI TexXHIYHOI iHdopmaLii Ha
BTOPUHHY ynakoBky) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLIB Nicnsa 3aTBEPAXKEHHS)

3a
peuernmom

UA/14089/01/01

91.

KBETUPOH XR 400

Tabnetkm
NPOOHroBaHoi Aii, No
400 mr, no 10 TabneTtok
y bnictepi, no 1 abo 3,
abo 6 6nicTepiB B
KapTOHHIM nayuji

TOB "®apma
Crapt"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3minu | TUNY - 3MiHM Wwopo 6e3nekn/eeKTUBHOCTI
Ta chbapmakoHarnagy (iHwi amiHu) (BHecTn 3miHu B

iHCTPYKLtO ANS MEAWYHOrO 3aCTOCYBaHHS
iHcbopmaLii Woao KOHTAKTIB i3 MUTaHb Woao0
Oe3nekn Ta NobiYHMX edpekTiB Ta y p. "YnakoBka" 3

3a
peuernmom

UA/14089/01/02
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

BiAMOBIAHVMUN 3MiHAMM B TEKCTI MapKyBaHHs1)
(TepMmiH BBEAEHHS 3MiH NpOTAroM 6-Tu MicsauiB
nicns 3aTBepaXeHHs); 3miHu | Tuny - 3miHn Wwoao
6e3nekn/edekTUBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHW) (OHOBINEHHSI 3aTBEPAKEHOro TEKCTY
MapKyBaHHS1 NEPBMHHOI Ta BTOPMHHOI ynakoBok J13
3 BHECEHHSIM 3MiH [0 TEKCTY MapKyBaHHsI:
BUIYYEHHS TEKCTY MapKyBaHHs1 POCIICbKO MOBOIO,
3 paHil 3aTBEPAXEHOr0 YKPaiHCbKO Ta
POCICbKOI0 MOBaMM, @ TaKOXX BHECEHHS NIoroTuny
KOMMaHii Ta iHLWOI TeXHIYHOI iHdopmaLii Ha
BTOPUHHY ynakoBky) (TepmiH BB€AEHHS 3MiH
NpoTArom 6-Tu MicsLIB Nicnsa 3aTBEPAXKEHHS)

92.

KEMMNPA®

po3umH opanbHuii, 100
mr/mn no 300 mn y
dnakoHi; no 1 dnakoHy
3 MipHUM NNacTUKOBUM
LINpULOM Y nayi 3
KapToHy

KOCB dapma C.A.

Benbris

Hexkct®apma
CAC

DdpaHuis

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MiHu |l TNy - 3MiHW B0 IHCTPYKLUii ANA Mean4HOoro
3acTocyBaHHS y po3ainu: "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHs", "Baaemopis 3
iHLWMMK NikapcbknMK 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs1 y nepiog BariTHocTi abo rogyBaHHs
rpyaat”, "3aaTHicTe BNNMBATY Ha LIBUAKICTb
peakLii npu KepyBaHHi aBToTpaHcnopTom abo
iHWMMK MexaHiamamun”, "Crocib 3acTocyBaHHA Ta
posun”, "Oitn", "Mepeno3syBaHHsa", "MobivHi peakuii”

3a
peuernmom

UA/9155/02/01

93.

KETOTU®EH-B

kancynu no 1 mrno 10
kancyn y 6nictepi; no 2
6nictepu y nayui 3
KapToHy

AT "Mondapm”

Ykpaina

NAT
"MoHdapm"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3ararnbHeHuX AaHWNX Npo cucTemy
apmakoHarnsgy (BBEAEHHS y3aranbHeHUX aHux
npo cuctemy apmakoHarnsgy, aMmiHa
yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUka Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bij YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ificHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
danna cuctemun papmakoHarnagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka MeTpiBHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinioBny. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXXEHOi 0cobu 3 hapmakoHarnsagy

3a
peuernmom

UA/1554/01/01

94.

KNEKCAH®

po3uurH Ans iH'ekuin, 10
000 aHTK-Xa MO/mn no
2000 aHTK-Xa M0O/0,2

TOB "CaHodi-
ABeHTIC YKpaiHa"

Ykpaina

CaHodi
BiHTpon
lHgacTpia

DdpaHuis

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu |l TNy - 3MiHW B0 IHCTPYKLUii ANA MeaM4HOoro
3acTocyBaHHS y po3dinu: "®apmakonoriyHi

3a
peuernmom

UA/7182/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
mr, no 4000 aHTn-Xa BnacTuBocTi" (peaaryBaHHs), "MpotunokasaHHsa"
MO/0,4 mn, no 8000 (peparyBaHHst), "B3aemogisi 3 iHLUMMM NikapCbKUMU
aHTK-Xa MO/0,8 mn y 3acobamu Ta iHWi Buau B3aemopin” (pegaryBaHHs),
Lnpuvy-gosax 3 "OcobnmBocTi 3acTocyBaHHS", "3acTocyBaHHs y
3aXUCHOI CUCTEMOID nepiog BaritTHocTi abo rogyBaHHs rpyaa”
rorkm Ne 10 (2x5) (peparyBaHHsi), "Cnocib 3acTocyBaHHsi Ta 4o3n"
(peparyBaHHsi), "lNepeno3yBaHHa" (peaaryBaHHs),
"MobivHi peakuii”. BBegeHHs1 3MiH npoTsrom 3-x
MicsauiB nicnsA 3aTBepAXeHHs
95. | Knoniporreen- TabneTku, BKpUTI TeBa I13painb TeBa I13painb BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/14007/01/01
TEBA NniBKOBOK OBOMOHKOIO, dPapmaveBTikan dapmaueBTika 3MiHK | TUNY - NogaHHst OHOBNEHOTO cepTudikaTa peuernmom
no 75 mr no 10 Tabnetok lHgacTpis J1A4. n lHgactpis BignoBigHOCTI €Bponelickbkini chapmakonei Ne RO-
y bnictepi; no 3 abo 9 A, CEP 2011-143-Rev 03 gns gitoyoi pe4oBuHu
6nicTepiB y kopobui Clopidogrel hydrogen sulfate Big Bxe
3aTBEpAXXEHOro BUpobHUKa 3i 3MiHOIO Ha3Bw,
3anponoHoBaHo: TEVA API India Private Limited.
BBeaeHHA 3MiH npoTarom 6-Tm micauiB nicnsa
3aTBEPAXEHHSA; 3MiHuM | Tuny - nogaHHA
OHOBIEHOro ceptudikara BiAnoBIAHOCTI
€sponevicbkin dapmakonei Ne RO-CEP 2011-143-
Rev 02 pns pitoyoi pevosuHu Clopidogrel hydrogen
sulfate Big Bxe 3aTBEpAXEHOro BUPOOHMKA, 3MiHOK
NPOBOANTLCH BUITYyYEHHS BUPOOHUYOI AiNbHUL
Assia Chemical Industries Ltd.,( Teva Tech Site)
Neot-Hovav Eco-Industrial Park, Emek Sara, P.O.
Box 2049, Be’er Sheva 8412316, Israel; 3miHu |
TMnYy - 3MiHa y napameTpax cneundikauiv Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y cneundikalisx Ha
A®I, abo BMXiAHWI/NPOMIDKHUI NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTBCS Y NpoLieci BUpobHuuTBa API
(BONOBHEHHSA cneLmndikaLii HOBUM NMOKA3HUKOM
SIKOCTi Ta BigNoBigHNMM MEeTo40M BUNPOByBaHHS)
96. | KOOE®EMON® cvpon no 100 mn y TOB "XapkiBcbke YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/1871/01/01
dnakoHax Ne 1 3 dapmaLeBTuyHe "XapkiBcbke 3MiHK | TUNY - NogaHHst OHOBNEHOTO cepTudikaTy peuernmom
MipHOO Nnoxe4ko abo nignpruemMcTBo dapmaueBTny BignoBigHoCTI €Bponelicbkini chapmakonei No. R1-
CTakaH4MKOM "3popoB's He CEP 2002-127-Rev 02 Big 3aTBepaxeHoro
Hapoay" nignpuemMcTBO BMpobHuka ADI MceBooedenpuHy rigpoxnopuay.
"300poB'sa 3a3HaveHHs NoBHOI Ha3Bu BUpobHuka APl y MKA
Hapoay" J13 3rigHo peecTpauiHnx maTepianis
97. | KOPTUOEPM kpem, 1 mr/r no 10, no ToBapucTBo 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/15573/01/01
151, abo no 30 r y Ty6i; obmexeHoto BMPOBHMUTBA, 3minm 1l Tuny - 3miHn wopno 6eanekn/epeKkTUBHOCTI peuernmom
no 1 Tybi B kopobui 3 BignoBiAanbHICTIO KOHTpOIb Ta chbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
KapTOHY "®apmaueBTnyHa SIKOCTi, BUMYCK 3000B'A3aHb Ta YMOB BMAayi peecTpauinHoro
KOMMaHis cepil: nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHs
"3popos'a" ToBapucTBo 3 pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
obmexeHoro BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM

BianoBiaanbHi

[00aTKOBMM JaHUMW, L0 MaloTh HagasaTtucs
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
cTio KOMNETEHTHUM OpraHoM, OCKiflbK/ BUMaraeTbes
"®apmaueBTn CyTTEBA OLliHKA KOMMETEHTHUM OpraHoM)
YHa KomnaHis (BukoHaHHs1 3060B'si3aHb BignoBigHO 40 MiAMYHKTY
"3gopoB’s", 1.8.2 nyHkty 1.8 pogatky 5 MNopsaaky npoBeaeHHs
YkpaiHa; eKcrnepTr3n peecTpauiiHnx martepianis Ha
BCi cTagii nikapcbki 3acobu, Lo noaalTbCs Ha OepXaBHY
BMPOOHMLTBA, peecTpauito (nepepeecTpallito), a Takox
BMMYCK Cepil: eKcrnepTM3n MaTepiarnis Npo BHECEHHSI 3MiH [0
ToBapucTBo 3 peecTpauiiHnx maTtepianis npoTarom it
0OMEXEHO peecTpauinHOro NoCBiAYEHHS, 3aTBEPOXKEHOTO
BignosiaancHi Hakazom MO3 Big 26.08.2005 Ne 426 (y pepakuii
CTHO Hakady MO3 Big 23.07.2015 Ne 460)
"®apmauesTn
YHa KOMNaHis
"3popos'a”,
YkpaiHa;
KOHTpOIb
AKOCTI:
ToBapucTBo 3
obmexeHo
BianoBiaanbHi
cTio
"®APMEKC
reyn.,
YkpaiHa
98. | KO®PAH Tabnetkn no 10 BocHanek g.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 6e3 UA/3998/01/01
BOCHAJEK® Tabnetok y 6nictepi; no epuerosuH epueroBuHa 3MiHM | TNy - NogaHHA OHOBMEHOro cepTudikarty peuenma
1 6nicTepy B kKapTOHHIl a BiQMNOBIAHOCTI €Bponenchbkiv hapmakonei ans
Kopobui nito40i pevoBMHM KOeiHY Bi 3aTBEpAXEHOro
BMpobHMKa, 3MiHa Ha3Bu BnacHuka CEP Ta
BMpobHMKa ADI; nogaHHa oHoBRNeHoro cepTudikary
BiANOBIAHOCTI €Bponenchbkini hapmakonei ans
nitoyoi pevyoBMHM NapaueTamon Bif 3aTBEPOXKEHOrO
BMPOOHMKA; 3MiHM | Tuny - 3amMiHa y metoaax
BMMpPOOYBaHHSA rOTOBOro MikapcbKoro 3acoby -
OHOBJIEHHSI aHaNITUYHOT METOAMKN KOHTPOITHO
nikapcbKoro 3acoby 3a NOKasHWKOM CYNpPOBIAHi
OOMILLKM Ansi KogeiHy
99. | KCU3AN® Kpanni opanbHi, po3yuH, OCB ®apLumm Lseviuapis Evicika ITanis BHECEHHS 3MiH 4O peecTpauiiHux martepianis: bes UA/9127/02/01
5wmr/mnno 10 mny C.A. dapmacbioTuK 3MiHu |l TNy - 3MiHW B0 IHCTPYKLUii ANnA Mean4HOoro peuenma
dnakoHi 3 an3 C.P.N 3acTocyBaHHS y po3ainu: "®apmakonoriyHi
KpanenbHuLeto; no 1 BnactusocTi", "B3aemogisa 3 iHWMMM nikapcbkumm
dnakoHy y KapTOHHIN 3acobamu Ta iHwWi Buam B3aemogin”, "OcobnmocTi
Kopobui 3actocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
"Mepepno3yBaHHsa", "MobiyHi peakuii”
100. | KCUNO-ME®A crpei HasanbHUiA, TeBa I13painb Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHux martepianis: bes UA/8161/01/01
po3unH 0,5 mr/mn no 10 PapmaueBTikan HimevunHa 3MiHu | Tuny - nogaHHsi oHoeneHoro CEP R1-CEP peuyenma




45 [Iponowxkenns noaarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
MIT Y CKNSIHOMY (ONaKoHi lHpacTpis J1A4. (BinbHULA, AKa 2006-286 —Rev 01 ons gito4oi pe4oBuHU
3 gosaTtopom; no 1 Bianosigae 3a Xylometazoline hydrochloride Big 3aTBepgxeHoro
dnakoHy y KapTOHHIN BMPOOHMLTBO BMPOOHMKa i3 3MiHOIO HalNMeHyBaHHSA BUPOOHNYOT
Kopobui npenapary in OinbHULI Ta HaNMEeHyYBaHHSA | agpecy BnacHuKa
bulk, CEP
nakyBaHHsl Ta
BMMYCK Cepint);
Mepkne 'm6X,
HimeyunHa
(BinbHULA, sKa
Bignosigae 3a
KOHTpOInb
SIKOCTIi)
101. | KCUNO-ME®A crpei HasanbHuiA, TeBa I13painb Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/8161/01/02
po3unH 1 mr/mn no 10 dPapmaveBTikan HimevunHa 3MiHu | TNy - nogaHHst oHoeneHoro CEP R1-CEP peuenma
MI Y CKISAHOMY (ONaKoHi lHgacTpis J1A4. (BinbHUULA, AKa 2006-286 —Rev 01 ons gito4oi peqoBuHu
3 gosaTtopom; no 1 Bianosigae 3a Xylometazoline hydrochloride Big 3aTBepaxeHoro
dnakoHy y KapTOHHIN BMPOOHMLTBO BMPOOHMKA i3 3MiHOIO HaNMeHyBaHHSA BUPOGHNYOT
Kopobui npenapary in OinbHULI Ta HAMMEHYBaHHSA | agpecu BnacHuKa
bulk, CEP
nakyBaHHsl Ta
BUIMYCK Cepil);
Mepkne 'm6X,
HimeyunHa
(BinbHULA, Aka
Bignosigae 3a
KOHTpOInb
SIKOCTIi)
102. | TAMOTPUWH 100 Tabnetkv no 100 mr; no TOB "®apma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/2112/01/02
10 Tabnetok y briicTepi; Crapt" Crapt" 3minu | TUNY - 3MiHM Wwopo 6e3nekn/eeKTUBHOCTI peuernmom
no 1, abo 3, abo 6 Ta cbapmakoHarnagy (iHwi 3miHn) (BHeceHHs 3miH
OnicTepiB y nayui 3 [0 TEKCTY MapKyBaHHS: BUNTy4YEHHS TEKCTY
KapToHy MapKyBaHHsi POCiiCbKO MOBOHO (41151 YNaKoBOK: Mo
10 Tabnetok y bnictepi; no 1, abo 3, abo 6
OnicTepiB y nayui 3 KapToHY), 3 paHiL
3aTBEPKEHOro YKPaiHCbKOK Ta POCINCbKOO
MOBaMM, @ TaKoX AOMOBHEHHSI PO3AiNY MapKyBaHHS
ynakoBku iHdopMmallieto wopao iHaexcy) (TepmiH
BBEJEHHSI 3MiH NpOTAromM 6-Tu MicsAuiB nicns
3aTBEpAXEHHS)
103. | NTAMOTPWH 25 Tabnetku no 25 mr; no TOB "®apma Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/2112/01/03
10 Tabnetok y briicTepi; Crapt" Crapt" 3minu | TUNY - 3MiHM Wwopo 6e3nekn/eeKTUBHOCTI peuernmom

no 1, abo 3, abo 6
OnicTepiB y nayui 3
KapToHy

Ta cbapmakoHarnagy (iHwi 3miHn) (BHeceHHs 3miH
[10 TEKCTY MapKyBaHHs: BUNYYEHHSI TEKCTY
MapKyBaHHS1 POCIICbKOI0 MOBOH (ANs1 YyNakoBOK: MO
10 Tabnetok y bnictepi; no 1, abo 3, abo 6
OnicTepiB y nayui 3 KAPTOHY), 3 paHiw
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
3aTBEPOKEHOrO YKPaiHCbKOK Ta POCINCbKOIO
MOBaMK, a TaKoX AOMOBHEHHS1 PO34iny MapKyBaHHS
ynakoBku iHdopMauieto wopno iHgekcy) (TepmiH
BBEJEHHSI 3MiH NpoTAromM 6-Tu MicsAuiB nicns
3aTBEpAXEHHS)
104. | NAMOTPUWH 50 Tabnetku no 50 mr; no TOB "®apma YkpaiHna TOB "®apma YkpaiHna BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/2112/01/01
10 Tabnetok y bricTepi; Crapt" Crapt" 3minHu | TUNY - 3MiHK Wopo 6e3nekn/eeKTUBHOCTI peuernmom
no 1, abo 3, abo 6 Ta chbapmakoHarnagy (iHwi 3miHn) (BHeceHHs1 3miH
OnicTepiB y nayui 3 [0 TEKCTY MapKyBaHHS: BUITy4YE€HHS TEKCTY
KapToHy MapKyBaHHsi POCiiCbKO MOBOHO (41151 yNaKoBOK: Mo
10 Tabnetok y bnictepi; no 1, abo 3, abo 6
OnicTepiB y nayui 3 KApTOHY), 3 paHiL
3aTBEPOKEHOr0 YKPaiHCbKOK Ta POCINCHKOO
MOBaMMU, a TaKoX JOMOBHEHHS PO37iNy MapKyBaHHS
ynakoBku iHdpopmallieto wopao iHaexcy) (TepmiH
BBE[EHHSI 3MiH NpOTAromM 6-Tu MicsAuiB nicns
3aTBEpAXEHHS)
105. | NEBO®NIOKCALIUH po3unH Ans iHdysin, 500 HouipHe Ykpaina HouipHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/12767/01/01
€BPO mr/100 mn no 100 mn y nianpMemcTBo nignpuemMcTBo 3minHu | TUNY - AgMiHicTpaTuBHI 3MiHK. 3MiHa Ha3BuM peuernmom
KOHTENHepi 3 "dapmaTtpeng” "®dapmaTtpeng” nikapcbkoro 3acoby (6yno - JIEBOIPIH)
nonieiHinxnopuay; no 1
KOHTENHepY B
nonieTurneHoBoMy nakeri
B KAPTOHHIN ynakoBLj
106. | NIHBAr Kancynu Teepgi, no 25 TOB "CaHgos Ykpaina Jlek CnoseHisi/ BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/15586/01/01
mr no 10 kancyn y YkpaiHa" dapmaneBTuy PymyHisi/ 3MiHu | Tuny - 3miHK B npoueci BupobHuutea AdI peuernmom
6nictepi, no 3 6riictepu Ha KOMNaHis TypevunHa (HeaHayHa 3miHa y npoueci BupobHuutea AdI) -

B KOpOOLi

n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPUHHA
ynakoBka);
KOHTpOInb
cepii: C.K.
CaHpos
c.p.n.,
PymyHis;
BMPOBHMLTBO
Hepo3dacoBa
HOI MpoAyKuii:
CaHpo3 Inak
CaHai Be
Tikapet A.C,,

OHOBIEHHS1 MacTep-caviny Ha ADI, y 3B'A3Ky 3
He3Ha4YHVMKM 3MiHamMu B nNpoueci BUpobHULITBa
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

Ymoeu
eionycky

PeecmpauiiiHa npoyedypa

Homep
peecmpauyitiHo
20
noceid4yeHHs

TypevunHa

107.

JNIHBAT

Kancynu Teepai, no 50
mr no 10 kancyn y
6nictepi, no 3 Griictepun
B KOpOOLi

TOB "CaHpos
YkpaiHa"

YkpaiHna

Jlek
dapmaneBTuy
Ha KOMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J.,
PymyHis;
BMPOBHMLTBO
HeposdacoBa
HOI MpoAyKuii:
CaHpo3 Inak
CaHaii Be
Tikapet A.C.,
TypevunHa

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a
3MiHu | Tuny - 3miHn B npoueci BupobHuutea AdI peuernmom
(He3aHayHa 3miHa y npoueci BupobHuurea AdI) -

OHOBIEHHS1 MacTep-caiiny Ha ADI, y 3B'A3Ky 3

He3Ha4YHVMKM 3MiHamu B Npoueci BUpobHULTBA

UA/15586/01/02

108.

