MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA
HAKA3

Kuis

23 rpyans 2021 poky Neo 2852

IIpo aep>kaBHY peecTpariiio (IepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/1oriuHNX NpenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TiepepeecTpariii) JiikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376, nyukty 10 ITopsiaky AepskaBHOI peectpailii BakI[iH ab0 iHIIMX MeAUYHMX
iMmyHoOionoriuamx  mperapaTiB  gasg  crieludiuHoi  TTpodiMaKTHKM  rOCTpoil
pecripaTopHoi xBopo6bu COVID-19, cnpuunHeHoi KopoHaBipycom SARS-CoV-2,
mig 3000B’si3aHHSA /11 €KCTPEHOT0 MeJUUHOr0 3aCTOCYBaHHS, 3aTBepAKeHOTo
noctaHoBoto Kabinery MiHicTpiB Ykpainu Biz 08 motoro 2021 poky Ne 95, ab3aiy
[IBaALATE CbOMOTO MiANMYHKTY 12 nyHKTYy 4 ITosokeHHs 1po MiHICT@pPCTBO 0XOPOHU
37I0pOB’sl YKpaiHH, 3aTBep/pkeHoro mocraHoBoto Kabinety MiHicTpiB Ykpainu Bif
25 6epesnst 2015 poky Ne 267 (B pepaxiiii moctaHoBu Kabinety MiHicTpiB Ykpainu
BiZ 24 ciuns 2020 poky Ne 90), Ha mificTaBi pe3y/ibTaTiB €eKCHePTHU3U PeECTPaLiiHUX
MarepiamiB JiKapCcbKuX 3acob6iB (MeAWUYHMX iMYHOOiIO/IOTiUHMX TIperapariB), IO
MoZlaHi Ha Jiep)KaBHY peecTpallito (TepepeecTpaiiito) Ta BHeCeHHsI 3MiH 0
peecTpaLiivHUX MarepianiB, TIpoBeleHUX [lep)KaBHUM MiANIPUEMCTBOM «Jlep>KaBHUU
eKCIepTHUM 1jeHTp MiHicTepcTBa OXOPOHM 3/10POB’S YKpaiHW», BUCHOBKIB 111010
eheKTUBHOCTi, 0e3MeYHOCTi Ta SKOCTi, I[0JI0 €KCIIePTHOI OI[iHKM CIIiBBiJHOIIIEHHS
KOPHCTB/PU3UK JTiKapChKOT0 3aco0y, 1110 TIPOTMOHYETHCS [0 Aep>KaBHOI peecTpariil
(mepepeecTpaliii), I1[00 BHECEHHSI 3MiH [0 peeCTpalliiHUX MaTepiajiB Ta
peKoMeH/ja1fii oro [0 AepykaBHOi peecTtpariii (TiepepeecTtpariii) abo BHeCeHHsI 3MiH
[l0 peecTpaLiiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd JmiKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
riepesikoMm (go#aTok 1).

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JoAaTokK 2).
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep)KaBHiM peecTpallil/riepepeecTpallii Ta BHeCeHHi 3MiH [0
peecTpaliiiHUX MaTepianiB Ta J[lep)kaBHOrO peecTpy JiiKapchbKuX 3acobiB Ykpainu

TMiKapCchbKUX 3aco0iB 3rifHO 3 TiepeikoM (foaTok 4).

5. KOHTpO/b 3a BUKOHAHHSIM L[bOI'0 HAaKa3y TOKJ/JIACTH Ha TMepLIoro 3aCTyITHUKA
Minictpa Komapigy O.O.

MinicTp BikTop JIALIIKO



NMEPENIK
3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
OEP>XABHOI'O PEECTPY NNIKAPCBbKUX 3ACOBIB YKPAIHN

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bif, 23 rpyaHa 2021 poky Ne 2852