NIHBATI

Kancynu Teepgi, no 75
mr no 10 kancyn y
6nictepi, no 3 6riictepu
B KOpOOLi

TOB "CaHpos
YkpaiHa"

Ykpaina

Jlek
dapmaneBTuy
Ha KOMMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J.,
PymyHis;
BMPOBHMLTBO
Hepo3dacoBa
HOI MpoAyKuii:
Canpos Inak
CaHavi Be

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a
3MiHu | Tuny - 3miHK B npoueci BupobHuutea AdI peuernmom
(HeaHayHa 3miHa y npoueci BupobHuurea AdI) -

OHOBIEHHS1 MacTep-caviny Ha ADI, y 3B'A3Ky 3

He3Ha4YHVMKM 3MiHamMu B Npoueci BUpobHULTBa

UA/15586/01/03
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

Ymoeu
eionycky

PeecmpauiiiHa npoyedypa

Homep
peecmpauyitiHo
20
noceid4yeHHs

TikapeT A.C.,
TypevunHa

109.

JNIHBAT

kancynu Teepai, no 100
Mr no 7 kancyny
6nictepi, no 2 6rictepu
B KOpOOLi

TOB "CaHpos
YkpaiHa"

YkpaiHna

Jlek
dapmaneBTuy
Ha KOMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J1.,
PymyHis;
BMPOBHMLTBO
HeposdacoBa
HOI MpoAyKuii:
CaHpo3 Inak
CaHai Be
TikapeT A.C.,
TypevunHa

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a
3MiHu | Tuny - 3miHK B Npoueci BupobHuutea AdI peuernmom
(HeaHayHa 3miHa y npoueci BupobHuurea AdI) -

OHOBIEHHSI MacTep-cariny Ha ADI, y 3B'A3Ky 3

He3Ha4YHVMKM 3MiHamu B Npoueci BUpobHULTBa

UA/15586/01/04

110.

NIHBATI

kancynu Teepai, no 150
mr no 10 kancyn y
6nictepi, no 3 Grictepn
B KOpOOLi

TOB "CaHpos
YkpaiHa"

Ykpaina

Jlek
dapmaneBTuy
Ha KOMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J1.,
PymyHis;
BMPOBHMLTBO
HeposdacoBa
HOI MpoAyKuii:
Canpos Inak

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a
3MiHu | Tuny - 3miHK B npoueci BupobHuutea AdI peuernmom
(HeaHayHa 3miHa y npoueci BupobHuutea AdI) -

OHOBIEHHSI MacTep-caviny Ha ADI, y 3B'A3Ky 3

He3Ha4YHVMKM 3MiHamu B Npoueci BUpobHULTBa

UA/15586/01/05
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

Ymoeu
eionycky

PeecmpauiiiHa npoyedypa

Homep
peecmpauyitiHo
20
noceid4yeHHs

CaHaii Be
TikapeT A.C.,
TypevunHa

111.

NIHBATI

kancynu Teepai, no 200
mr no 10 kancyn y
6nictepi, no 3 6riictepun
B KOpOOLi

TOB "CaHpos
YkpaiHa"

Ykpaina

Jlek
dapmaneBTuy
Ha KOMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J1.,
PymyHis;
BMPOBHMLTBO
HeposdacoBa
HOI MpoAyKuii:
CaHpo3 Inak
CaHaii Be
Tikapet A.C.,
TypevunHa

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a
3MiHu | Tuny - 3miHK B Npoueci BupobHuutea AdI peuernmom
(HeaHayHa 3miHa y npoueci BupobHuurea AdI) -

OHOBIEHHS1 MacTep-caviny Ha ADI, y 3B'A3Ky 3

He3Ha4YHVMKM 3MiHamu B Npoueci BUpobHULITBa

UA/15586/01/06

112.

NIHBATI

Kancynu Teepgai, no 225
Mr no 7 kancyny
6nictepi, no 2 6rictepu
B KOpOOLi

TOB "CaHpos
YkpaiHa"

Ykpaina

Jlek
dapmaneBTuy
Ha KOMNaHis
n.0., CnoseHis
(nepBuHHa Ta
BTOPUHHA
yNaKoBKa,
[03BiN Ha
BUMYCK Cepii;
nepBMHHA Ta
BTOPWHHA
ynakoBka);
KOHTPOIb
cepii: C.K.
CaHpos
C.P.J.,
PymyHis;
BMPOBHMLTBO
Hepo3dacoBa
HOI NpogyKuii:

Cnosenisi/
PymyHisi/
TypevunHa

BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a
3MiHu | Tuny - 3miHK B Npoueci BupobHuutea AdI peuernmom
(HeaHayHa 3miHa y npoueci BupobHuutea AdI) -

OHOBIEHHS MacTep-caiiny Ha ADI, y 38'A3Ky 3

He3Ha4YHVMK 3MiHamu B Npoueci BUpobHULITBa

UA/15586/01/07




50 [TponoBxkeHHs 1oaaTKa 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
Canpos Inak
CaHaii Be
TikapeT A.C.,
TypevunHa
113. | NIHBATr kancynu Teepai, no 300 TOB "CaHgos Ykpaina Jlek CnoseHisi/ BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/15586/01/08
Mr 1o 7 kancyny YkpaiHa" dapmaneBTuy PymyHisi/ 3MiHu | Tuny - 3miHn B npoueci BupobHuutea AdI peuernmom
6nictepi, no 2 6rictepn Ha KOMNaHis TypevunHa (He3HayHa 3miHa y npoueci BupobHuutea AdI) -
B KOpOOLi a.a., CrnoeeHis OHOBIEHHS1 MacTep-caiiny Ha ADI, y 3B’A3Ky 3
(nepBuHHa Ta He3Ha4YHVMKM 3MiHamu B nNpoueci BUpobHULTBA
BTOPWHHA
yrnakoBka,
[03BiN Ha
BUMYCK Cepii;
nepBuHHA Ta
BTOPUHHA
ynakoBka);
KOHTpOInb
cepii: C.K.
CaHpos
c.p.n.,
PymyHis;
BMPOBHMLTBO
HeposdacoBa
HOI MpoAyKuii:
CaHpo3 Inak
CaHai Be
TikapeTt A.C.,
TypevunHa
114. | MATHIKOP Tabnetku, BKpUTI MAT "KuiBcbkuii Ykpaina MAT Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/11211/01/01
NniBKOBOK OBOMOHKOLO, BiTamMiHHWI 3aBoa" "KuiBcbkuii 3MiHu | Tuny - 3miHa po3mipy cepii (Bkovaro4um peuenma —
no 10 Tabnetok y BiTaMiHHWUIA niana3oH po3mipy cepii) roToBOro nikapcbkoro 30
6nicTepi; no 3 abo 10 3aBog” 3acoby - BBeAEHHA JOAATKOBMX PO3MIpIB cepili: mabnemok;
onicTepiB y nayui anst ynakoskv Ne 30 - 100 000 yn., anst ynakoBku Ne 3a
100 - 30 000 yn peuyernmom —
100
mabnemok
115. | MATHIKOP Tabnetku, BKpUTI MAT "KuiBcbkuii Ykpaina MAT Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/11211/01/02
NniBKOBOK OBOMOHKOLO, BiTamMiHHWI 3aBoa" "KuiBcbkuii 3MiHK | Tuny - 3miHa po3mipy cepii (Bkovaroum peuenma —
dopTe no 10 TabneTtok y BiTaMiHHWUI fiana3oH po3mipy cepii) roToBOro nikapcbkoro 30
6nicTepi; no 3 a6o 10 3aBog” 3acoby (36inbleHHs Ao 10 pasiB NOPIBHSAHO i3 mabrnemok;
6nicTepi y nayui 3aTBEpAXXEHVM PO3MiIpOM) - BBEAEHHS A04aTKOBMX 3a
po3mipiB cepili, 3anponoHOBaHO: A5 ynakoBku Ne peuenmom —
30- 12500 yn., 100
anst ynakoskv Ne 100 — 3 750 yn. Ta fogaTtkoBo aons mabnemok
ynakosku Ne 30 - 50 000 yn., ans ynakosku Ne 100
—15 000 yn.
116. | MAHIT po3unH Ans iHdysin 150 | TOB "lOpia-®apm” YkpaiHa TOB "KOpisi- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/8478/01/01
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[Iponowxkenns noaarka 3

Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

mr/mn, no 100 mn abo
200 mn, abo 400 mn y
nnawkax ;no 100 mn
abo 250 mn, abo 500 mn
y KOHTeHepax

Ddapm”

3MmiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MmiHa
HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIMYa4mM QinbHULI BUNMYCKY
cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy BigNoBigae BUpobHMK/iMnopTep,
BKITIOYAK0YN BUNYCK Cepilt) (3MiHa lopuanyHoil
appecy BupobHuyoi ainsHuui (TOB "lOpia-®apm”,
YkpaiHa) Ha dakTu4Hy agpecy, 6e3 3miHn micus
BMpobHMUTBA) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
TV MicsIUiB nicns 3aTBEpAXEHHS)

peuernmom

117.

MAPBEJIOH®

Tabnetkm Ne 21 (21x1),
Ne 63 (21x3) y
6nictepax B cawe

LepiHr-Mnay
CeHtpan lct AI'

Lsenuapis

3a MNOBHUM
LIMKITOM:
H.B.OpraHoH,
Hinepnanay;
3a NOBHUM
LIVKITOM:
OpraHoH
(IpnaHgis)
Nta., lpnangis

Hinepnangu/
Ipnangis

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHm | TNy - 3mMiHa napameTpiB cneundikain
Ta/abo JONYCTUMMX MEX FOTOBOTO JiKapCbKOro
3acoby - pegakuifiHi yTOYHEHHS Ta BUNPaBIEHHs
NOMMITOK B crieundikaLii Ta MeTogax KOHTPOIio
roTOBOrO fikapCcbKoro 3acoby TexHiYHOro
XapakTepy; OONOBHEHHs crneundikadii
nokasHukamu: «CynposigHi Aomilkmy, «KinbkicHe
BM3HAYEHHSA», OCKINbKW NPy NpoBEAeHHI npoueaypu
nepepeecTpallii roToBoro nikapcbkoro 3acoby, aaHi
NOKa3HUKN NOMUIIKOBO He Bynu BKIOYEH: B
cneundikauiio, npu TOMY, LLO METOAMKM
BMNpobyBaHHA HasBHi B MKA roToBoro nikapcbkoro
3acoby; BBeAEHO NOKa3HWKN: «PO34YMHEHHSI»,
«MikpobionoriyHa ynctoTa»

3a
peuernmom

UA/10176/01/01

118.

MENAKCEH®

TabneTku, BKPUTI
0060510HKO0, Mo 3 Mr No
6 abo 12 Tabnetok y
6nictepi; no 1 6rictepy
B kopobui; no 12
TabneTok y 6nictepi; no
2 6nictepu B Kopobui

FOHidpapm, IHK.

CLIA

HOHidpapm, IHK.

CLIA

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo CUcTeMy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amMiHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
BiJj YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pificHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
FOpinoBuy. 3miHa KOHTAKTHUX JAHUX
yNOBHOBaXKeHoi 0cobu. 3MiHa micLs 3aiCHEeHHS
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna

6e3
peyenma

UA/0660/01/01

119.

MEHOBAIJEH

kancynu, no 10 kancyn y

MybniyHe

YkpaiHa

MybniyHe

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:

6e3

UA/5279/01/01




52

[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
6nicTepi, no 2 6nictepu aKuioHepHe akuioHepHe 3minu 1l Tuny - 3miHu wopno 6e3nekn/epekTUBHOCTI peuenma
y nauui 3 KapToHY TOBapuCTBO TOBapuCTBO Ta cbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
"HaykoBo- "HaykoBo- 3000B'13aHb Ta YMOB BMAayi peecTpauinHoro
BMPOBHMYMI BMPOBHMYMN nocBig4eHHs1, Bknoyatoun MnaH ynpaeniHHa
LeHTp LeHTp pu3nKamm (3acTocyBaHHs 3MiH(1), ski(a)
"BopLuariscbkuii "BopLuariBcbk BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
XiMiKO- Wi Ximiko- [00aTKOBUM AaHUMU, Lo MalTb HagaBaTucs
hapmaLeBTUYHUIA hapmaneBTuy KOMMNETEHTHUM OpraHoM, OCKiNbK/ BUMaraeTbes
3asog" HWI 3aBog" CYTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
2.3 nyHkTy 2 popatky 15 go MNopsaky npoBeaeHHs
eKcnepTn3n peecTpauiiinx maTtepianis Ha
nikapcbki 3acobu, Lo nogalTbCs Ha AepXaBHY
peecTpaLito (nepepeecTpallito), a Takox
eKcnepTM3n marepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx maTtepianis npoTarom gii
peEeCTpaLiiHOro NOCBIAYEHHS!, 3aTBEPAXEHOr0
Hakazom MOS3 Big 26.08.2005 Ne 426 (y peaakuii
Hakasy MO3 Big 23.07.2015 Ne 460)
120. | METAOOH-3H po34nH opanbHui, 1 ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/13189/01/01
mr/mn, no 200 mn abo obmexeHoro obmexeHo 3MmiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
no 1000 mn y cprnakoHax BiANOBIAANbHICTIO BianoBiaanbHi HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXEHHS
pasom 3 BignoBigHo "XapkiBCbke cTio nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KiNbKICTIO [O3YH04NX dapmaueBTUYHE "XapkiBCbke nikapcbKkoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
npucTpois; no 200 mn nignpuemMcTBo dapmaueBTHy cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
abo no 1000 mn y "3popos's He (misnbHicTb, 3a AKy BiAgNoBigae BUpObOHMK/iMNopTep,
dnakoHi; no 1 drnakoHy Hapoay" nianpvemMcTBO BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
pas3oM 3 403YHUUM "3n0poB'sa BMPOBHMYOT AinbHUUi, 6e3 3mMiHK micusa
NpUCTPOEM Y KOpobLii 3 Hapoay" BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH MpoTArom 3-
KapToHY X MicsLiB NicnsA 3aTBepAXeHHs); 3MiHu | Tuny -
AOMiHiCTpaTuBHI 3MiHWU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu 3asiBHUKa (BNacHuka
peecTpaLiiHOro NocBiAYeHHs) (3mMiHa agpecu
3asiBHMKA)
121. | METAOOH-3H PO34nH opanbHuii, 5 ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/13189/01/02
mr/mn, no 200 mn abo obmexeHoto obmexeHo 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
no 1000 mn y cprnakoHax BiANOBIAANbHICTIO BianoBiaanbHi HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXEHHS
pasom 3 BignoBigHo "XapkiBCbke cTio nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KiNbKICTIO [O3YH04NX dapmaueBTUYHE "XapkiBCbke nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
npucTpois; no 200 mn nignpuemMcTBo dapmaueBTny cepii abo micLe NpoBegeHHS KOHTPOO AKOCTI.
abo no 1000 mn y "3popos's He (misnbHicTb, 3a AKy BiAgNoBigae BUpOOHMK/iMNopTep,
dnakoHi; no 1 dornakoHy Hapoay" nianpvemMcTBO BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
pasom 3 403YH4UM "3popoB's BMPOBHMYOT AinbHUui, 6e3 3mMiHn micusa
NpUCTPOEM Yy KOpobLii 3 Hapoay" BMpobHMuTBa) (TepmiH BBEAEHHS 3MiH MpoTAroM 3-

KapToHy

X MicsLiB Nicnsa 3aTBepAXeHHs); 3MiHu | Tuny -
AOMiHicTpaTuBHI 3MiHWU. 3MiHa HalMeHyBaHHS
Ta/abo agpecu 3asiBHMKA (BracHUKa
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
peecTpauinHoro noceiayYeHHs) (3mMiHa agpecu
3asiBHMKA)
122. | METPOHIOA30I1- Tabnetku no 250 mr; no ToBapucTBo 3 YkpaiHna BCi cTagii YkpaiHna BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/6100/01/01
300POB'A 10 Tabnetok y 6riicTepi, obmexeHo BMPOBHMUTBA, 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
no 2 6nictepu y BignoBiAanbHICTIO KOHTpOIb HaviMeHyBaHHS Ta/abo agpecu MicLs NPOBaXeHHS
KapTOHHIM kopobui; no "®apmaueBTniHa SIKOCTi, BUMYCK nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
20 tabnetok y briictepi, KOMMaHis cepil: nikapcbKoro 3acoby, BKIMYa4mM OinbHULI BUNMYCKY
no 1 6nictepy y "3popos'a" ToBapucTBo 3 cepii abo micLe NnpoBegeHHS KOHTPOO SKOCTI.
KapTOHHiI kopobui obmexeHoro (misnbHicTb, 3a AKy BiAgNoBigae BUpOOHMK/iMnopTep,
BignoBiganbHi He BKITIoYa4m BUMYCK Cepilt) (3MiHa NoLUTOBOro
cTio iHOeKkCy B agpeci Ta YTOYHEHHS HaiMeHYBaHHS
"®apmaueBTu BMpOBOHMKa ToBapmnCTBO 3 OOMEXEHOID
YHa KOMMNaHis BianosiganbHicTio «PAPMEKC MPYI», 6e3 3miHu
"3popos'a”, aKTUYHOro MicLUsi BNPOBaXXeHHS OifNbHOCTI);
YkpaiHa; 3MiHu | Tuny - 3miHn 3 akocTi. CepTudikart
BCi cTagji BignosigHocTi/l'E-cepTudikar BignosigHocTi
BMPOOHMLTBA, €Bponevicbkin dapmakonei/MoHorpadii. 3miHu,
KOHTpOIb noB'sA3aHi 3 HeobXiAHICTIO NPMBEAEHHS Y
AKOCTi: BigNOBiAHICTE 40 MOHorpadii APY abo
ToBapucTBo 3 €ponevicbkoi hapmakonei, abo iHwoi
obmexeHoto HauioHanbHoi hapmakonei aepxasu €C (3miHa y
BignoBsiaancHi cneumndikauisx, noe'asaHa 3i amiHamu B dY, abo
cTio €Bponevicbkin dhapmakonei, abo iHwWii
"®APMEKC HauioHanbHi hapmakonei gepxasu €C)
reyn-, (npuBeaeHHs cneumdikadin Ta MeToaiB BXigHOro
YkpaiHa KOHTPOSO SIKOCTi Ha AONOMIKHI Pe4OBUHN Y

BiANOBIAHICTL A0 BUMOr MoHorpadin EP a came: -
rinpomeno3a (cneumdikauito Ta MeToanky 3a
nokasHukamu «Ipo3opicTb PO3UNHY»,
«KonbopoBiCTb PO34MHY», METOAUKY 3a
NOKasHNKOM «pH po3unHy», cneuudikadis 3a
NOKa3HUKOM «B’s3KiCTb», BUIYyYEHO NOKa3HMK
«CTyniHb 3aMiLLeHHsI», A04aHO NOKA3HUK
«KinbkicHe BU3HAYeHHsI»); - HaTpIlo Kpockapmernosa
(meToamky 3a nokasHukamun «BTpata B maci npu
BUCYLLYBaHHI» Ta «CynbdaTHa 3ona»); - kucrnora
cTeapuHoBa (MeTOAUKY 3a nokasHukoM «KinbkicHe
BM3Ha4yeHHs»). CynyTHSA 3MiHa - 3MiHM 3 AKOCTI.
"oToBWIA Nikapcbkuin 3aci6. KOHTporb 4OMOMDKHUX
pe4voBuH. 3MiHa y MeTogax BUNpobyBaHHs
[OMNOMIDKHOI peYOBUHU (HE3HAUHI 3MiHK Y
3aTBEpAKEHNX MeTofax BUNpobyBaHb); 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib.
CucTtema KoHTelHep/3akynoptoBasnsHuUi 3acio.
3MiHa nocTavansHuka nakyBanbHUX MaTepianis
ab0o KOMNNEKTYYMX (SKLWO 3a3Ha4YeHO B AOCHE)
(3amiHa abo gogaBaHHsA nocTavarnbHWKa)
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceiodYyeHHs!

(BBEOEHHS HOBMX MOCTavYarnbHUKIB MEPBUHHOMO
nakyBaHHs (honbrv anoMiHieBoi); 3miHu | Tuny -
3MmiHuM 3 sikocTi. [oTOoBMI Nikapcbkuii 3aci6.
CuncTtema KoHTerHep/3akynoptoBanbHui 3acib.
3MmiHa napameTpiB cneundikauin Ta/abo
OONYCTUMUX MEX MEPBUHHOI YMaKOBKU FOTOBOro
nikapcbKkoro 3acoby (iHwWi 3MiHW) (3MiHK Y
cneundikauii Ta MeTogax BXiQHOro KOHTPOIo
AKOCTi NEPBUHHOI YMaKoBKM (NniBka
noniBiHINxXnopuaHa Anst BUroTOBMNEHHs Tapu nia
Xap4oBi NPOAYKTK Ta Nikapcbki 3acobu Ta donbra
anominieBa). CynyTHst 3mMiHa - 3MiHM 3 AKOCTi.
"oToBuiA nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa y
MeToAax BUNPobyBaHHS NEPBUHHOT yMaKkoBKM
roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW Y
mMeToaax BunpobysaHb (Bkntoyarouun 3amiHy abo
nopasaHHs); 3MiHu | Tuny - 3miHK 3 AkocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[ONYCTUMKX MEX FOTOBOro Nikapcbkoro 3acoby
(3BY>KEHHS AONYCTUMUX MEX) (3MiHa KpuUTepiiB
npuaaTHOCTi 3a MOKa3HUKOM «Po34nHeHHs»
(cTyniHb po34MHEHHs BCTaHOBMEHO Ha piBHi Q = 80
% 3a 45 xB.) Ta BBEAEHO B METOAVKY BUKOPUCTAHHS
poboyoro ctaHAapTHoro 3pasky. CynyTHs 3miHa -
3MiHu 3 sikocTi. FoToBUI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHsi rOTOBOrO fikapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHUX MeToaax
Bunpo6yBaHHS); 3MiHu | TUNy - 3MiHK 3 SKOCTI.
"oToBUIA nikapcbkuit 3aci6. KoHTporb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuundikaui Ta/abo 4ONYCTUMUX MEX FrOTOBOTO
nikapcbkoro 3acoby (BHeCeHHs1 3MiH 40 AOCbE nicns
OHOBJIEHHSA 3aranbHOi CTaTTi Ha rOTOBY NiKapCbKy
dopmy y AdPY/EBponeiichkii thapmakonei) (po3ain
«MikpobionoriyHa yicToTa» NpUBELEHO y
BiANOBIAHICTb Ao BuMor [JPY, 3a nokazHNKOM
«OaHOpIgHICTE 4O30BaHUX OAMHULb» peaakUiiHO
YTOYHEHO KpUTEPil NPUAHATHOCTI, y po34ini
«CepefHsi maca» HaBeAeHO nocunaHHsa Ha oY
nitoye BuaaHHsi. CynyTHsi 3aMiHa - 3MiHW 3 SKOCTI.
"oToBUIA Nikapcbkuit 3aci6. KoHTporb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNpoByBaHHS roTOBOro fikapcbkoro 3acoby
(oHOBNEHHs1 Npoueaypy BUNpobyBaHHS Ans
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

NpuBeAEHHS Y BiANOBIAHICTb 3i 3MiHEHOIO
3aranbHo ctartelo AdY abo €Bponencbkoi
dapmakonei); 3miHu | Trny - 3MiHK 3 AKOCTI.

CepTtudikaTt BignosigHocTi/l E-cepTudikar

BiQMNOBIAHOCTI €BpONENChKin

dapmakonei/MoHorpadii. 3miHun, Nos'a3aHi 3

HeOobOXiAHICTIO MpUBEAEHHS Y BiONOBIQHICTE 40
MoHorpadii Y abo €sponeiicbkoi hapmakonei,
abo iHwoi HauioHanbHoI hapmakonei aepxasu €C

(3miHa y cneumdikauiax, nos'a3aHa 3i 3aMiHoO

BuMor MoHorpadii [PV abo iHwoi HauioHanbHoi
dapmakonei gepxasu €C Ha BUMOrn MmoHorpadii
€Bponelicbkoi hapmakonei) (MpuBeaeHHs

crneundikalii Ta MeToAiIB BXIQHOTO KOHTPOMO

AKOCTi Ha JOMOMIKHI Pe4OBUHMW KpOXmarnb
npexenaTunHi3oBaHWi, rinpoMenosa, HaTpito

KpocKapmernosa, Lentonosa MikpokpucTariyHa,
KMcnoTa cTeapvHoBa 3a MOKa3HUKOM
«MikpobionoriyHa unctoTa» y BiANOBIAHICTb A0
BuMor MoHorpadirt EP. CynyTHs 3miHa - 3MiHu 3
sKkocTi. FoToBWI nikapcbkuin 3aci6. KoHTponb

[OMOMIXXHMX peyvoBuH. 3MiHa y meToaax

BMMPOOYBaHHSA AOMOMIKHOI PEYOBUHYW (HE3HAYHI
3MiHM y 3aTBEpAXEHNX MeTodax BUNpobyBaHb)

123.

MET®OPMIH

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 500 wr, in bulk: Ne
1000 (no 1000 TabneTok
y KOHTewHepi); in bulk:
Ne 1000 (no 10
TabneTok y 6nictepi; no
100 6nicTepiB y nauyui

M. BIOTEK NITA

Benuka
BputaHis

IHOoKO
Pemepis
Niviten

IHpis

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNYCKY
cepii abo micLe NnpoBegeHHS KOHTPOO SKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUpObHMK/iMNopTep,
BKITIOHAK0UN BUNYCK Cepilt) (NpuBeaeHHS peaakuii
Ha3BM Ta agpecy BUPOOHWYOI AinbHUL y
BiQMOBIAHICTb 4O MaTepianisB peecTpauiiHoro
Aocke, 6e3 3miHn Micua BUpobHMLUTBA); 3MiHu |
Tuny - 3MiHn Wwopao 6e3neku/edeKTUBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHoro
0hopMIEHHS MEPBUHHOI Ta BTOPMHHOI YNaKOBOK Ha
TEKCT MapKyBaHHS yrnakoBOK 3 BiANOBIAHUMU
3miHamu o po3ainie MKA N3 (posain «padiyHe
odopmMneHHsA» 3aMiHeHo po3ainoMm « MapKyBaHHs»)

UA/12646/01/01

124.

MET®OPMIH

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 850 wr, in bulk: Ne
1000 (no 1000 TabneTok
y KOHTewHepi); in bulk:
Ne 1000 (no 10

M. BIOTEK NITA

Benuka
BputaHis

IHOoKO
Pemepis
Niviten

IHpis

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS Ta/abo agpecu MicLus NPOBafXXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMYa4mM OinbHULI BUNMYCKY
cepii abo micLie NpoBegeHHS KOHTPOMIO SIKOCTI.

UA/12646/01/02
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
TabneTok y 6nictepi; no (misnbHICTb, 3a 5Ky BiAnoBigae BUPOOHUK/iMNopTep,
100 6nicTepiB y nauui BKITIOHAK04N BUNYCK Cepilt) (NpuBeaeHHs peaakuii
Ha3BW Ta agpecy BUpOBHMYOT QinbHULI Y
BiQMOBIAHICTb 4O MaTepianis peecTpauiiHoro
nocbe, 6e3 3miHM Micusi BUpobHULTBA); 3MiHN |
Tvny - 3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHun) (3amiHa rpadidyHoro
0hOpMINEHHSA NEPBUHHOI Ta BTOPUHHOI YNaKOBOK Ha
TEKCT MapKyBaHHs yNakoBOK 3 BiAMNOBIAHUMU
3miHamu o po3ainie MKA N3 (posgin «padiyHe
odopmMneHHsA» 3aMiHeHo po3ainoMm « MapKyBaHHs»)
125. | MET®OPMIH TabneTku, BKPUTI M. BIOTEK NTO Benuka IHOoKO IHpis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: - UA/12646/01/03
NNiBKOBOK OBOIOHKOIO, BputaHis Pemepia 3MmiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
no 1000 wr, in bulk: Ne Nimiten HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
1000 (no 1000 TabneTok nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
y KOHTewHepi); in bulk: nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNMYCKY
Ne 1000 (no 10 cepii abo micLe NnpoBegeHHS KOHTPOIO SKOCTI.
TabneTok y 6nictepi; no (misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMnopTep,
100 6nicTepiB y nayui BKITIOHAK0UN BUNYCK Cepilt) (NpuBeaeHHs peaakuii
Ha3BM Ta agpecy BUPOOHWYOI AinbHUL y
BiQMOBIAHICTb 4O MaTepianis peecTpauiiHoro
Aocke, 6e3 3miHn Micua BUpobHMLUTBA); 3MiHu |
Tuny - 3MiHn Wwoao 6esnekun/edeKkTUBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHoro
0POopMIEHHS NEPBUHHOI Ta BTOPUHHOI YMaKoBOK Ha
TEKCT MapKyBaHHS ynakoBOK 3 BiAMNOBIAHUMU
3miHamu o po3ainie MKA N3 (posain «padiyHe
odopmMneHHsA» 3aMiHeHo po3ainoMm « MapKyBaHHs»)
126. | MET®OPMIH-TEBA Tabnetku no 850 mr, no TeBa I13painb TOB TeBa Monbla BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/7795/01/02
10 Tabnetok y 6riicTepi, dPapmaueBTikan OnepeWH3 3minu 1l Tuny - 3miHn wono 6e3nekn/epeKkTUBHOCTI peuernmom
no 3 6nictepu y kopobui lHpacTpis J1A4. MonaHg Ta chbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo

3000B'AA3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHa
pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
Ao[aTKOBMM AaHUMK, WO MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.13 nyHkTy 1, nignyHKTy 2.3 NyHKTY 2 goaatky 15
no MNopsaky npoBeAeHHs ekcnepTuan
peecTpauiiHux maTepianis Ha nikapcbki 3acobw, Wwo
noparTbCs Ha AepXaBHY peecTpaLio
(nepepeecTpaldiio), a TakoX ekcnepTnsn martepianis
Npo BHECEHHS 3MiH [0 peecTpauinHux MaTepianis
npoTArom Aii peecTpauiiHoro NocBigYeHHs,
3arBepaxeHoro Hakaszom MOS3 Big 26.08.2005 Ne
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceiodYyeHHs!
426 (y pegakuii Hakady MO3 Big 23.07.2015 Ne
460)
127. | MET®OPMIH-TEBA Tabnetku, BKpUTI TeBa I13painb BMPOOHMLTBO I13painb/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/12382/01/01
NNiBKOBOK OOOIOHKOHO, dapmavesTikan 3a NOBHUM YropwmHa/ 3MiHu | Tuny - nogaHHst oHoeneHoro CEP R1-CEP peuernmom
no 1000 mr no 10 lHgacTpis 1. LIMKIOM; Yecbka 1998-079-Rev 07 Ha A®I Big 3aTBEpPOXKEHOTO
TabneTok y 6nictepi; no BMPOOHMLTBO Pecny6nika BMpobHuka Wanbury Limited, India; nogaHHs
3 6nicTepu y kopobui Hepo3dacoBa oHoBneHoro CEP gna APl R1-CEP 1997-049-Rev
HOI NpoayKuUil, 07 Big yxe 3aTBEpAXeHOoro BUpobHunka. OHOBIEHHS
KOHTpOIb CEP BkntoyatoTb HaCTYMHi 3MiHU: fOoAaBaHHS
AKOCTI Ta komnatii Beilite Chemical Co. Ltd. (China) B akocTi
[03Bin Ha anbTepHaTMBHOrO NocTavanbHuKa giunaHgiamigy -
BUMYCK CepiN: BMXiZHOrO Marepiany Ans cMHTesy metgopmiHa
TeBa rigpoxnopuay; aogasaHHsa ginbHuui Unit I
PapmaueBTika icHyto4oro noctavanbHvika Balaji Amines Ltd, India
n lHgacTpis Unit | aumeTnnamina rigpoxnopuay - BUXigHoro
TTa., 13paine; marepiany Ans cuHTe3y metdopMiHa
nepBuHHa Ta rigpoxnopuay; 3aMiHa HasBu koMmnaii 3 USV Limited
BTOPWHHA Ha USV Private Limited; 3amiHu | TUny - nogaHHs
ynakoBka, HoBoro CEP Ha A®I Big HoBOro BUpo6Huka
KOHTpOIb Shouguang Fukang Pharmaceutical Co., Ltd. R1-
AKOCTi Ta CEP 2008-043-Rev 03; 3amiHu | Tvny - 3miHa y
[,03BiN Ha MeTogax BunpobyBaHHa ADI abo BuxigHoro
BUMYCK Cepin: marepiany/npomixHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYETLCS Y NpoLieci BUpobHuuTea AdI -
dapmaneBTuy BMPOBHMKOM roTOBOro fikapcbkoro 3acoby Teva
HUM 3aBog Czech Industries 3anponoHoBaHO KOHTPOSb
TEBA, napameTpy «3anuLUKOBi PO34YMHHUKN» 3@
YropLumHa; [0MNOMOrot BHYTpiLWHboro Metogy QDS0008810
BUPOBHMLTBO V2.0. Llen meToa BUKOPUCTOBYBATMMETLCA ANS
Hepo3dacoBa KoHTposnto APl HoBoro BMpoGHMka Shouguang
HOI NpoayKuii, Fukang Pharmaceutical Co., Ltd; 3minu | Tuny -
KOHTPOIb 3MiHa y napameTpax cneumaikauin Ta/abo
akocTi: TeBa [OMYyCTUMUX MEX, BU3HAYEHUX Y crneuundikaliax Ha
Yex IHoacTpi3 A®I, abo BUXiOHWIA/NPOMIDKHUIA NPOAYKT/peareHT,
c.p.o., Yecbka LLIO BUKOPUCTOBYIOTBCS Y NpoLieci BUpobHuLTBa API
Pecny6nika - BUNYY€eHHs iHchopmauii LWoao YacTOTU KOHTPOMO
cepiii [ito4oi pe4oBMHM BUPOBOHMKOM KiHLLEBOrO
NpoAYKTY 3 OCbE
128. | MYJIIbTUMAKC® TabneTku, BKpUTI HOHidapm, IHK. CLA HOHidapm, IHK. CWA BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/5780/01/01
NMPEHATAN obonoHkoto, no 30 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernma

TabneTok y 6nictepi; no
1, 2, abo no 3 Gnictepu
B KOpOOLi

Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX gaHnx
npo cuctemy chapmakoHarnsay, aviHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHUKa Ans 34incHeHHs
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
dapmakoHarnagy B YkpaiHi, KLU0 BOHa BigMiHHA
BiJ YNMOBHOBaXeHOi ocobu, BignosiganesHoi 3a
3[iiCHEHHsT chapmakoHarnsagy (Bkovarum
KOHTaKTHI AaHi) Ta/abo 3MiHW y pO3MilLLeHHi MacTep-
darna cuctemu cpapmarkoHarnsgy) - NponoHosaHa
pepakuisi: YnoBHoBaxxeHa ocoba, BignosiganbHa 3a
3piicHeHHs1 hapmakoHarnsaay - XopkiH Bonoaumup
HOpirioBuY. 3MiHa KOHTaKTHUX AaHNX
YyNOBHOBaXeHoi 0cobu. 3MiHa MicLs 3A4iNCHEeHHS
OCHOBHOI AisiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna
129. | HEBIBIP Tabnetku no 200 mr, no letepo J1a63 IHpis FETEPO IHpis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/1594/01/01
60 TabneTok y Timiten JIAB3 3MmiHu | TUNY - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
KOHTeMnHepi; no 1 NIMITEZ HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXEHHS
KOHTENHEpPY B KAPTOHHIl nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KopobLi nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNMYCKY
cepii abo micLe NnpoBegeHHS KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMnopTep,
BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
BMpOOHMKa, 6e3 3miHM Micusi BUpobHULTBA)
130. | HEBIBIP Tabnetku no 200 mr, no letepo J1a63 IHpis FETEPO IHpis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/1594/01/01
60 TabneTok y Timiten JIAB3 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
KOHTelHepi; no 1 NIMITEZ HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
KOHTENHEpPY B KAPTOHHIl peecTpauinHoro noceigyeHHs) (3miHa agpecu
Kopobui 3asiBHMKA)
131. | HIKCAP® Tabnetkv no 20 mr no 10 MeHapiHi JTiokcembypr | BMPOBHMLTBO Icnanisi/ BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/13866/01/01
Tabnetok y 6nictepi; no IHTepHeloHan “in bulk”, HimevunHa/ 3MiHu | Tuny - 3miHn BUNpobyBaHb abo JonycTMmMmnx peuernmom
1 abono 2, abo no 3 OnepenLoHc nakyBaHHs1, ITanis MeX, BCTAHOBIEHMX Y cneuundikauisx, nig yac
abo no 5 6nictepiB y JTiokcembypr C.A. KOHTPOIb BMpPOOHMLTBA rOTOBOrO MiKapcbKoro 3acoby -
KapTOHHiIl kopobuji cepin: PAEC BUITYYEHHS1 HECYTTEBOrO BUNPOBYBaHHS Yy NpoLeCi
DAPMA, C.A., BMpPOBHMLTBA rOTOBOrO Nikapcbkoro 3acoby Ha
IcnaHisi; eTani BTOPMHHOro nakyBaHHSA bricTepiB y Kopobku;
BMPOBHMLTBO 3MiHu | Tuny - 3miHK BUNpobyBaHb abo JonycTMMUX
“in bulk”, MeX, BCTAHOBMEHUX Y cneuundikauisx, nig yac
nakyBaHHS, BMPOOHMLITBA roTOBOrO NikapCbKoro 3acoby -

KOHTpOInb Ta
BUIMYCK CEPilA:
MeHapiHi-PoH
XenpgeH M'v6X,
HimeuunHa;
BMPOBHMLTBO
“in bulk”,
naKkyBaHHs,
BUMYCK Cepin:
A. MeHapiHi
ManydakTypiH
r NoricTikc eHa,

BUITYYEHHSI HECYTTEBOrO BUMPOOYBaHHA B NPOLLECi
BMPOBHMLITBA rOTOBOrO NiKapCbKOro 3acoby; 3amiHu |
TMny - 3MiHu BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTaHOBNEHMX Yy cneumdikauisax, nig vyac
BMPOGHMLITBA rOTOBOrO NikapCbKoro 3acoby (iHLwui
3MiHW) - 3MiHM Mif Yac BUpObHULTBA rOTOBOrO
nikapcbKkoro 3acoby - 3MiHK YacToTh Ha eTani
npecyBaHHs; 3MiHu | Tuny - 3amiHn BunpobysaHb abo
[OMyCTUMUX MEX, BCTAHOBMNEHUX y cneundikauisx,
nig Yac BUPOGHMLITBA rOTOBOrO MikapCcbkoro 3acoby
(BMMYYeHHSI HecyTTEBOrO BUNPODOYBaHHSA B NPOLIECi
BMPOOHMUTBA) - BUNy4EHHs1 BUNPOOYyBaHHSA y
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
Cepsicec npoueci BUPOOHULTBA rOTOBOro Nikapcbkoro 3acoby
C.p.J1., ITanis; Ha eTani NepBMHHOIO NakyBaHHsi TabneTok y
KOHTpOIb 6nictepu; 3amiHu | TMNy - 3mMiHK BUNpobyBaHb abo
cepint: A. OONyCTUMUX MEX, BCTAHOBMEHUX y crneundikaisx,
MeHapiHi nig Yac BUPOGHMLITBA rOTOBOrO JikapCbKoro 3acoby
ManydakTtypiH (iHWi 3miHW) - 3MiHM YacToTK BMNPOGYBaHb Nig Yac
r JloricTikc eHp BMPOOHMLTBA rOTOBOro fikapcbKkoro 3acoby; 3amiHu |
Cepsicec TMny - 3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
C.pJ1., Itania BCTaHOBMNEHMX Yy cneymndikauisx, nig vyac

BMPOOHMLITBA rOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHW) - 3MiHM YacToTK BUNpobyBaHb Nig vac
BMPOOHMLITBA rOTOBOrO NiKapCbKOro 3acoby; 3miHu |
TMny - 3mMiHn BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMNEHMX Yy cneymndikauisx, nig vyac
BMPOBOHMLTBA rOTOBOro fikapcbKkoro 3acoby
(BMMY4eHHs1 HecyTTEBOrO BUNPOOYBaHHS B NPOLIECI
BMPOOHMLTBA) - BUNYYEHHS BUNPOOYBaHHSA y
npoveci BUpobHMLITBa rOTOBOro Nikapcbkoro 3acoby
Ha eTani NpecyBaHHs; 3MiHW | TUNY - 3MiHK
BMMpobyBaHb abo JONYCTUMUX MeX, BCTAHOBIEHNX
y cneumndikauisx, nig yac BUpobHMLTBA rOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHK) - He3Ha4Ha 3MiHa Y
npoveci BUpobHMLITBa rOTOBOr0 Nikapcbkoro 3acoby
3amiHa foMyCTUMUX MEeX Ha OCHOBI Banigauii
npouecy; 3MiHu | TUny - 3MiHK y npoueci
BMpPOBHMLUTBA rOTOBOrO fikapcbkoro 3acoby,
BKIIOYA0YM NPOMIXKHUIA NPOAYKT, WO
3aCTOCOBYETHCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOBHMLTBA) - HE3HaYHa 3MiHa y npoLeci
BMPOBHMLTBA rOTOBOrO fikapcbkoro 3acoby, 3amiHa
obnagHaHHS Ha eTani 3MiLLlyBaHHs; 3MiHu | Tuny -
3MiHM Y npoueci BUpobHMLTBa roToBOro
nikapcbkoro 3acoby, BKIYa4M NPOMiXKHWUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHMULITBI
roToBOro nikapcbkoro 3acoby - He3HayHa 3MiHa y
npoLeci BUPOBHMLITBA rOTOBOrO MiKapCbKoro
3acoby, 3MiHM YacTOTV 3MillyBaHHSA Ha eTani
ONyApHBaHHSA; 3MiHK | TUNY - 3MiHKX y Npoueci
BMPOBHWLITBA rOTOBOrO fikapCbKoro 3acooy,
BKMOYaUM NPOMIKHWUIA NPOAYKT, WO
3aCTOCOBYETLCS MPY BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby - HesHayHa 3miHa y NpoLeci
BMPOBHWLITBA rOTOBOrO fNikapcbKoro 3acoby, 3amiHu
pPO3Mipy OTBOpIB CMTa Ha eTani BTOPUHHOro
NPOCItOBaHHS; 3MiHW | TUNY - 3MiHW Y NpoLEeCi
BMpPOBOHMLUTBA rOTOBOrO NikKapcbKoro 3acoby,
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

BKJTHOY AU N NPOMIXKHUWIA NPOAYKT, WO
3aCTOCOBYETLCS NPW BUPOBHMLTBI rOTOBOrO
nikapcbKkoro 3acoby - He3HayHa 3miHa y NpoLeci
BMpPOBHMLTBA rOTOBOrO MiKapcbkoro 3acoby, 3MiHu
4acTOTW 3MilyBaHHS; 3MiHU | TUNy - 3MiHK Y
npoLeci BUPOOHULITBA rOTOBOrO fikapCbKoro
3acoby, BKIHOYa4YM NPOMDKHMIA NPOAYKT, WO
3aCTOCOBYETLCSA NPV BUPOOHULITBI rOTOBOrO
nikapcbKoro 3acoby - He3HayHa 3miHa y NpoLeci
BMPOOHMLITBA rOTOBOrO NiKapCbKOro 3acoby,
BUITY4EHO YUCIOBI 3HAYEHHS LWBUAKOCTI
npecyBaHHS CyMilLlli, BUITyYEHO ecki3 TabneTtku;
3MiHK | Tuny - 36iNbleHHs nepiogy NOBTOPHOroO
BunpobysaHHA A®| 3 24 micauiB Ha 48 micauiB Ha
OCHOBI faHWX cTabinbHOCTi; 3MiHK | TUNY - 3MiHK
BMMpobyBaHb abo AOMYCTUMUX MEX Y NPOLIECI
BMpobHMUTBa A®I, L0 BCTAHOBMEHI Y
crneuundikauisx (BUNy4eHHS HECYTTEBOrO
BMMpoOyBaHHS) - 3MiHN BUNPODBYBaHb MeX Y
npoueci BupobHuutea APl - BUny4eHHs
HEeCYTTEBOro BUNPODYyBaHHS, y 3B A3KY 3
BMAanNeHHsIM NepLioi cTagil BUCyLLIyBaHHA Ha eTani
A; 3miHu | TUNY - 3MiHKM BUNpobyBaHb abo
AONyCTUMKX MeX Y npoueci BupobHuutea AdI, wo
BCTaHOBIEHI y cneundikalisax (AogaBaHHA HOBOrO
BMMpOOYyBaHHSA Ta AONYCTUMUX MEX) - AoAaBaHHS
HOBOrO BMNPOOYBaHHS 3 HOBUMU KpUTEPIMU
NPUIUHATHOCTI Ni Yac ocTaHHbLOI cTagil
BUCYLLYBaHHA Ha eTani A; 3MiHu | Tuny - 3miHa
po3mipy cepii (Bkntoyatoun gianaszoHun) APl abo
NPOMiXKHOrO NPOAYKTY, KU 3aCTOCOBYETHCS Y
npoueci BupobHuutea A®I (36inbLweHHs go 10
pasiB NOPIBHAHO i3 3aTBEPAXEHUM PO3MiPOM);
3MiHu | TNy - 3miHu B npoueci BupobHuuTea Ad|
(He3Ha4yHa 3miHa y npoueci BupobHuuTea Adl);
3MiHu | TUny - 3amiHa Ha3Bu BUpobHuka AdPI, amiHa
afpecu ronoBHOro odoicy Ta oAHiei 3 horo
BMPOBHMYMX OinbHUUb; 3MiHW Il TUNY - BBEAEHHS
HOBOro BMpobHuka AdI

132.

HYKC BOMIKA-
rOMAKOPL

Kpanni opanbHi no 30 mn
y donakoHi-kpanenbHuuj;
no 1 dpriakoHy-
KpanenbHuLi y kopobui 3
KapToHy

Bionoriwe
XannbMmittenb
Xeenb MTM6X

HimeuunHa

Bionoriwe
XannbMmittenb
Xeenb MTM6X

HimeuunHa

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHK | Tuny - 3MiHa nocTavarnbHMKa NakyBanbHUX
MaTtepianis abo KOMMMEKTYUNX (SKLLO 3a3Ha4YeHOo

B [OCbE) (3amiHa abo gofgaBaHHA nocTavarnbHuKa) -
BHECEHHS 3MiH Y MaTepianu peecTpauiiHoro ocbe
p. 3.2.P.7. Cnctema koHTenHep/3akynoptoBarnbHuii
3aci6: BBeeHHs1 anbTepHaTUBHOrO nocTavarnbHuKa
MaTtepiany nepBMHHOI YNaKoBKM - BEPTUKANbHOI

6e3
peyenma

UA/3126/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
dnakoH-KpanenbHuLi Ta KoBnavka, Lo
HarBMHYyeTbCS. AKICHUI Ta KiNbKICHWIA cknag
mMaTtepiany nepBMHHOI YMaKoBKM 3armLUMBCS
HE3MiHHUM
133. | OKCANIMNNATUH KOHLeHTpaT ans Amakca Papma Benuka KOHTPOIb HimevunHa/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/14965/01/01
AMAKCA po3unHy Ans iHdysin, 5 nTa BputaHis cepil, Pecny6nika 3MiHK | TUNY - NogaHHst OHOBNEHOrO cepTudikaTa peuernmom
mr/mn no 10 mn, 20 mn, cepTudikauis Kopes BignoBigHOCTI €Bponerichbkini chapmakonei Ne R1-
40 mn y dpriakoHax Ne 1 Ta BUNYCK CEP 2003-278-Rev 04 ans pito4oi pe4oBuHMu
cepii: AkBiga Oxaliplatin Big Bxe 3aTBepaxeHOro BupobHuka 3i
M6X, 3MiHOI Ha3Bu
HimevunHa;
KOHTpOIb
cepii: BeHyc
Papma 'mbX,
HimeuunHa;
BTOPUHHE
naKyBaHHs:
Komdpacc
m6X,
HimeuunHa;
BMPOBHMLTBO
in bulk,
nepBuHHe Ta
BTOPUHHE
naKkyBaHHS,
KOHTpOnb
cepii: CamsHr
Biodpapmac’iot
ikens
KopnopelLuH,
Pecny6bnika
Kopes
134. | OMHITPOMN® pO34nH Ans iH'eKuin, 5 CaHpos 'mbX AscTpis BupobHuuTBO ABcTpis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/12754/01/01
mr/1,5mMnno1,5mny in bulk, 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
kapTpuaxi; no 1, 5 abo nakyBaHHs: HaviMeHyBaHHS Ta/abo agpecu MicLs NPOBafXeHHS
10 kapTpugxiB y CaHnpgos 'm6X nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KapTOHHiIl kopobuji -bn nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
LWadTeHay, cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
ABCTpisi; (misnbHicTb, 3a AKy BiANoBigae BUpObOHMK/iMnopTep,

BignosiganbH
WA 332 BUMYCK
cepil:
CaHpos 'm6X
- BN KyHans,
AscTpis

BKITIOHAK0YN BUNYCK Cepilt) (MpUBEaEHHS Ha3BK Ta
appecy BupobHuyoi ginbHuui (Cangos MubX,
ABCTpist) y BignoBigHicTb A0 BMCHOBKY w080

niagTBEpAXEHHS BiANOBiAHOCTI BUpobHuuTBa J13
sumoram GMP (fdepxnikcnyx6a Ykpainu), 6e3
3MiHM micus BMpobHuuTBa) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MicsALIB MiCNA 3aTBEPAXEHHS);
3MminHu | TMNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa




62 [TponoBxxeHnHs gonarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKIYa4mM OinbHULI BUNYCKY
cepii abo micLe NpoBegeHHS KOHTPOMIO SKOCTI.
(misnbHicTb, 3a AKy BiANoBigae BUpObHMK/iMnopTep,
He BKITHYakouu BUNYCK cepint) (NpMBeaAeHHS Ha3Bu
BMpOBbHMYOI ginbHuui M3 (CaHpgo3 M'M6X- cant
LWadpTeHay, ABCTpist) y BinnoBigHicTb 0 BucHoBky
LLoa0 NiATBEPAXEHHS BiANOBIQHOCTI BUPOOHMLTBA
13 Bumoram GMP (Oepxnikcnyxba Ykpainu), 6e3
3MiHM micus BUpobHuuTBa) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MicsLIB Nicnsa 3aTBEPOXKEHHS)
135. | OMHITPON® po3unH Ans iH'ekuin, 10 CaHpos 'mbX AscTpis BupobHuuTBO ABcTpis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/12754/01/02
mr/1,5mMnno 1,5mny in bulk, 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
kapTpuaxi; no 1, 5 abo nakyBaHHs: HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
10 kapTpuagxiB y CaHnpgos 'm6X nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KapTOHHiI kopobuji -bn nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNYCKY
LWadTeHay, cepii abo micLe NnpoBegeHHS KOHTPOO SKOCTI.
ABCTpisi; (misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMNopTep,
BignosiganesH BKITHOYal0UM BUMYCK Cepiii) (MPUBEAEHHS Ha3Bu Ta
WA 332 BUMYCK appecy BUpobHuyoi ainbHuui (Canpos MubX,
cepil: ABcTpist) y BiANOBIAHICTE A0 BUcHOBKY LWwono
CaHpos 'm6X niagTBEpAXXEHHS BiANOBiAHOCTI BUpobHuuTBa J13
- BN KyHans, sumoram GMP (fdepxnikcnyx6a Ykpainu), 6e3
AscTpis 3MiHM micus BUpobHuuTBa) (TepMiH BBEAEHHS 3MiH
NpoTArom 6-Tu MicsALIB MiCNA 3aTBEPAXEHHS);
3MiHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus NPOBaXEHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKMOYauy AinNbHUL BUNYCKY
cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
(BisnbHICTb, 3a 5Ky BiAnoBigae BUPOOHUK/iMNopTep,
He BKIoYa4m BUNycK cepilt) (npvBeaeHHs Ha3Bu
BMPOBHMYOI ainbHuui M3 (CaHpo3 MM6X- cant
LadTeHay, ABCTpist) y BianoBiaHiCTb 4O BUcHoBKY
LLoao NiATBEPAKEHHS BigNoOBIiAHOCTI BUPOOHMLTBA
113 Bumoram GMP (Oepxxnikcnyxba Ykpainu), 6e3
3MiHK micus BUpobHuuTBa) (TepmiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicsLiB Nicnsa 3aTBEPOXKEHHS)
136. | OHIMNI3A Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka Bupo6Huk "in CLWA/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/10715/01/01
NniBKOBOK OBOMOHKOLO, Timiten BputaHis bulk": ITanis/ 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
no 2,5 mr, no 10 Actpa3eHeka Benwka HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
TabneTok y 6nictepi; no dapmMacbioTuK Bputanis/ peecTpauinHoro NocBiAYEHHs1)
3 BnicTepun B KAPTOHHIN anc JIM, CLWA; Lseniuis
Kopobui Bupo6Huk,

BiAnNoBiganbHM
1 32 NepBUHHE
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

Ta BTOPUHHE
naKkyBaHHs,
BMMYCK Cepil:
Bpicton-
Mariepc
Cksi6bb6 C.p.n.,
ITanis;
Bupo6Huk,
BiAnNoBiganbHM
1 32 NepBUHHE
Ta BTOPUHHE
naKkyBaHHs,
BUIMYCK Cepii:
AcTtpa3eHeka
FOK NimiTen,
Benuka
BpuTaHis;
Bupo6Huk,
BiANOBIgANbHM
1 32 KOHTPOIb
SAKOCTI:
Actpa3eHeka
AB, lBeuisa

137.

OHIMNI3A

TabneTku, BKPUTI
MniBKOBOKO 0OOJTOHKOO,
no 5 mr, no 10 Tabnetok
y bnictepi; no 3
OnicTepu B KapTOHHIl
Kopobui

AcTtpa3eHeka tOK
Nimiten

Benuka
BputaHis

Bupo6Huk "in
bulk":
Actpa3eHeka
dapmMacbioTuK
anc J1M, CLWA;
Bupo6Huk,
BiAnNoBiganbHM
1 32 NepBUHHE
Ta BTOPUHHE
nakyBaHHSl,
BUIMYCK Cepii:
BpicTon-
Maiiepc
Ckgi66 C.p.n.,
ITanis;
Bupo6Huk,
BignoBigansHu
1 3a NepBUHHE
Ta BTOPUHHE
naKkyBaHHS,
BUMYCK Cepii:
Actpa3eHeka
IOK Nimiten,
Benuka

CLA/
ITania/
Benuka
Bputanis/
Lseniuis

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
peecTpauinHoro NocBiaAYEHHs1)

3a
peuernmom

UA/10715/01/02




64 [TponoBxxeHnHs gonarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
BpuTtaHis;
Bupo6Huk,
BiAnNoBiganbHM
1 32 KOHTPOSlb
AKOCTI:
Actpa3eHeka
AB, lBeLisa
138. | OHOAHCETPOH pO34nH ANs iH'eKUin, 2 MpuBaTHe Ykpaina MpuBaTHe Ykpaina nNpuBeAEHHS Y BiANOBIAHICTb 40 peecTpauiHnX 3a UA/10250/01/01
mr/mn no 2 mn abo 4 mn aKuioHepHe akuioHepHe MaTtepianie HanMcaHHs peecTpauiiHux Homepis B peuernmom
B amnyni; no 5 amnyn y TOBapuCTBO TOBapuCTBO npoueci BHeCEHHS 3MiH (3MmiHu | Tuny -
nayui; no 2 mn abo 4 mn "Nekxim-XapkiB" "Nekxim- AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs
B amnyni; no 100 amnyn Xapkis" Ta/abo agpecu Micus NpoBagKeHHS AifNbHOCTI
y nayui; no 2 mn abo 4 BMPOOHMKa/iMnopTepa roroBoro nikapcbKoro
M B amnyni; no 5 3acoby, BkroYaouu dinbHuL BUNycky cepii abo
amnyn y 6nictepi; no 1 MicLLe NpOBeAEHHS KOHTPOO AKOCTI. (QiANbHICTD,
6nicTepy B nauui 3a Ky Bignosigae BUpoOHMK/iMnopTep, BKIIOYaym
BUIMYCK CEpiii) - 3MiHa HANMEHYBaHHS Ta agpecu
BMpobHuka M3, 6e3 3amiHn Micus BUpoBHMLTBA, SIK
HacnigokK - BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHs
yNaKkoBKW fikapcbKkoro 3acoby. 3miHu | Tuny -
AOMiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS
Ta/abo agpecu 3asiBHUKa (BnacHuka
pPeECTPaLLiHOro NOCBIAYEHHS) - 3MiHa
HalMeHyBaHHS Ta agpecu 3asiBHUKa (BnacHuka
peecTpauinHoro noceigyeHHs)), Hakas MO3
Ykpainu Ne 1191 Big 28.09.2017.
B Hakasi MOS3 YkpaiHu 6ynu nepennyTaHi Homepu
Ha roToBWI Nikapcbkuii 3acib Ta Ha nikapcbkun
3acib nakyBaHHs in bulk.
Pepnakuisi B Hakasi- Ha rotToBui nikapcbkuii 3acid
UA/10251/01/01;
BipHa pepakuisi - Ha roToBui nikapcbkun 3acio
UA/10250/01/01.
139. | OHOAHCETPOH pO34nH ANs iH'eKUin, 2 MpuBaTHe Ykpaina MpuBaTHe Ykpaina nNpuBeAEHHS Y BiANOBIAHICTb 40 peecTpauiHnX 3a UA/10251/01/01
mr/mn in bulk: no 2 abo 4 aKuioHepHe akuioHepHe MaTtepianie HanMcaHHs peecTpauiiHux Homepis B peuernmom
mn B amnyni; no 100 TOBapuCTBO TOBapuCTBO npoueci BHeCEHHS 3MiH (3MmiHu | Tuny -
amnyn y kopobui "Nekxim-XapkiB" "Nekxim- AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs
Xapkis" Ta/abo agpecu Micusi NPOBaXXEHHS AisiNbHOCTI

BMPOOHMKa/iMnopTepa roroBoro nikapcbKoro
3acoby, BkroYaouu dinbHuL BUnNycky cepii abo
MicLLe NpOBeAEHHS KOHTPOO AKOCTI. (QiANbHICTD,
3a AKy Bignosigae BUpOOHMK/iMnopTep, BKITIOYaym
BUMYCK CEpiii) - 3MiHa HANMEHYBaHHS Ta agpecu
BMpobHuka M3, 6e3 3amiHn Micus BUpOGHMLTBA, SIK
HacnifokK - BiANOBIAHI 3MiHW B TEKCTi MapKyBaHHs
yNaKkoBKW fikapcbKoro 3acoby. 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHM. 3MiHA HaNMeHYBaHHs




65 [TponoBxkeHHs 1oaaTKa 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
Ta/abo agpecu 3asBHVKa (BriacHUKa
peecTpauinHoro NocBiAYeHHS) - 3MiHa
HaViMeHyBaHHS Ta agpecu 3asiBHMKa (BracHuka
peecTpauinHoro noceigyeHHs)), Hakas MO3
Ykpainu Ne 1191 Big 28.09.2017.
B Hakasi MOS3 YkpaiHu 6ynu nepennyTaHi Homepu
Ha roToBWI NiKkapcbkuii 3acib Ta Ha nikapcbkun
3acib nakyBaHHs in bulk.
Pepakuisi B Hakasi- Ha in bulk UA/10250/01/01;
BipHa pepakuis - Ha in bulk UA/10251/01/01.
140. | NAKNITAKCEN KOHLeHTpaT ans EBEBE ®apma ABcCTpis NOBHMI LINKN ABcTpisi/ BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/0714/01/01
"EBEBE" po3unHy Ans iHdysin, 6 Mec.m.6.X. Hopr. BMpOBOHMUTBA: HimeuunHa 3MiHK | TUNy - 3MiHK 0 IHCTPYKLUii Ans Megu4Horo peuernmom
mr/mn no 5 mn (30 mr) KIr EBEBE 3acTocyBaHHS 4o po3ainiB "lpoTunokasaHHs",
abo 16,7 mn (100 wmr), dapma "B3aemogis 3 iHWmMMK nikapcbkumu 3acobamm Ta
abo 25 mn (150 wmr), abo [ec.m.6.X. iHWi B1an B3aemogin”, "OcobnuBocTi
35 mn (210 wr), abo 50 Hdpr. KI, 3actocyBaHHs", "lNobiuHi peakuii" BignosigHO oo
M (300 Mr) y donakoHi, ABCTpisi; OHOBIEHOI iHdopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
no 1 ¢pnakoHy B TEeCTyBaHHA: BBepeHHA 3miH npoTArom 6-Tu micauis nicns
KapTOHHi KopobLi MMn 3aTBepAXEeHHSA
Mikpob6ionoriw
ec
Mptochnabop
m6X,
ABcTpis;
Jlabop 1+ C
AT,
HimeyunHa
141. | NAPALETAMON Cyno3uTopii pekTanbHi MAT "MoHdapm" Ykpaina MAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux martepianis: bes UA/5984/01/01
no0,08r; no 5 "MoHdapm" 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuenma

Cyno3nTopiiB y cTpuni,
no 2 cTpunu B nauui 3
KapToHy

Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHux Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLieHHi macTep-
danna cuctemu papmakoHarnsagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinoBny. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

142.

NAPALETAMON

Cyno3nTopii pekTanbHi
no0,17r;no 5
Cyno3nTopiiB y cTpuni,
no 2 cTpunu B nauui 3
KapToHy

AT "Mondapm”

YkpaiHna

NAT
"MoHdapm"

YkpaiHna

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3ararnbHeHVX AaHWNX Npo CUCTemMy
hapmakoHarnsgy (BBEAEHHS y3aranbHeHUX JaHux
npo cuctemy apmakoHarnsgy, aMmiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoI 3a
3[ifCHeHHs bapmakoHarnsaay; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3AiINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMNMeTpiBHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinioBny. 3mMiHa KOHTAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

6e3
peyenma

UA/5984/01/02

143.

NAPALETAMON

Cyno3nTopii pekTanbHi
no0,33r;no5
Cyno3nTopiiB y cTpuni,
no 2 cTpunu B nauui 3
KapToHy

AT "Mondapm”

YkpaiHna

NAT
"MoHdapm"

YkpaiHna

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHUX AaHWNX Npo CUCTEMY
apmakoHarnsgy (BBEAEHHS y3aranbHeHUX gaHux
npo cuctemy apmakoHarnsgy, aMmiHa
YyNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilcCHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHIi AiaHi) Ta/abo 3MiHW Y pO3MiLLLEHHI MacTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMeTpisHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinoBny. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

6e3
peyenma

UA/5984/01/03

144.

MEKTOJNIBAH® ®ITO
ICNTAACBbKMM MOX

eKCTpaKT pigkui no 25
mn abo no 50 mny
dnakoHi, no 1 dnakoHy
y nauyui

MNAT "®apmak”

YkpaiHna

NAT
"®papmack”,
Ykpaina
(dpacyBaHHs,
nakyBaHHS! i
MapKyBaHHs i3
"in bulk"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis:
3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaviMeHyBaHHS Ta/abo agpecu Micus NPOBafXeHHS
nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
cepii abo micLe NnpoBegeHHS KOHTPOMIO SKOCTI.
(gisnbHICTb, 3a 5Ky BigNoBigae BUPOOHUK/iMNopTep,

6e3
peyenma

UA/8259/01/01




67 [TponoBxxeHnHs gonarka 3
Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
dipmu- BKITIOHAK0YM BUNYCK cepilt) (3MiHa agpecu
BMpPOOHMKa BMpObHMKa, 6e3 3miHn Micusi BUpOOHULTBaA (3amiHa
"Phytopharm IopuManYHOI agpecu Ha dakTnyHy) (TepmiH
Klenka S.A.", BBEJEHHSI 3MiH NpoTAromM 6-Tu MicsAuiB nicns
MonbLua) 3aTBEpAXEHHS)
145. | NEHTOKCU®INIH Tabnetku MpAT "TexHonor" YkpaiHna MpAT YkpaiHna BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/7189/01/01
KMLLIKOBOPO34MHHI NO "TexHonor" 3MiHm | TNy - 3mMiHa napameTpiB cneundikawin peuernmom
100 mr, no 10 TabneTok Ta/abo JONYCTUMMX MEX FOTOBOTO JiKapCbKOro
y bnictepax; no 10 3acoby - Buny4eHHs 3i cneyudikadii rorosoro
Tabnetok y 6nictepi; no nikapcbKkoro 3acoby nokasHuka «Po3nagaHHsi»
5 6nicTepiB y nayui 3 3rigHO BUMOr 3aranbHoi cTaTTi «TabneTtkmu» OQOY;
KapTOHY 3MiHu | Tuny - 3miHa y meTogax BunpobyBaHHS
roTOBOro nikapcbkoro 3acoby — OHOBMEHHS! TECTY
«MikpobionoriyHa unctoTa» BignoBigHO 4O BUMOr
[®Y; He3HayHa 3MiHa y meTodi BUNpobyBaHHs
roTOBOrO IikapCbKoro 3acoby 3a Moka3HUKOM
«KinbkicHe BU3HAYEHHSsI», a came BBeOEHHs
[00aTKOBO B SIKOCTi CTaHAAPTHOro 3pasky npu
NPUroTyBaHHi PO34MHY NOPIBHSAHHA pobounii
cTaHgapTHun 3pasok (PC3)
146. | NIACKNEAUH® 300 Kancynu, no 15 kancyn y Ilabopatyap PpaHuisa BignosiganbH1 LLsenuapis/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/13173/01/01
6nicTepi; no 1 6nictepy EkcnaHcbeHe " 3a DdpaHuis 3minu 1l Tuny - 3miHn wono 6e3nekn/epeKkTUBHOCTI peuenma
B KOpPOOLi 3 KApTOHY BMPOOHMLTBO Ta chbapmakoHarnagy (iHwi 3amiHu) (3MiHU BHeCEeHI y
Hepo3dacoBa po3ain "lMoka3aHHs" (pegaryBaHHsi TEKCTY po3giny
HOI NpoayKLUii: 6e3 3miHuM iHpopmaLii no cyTi) Ta po3ginu:
Tinnotc "MpotunokasaHHsa", "Ocobnuei 3acTepexeHHs",
dapma Arl', "3paTHicTb BNMBATU Ha LWBMAKICTb peakuii npu
Lsenuapis; KepyBaHHi aBToTpaHcnopTomM abo iHwWMMu
BignoBigansHn mexaHismamu", "[itn", "B3aemogais 3 iHwmnMmun
11 33 NOBHUIA nikapcbknMmn 3acobamu Ta iHWi BUAW B3aemogin")
LMK (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu micsAuiB
BMPOOHMLTBA: nicns 3aTBepaXeHHs)
JTabopatyap
EkcnaHcbeHc,
PpaHuis
147. | NIPOKCUKAM-B kancynv no 0,01 rmo 10 MAT "MoHdapm" Ykpaina MAT Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/1689/01/01
Kancyn y énictepi; no 2 "MoHdapm" 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom

6nictepu y nayui 3
KapToHy

Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUxX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBaXKeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[0iiCHEHHs1 hapMakoHarnsgy (BknoYaym
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
KOHTaKTHi AaHi) Ta/abo 3MiHW y pOo3MilLleHHi macTep-
daina cuctemu chbapmakoHarnagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnagy.
[itouwa pepakuis - lwyk Hatanka MNeTpiBHa.
MponoHoBaHa pepakuist - Cosrupa Ceprin
CeprinioBny. 3MiHa KOHTaAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy
148. | NPAMINEKCON-3H Tabnetku no 0,25 wmr, no ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/13191/01/01
10 Tabnetok y 6ricTepi; obmexeHoro obmexeHo 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
no 2 abo 3 6riictepn B BiANOBIAANbHICTIO BianoBiganbHi HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUKa
KopobLi 3 KapTOHyY "XapkiBCbke cTio peecTpauinHoro noceiayYeHHs) (3mMiHa agpecu
dapmaueBTUYHE "XapkiBCbke 3asiBHKKA); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
nianpMemcTBo hapmaneBTuy 3MiHa HameHyBaHHs Ta/abo agpecu micus
"3pnopoB's He NpOBafXXeHHs AinbHOCTI BUpobHMKa/imnopTepa
Hapoay" nianpvemMcTBo roTOBOrO Ilikapcbkoro 3acoby, BKoYaym AinbHUL
"3popoB'sa BUMYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOTo
Hapoay" SIKOCTI. (HisNbHICTb, 3a 5Ky BiANOBiAae
BMPOBHMK/IMNOPTEp, BKMHOYaYM BUMYCK Cepii)
(3miHa agpecu BUPOBGHMYOI AinbHMLI, 6€3 3MiHN
Micus BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH
npoTsrom 3-x micsiuiB nicns 3aTBepAXeHHs); 3MiHu
| Tuny - 3miHn wopo 6e3neku/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun) (3amiHa rpadivHoro
0hopMINEHHS NEPBUHHOI Ta BTOPMHHOI YNaKoBOK Ha
TEKCT MapKyBaHHS ynakoBOK 3 BiANOBIAHUMY
3miHamu o posainis MKA N3 (posgin «padiyHe
ocbopMneHHs» 3aMiHeHO po3Ainom « MapKyBaHHS»)
Ta BHECEHHSI 3MiHW 0 iHpopmaLii LWwoao agpecu
BMPOGHMWYOI AiNbHUL HAa BTOPUHHI Ta MEPBUHHIN
ynakoBKax)
149. | NPAMINEKCON-3H Tabnetku no 1,0 mr, no ToBapucTBo 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/13191/01/02
10 Tabnetok y 6riicTepi; obmexeHoro obmexeHo 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
no 2 abo 3 6riictepn B BiANOBIAANbHICTIO BianoBiaanbHi HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
KopobLi 3 KapTOHyY "XapkiBCbke cTio peecTpauinHoro nocBiayYeHHs) (3mMiHa agpecu
dapmaueBTUYHE "XapkiBCbke 3asiBHKKA); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
nignpuemMcTBo hapmavneBTuY 3MiHa HameHyBaHHs Ta/abo agpecu micus
"3popos's He NpOBafXeHHS AiAnbHOCTI BUpobHuMKa/imnopTepa
Hapoay" nianpvemMcTBO roTOBOrO IikapCbKoro 3acoby, BKMoYaym AinbHUL
"3popoB'sa BUIMYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOIo
Hapoay" AKOCTI. (AiANbHICTb, 3a AKy BiANoBiAae

BMPOBOHMK/IMNOpPTEp, BKMHOYaUM BUMYCK Cepii)
(3miHa agpecu BUPOBHMYOT AinbHULI, 6€3 3MiHN
Micusa BMpobHuuTBa) (TepMiH BBEAEHHS 3MiH
npoTarom 3-x micsiliB nicns 3aTBepAXeHHS); 3MiHU
| Tuny - 3miHn wWopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHun) (3amiHa rpadpiyHoro
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
0hOpMINEHHS NEPBUHHOI Ta BTOPUHHOI YMaKOBOK Ha
TEKCT MapKyBaHHs yNnakoBOK 3 BiAMOBIAHUMU
3miHamu go po3ginisa MKA 113 (po3gin «[padiyHe
ochopmMneHHsA» 3aMiHeHO po3ainoM «MapKyBaHHS»)
Ta BHECEHHs1 3MiHW 0 iHpopmaLii Wwoao agpecu
BMPOBOHMYOT AiNbHUL Ha BTOPUHHI Ta NEPBUHHIN
ynakoBKax)
150. | NYMNAH® Tabnetkm Ne 12 (12x1), Pixapg bittHep Al AscTpis Pixapa ABcTpis BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/10049/01/01
Ne 24 (12x2), Ne 36 BittHep Al 3MiHu | TNy - 3amiHa abo BBeAeHHS 404aTKOBOI peuenma
(12x3), Ne 48 (12x4) y AinbHUUi BUpoBbHMLTBA AN YacTMHN abo BCbOro
6nictepax BMPOBHMYOro NpoLecy roToBOro fikapCbKoro
3acoby - BBeAeHHA AOAATKOBOI AinbHULL ANs
NEepBUMHHOTO NaKyBaHHsi; BBEAEHHS A0AATKOBOT
AiNbHWU ANst BTOPUHHOMO NakKyBaHHS; BBEAEHHS
[04aTKOBOI AiNbHULI ANns NnpecyBaHHsi TabneTok
151. | NYCTUPHUKA HacTomnka no 25 mn y MPAT Ykpaina MPAT Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: bes UA/8058/01/01
HACTOUKA dnakoHax "®ITOPAPM" "®ITOPAPM" 3MiHu | Tuny - 3miHa y meTogax BunpobyBaHHS peuenma
roTOBOrO flikapcbkoro 3acoby (iHLWi 3miHn y
MeTogax BunpobyBaHb (BKIOYaoun 3amiHy abo
[OOMOBHEHHST)), SIK HAacMiAoK, 3MiHU y cnieundikaii
roTOBOro fikapcbkoro 3acoby, y ToMy uucni
pefakuifHi NpaBkuW; CynyTHS 3MiHa: 3MiHa
napameTpiB cneundikaui Ta/abo fonycTUMnx mex
roTOBOrO JikapcbKoro 3acoby (iHLWi 3MiHW)
152. | PAMI CAHOO3® TabneTku no 2,5 mr no CaHpos CnoBeHist Nek C. A., MonbLua BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/11299/01/01
10 Tabnetok y bricTepi; dapmachbioTikans Monbla 3MiHK | TUNy - 3MiHW 0 IHCTPYKUii Ans Megu4Horo peuernmom
no 3 6nictepu B o.o. (BpOGHMLTBO 3acTocyBaHHS y po3ainu: "®apmakonoriyHi
KapTOHHiI kopobuji 3a NOBHUM BnactusocTi", "lMpoTunokasaHHs", "Baaemopis 3
LIMKIOM; iHLWMMK NikapcbknMK 3acobamu Ta iHWi BUAK
nakyBaHHS, B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
BUMYCK cepii) "3acTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaa” (peparyBaHHs) 3rigHo 3 iHdopmalieto
LLI0A0 MEANYHOro 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (TpuTaue, TabneTtkm no 5 mr,
no 10 mr). BBegeHHA 3miH npoTArom 6-Tn
MicsauiB nicnsA 3aTBepAXeHHs
153. | PAMI CAHOO3® Tabnetkm no 5 mr no 10 CaHpos CnoBeHist Nek C. A., MonbLua BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/11299/01/02
Tabnetok y 6nictepi; no dapmachbioTikans Monbla 3MiHK | TUNy - 3MiHW 0 IHCTPYKUii Ans Megu4Horo peuernmom
3 6nicTepun B KAPTOHHIN o.o. (BpOGHMLTBO 3acTocyBaHHS y po3ainu: "®apmakonoriyHi
Kopobui 3a NOBHUM BnactusocTi", "lNMpoTunokasaHHs", "Baaemopis 3
LIMKIOM; iHLWMMK NikapcbknMuK 3acobamu Ta iHWi BUAK
nakyBaHHs, B3aemogin", "OcobnmBocTi 3acTocyBaHHs",

BUMYCK cepii)

"3acTocyBaHHs1 y nepiog BariTHoCTi abo rogyBaHHs
rpyaa” (peparyBaHHs) 3rigHo 3 iHdopmalieto
LLI0A0 MEAMNYHOro 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (TpuTaue, TabneTtkm no 5 mr,
no 10 mr). BBegeHHs 3miH npoTsirom 6-Tn
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
MicsauiB nicnsA 3aTBepAXeHHs
154. | PAMI CAHOO3® Tabnetkm no 10 mrno 10 CaHpgos CnoBeHist Nek C. A., Monblua BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/11299/01/03
Tabnetok y 6nictepi; no dapmachbtoTikans Monbla 3MiHK | TUNy - 3MiHW 0 IHCTPYKUi Ans Megu4Horo peuernmom
3 6nicTepun B KAPTOHHIN o.o. (BpOGHMLTBO 3acTocyBaHHS y po3ainu: "®apmakonoriyHi
Kopobui 3a NOBHUM BnactusocTi", "lMpoTunokasaHHs", "Baaemopis 3
LIMKIOM; iHLWMMK nikapcbknMK 3acobamu Ta iHLWi BUAK
nakyBaHHs1, B3aemogin", "OcobnmBocCTi 3acTocyBaHHs",
BUMYCK Cepii) "3acTocyBaHHs1 y nepiog BariTHoCTi abo rogyBaHHs
rpyaa” (peparyBaHHs) 3rigHo 3 iHdopmalieto
LLI0A0 MEANYHOro 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (TpuTaue, TabneTtkm no 5 mr,
no 10 mr). BBeaeHHs 3miH npoTArom 6-Tm
MicsauiB nicnsA 3aTBepAXeHHs
155. | PEMEHC® Tabnetku no 12 Pixapa bittHep Al AscTpis Pixapa ABcTpis BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/10052/01/01
Tabnetok y 6nictepi; no BittHep Al 3MiHu | TUny - 3amiHa abo BBeAeHHS 404aTKOBOI peuenma
1, 2, 3 abo 4 Gnictepu y AinbHUUi BUpoBbHMULTBA AN YacTMHN abo BCbOro
KapTOHHiI kopobuji BMPOBHMYOro NpoLecy roToBOro MikapCbKoro
3acoby - BBeAeHHA AOAATKOBOI AinbHULI ANs
BTOPWHHOTO NaKyBaHHS; BBeAEHHS [0AaTKOBOI
OinbHUUI ANs NpecyBaHHsi TabneTok; BBEAEHHS
[04aTKOBOI AiNbHULI ANsi NEPBUHHOIO MNaKyBaHHS
156. | CEPOKBEJIb XR Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka BMPOBHMK "in CLWA/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/2535/02/01
NniBKOBOK OBOMOHKOIO, Timiten BputaHis bulk": Benuka 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOOHroBaHoi Aii, No Actpa3eHeka BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
50 mr, no 10 TabneTok y dapmMacbioTuK peecTpauinHoro noceigyeHHs) (3miHa agpecu
6nictepi; no 6 bnicTepis anc J1M, CLWA; 3asiBHMKA)
Y KapTOHHI KopooLi BUPOBHMK,
BiAnNoBiganbHM
" 3a
nakyBaHHsl Ta
BUMYCK Cepii:
Actpa3eHeka
IOK Nimiten,
Benwka
BpuTtaHis
157. | CEPOKBEJIb XR Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka BMPOBHMK "in CLWA/ BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/2535/02/02
NniBKOBOK OBOMOHKOLO, Timiten BputaHis bulk": Benuka 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOOHroBaHoi Aii, No Actpa3eHeka BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
200 mr, no 10 TabneTok dapmMacbioTuK peecTpauinHoro noceigyeHHs) (3miHa agpecu
y bnictepi; no 6 anc J1M, CLWA; 3asiBHMKA)
OnicTepiB y KapTOHHIN BUPOBHMK,
Kopobui BiAnNoBiganbHM
" 3a
nakyBaHHsl Ta
BUIMYCK Cepii:
Actpa3eHeka

IOK Niwmiten,
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[Iponowxkenns noaarka 3

Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
Benuka
BpuTtaHis
158. | CEPOKBEJIb XR Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka BMPOBHMK "in CLWA/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/2535/02/03
NniBKOBOK OBOMOHKOIO, Timiten BputaHis bulk": Benuka 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOOHroBaHoi Aii, No Actpa3eHeka BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHuKa
300 mr, no 10 TabneTok dapmMacbioTuK peecTpauinHoro noceigyeHHs) (3miHa agpecu
y bnictepi; no 6 anc J1M, CLWA; 3asiBHMKA)
OnicTepiB y KapTOHHI BUPOBHMK,
Kopobui BiAnNoBiganbHM
" 3a
nakyBaHHsl Ta
BUIMYCK Cepii:
Actpa3eHeka
IOK Nimiten,
Benuka
BputaHis
159. | CEPOKBEJIb XR Tabnetku, BKpUTI AcTtpa3eHeka tOK Benuka BMPOBHMK "in CLWA/ BHECEHHS 3MiH [0 peecTpauiiHux marepianis: 3a UA/2535/02/04
NniBKOBOK OBOMOHKOLO, Timiten BputaHis bulk": Benuka 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
NPOIOHroBaHoi Aii, No Actpa3eHeka BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUka
400 mr, no 10 TabneTtok dapmMacbioTuK peecTpauinHoro noceigyeHHs) (3miHa agpecu
y bnictepi; no 6 anc J1M, CLWA; 3asiBHMKA)
6nicTepiB y KapTOHHIN BUPOBHMK,
Kopobui BiAnNoBiganbHM
" 3a
nakyBaHHsl Ta
BUIMYCK Cepii:
Actpa3eHeka
IOK Nimiten,
Benwka
Bpurtanis
160. | CUMAOAKC KOHLleHTpaT Ansa OpioH diHnaHaisa OpioH diHnaHaisa BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/1812/01/01
NPUroTYBaHHS PO3YNHY KopnopeiuH KopnopenH 3minHu | TUNY - 3MiHKM 3 aAKkocTi. [oToBUI Nikapcbkui peuernmom

ans iHgysin 2,5 mr/mn
no 5 mn y cdonakoHi Ne1

3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHs roTOBOro JikapCbKoro
3acoby (3MeHLUEHHS! TepMiHY NpuAaTHOCTi FOTOBOro
nikapcbkoro 3acoby) - [Ins Toproeoi ynakoBku
(3meHweHHs1 TepMiHy npuagaTHocTi 113 3 3-x pokis
00 2-x pokiB); 3miHu Il Tuny - 3MiHK 3 IKOCTI.
"oToBuiA nikapcbkuii 3acib. Cuctema
KOHTeViHep/3aKynoptoBanbHui 3aci6. 3miHa y
NEePBWHHI YNaKoBLji roTOBOro NnikapcbKoro 3acoby
(AKiCHWMI Ta KinbKicHWI cknag) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu
Bionori4Horo/iMyHonoriYyHoro NoOXomxeHHs (3amiHa
nakyBanbHoOro marepiany y NnepBuHHil ynakoBLi
"MN3 3 xnopbyTnnoBoi rymoBoi Npobku Ha
OpombyTMNoBY rymoBYy NpobKy, 3 HE3HAYHO
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

pi3HMLEI0 B 3aranbHii BUCOTi NpO6KM)

161.

CUHTOMIUMH

cyno3unTopii BariHanbHi
no0,25rno 5
Cyno3nTopiiB y cTpuni;
no 2 cTpunu B nauui 3
KapToHy

AT "Mondapm”

YkpaiHna

NAT
"MoHdapm"

YkpaiHna

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHUX aHnx
npo cuctemy apmakoHarnsigy, amiHa
yNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[ilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pificHeHHs bapmakoHarnaay (Bknoyaroun
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MilLieHHi macTep-
danna cuctemu papmakoHarnagy) - 3miHa
YNOBHOBaXXEHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka lMNMeTpisHa.
MponoHoBaHa pepakuis - Cosrupa Ceprin
CeprinioBny. 3MiHa KOHTAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy

3a
peuernmom

UA/0268/01/01

162.

CUHY®OPTE®

MOPOLLIOK
niodpinisoBaHu ons
pO34nHy Ans
iHTpaHasanbHoro
3acTocyBaHHs1, 35 o3,
reMoniTUYHUN iHaekc
1:6000 - 1:12000 no 1
naKkoHy 3 NOPOLLKOM Y
KOMMMeKTi 3 1 amnynoto
PO34MHHMKA MO 5 MmN
(Bopa ons iH'ekuin) Ta
posnunioBavem-
[03aTOPOM Y KOHTYPHI
YapyHKOBIl yrakoBLyj; Mo
1 KOHTYPHI YapyHKOBIl
ynakoBLi B nayi 3
KapTOHY

3AT
dapmaneBTU4HNN
3aBoa ElC

YropwmHa

AT
JlabopaTtopio
Peir >Xodppe

IcnaHia

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3minHu | TUNY - 3MiHK Wopo 6e3nekn/eeKTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHWX AaHWNX Npo CucTemy
apmakoHarnsgy (BBEAEHHS y3aranbHeHUX gaHux
npo cuctemy apmakoHarnsgy, aMmiHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoI 3a
3AilCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHuka Ans 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLLO BOHa BigMiHHa
BiJj YNOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLieHHi macTep-
darnna cuctemm cbapmakoHarnagy) (Hitoya
pepakuisi: BignosigansHa ocoba 3a
dapmakoHarnag: Megunynuin gupekrop xopai
Penatc Poka (Dr. Jordi Relats Roca); koHTakTHa
ocoba B YkpaiHi, BignosigansHa 3a
tapmakoHarnag: Tepewukosa Jlinis MukonaesHa.
MponoHoBaHa pepakuis: BignosigansHa ocoba 3a
dapmakoHarnag: AHHa Yex (Anna Cseh
Szecsenyine, MD); koHTakTHa ocoba ans
3pificHeHHs bapmakoHarnaay B YkpaiHi:
depopyeHko OneHa €BreHiBHa. 3MiHa KOHTAKTHUX
[aHUX YyNOBHOBaXeEHOI 0cobu. 3MiHa KOHTaKTHUX
[ aHUX KOHTaKTHOI ocobu. 3MiHa Micusa 3OiNCHEHHS

6e3
peyenma

UA/6478/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
OCHOBHOI gisinbHOCTI 3 hapmakoHarnsgy. 3miHa
appecu mactep-darina. 3miHa Homepa macTep-
daina); 3miHa 3asBHMKa (BNacHUka
peecTpauinHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460)
163. | CKIHOPEH® kpem 20 % no 30ry Banep ®apma Al Himeyunna Baviep ITanis BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/1074/02/01
Ty6i; no 1 Ty6i y Xernckep 3MiHu |l TUNYy - 3MiHW B0 IHCTPYKLUii ANA Mean4HOoro peuenma
KapTOHHiI kopobui MaHydakTypiH 3acTocyBaHHs y po3ginu: "OcobnusocTi
rC.P.J. 3acTocyBaHHS", "3acToCcyBaHHs y nepiog BariTHOCTI
abo rogysaHHsa rpyaat”, "MobidHi peakuii”.
BBeaeHHA 3MiH npoTarom 6-Tn micaAuiB nicnsa
3aTBepAXEHHSA
164. | COOEPM pO34nH HawwkipHui 0,1 Oepmadpapm Al HimeuunHa Mmibe Tm6X HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/10254/01/01
% no 15 mn, 30 mn, 50 ApuHainmitTen 3MiHu | Tuny - 3miHa BUpoGHUKa peuernmom
M, 100 mn y donakoHax b BMXiAHOro/NpOMiXHOIO NPOAYKTYy/peareHTy, Lo
3 KpanenbHuueto; no 1 BMKOPUCTOBYIOTbCS Y BUpOBHMYOMY npoueci AdI,
dnakoHy B KApTOHHIl abo 3miHa BMpOOHUKa (BKkntoYyaun, e HeobxigHo,
nayui MicLie NpoBeaeHHs KOHTponto fkocTi) ADI -
BBEOEHHS HOBOI AiNbHULI, Ae 30iACHI0ETLCS
MikpoHisauist A®l beTameTasoHy Banepary; 3miHu |
Tvny - nogaHHsa Hosoro CEP Ne R1-CEP 2003-095-
Rev 02 pns A®| 6eTameTasoHy Banepary Big
HOBOrO BMPOBHMKa [0 BXe 3aTBEpAXKEHOro
BMpOOHMKa
165. | COOEPM kpem 0,1 % no25r,50r Hepmadpapm Al HimeyunHa mi6e Mmb6X HimeyunHa BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/10254/03/01
y Ty6i, no 1 T1y6i B ApuHainmitTen 3MiHu | TNy - BBE4EHHS HOBOI AinbHUUI, Ae peuernmom
KapTOHHI nayui b 3[iMcHI0ETbCS MikpoHi3auist AP| 6eTameTasoHy
Barepary; 3miHu | Tuny - noganHsa HoBoro CEP Ne
R1-CEP 2003-095-Rev 02 gnst A®| 6eTameTasoHy
Barepar Bif HOBOro BUpoGHUKa [0 BXe
3aTBEPAXEHOro BUpOGHUMKa
166. | COOEPM masb 0,1 % no25r, 50r Hepmadpapm Al HimeyunHa mi6e Mmb6X HimeyunHa BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/10254/02/01
y Ty6i, no 1 T1y6i B ApuHainmitTen 3MiHu | TNy - BBE4EHHS HOBOI AinbHUUI, Ae peuernmom
KapTOHHIM nayui b 3[iMcHI0ETbCS MikpoHi3auist APl 6eTameTasoHy
Barepary; 3minu | Tuny - noganHsa HoBoro CEP Ne
R1-CEP 2003-095-Rev 02 gnst APl 6eTameTasoHy
Barepar Bi HOBOro BUpobHMKa 00 Bxe
3aTBEpAXEHOro BUpOGHUMKa
167. | COOEPM emynbcia HawkipHa 0,1 Oepmadpapm Al HimeuunHa Mmibe Tm6X HimevunHa BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/10254/04/01
% no 20 mn, 50 mn y ApuHainmitTen 3MiHu | TNy - BBEAEHHS HOBOI AinbHULI, ae peuernmom
dnakoHi, no 1 dnakoHy b 3[iMCHI0ETbCS MikpoHi3auist APl 6eTameTasoHy
B KAPTOHHIN navui Barepary; 3miHu | Tuny - noganHsa HoBoro CEP Ne
R1-CEP 2003-095-Rev 02 gnst A®| 6eTameTasoHy
Barepar Bif HOBOro BUpoGHUKa [0 BXe
3aTBEpAXEHOro BUpOGHUWKa
168. | CO®ITI® TabneTku, BKpUTI PapmioHioH BCB Kinp JTabopatopioc IcnaHis BHECEHHS 3MiHOO0 peecTpauiiHnx maTepianis: 3a UA/16220/01/01
NniBKOBOK OBOMOHKOLO, [leBenonmeHt JleoH ®apwma, TexHiyHa nomunka (3rigHo Hakady MO3 Big peyernmom
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
0,03 mr/2 mr Ne 28 A, C.A. 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOT
(21+7) y 6nictepi; 1 NOMMITKM B iHCTPYKLUIi AN Mean4HOro
6nictep pasom 3 3actocyBaHHs "Cknag"
KarneHaapHoOLo LWKanoo
Ta Tpumadem ans
OnicTepy y kKapTOHHIN
Kopobui
169. | CYMAMEO® Tabnetku, BKpUTI Tesa I3painb MNniBA Xopsaris BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/2396/02/01
NniBKOBOK OBOMOHKOLO, dPapmaueBTikan XpBarcka 3MiHu | TUny - 3mMiHa B ymoBax 36epiraHHsi roTOBOro peuernmom
no 125 mr no 6 TabneTok lHgacTpis J1A4. 0.0.0. nikapcbkoro 3acoby: YmoBu 36epirarHs. Jlikapcbkuin
y bnicTtepi; no 1 3acib He noTpebye cneuianbHNX yMOB 36epiraHHs.
OnicTtepy y kapTOHHI 306epiratn B HeQoOCTYMHOMY ANst AiTen Micui.
Kopobui BBeneHHsi 3MiH NpoTarom 6-Tu MicAuiB nicns
3aTBepAXEHHSA
170. | CYMAMEO® TabneTku, BKpUTI Tesa I3painb MNniBA Xopsaris BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/2396/02/02
NniBKOBOK OBOMOHKOIO, dPapmaueBTikan XpBarcka 3MiHu | TNy - 3MiHa B ymoBax 36epiraHHs roTOBOro peuernmom
no 500 mr no 2 abo no 3 lHgacTpis 1. 0.0.0. nikapcbkoro 3acoby: YmoBu 36epiraHHs. Jlikapcbkuin
Tabnetku y bnictepi; no 3acib He noTpebye cneuianbHNX yMOB 36epiraHHs.
1 6nicTepy y kKapTOHHI 306epiratn B HeQoOCTYMHOMY ANst AiTen Micui.
Kopobui BBeaeHHA 3MiH npoTarom 6-Tn micaAuiB nicnsa
3aTBepAXEHHSA
171. | TIOTPUA3OINIH Kpanni o4Hi, 10 mr/mn no ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/8446/01/01
5 mn y dpnakoHi, no 1 obmexeHoro BMPOBHMUTBA, 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
dnakoHy y KOMMNMNeKTi 3 BignoBiganbHICTIO KOHTpOIb HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUKa
KPULLIKOLO- "OocnigHui 3aBop, SIKOCTi, BUMYCK peecTpauinHoro noceigYeHHs) (3MiHa Ha3Bu Ta
KpanenbHULE B Nayui "rHUnc" cepil: NpuBeAEHHS MiCLLe3HaXO[XKEHHS 3asiBHUKA Y
ToBapucTBo 3 BiQMNOBIAHICTb 4O OpUriHANbHNX AOKYMEHTIB)
obmexeHo (TepmiH BBEAEHHS 3MiH NPOTAromM 3-x MicsiLiB nicns
BignoBsigancHi 3arBepaxeHHs1); 3miHu | Tuny - AgmiHictpatuBHi
cTio 3miHW. 3MiHa HarimeHyBaHHA Ta/abo agpecu micus
"OocnigHni NpOBafXXeHHs AiSnbHOCTI BUpobHuKal/imnopTepa
3aBog roTOBOroO fikapcbkoro 3acoby, BKMOYaoun AinbHULL
"rHunc:, BUMYCKY cepii abo MicLie NpoBeAeHHS KOHTPOTo
YkpaiHa; SIKOCTI. (HiANbHICTb, 3a 5Ky BiANOBiAae
BCi cTagii BMPOGHMK/IMNOPTEp, BKMHOYaUM BUMYCK Cepii)
BMPOOHMLTBA, (NpuBeAeHHA HaiMeHyBaHHA Ta
KOHTPOIb MicLe3HaxoaKeHHs1 BupobHukis M3 y
SIKOCTi, BUMYCK BiAMNOBIAHICTb 4O OpUriHANbHUX AOKYMEHTIB (Konii
cepii: niueHsii Ha BUpOOHULTBO) Ta 3MiHa NOLUTOBOrO
ToBapucTBo 3 iHaekcy ans BupobHrka TOB « PAPMEKC MPYT»,
obmexeHoro 6e3 3miHn micusa BupobHuuTea) (TepmiH BBeAEHHS
BignoBsigancHi 3MiH NpOTAroM 3-x MicsiLiB Nicnsi 3aTBEPAKEHHS)
cTio
"®APMEKC
reyn.,
YKkpaiHa
172. | TIOLUETAM® TabneTku, BKpUTI NAT "Tannydcpapm” YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3a UA/0693/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
obonoHkoto, Ne 30 "KuiBmegnpen 3MiHK | TNy - BUNy4YeHHs BUpo6HMYOoI AinbHuui ADI peuernmom
(10x3), Ne 60 (10x6) y apat"”
Onictepax B nayui
173. | TONAMAKC® Kancynu no 25 mr no 28 TOB "[>xoHCoH & Pocincbka BupobHuuTBo CLWA/ BHECEHHS 3MiH 0O peecTpaliLiHNX MaTepianis: 3a UA/4144/01/02
Kancyn y cpnakoni; no 1 [xoHcoH" depepadis Hepo3dacoBa ITanis 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
dnakoHy B KApTOHHIN HOro HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nayui NPOAYKTY: nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
Anccen OpTo nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNMYCKY
JIJIC, CLWA; cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
MepBuHHa Ta (misnbHicTb, 3a AKy BiANoBigae BUpObHMK/iMnopTep,
BTOPWHHA He BKIIoYa4m BUNYycK cepilt) (3miHa agpecu
yNaKoBKa, BMpobHuka AHcceH OpTo JIJIC, CLUA, 6e3 3MiHu
[03BiN Ha Micusi BUpo6HuUTBA); 3MiHn Il TMny - 3MiHK Wwono
BUMYCK Cepii: Besnekn/edeKkTMBHOCTI Ta bapmakoHarnsgy. 3miHu
AHcceH-Cinar Y KOPOTKili XapaKTepucTuLi nikapcbkoro 3acoby,
C.n.A., Itanis TEKCTi MapKyBaHHS Ta iHCTPYKLIi ANA Mean4YHOro
3aCcTOCyBaHHS y 3B’sI3Ky i3 HOBUMU AaHUMM 3 SIKOCTI,
DOKMiHIYHMMM, KNIHIMHUMW JaHMMK Ta JaHUMN 3
dapmakoHarnsgy (3miHu BHeCeHi Ao IHCTPyKUIi y
po3ginu: "dapmakonoriyHi BnacTuBocTi",
"MpotunokasanHs", "OcobnnBocTi 3acTocyBaHHs"
(y T.4. "8acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaato”), "Cnocib 3actocyBaHHsA Ta
po3n"/nigposain "Aitn" (aopaHo: "Tonamakc® He
pekomeHAyeTbCs ANns nikyBaHHA abo npodinakTkm
MirpeHi y AiTen Yepes HeJoCTaTHICTb AaHuX LWoao
6e3neku Ta ecpektmBHOoCTI"), "MoOBGIYHI peakuii")
174. | TONAMAKC® kancynu no 50 mr no 28 TOB "[>xoHCoH & Pocincbka BupobHuutBo CLWA/ BHECEHHS 3MiH 0O peecTpauiLiHNX maTepianis: 3a UA/4144/01/03
Kancyn y cpnakoHi; no 1 [xoHcoH" depepadis Hepo3dacoBa ITanis 3MminHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
¢nakoHy B KApTOHHIN HOro HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
nayui NPOAYKTY: nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
Anccen OpTo nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNYCKY
JIJ1C, CLWA; cepii abo micLe NnpoBegeHHS KOHTPOO SKOCTI.
MepBuHHa Ta (misnbHicTb, 3a AKy BiAgnoBigae BUpObOHMK/iMNopTep,
BTOPWHHA He BKIIoYa4m BUNYycK cepilt) (3miHa agpecu
yNaKoBKa, BMpobHuka AHcceH OpTo JIJIC, CLUA, 6e3 3MiHu
[03BiN Ha Micusi BUpo6HuUUTBA); 3MiHK Il TMNy - 3MiHK Wwono
BUMYCK Cepii: besnekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3miHu

AHcceHn-Cinar
C.n.A,, lTanis

Y KOPOTKill XapakTepucTuLi NnikapcbKoro 3acooby,
TEKCTi MapKyBaHHs1 Ta IHCTPYKLUil ANs Mean4YHoro
3aCTOCyBaHHS y 3B’s13Ky i3 HOBUMU AaHUMM 3 SIKOCTI,
DOKMiHIYHMMM, KNIHIMHUMW JaHMMK Ta JaHUMK 3
dapmakoHarnsgy (3mMiHu BHeCeHi Ao IHCTPyKUIi y
po3ginu: "dapmakonoriyHi BnacTuBocTi",
"MpotunokasanHs", "OcobnnBocTi 3acTocyBaHHs"
(y T.4. "8acTocyBaHHs y nepiog BaritTHocTi abo
rogyeaHHs rpyagat”), "Cnocib 3actocyBaHHsa Ta
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
po3un"/nigpo3ain "Oitn" (nogaHo: "Tonamakc® He
pekoMeHayeTbCst ANns nikyBaHHa abo npodinakTuku
MirpeHi y aiten yepes HeQoOCTaTHICTb AaHMX LWLOJ0
6e3neku Ta edpektmBHOCTI"), "MoOBGIYHI peakuii")
175. | TPUTALEE®-A Kancynu Teepai, 10 TOB "3eHTiBa" Yecbka KOHTpOsb Ta Monbla BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15897/01/01
mr/10 mr, Ne 28 (7x4): no Pecny6nika BMMYCK Cepin 3MiHu | TUNY - NogaHHs1 OHOBNEHOTO cepTudikaTy peuernmom
7 kancyn y bnictepi, no roToBOro BiQMOBIAHOCTI €Bponenchbkiv hapmakonei Bif
4 Bnictepu y KapTOHHIN nikapcbKoro 3aTBEpAXXEHOro BUpOBHMKa As Aito4oi pevyoBMHN
Kopobui 3acoby: paminpun: R1-CEP 2003-026-Rev 02
Mab6'aHiuki
3aknagu
dapmaneBTuy
He MNonbda
C.A,, MNMonbLua;
BMPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
naKkyBaHHs,
KOHTpOInb
roToOBOro
nikapcbKoro
3acoby:
3aknag
dapmaneBTuy
HY Apamen
dPapma C.A.,
MonbLua
176. | TPUTALE®-A Kancynu Teepgi no 5 TOB "3eHTiBa" Yecbka BMPOBHMLTBO, Monblua BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15898/01/01
mr/5 mr Ne 28 (7x4) abo Pecny6nika nepBuHHE Ta 3MiHu | TUNy - NogaHHst OHOBNEHOTO cepTudikaTy peuernmom
Ne 56 (7x8): no 7 kancyn BTOPWHHE BiAnoBigHOCTI €Bponenchbkin hapmakonei Big
y bnictepi, no 4 abo 8 nakyBaHHs1, 3aTBepAXXEeHOro BUpOobHMKa Ans Aito4oi pevyoBUHN
OnicTepiB y KapTOHHIN KOHTPOIb paminpun: R1-CEP 2003-026-Rev 02

kopo6ui; Ne 90 (15x6):
no 15 kancyn y 6nictepi,
no 6 6nictepis y
KapTOHHi Kopobui

cepill roTOBOro
nikapcbKoro
3acoby:
3aknapg
PapmaneBTny
HU Apamen
dPapma C.A.,
MonbLwa;
KOHTpOnb Ta
BUIMYCK Cepilt
roToBOro
nikapcbKoro
3acoby:
Mab'aHiuki
3aknagu
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
dapmaneBTuy
He Monbda
C.A., Nonba
177. | TPUTALE®-A kancynu TBepai, 10 mr/5 TOB "3eHTiBa" Yecbka BMPOBHMLTBO, MonbLua BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/15896/01/01
mr, Ne 28 (7x4): no 7 Pecny6nika nepBuHHE Ta 3MiHu | TUNY - NogaHHst OHOBNEHOTO cepTudikaTy peuernmom
kancyn y 6nictepi, no 4 BTOPWHHE BiQMOBIAHOCTI €Bponenchbkivi hapmakonei Bif
onictepn y KapTOHHIN nakyBaHHs1, 3aTBEpAXXEHOro BUpOBHMKa A4S Aito4oi pevyoBMHN
Kopobui KOHTpOIb paminpun. 3anponoHoBaHo: R1-CEP 2003-026-Rev
cepill roTOBOro 02
nikapcbKoro
3acoby:
3aknapg
PapmaneBTny
HU Apamen
dPapma C.A.,
MonbLwa;
KOHTpOnb Ta
BUIMYCK Cepili
roToBOro
nikapcbKoro
3acoby:
Mab'aHiuki
3aknaam
dapmaneBTuy
He Monbda
C.A,, MonbLua
178. | YNbTPAKAIH®A-C PO34MH ANS iH'EKUIN TOB "CaHodi- YkpaiHa CaHodi- HimevunHa/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/3406/01/01
amnynu: Ne100 (10x10): AseHTic YkpaiHa" ABeHTiC DdpaHuis 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
no 2 mn B amnyni; no 10 HorunaHg HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
amnyn y KapTOHHI mbX, nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
YapyHKOBI ynakoBLi; No Hime4unHa; nikapcbKoro 3acoby, BKIMYa4mM OinbHULI BUNMYCKY
1 KapTOHHIN YapyHKOBIN OENb®APM cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
yNakoBLi B KAPTOHHIN OPKOH,®paH (misnbHiCcTb, 3a AKy BiANoBiAae BUpOOHMK/iMNopTep,
kopobui; no 10 Lis BKITIOHAK0YN BUNYCK Cepilt) (3MiHa HaiMeHyBaHHA Ta
KapTOHHWX KOPOOOK, appecy BupobHuka M3, 6e3 3miHn micus
0BTArHEeHNX NMiBKOO BMpobHMUTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
LuudpreHoBow, TU MicsLIB Nicns 3aTBEPAXEHHS)
kapTpumxi: Ne 100
(10x10) no 1,7 mn y
KapTpuaxi; no 10
KapTPWAXIB Y KApTOHHIl
YapyHKOBIl yrnakoBLj; No
10 KapTOHHUX
YapyHKOBMX YMaKoBOK Y
KapTOHHIN kopobui
179. | YNbTPAKAIH®A-C PO34MH ANs iH'EKUIN TOB "CaHodi- YkpaiHa CaHodi- HimevunHa/ BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/3406/01/02
POPTE amnynu: Ne100 (10x10): AseHTic YkpaiHa" ABeHTiC PpaHuis 3MminHu | TMNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peyenmom
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
no 2 mn B amnyni; no 10 Lonunanpg, HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
amnyn y KapTOHHI mbX, nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
YapyHKOBI ynakoBLi; No HimevunHa; nikapcbKkoro 3acoby, BKIYa4mM OinbHULI BUNYCKY
1 KapTOHHIN YapyHKOBIN OENbO®APM cepii abo micLe NpoBegeHHS KOHTPOMIO SKOCTI.
yNakoBLi B KAPTOHHIN OPDKOH,®paH (misnbHicTb, 3a AKy BiANoBiAae BUpobHMK/iMnopTep,
kopobui; no 10 Lis BKITIOHAKOYN BUNYCK Cepilt) (3MiHa HaiMeHyBaHHA Ta
KapTOHHMX KOPOBOK, appecu BupobHuka 13, 6e3 3amiHu micus
0BTArHEHUX NNiBKOO BMpobHMuTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
LuudprieHoBowo, TV MicsLIB Nicns 3aTBEpAXEHHS)
kapTpuaxi: Ne 100
(10x10) no 1,7 mn y
KapTpuaxi; no 10
KapTPVAXIB Y KApTOHHIN
YapyHKOBIl yrakoBLyj; Mo
10 KapTOHHUX
YapyHKOBMX YMaKoOBOK Y
KapTOHHiIN kopobui
180. | ®A3NNIOAEKC po3unH Ans iH'ekuin, 250 | AcTtpa3eHneka IOK Benwka BMPOBHMK HimevunHa/ BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/5440/01/01
Mr/5 mn no 5 mn Timiten BpuTanis nikapcbKoro Benuka 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
pO34MHYy B nonepeaHb0 3acoby “in BputaHis HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
3arMoBHEHOMY CKIISIHOMY bulk”, peecTpauinHoro NocBiAYEHHsT)
LUMPULI 3 KOHTPONEM nepBuHHA
NepLUoro BiAKpUTTS; No 2 yrnakoBka:
nonepeaHbLO 3arnoBHEHI BetTep
LUNPULM B KOHTYPHI dapma-
YapyHKOBIl yrMakoBLyi 3 PepTuryH
nBoma 6esneyHnummn m6X Ta Ko.
ronkamu «BD Kr,
SafetyGlide™», HimeuunHa;
3aneyaTaHin BUPOBHMK,
noninponineHoBo BignoBiaansHn
NMiBKO; MO 1 KOHTYPHIN 11 32 BTOPUHHY
YapyHKOBIl yrnakoBLji B ynakoBKY,
KapTOHHi KopobLi KOHTPOIb
AKOCTi, BUMYCK
cepii:
Actpa3eHeka
IOK Nimiten,
Benuka
BpuTtaHis
181. | ®AHIC'AH Tabnetku, no 4 TOB "TTIEA®APM Ykpaina Kycym Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/7260/01/01
Tabnetku y brictepi; no nTao" Xentxkep BT 3minm 1l Tuny - 3miHn wopno 6eanekn/epeKkTUBHOCTI peuernmom
25 bnictepiB y Ita, IHpis Ta cpbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
KapTOHHIM ynakoBLi; No abo 3000B'A3aHb Ta YMOB BMAayi peecTpauinHoro
10 Tabnetok y bnictepi; TOB "KYCYM nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHs
no 10 6nictepiB y DAPM", pu3nkamm (3acTocyBaHHs 3MiH(1), ski(a)
KapTOHHIN yrnakoBLi YkpaiHa BMMaraoTb(€) NoganbLioro obrpyHTyBaHHS HOBMMU
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

[o0aTKOBUM JaHuMK, Lo MaloTb HagaBaTucst
KOMMETEHTHUM OpraHoM, OCKillbKM BUMaraeTbCest
CYTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3060B'si3aHb BignoBigHO 40 MiAMYHKTY
1.13 nyHkTy 1, NignyHkTy 2.3 NnyHKTY 2 gogartky 15
o MNopsifky NpoBeAeHHs1 ekcnepTuav
peecTpauiiHux maTepianis Ha nikapcbki 3acobw, Wwo
nofatTbCsi Ha AepXaBHY peecTpalito
(nepepeecTpaldiio), a TakoX ekcnepTnsn martepianis
NpO BHECEHHSA 3MiH [0 peecTpaliiHVX maTtepianis
npoTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTrBepaxeHoro Hakasom MOS3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

182.

®AHICAH

Tabnetku, in bulk
Ne10x88: no 10
TabneTok y bnictepax;
no 88 bnictepiB y
KapTOHHiI kopobuji

TOB "MMEO®APM
ntn"

Ykpaina

Kycym
Xentxkep BT
Nt

IHpis

BHECEHHS 3MiH 0O peecTpauiiHux martepianis:
3minm 1l Tuny - 3miHn wopno 6eanekn/epeKkTUBHOCTI
Ta cbapmakoHarnagy. BHeceHHs abo 3miHa(n) oo
3000B'I3aHb Ta YMOB BMAayi peecTpauinHoro
nocBigYeHHs1, BKMNoYatoun MnaH ynpaeniHHa
pu3nKamm (3acTocyBaHHs 3MiH(1), ski(a)
BMMararTb(€) NoganbLIoro obrpyHTyBaHHA HOBUMM
Ao[aTKoBMM AaHUMK, WO MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHVM OpraHom)
(BukoHaHHs1 3000B'si3aHb BignoBigHO 40 MiAMYHKTY
1.13 nyHkTy 1, nignyHKTy 2.3 NyHKTY 2 goaatky 15
no MNopsaky npoBeAeHHs ekcnepTuav
peecTpauinHMx maTepianis Ha nikapcbki 3acobu, o
noparTbCs Ha AepXaBHY peecTpaLio
(nepepeecTpaldito), a TakoX ekcnepTnsn martepianis
NpO BHECEHHS 3MiH [0 peecTpaLlinHnx maTepianis
NpoTArom Aii peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MOS3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

UA/12274/01/01

183.

OAPMAOUNIH®

Kpanni opanbHi 2 % no 5
mn abo 25 mny
dnakoHi; no 1 dnakoHy
B nauui

MNAT "®apmak”

Ykpaina

MNAT "®apmak”

Ykpaina

BHECEHHS 3MiH 4O peecTpauiiHux marepianis:
3MiHm | TNy - 3mMiHa napameTpiB cneundikawin
Ta/abo JoNYCTUMNX MEX MEPBUHHOI YMaKoBKM
roTOBOrO fikapCbKoro 3acoby — 3MiHN y
cneuundikauii KpanenbHULUi NonieTuneHoBol
BMpobHuMuTBa Sensoplast Packmitteltechnic GmbH,
Hime4unHa: BHECEHHS1 YTOYHEHHS B PO3MIp
KpanenbHuLi (BUCOTa, AiaMeTp BHYTPILLHIWA, AiameTp
OTBOPY KpanenbHui). MakyBaneHWin maTepian He
3MiHMBCS

3a
peuernmom

UA/2556/01/01

184.

DAPMA3ONIH®

kpanni HasanbHi 0,05 %
no 10 mn y donakoHi abo

MNAT "®apmak”

Ykpaina

MNAT "®apmak”

YkpaiHna

BHECEHHS 3MiH 4O peecTpauiiHux martepianis:
3MiHK | Tuny - 3miHa y meTogax BunpobyBaHHs ADI

6e3
peyenma

UA/1880/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
y donakoHi 3 [O3aTOpOoM; abo BuxigHoro marepiany/npoMikHOro
no 1 cpriakoHy B nayi 3 npoayKkTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
KapToHy; no 10 mny npoueci BupodHuutea A®I - BBeAeHHs
dnakoHi 3aKynopeHomy nepioguyYHOCTi KOHTPOIIO 3@ NMOKa3HUKaMM
npobkoto- "KucnotHicte abo nyxHicTte", "CynbcaTtHa 3ona" i
KpanenbHuueto, no 1 "Mikpo6ionoriyHa ynctora" y cneymdikauii Ha
dnakoHy B nauyui 3 nitouy peyoBuHy KcunomeTasony rigpoxnopug;
KapTOHY 3MiHu | Tuny - 3MiHu BUNpobyBaHb abo AoMyCTUMMX
MeX, BCTAHOBIEHUX Y cneuundikalisx, nig yac
BMPOOHMLITBA rOTOBOrO NikapCbKoro 3acoby -
BBEAEHHS MepioANYHOCTI KOHTPOIIO MPOMiXKHOI
npoaykuii 3a nokasHvkoM «KinbkicHe BU3HaYeHHA»
185. | ®PAPMA3OJIIH® kpanni Ha3anbHi 0,1 % NAT "®apmak” YkpaiHa NAT "®apmak” YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/1880/01/02
no 10 mn y dnakoHi abo 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHs ADI peuenma
y donakoHi 3 4O3aTOpoMm; abo BuxigHoro marepiany/npomMikHOro
no 1 cprakoHy B nayi 3 NpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
KapToHy; no 10 mny npoueci BupodHuutea A®I - BBeAeHHs
dnakoHi 3aKynopeHomy nepioguyYHOCTi KOHTPOIIO 3@ NMOKa3HUKaMu
npobkoto- "KucnotHicte abo nyxHicTte", "CynbcaTtHa 3ona" i
KpanenbHuLeto, no 1 "MikpobionoriyHa unctora" y cneymaikauii Ha
dnakoHy B nayui 3 Aitovy peyoBuHy KcunomeTasony rigpoxnopug,;
KapToOHY 3MiHu | Tuny - 3miHn BUNpobyBaHb abo AonycTUMKX
MeX, BCTAHOBMEHUX Y cneuundikalisx, nig yac
BMpPOBHMLTBA rOTOBOrO Nikapcbkoro 3acoby -
BBEAEHHS MepioANYHOCTI KOHTPOIO MPOMiXKHOI
npoaykuii 3a nokasHukoM «KinbkicHe BU3HAYeHHA»
186. | ®ENOAUN Tabnetku 3 TeBa I13painb BMPOOHMLTBO HimevunHa/ BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/4378/01/01
MoAMdiKoBaHNM dPapmaveBTikan Hepo3dacoBa Yecbka 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
BMBiNIbHEHHSAM NO 2,5 wr, lHgacTpis J1A4. HOI NpoayKLUii: Pecny6inka HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
no 10 Tabnetok y Knoke ®apma- nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
6nictepi, no 3 abo no 10 Cepsic 'M6X, nikapcbKoro 3acoby, BKIMYa4mM OinbHULI BUNMYCKY
6nicTepiB y kopobui HimevunHa; cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
nepBuHHA Ta (misnbHicTb, 3a AKy BiANoBigae BUpObOHMK/iMnopTep,
BTOPWHHA BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
yrnakoBkKa: BMPOBHMYOI AinbHUUi, 6e3 3mMiHn micusa
Mepkne M'mbX, BMpobHMUTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
Hime4yunHa; T! MicsUiB nicnsa 3aTBepAXeHHs); 3MmiHum | Tuny -
nepBuHHa Ta 3miHun wopno 6e3nekn/edekTMBHOCTI Ta
BTOPWHHA dapmakoHarnagy (iHwi 3MiHK1) (BHECEHHSI 3MiH [0
ynaKkoBKa, TEKCTY MapKyBaHHS: BUITyYEHHS TEKCTY

KOHTpOnb cepii
Ta [03Bin Ha
BUIMYCK Cepii:

Tesa Yex
IHoacTpi3
c.p.o., Yecbka
Pecny6nika

MapKyBaHHS POCIICbKOI0 MOBOIO, 3 paHiLl
3aTBEPOXEHOr0 YKPaiHCLKOK Ta POCINCHKOD
MOBaMW Ta BHECEHHSI 3anponoHOBaHoI agpecu
BMPOOHMWYOI AiNbHNULi Ha BTOPUHHHY YMakoBKy)
(TepMiH BBEAEHHS 3MiH NpOTAromM 6-Tu MicsuiB
nicns 3aTBepaXeHHs)
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
187. | ®ENOAUN Tabnetku 3 TeBa I13painb BMPOOHMLTBO HimevunHa/ BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/4378/01/02
MoAMdiKoBaHNM dapmaveBTikan Hepo3dacoBa Yecbka 3MmiHu | TUNYy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuernmom
BMBINIbHEHHSAM NO 5 Mr, lHgacTpis J1A4. HOI NpoayKLUii: Pecny6inka HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
no 10 Tabnetok y Knoke ®apma- nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
6nictepi, no 3 abo no 10 Cepsic 'M6X, nikapcbKoro 3acoby, BKIYa4mM OinbHULI BUNYCKY
6nicTepiB y kopobui HimevunHa; cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
nepBuHHA Ta (misnbHicTb, 3a AKy BigNoBigae BUpObHMK/iMNopTep,
BTOPWHHA BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
yrnakoBkKa: BMPOBHMYOT AinbHUUi, 6e3 3mMiHn micusa
Mepkne M'mbX, BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
Hime4yunHa; T! MicsUiB nicnsa 3aTBepAXeHHs); 3miHum | Tuny -
nepBUHHa Ta 3miHun wopo 6e3nekn/edekTMBHOCTI Ta
BTOPWHHA dapmakoHarnagy (iHwi 3MiHK1) (BHECEHHSI 3MiH A0
ynaKkoBKa, TEKCTY MapKyBaHHS: BUITyYEHHS TEKCTY
KOHTpOnb cepii MapKyBaHHS POCIICbKOI0 MOBOIO, 3 paHiLl
Ta [03BiN Ha 3aTBEPOKEHOr0 YKPAiHCLKOK Ta POCINCHKOO
BUMYCK Cepii: MOBaMU Ta BHECEHHS 3arporoHOBaHoI agpecu
Tesa Yex BMPOOHMWYOI AiNbHNULi Ha BTOPUHHHY YMakoBKY)
IHgacTpi3 (TepmiH BBEAEHHS 3MiH MPOTSAroM 6-Tu micsALiB
c.p.o., Yecbka nicns 3aTBepaXeHHs)
Pecny6nika
188. | ®ENOAUN Tabnetku 3 TeBa I13painb BMPOOHMLTBO HimevunHa/ BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/4378/01/03
MoAMdiKoBaHNM dPapmaueBTikan Hepo3dacoBa Yecbka 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
BMBiNbHeHHsIM no 10 mr, lHpacTpis Jl14. HOI NpoayKLUii: Pecny6inka HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
no 10 Tabnetok y Knoke ®apma- nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
6nictepi, no 3 abo no 10 Cepsic 'M6X, nikapcbKoro 3acoby, BKIYa4mn OinbHULI BUNYCKY
6nicTepiB y kopobui HimevunHa; cepii abo micLe NpoBegeHHS KOHTPOO SKOCTI.
nepBMHHA Ta (misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMnopTep,
BTOPWHHA BKITOYal0UM BUMYCK Cepiii) (3MiHa agpecu
yrnakoBkKa: BMPOBHMYOI AinbHUUi, 6e3 3miHn micusa
Mepkne M'mbX, BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
Hime4yunHa; T! MicsUiB nicnsa 3aTBepAXeHHs); 3miHum | Tuny -
nepBuHHa Ta 3miHun wopno 6e3nekn/edekTMBHOCTI Ta
BTOPWHHA dapmakoHarnsgy (iHwi 3MiHK1) (BHECEHHS 3MiH A0
ynaKkoBKa, TEKCTY MapKyBaHHS: BUITyYEHHS TEKCTY
KOHTpOnb cepii MapKyBaHHS POCIICbKOI0 MOBOIO, 3 paHiLl
Ta [03BiN Ha 3aTBEPOXEHOr0 YKPAiHCLKOK Ta POCINCHKOD
BUIMYCK Cepii: MOBaMM Ta BHECEHHS 3arporoHOBaHoI agpecu
Tesa Yex BMPOOHMWYOI AiNbHUL Ha BTOPUHHHY YMakoBKy)
IHgacTpi3 (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu micsALiB
c.p.o., Yecbka nicns 3aTBepaXeHHs)
Pecny6nika
189. | ®EHIHAOIOH KpucTanu (cybcraHuis) y ToBapucTBo 3 Ykpaina CIA"HO3EPH JatBin BHECEHHS 3MiH 4O peecTpauiiHux marepianis: - UA/15650/01/01
noaBiNHUX obmexeHo CUHTESIC" 3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
nonieTuneHoBmnx BiANOBIAANbHICTIO HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
naketax ans "®apmaueBTnyHa [isnbHOCTI BUpobOHMKa (BKIoYvakouu, 3a
dapmaLeBTUYHOTO KOMMNaHis HeobXigHOCTi, MicLe NPOBEAEHHSI KOHTPOIHO
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Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
3acTocyBaHHS "3popos'a" sIKOCTi), abo BnacHuka macTep-darvina Ha A®I, abo
noctayanbHuka A®l/BuxigHoro
MaTtepiany/peareHTy/npoMidKHOro NPOAYKTY, Lo
3acTOCOBYOTbCS Y BUPOOHMUTBI ADI (sKLLO
3a3HayeHo y JOCbE Ha nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikaTa BignoBiaHOCTI
€Bponeiicbkin dhapmakonei y 3aTBepaxeHoMy
Aockbe, abo BUPOOHKKa HOBOT AOMOMIDKHOI pEHOBUHM
(AKLLO 3a3HaYeHO Y AOCbE) (3MiHa Ha3BW BUPOOHMKa
AQI, 6e3 3miHM Micusi BUpoOHULITBA)
190. | ®EPPYM NNIEK cupor, 50 mr/5 mn no CaHpos CnoseHis BWMYCK Cepil: CnoseHisi/ BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a UA/0127/03/01
100 mn y donakori; no 1 dapmachbtoTikans Jlek TypevunHa/ 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
dnakoHy B KOMMIIEKTi 3 o.o. dapmaneBTuy PymyHis HaviMeHyBaHHS Ta/abo agpecu Micus NPOBaXeHHS
MipHOIO NTOXKOIO B Ha KOMNaHis nisnbHOCTI BUpobHMKa/imnopTepa rotoBoro
KapTOHHiI kopobuji a.a., nikapcbKoro 3acoby, BKIMYa4mM OinbHULI BUNMYCKY
CnoBeHisi; cepii abo micLe NpoBegeHHS KOHTPOIO SKOCTI.
BMPOOHMLTBO (misnbHicTb, 3a AKy BiAgNoBigae BUpObHMK/iMNopTep,
in bulk, He BKIIoYa4m BUNYycK cepilt) (3miHa agpecu
nakyBaHHs: BmpobHuka 113 CaHpos Inak Canan Be Tikapet
CaHpo3 Inak A.C., TypeuuunHa, 6e3 3amiHu micusi BUpobHuUL TBa)
CaHavi Be (TepmiH BBEAEHHS 3MiH MPOTAroM 6-Tu micsALiB
Tikapet A.C., nicns 3aTBepaXeHHs)
TypeyunHa;
KOHTpOnb/BUM
pobyBaHHs
cepii:
C.K. Canpgos
c.pn,
PymyHis
191. | ®YPA3ONIAOH Tabnetku no 0,05 r no MAT "MoHdapm" Ykpaina MAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux martepianis: 3a UA/3834/01/01
20 Tabnetok y briicTepi; "MoHdapm" 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernmom
no 1 abo 5, abo 10

6nicTepiB y nayui 3
KapToHy

Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3aranbHeHUX AaHuX Npo cucTemy
hapmakoHarnsiay (BBeAeHHs y3aranbHeHUX AaHnx
npo cuctemy chapmakoHarnsay, amviHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pilicHeHHs bapmakoHarnaay (Bknoyaoun
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-
danna cuctemu papmakoHarnsagy) - 3miHa
YNOBHOBaXXeHOi 0CObW Ans 3A4iINCHEHHS
dapmakoHarnsgy.

[itova pepakuia - lwyk Hatanka MeTpisHa.

MponoHoBaHa peaakuist - Cosrupa Ceprin
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
CeprinioBny. 3MiHa KOHTaAKTHUX OAHUX
YNOBHOBaXXeHOi 0cobu 3 hapmakoHarnagy
192. | XENIAEPM NntoC kpem, no 20r, no40r ToBapucTBo 3 YkpaiHna ToBapucTBo 3 YkpaiHna BHECEHHS 3MiH [0 peecTpaLiiH nx marepianis: bes UA/13321/01/01
abo no 100 r y Ty6i; no 1 obmexeHoro obmexeHo 3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenma
Ty6i y kKopobLi 3 KapToHy | BigNOBiAANbLHICTIO BignoBiganbHi HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
"®apmaueBTniHa cTio peecTpauinHoro nocsigyeHHs) (TepMiH BBeAEHHS
KOMMaHis "®apmaueBTu 3MiH MPOTAroM 6-TW MiICALIB NIiCns 3aTBEPAXEHHS);
"3popos'a" YHa KOMNaHis 3miHu | Tuny - AagmiHicTpaTBHi 3MiHW. 3MmiHa
"3popos'a" HanMeHyBaHHs Ta/abo agpecu MiCLA NPOBafXXEeHHS
AisnbHoCTi BUpobHMKa/imnopTepa roroBoro
nikapcbKoro 3acoby, BKMOYAUM AiNbHUL BUNYCKY
cepii abo micLe NpoBegeHHS KOHTPOO AKOCTI.
(BisnbHICTb, 3a 5Ky BiAnoBigae BUPOOHUK/iMNopTep,
BKITIOHAK0UN BUNYCK cepilt) (3MiHa agpecu
BMpOGHMKa ToBapnCTBO 3 OOMEXEHO
BignoBiganbHicTio "®apmaleBTUYHa KOMMNaHis
"3popoB's", YkpaiHa, 6e3 3amiHun Micus
BMpobHuUTBa) (TepmiH BBEAEHHS 3MiH MPOTAroM 6-
TV MicsIUiB nicns 3aTBEpAXEHHS)
193. | XIMOTEN Tabnetku no 20 mr, no TOB "KYCYM Ykpaina TOB "KYCYM Ykpaina BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a UA/13322/01/01
10 Tabnetok y briicTepi; DAPM" DAPM" 3MminHu | TUNYy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuernmom

no 3 6nictepu B
KapTOHHIM ynakoBLi; No
14 Tabnetok y bnictepi;
no2,no4 abo no 6
OnicTepiB y kKapTOHHIN
ynakoBLi

HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
peecTpauinHoro nocBiayYeHHs) (3mMiHa agpecu
3asiBHKKA); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HameHyBaHHs Ta/abo agpecu micus
NpOBafXeHHs AiAnbHOCTI BUpobHuMKa/imnopTepa
roTOBOroO fikapcbkoro 3acoby, BKMOYaoun AinbHULL
BUIMYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOTo
SIKOCTI. (HiANbHICTb, 3a 5Ky BiANOBiAae
BMPOBOHMK/IMNOPTEp, BKIMHOYaUM BUMYCK Cepii)
(3miHa agpecu Micusa NpoBafXeHHS AisnbHOCTI
BMpOBHMKa roTOBOro fikapcbkoro 3acoby, 6e3 3amiHu
Micusa BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH
NpOTArom 6 MicALiB Micna 3aTBepOKEHHST); 3MiHu |
Tuny - 3MiHN Wwoao 6esnekun/edhekTUBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHoro
0hOpMIEHHS YMaKOBKN Ha TEKCT MapKyBaHHs
NePBUHHOI Ta BTOPVMHHOI YNakoBOK 3 BiAMOBiAHOW
3amiHoto po3ainy "lNpadiuHe 306paxeHHs
ynakoBku" Ha po3ain "MapkyBaHHs" Ta BHECEHHS
He3HaYHMX pefakuUiiH1X NPaBoK y TEKCT
MapKyBaHHS NEePBUHHOI Ta BTOPMHHOI YMaKoBOK)
(TepmiH BBeAEHHSA 3MiH NpOTArom 6 MicauiB nicns
3aTBepAXeHHs); 3miHuM | Tuny - 3MiHK 3 AKOCTI.
oToBuiA nikapcbkuii 3acib. CtabinbHicTb. 3miHa y
TepMmiHax npuaatHocTi abo ymoBax 36epiraHHs
roTOBOrO JlikapCbKoro 3acoby (36inbLUeHHs TEpMiHY
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Ne
n/n

Hasea nikapcbko2o
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuk

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa Ymosu

eidnycky

Homep
peecmpauyitiHo
20
noceid4yeHHs

nNpuaaTHOCTI FOTOBOrO NikapcbKoro 3acoby) - Ans
TOProBoi ynakoBkM (NigTBEPAXYETLCA AaHUMU
peanbHOro 4acy) (36inbLUeHHs TEpMiHy
npugatHocTi M3 3 2-x go 3-x pokis) (TepmiH
BBE[EHHSI 3MiH NpoTArom 6 micsaui nicns
3aTBEpAXEHHS)

194.

XINOTEN

Tabnetkn no 40 mr, no
10 Tabnetok y bnictepi;
no 3 6nictepu B
KapTOHHIM ynakoBLi; No
14 Tabnetok y bnictepi;
no2,no4 abo no 6
OnicTepiB y KapTOHHIN
ynakoBLi

TOB "KYCYM
DAPM"

Ykpaina

TOB "KYCYM
DAPM"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux martepianis: 3a
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (BNacHUka
peecTpauinHoro noceiayYeHHs) (3mMiHa agpecu
3asiBHKKA); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HameHyBaHHs Ta/abo agpecu micus
NpOBafXeHHS AiAnbHOCTI BUpobHMKa/imnopTepa
roTOBOrO fikapcbkoro 3acoby, BKMOYaoun AinbHULL
BUMYCKY cepii abo MicLie NpoBeAEeHHS KOHTPOTo
SIKOCTI. (HiANbHICTb, 3a 5Ky BiANOBiAae
BMPOBOHMK/IMNOPTEp, BKIMHOYaUM BUMYCK Cepii)
(3miHa agpecu Micusa NpoBafXeHHS AisnbHOCTI
BMpOBHMKa roTOBOro fnikapcbkoro 3acoby, 6e3 3amiHu
Micusa BMpobHuuTBa) (TepmiH BBEAEHHS 3MiH
NpOTAroMm 6 MicALiB Micns 3aTBepOXXEHHST); 3MiHu |
Tuny - 3MiHN wopao 6esnekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHoro
0POpMIEHHS YMaKOBKN Ha TEKCT MapKyBaHHSs
NePBUHHOI Ta BTOPVMHHOI YNakoBOK 3 BiAMOBiAHOW
3amiHoto po3ainy "NpadiuHe 306paxkeHHs
ynakoBku" Ha po3ain "MapkyBaHHS" Ta BHECEHHS
He3HaYHMX pefakuUiiH1X NPaBoK Yy TEKCT
MapKyBaHHS NEePBUHHOI Ta BTOPMHHOI YMaKoBOK)
(TepMiH BBEAEHHSA 3MiH NpoTArom 6 micsauiB nicns
3aTBepAXeHHs); 3MiHuM | TNy - 3MiHK 3 AKOCTI.
"oToBuiA nikapcbkuii 3acib. CtabinbHicTb. 3miHa y
TepMmiHax npuaatHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbkoro 3acoby (36inbLUeHHs TepMiHY
NpuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoi yrnakoBku (NiTBEPAXKYETLCA faHUMMU
peanbHOoro 4acy) (36inbLIeHHs TEPMiHY
npugatHocTi MN3 3 2-x go 3-x pokis) (TepmiH
BBEAEHHS 3MiH NpoTarom 6 micauis nicng
3aTBEpAXEHHS)

UA/13322/01/02

195.

XINOTEN

Tabnetkn no 80 mr, no
10 Tabnetok y bniictepi;
no 3 6nictepu B
KapTOHHIM ynakoBLi; No
14 Tabnetok y bnictepi;
no2,no4 abo no 6
OnicTepiB y KapTOHHI

TOB "KYCYM
DAPM"

YkpaiHna

TOB "KYCYM
DAPM"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHux marepianis: 3a
3MmiHu | TUNYy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
HaviMeHyBaHHS1 Ta/abo agpecu 3asiBHMKA (BNacHUKa
peecTpauinHoro nocBiayYeHHs) (3mMiHa agpecu
3asiBHKKA); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HameHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS AisSiNbHOCTi BUpobHMKa/imnopTepa

UA/13322/01/03
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n/n 3acoby

(nikapcbka ¢popma,
ynakoeka)

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuka

PeecmpauiiiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo
20

noceid4yeHHs

ynakoBLi

196.

XOnICAn

renb Anst poToBoi

TOB "BANNEAHT

Ykpaina

dapm3aBopg

roTOBOrO flikapCbKoro 3acoby, BKIOYaoun AinbHuL
BMMNYCKy cepii abo micLe npoBegeHHs KOHTPOMIO
SIKOCTI. (BiANbHICTb, 3a 5Ky BiANoBigae
BMPOBOHMK/iMNOPTEp, BKIIOYaOUN BUMYCK Cepiit)
(3miHa agpecu Micusa NpoBagXeHHS AisnbHOCTI
BMpPOBOHMKa roTOBOro fikapcbkoro 3acoby, 6e3 3amiHu
Micusi BUpobHuuTBa) (TepmiH BBeAEHHS 3MiH
npotarom 6 micsuiB nicns 3aTBepaXXeHHs); 3MiHm |
Tvny - 3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHn) (3amiHa rpadiyHoro
0POpPMIEHHS YMAaKOBKM Ha TEKCT MapKyBaHHS
NePBUHHOI Ta BTOPVMHHOI yNakoBOK 3 BiAMOBiAHOW
3amiHoto po3ainy "padiuHe 306paxeHHs
ynakoBku" Ha po3ain "MapkyBaHHSA" Ta BHECEHHS
He3HaYHMX pefakUiiHnX NpaBoK y TEKCT
MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI YMaKoBOK)
(TepMiH BBeAEHHSA 3MiH NpoTArom 6 micauiB nicns
3aTBepAXeHHs); 3miHuM | Tuny - 3MiHM 3 AKOCTI.
"oToBuiA nikapcbkuii 3acib. CTabinbHicTb. 3MiHa y
TepMiHax npuaaTtHocTi abo ymoBax 36epiraHHs
roTOBOro nikapcbkoro 3acoby (36inbLUeHHs TepMiHy
NpuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBoi yrnakoBku (NigTBEPAXYETLCA AaHMU
peanbHoro 4acy) (36inbLeHHs TepMiHy
npuaatHocTi N3 3 2-x go 3-x pokis) (TepmiH
BBEAEHHS 3MiH NpoTarom 6 micsauis nicng
3aTBEepAXEHHS)

nopoxHuHu no 10 r rento
y Ty6i , no 1 Ty6i B
KapTOHHiI kopobuji

SAPMACBIOTIKA
na"

Enbda A.T.

MonbLua

hapmakoHarnagy (BBEAEHHS y3aranbHeHUX AaHnX

3[iCHeHHs bapmakoHarnsaay; KOHTakTHOI ocobu 3

KOHTaKTHIi AiaHi) Ta/abo 3MiHW y pO3MilLLLeHHi MacTep-

YTOYHEHHS HaNMUCaHHSA peecTpaLiiHoOi npouenypuy y
NpoLeci Aep>KaBHOI peecTpallii, 3aTBepAXeHOI
Hakazom MO3 Ykpainu Big 21.11.2017 Ne 1470
BipHa pedakuis:
nepepeecTpadisi Ha HeObMeXeHUN TepPMiH
3miHu | Tuny - 3miHK wopo 6e3nekn/ePeKTUBHOCTI
Ta chbapmakoHarnagy. BeegeHHs abo 3miHu go
y3ararnbHeHUX AaHWUX Npo CUCTEMY

npo cucTemy capmakoHarnsgy, aMmiHa
yNOBHOBa)XXeHOi 0cobu, BignoBiganbHoI 3a

hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
dapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
Bij YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3pilicHeHHs bapmakoHarnaay (Bknoyaryn

darnna cuctemmn cpapmakoHarnagy) (Hitoua
pepakuisi: YnoBHoBaxeHa ocoba 3asiBHuKa,

6e3
peyenma

BignoeiganbHa 3a hapmakoHarnsg Bozena Anna

UA/7298/01/01
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
Raclavwska. lNMponoHoBaHa pegakuis:
YnoBHoBa)eHa ocoba 3asiBHUWKa, BignosiganbHa 3a
dapmakoHarnag Dr. Silke Gries-Barteschlager.
3MiHa KOHTaKTHUX AaHUX YMOBHOBaXEHOI ocobu.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI ocobu. 3miHa
appecu macTep-darina. 3miHa agpecu 30iNCHEHHS
OCHOBHOI OisiNbHOCTI 3 chapmakoHarnsay)
Mepioan4vHICTb NOAAHHSA perynsipHoO OHOBOBaHOrO
3BiTy 3 6e3neku BiANoBiAHO A0 MopsiaKy 3AiINCHEHHS
apmakoHarnsgy, 3aTBepAXeHoro Haka3om
MiHicTepcTBa oxopoHu 300poB’s Ykpainu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTai tocTuuii Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y penakuii Hakasdy MiHicTepcTBa
OXOPOHU 300p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTBL: 3rigHO 3 NiAMYHKTOM 3
nyHKTy 2 rmasu 3 po3ainy V.
197. | UE®A3OINIH-BX®3 MOPOLLOK AJ1 PO3UNHY My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/4616/01/01
Ans iv'ekuin no 500 wmr, 1 aKuioHepHe akuioHepHe 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHs ADI peuernmom
dnakoH 3 nopoLukom; 1 TOBapuCTBO TOBapuCTBO abo BuxigHoro marepiany/npomMikHOro
¢nakoH 3 MOPOLLUKOM Y "HaykoBo- "HaykoBo- npoayKkTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
nayui 3 KapToHy; 5 BMPOBHMYMN BMPOBHMYMI npoueci BupodHuuTea A®I (iHWwi 3miHn y meTogax
¢nakoHiB 3 NOPOLLKOM Y LEeHTp LeHTp BUNPOOYyBaHHs (BKMOYa4um 3amiHy abo
KaceTi, no 1 kaceTi B "BopLuariscbkuii "BopLuariBcbk AonoBHeHHs) APl abo BUXiAHOro/npomixXHOro
neHani 3 KapToHy; 1 XiMiko- Ui Ximiko- NPOAYKTY); CYNyTHS 3MiHa: 3MiHa y MeToAax
naKkoH 3 MOPOLLKOM Y hapMaLeBTUYHNI hapmaueBTuy BMMpPOOYBaHHSA roTOBOro Mikapcbkoro 3acoby (iHLwi
KOMMMEKTi 3 amnynoro 3asog" HWI 3aBog" 3MiHM Yy MeToaax BUNpobyBaHb (BKIOYaO4M 3aMiHy
pO34nHHYKKa (BoAa ANS ab0o [OMNOBHEHHS)); 3MiHM | TNy - 3MiHK y Npoueci
iH'ekuin) no 5 mny BMpPOBHMLTBA rOTOBOrO ikapcbkoro 3acoby,
kaceTi; no 1 kaceTi B BKITHOHYAK0Y N NPOMIXKHUWIA NPOAYKT, L0
navui 3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbKkoro 3acoby (iHLi 3MiHK); CynyTHS 3MiHa:
3MiHM BUNpobyBaHb abo JoNyCTUMUX MEX,
BCTaAHOBNEHUX Yy cneundikauisx, nig yac
BMPOBHMLTBA rOTOBOrO MikapcbKoro 3acoby (iHLwui
3MiHW); 3MiHKM | TUNY - 3MiHa NapameTpiB
cneumndikaui Ta/abo 4ONYCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3mMiHu)
198. | LUE®A3OIIH-BX®3 MOPOLLOK AJ1 PO3UNHY My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/4616/01/02
Ans i1 ekuin no 1000 wr, aKuioHepHe akuioHepHe 3MiHu | Tuny - 3miHa y meTogax BunpobyBaHHs ADI peuernmom
1 cbnakoH 3 NOPOLLKOM; TOBapuCTBO TOBapuCTBO abo BuxigHoro marepiany/npomMikHOro
1 cbnakoH 3 NOpOLLKOM Y "HaykoBo- "HaykoBo- nNpoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
nayui; 5 conakoHis 3 BMPOBHMYMN BMPOBHMYMI npoueci BupodHuuTea A®I (iHWwi 3miHn y meTogax
NOpPOLLKOM Y KaceTi, no 1 LEeHTp LeHTp BUMNPOOYBaHHs (BKIOYaK4M 3amiHy abo
KaceTi B neHani 3 "BopLuariscbkuii "BopLuariBcbk AonoBHeHHs) AP abo BUXiAHOro/npomixXHOro
KapToHy; 1 donakoH 3 XiMiKO- WA XiMiKO- NPOAYKTY); CYNYTHS 3MiHa: 3MiHa y MeToAax
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
MOPOLLKOM Y KOMNINEKTi 3 | hapmaLeBTUYHWIA dapmaueBTHy BMNPOBYBaHHS roTOBOroO MikapcbKkoro 3acoby (iHLwi
1 amnynow po3vMHHMKA 3aBsog” HWI 3aBoa" 3MiHM y MeTodax BuNpobyBaHb (BKIOYaYM 3aMiHy
(Boga ons iH'ekyin) no 5 abo JonoBHEHHS)); 3MiHW | Tuny - 3MiHK y NpoLeci
mn abono 10 mny BMpPOBOHMLTBA rOTOBOrO fikapcbkoro 3acoby,
KaceTi; no 1 kaceTi B BKITHOYAK0OY N NPOMIXKHUWIA NPOAYKT, WO
navui 3aCTOCOBYETLCS NPV BUPOBHULITBI rOTOBOroO
nikapcbKoro 3acoby (iHLWi 3MiHM); CynyTHSA 3MiHa:
3MiHM BUNpobyBaHb abo JoNyCTUMUX MEX,
BCTaHOBMNEHMX Yy cneumdikauisx, nig vyac
BMPOOHMLITBA rOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHW); 3MiHKM | TUNY - 3MiHa NnapameTpis
cneundikaui Ta/abo 4ONYCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3miHu)
199. | UUCTO-AYPUH® Tabnetkn no 300 mr no Ecnapma M'm6X Himeyunna BMPOBHMLITBO HimeuunHa BHECEHHS 3MiH 0O peecTpauiiHux martepianis: bes UA/13325/01/01
10 Tabnetok y bricTepi; Hepo3dacoBa 3miHu | TUNY - 3MiHKM 3 aKkocTi. [oToBUI Nikapcbkui peuenma
no 2 abo no 6 6nictepis HOro 3aci6. 3miHu y BupobHuuTBi. 3amiHa abo BBeAEHHS
Y KApTOHHIN KopooLi NpoOAYyKTY, [04aTKOBOI OiNbHULI BUPOBHULITBA A4S YaCTUHU
nepBUHHE abo BCcbOro BUpOGHUYOro NpoLiecy roToBoro
nakyBaHHs1, nikapcbKkoro 3acoby (ZinbHWUUA Anst NnepBUHHOIO
BTOPWHHE nakyBaHHs1) (BBeAEHHS1 4O0AaTKOBOI AinbHULI Ans
nakyBaHHSl, NepBNHHOro NakyBaHHs - ecnapma ®apma Cepsices
KOHTpOIb 'mM6X, HimewunHa esparma Pharma Services
AKOCTI, BUMYCK GmbH, Germany); 3minHun | TUnNy - 3MiHK 3 AKOCTI.
cepii: "oToBuMiA nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
dapma 3amiHa abo BBeEeHHsI 40AATKOBOI AinbHULL
BepHirepoge BMPOOHMLTBA AN YacTUHU abo BCbOro
mbX, BMPOBHMYOro NpoLecy roToBOro MikapCbKoro
HimeuunHa; 3acoby ([iNbHWLS ANs BTOPUHHOMO NaKkyBaHHSA)
nepBUHHE (BBEOEHHS 0OAATKOBOI AiNbHUL ANst BTOPUHHOIO
nakyBaHHs, nakyBaHHs - ecnapma ®apma Cepsice3 M6X,
BTOPUHHE HimeuyunHa (esparma Pharma Services GmbH,
nakyBaHHs: Germany) i3 3a3HaYeHHAM YHKLi 3aTBEPAXKEHOrO
ecnapma BMpOGHMKa); 3MiHu | TNy - 3miHu 3 AkocTi. FoToBwMIA
Papma nikapcbkui 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
Cepsices BMMpobyBaHb abo JONYCTUMUX MeX, BCTAHOBIEHNX
mM6X, y cneumndikauisx, nig yac BUpobHMLTBA rOTOBOTO
HimeyunHa nikapcbKoro 3acoby (BUIyYeHHs1 HECYTTEBOrO

BMMpoOyBaHHS B NPOLLECi BUPOOHMLITBA)
(BMMYYEHHSI BUMipIOBaHHSA BUCOTU TabneTku B
npoueci BUpoOHULTBA SIK HECYTTEBOrO); 3MiHM |

TMny - 3MiHW 3 AKoCTi. [OTOBUIA Nikapcbkuii 3acib.
KoHTpornb rotoBoro nikapcbkoro 3acofy. 3miHa
napameTpiB cneundikalii Ta/abo 4ONYCTUMUX MEX
roTOBOrO fikapcbkoro 3acoby (BMNy4eHHs
He3Hay4yHOro nokasHuka (Hanpuknag 3actapinoro
nokasHuKa, Takoro sik 3anax Ta cMak, abo
ineHTndikauis 6apBHUKIB Y4 CMakoBMX J0DaBOK))
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Ne Hasea nikapcbko2o ®Popma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauiiiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ghopma, 3asieHUKa 8upo6HuUKa eionycky peecmpayitiHo
ynakoeka) 20
noceio4eHHs
(BUNy4YeHHs NoKa3HWKa BUCOTK TabneTky B
cneundikauii M3)
200. | OHIFAMMA® Tabnetku, BKpUTI HOHidapm, IHK. CLA HOHidapm, IHK. CWA BHECEHHS 3MiH 4O peecTpauiiHux marepianis: bes UA/9417/01/01
obonoHkoto, no 15 3MiHu | Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI peuernma
TabneTok y 6nictepi; no Ta chbapmakoHarnagy. BeegeHHst abo 3miHu go
1 6nicTepy B kopobui; no y3aranbHeHNX aHnX Npo CUCTEMY
30 tabnetok y bnictepi; dapmakoHarnagy (BBeOeHHs y3aranbHeHUX aHnUX
no 1 abo 2 6nictepn B npo cuctemy apmakoHarnsigy, amiHa
Kopobui YyNOBHOBaXXeHOi 0cobu, BignoBiganbHoi 3a
3[iCHEHHsT chapmakoHarnsaay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
apmakoHarnsgy B YKpaiHi, SKLLIO BOHa BigMiHHa
Bi YNMOBHOBaXeHOi ocobu, BignosigansHoi 3a
3[ilicHeHHs bapmakoHarnaay (Bknoyayn
KOHTaKTHi AaHi) Ta/abo 3MiHN y po3MmilLleHHi macTep-
danna cuctemu papmakoHarnsagy) - lNponoHosaHa
pepakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs bapmakoHarnagy - XopkiH Bonogumnp
HOpinoBuy. 3miHa KOHTAKTHUX OAHUX
yNOBHOBaXKeHoi 0cobu. 3miHa micLs 34iCHEeHHs
OCHOBHOI AiiNbHOCTI 3 dhapmakoHarnsgy. 3miHa
agpecu mactep-danna
201. | APMHA® NntoC TabneTku, BKpUTI Banep ®apma Al Himeyunna nepBuHHA Ta HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHux marepianis: 3a UA/12155/01/01
o6onoHkoto, Ne 28: no BTOPWHHA 3MiHK | TUNY - NogaHHst OHOBNEHOTO cepTudikaTa peuernmom
21 tabnertui ynakoBKa, BignoBigHOCTI €Bponelickbkini chapmakonei NeR1-
OpaHXeBOro KonbLopy Ta [03BiN Ha CEP 2009-070-Rev 00 gns gito4oi pe4oBuHU
no 7 TabneTok CBiTno- BUMYCK Cepil: Drospirenone Big Bxe 3aTBEpAXeHOro BUpobHmka
OpaHXeBOro Konbopy B Banep ®apma
6nictepi; no 1 6rictepy Arl,
B KAPTOHHIN navui HimevunHa;
BMPOOHMLTBO
Hepo3adacosa
HOI MpoAyKuii:
Baviep
Banmap Mm6X
i Ko. KT,
HimeyunHa

HavyanbHuK YnpaBniHHA ¢papmaueBTUYHOI
AiIANBHOCTI Ta AKOCTi hapmaueBTUYHOI NpoAayKuil

T.M. JlackoBCbKun
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