Ne Hassa nikapcbko2o dopma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
ynakosKa) nocBi04YeHHs1
1. AEKCKETOMPO®EH | TabneTkn BKPUTI AT YkpaiHa AT Ykpaina peecTpaduis Ha 5 pokis 3a He UA/19114/01/01
060/10HKOI0, N0 25 M, "Ny6Hnchapm"” "Nly6Hncpapm” MepiognyHICTb NOAAHHSA PerynspHo peyenmom nionsizae
no 10 TabneTok y OHOBJIIOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO A0
6nictepi Mopsaaky 34iicHEHHSsT dhapMakoHarisay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 304,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
2. KANKBEHC Kancynu Teepgi, no ACTPA3EHEK LBewis BMPOGHMLITBO, Lseuis peecTpaduis Ha 5 pokiB 3a He UA/19138/01/01
100 mr; no 6 TBEPAUX A Ab KOHTPO/b MepioAnYHICTb NOAAHHS PErynsapHo peyenmom nionseae
Kancyn y énictepi; no SKOCTI, OHOBJ/1OBAHOTO 3BITY 3 6e3neKkn, BigNOBIAHO A0
10 6nicTepiB y nepBrHHe Ta Mopsaaky 34jiicHeHHs dhapMakoHarisay,
KapTOHHI KopobLj; no BTOPWHHE 3aTBEepAKEeHOro Hakasom MiHicTepcTBa
8 TBepAuX Kancyny nakyBaHHs, OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
6nictepi; no 7 BMNYCK Cepil: 2006 poky Ne 898, 3apeecTpoBaHoro B
6nicTepiB y KAPTOHHIl AcTpa3eHeka MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007
Kopoo6Li ABb poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6e3nekn
3. KCUNOMETASO/IIHY | nopoLwok (cybcTaHuis) TOB Ykpaina IHOBawjiliHO- Monbwa peecTpauist Ha 5 pokiB - He UA/19115/01/01
rigpoxnopup ons "APTEPIYM BrnpoBamxyBsa nionseae
hapmaLeBTUYHOro nTa" NbHe
3aCTOCyBaHHsA NignpnemcTso




Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayitiHo2o
ynakoska) nocsi04YeHHs1
INOXEM Cn. 3
0.0.
4, MIKA®YHIH MOPOLLIOK ANs ToBapucTBo 3 YkpaiHa TOB Natsis peecTpauist Ha 5 pokis 3a He UA/19140/01/01
KOHLeHTparty ans obmexeHo "dpapmigesn” MepioAnYHICTb NOAAHHS PEryNApHO peyenmom niossieae
PO34UHY ANst iHQy3ili BignoBigasbHi OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
no 50 mr; no 1 cTio "POKET- Mopsaky 34jiiicHeHHs dhapmakoHarisay,
hNakoHy 3 NOPOLLKOM OAPM" 3aTBepKeHOro Hakasom MiHicTepcTBa
Y KapTOHHiIli KopoobLi OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuii YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakLii Hakasy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHsA 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTpOKamu, 3a3HavYeHMK Yy
nepiogMYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
5. MIKA®YHIH MOPOLLIOK A5 ToBapucTBO 3 YkpaiHa TOB Nartsis peecTpadist Ha 5 pokis 3a He UA/19140/01/02
KOHUEeHTpaTy 415 06MEXEHO "dapmigesn” MepioAnYHICTb MOAAHHST PErYNIAPHO peyenmom niossiecae
PO34uHy ANs iHQy3il BignoBigasIbHi OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
no 100 mr; no 1 cTio "POKET- Mopsaky 34iicHeHHs hapmakoHarnaay,
h1akoHy 3 MOPOLLKOM SAPM" 3aTBEepAKEeHOro Hakasom MiHicTepcTBa
Y KapTOHHiIli KopoobLi OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'SA YKpaiHu Big,
26 BepecHsl 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3siTiB 3
6e3neku.
6. HANBEH PO3YUH NS iH'EKLN, Crepun-xeH IHAis Crepun-xeH IHais peecTpaduis Ha 5 poki 3a He UA/19141/01/01
10 mr/mn, no 1 mn B Naiidp Naiidp MepioAnYHICTb NOAAHHS PEryNsapHO peyenmom nionseae
amnyni, no 5 amnyn y Caiiexcus (M) Caiiencus (M) OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBiAHO A0
KOHTYPHIli ynakoBLi, nta nrp, Mopsaky 34icHEHHST dhapMakoHarisay,
no 1 KOHTYpHIlA 3aTBEpAKEHOro Hakasom MiHicTepcTBa
YMaKoBLi y KAPTOHHIi OXOPOHW 3[40POB’S YKpaiHu Bif, 27 rpyaHs
Kopoobui 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguyYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku
7. MOCAKOHA3O0I/1- CyCneHsisi opasibHa, TOB «TeBa YkpaiHa BMPOGHULTBO (MlaTBis/Ipeuis peecTpauisi Ha 5 poki 3a He UA/19116/01/01
TEBA 40 mr/mn, no 105 mn YkpaiHa» 3a NOBHUM MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsi2ae
CycneHsii opasibHOI y umknom: AT OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
dnakoHax, no 1 "IpiHaekc", Mopsigky 34iicHeHHs chapmakoHarasgy,




Ne

Ha3sBsa nikapcbko2o

®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayitiHo2o
ynakoska) nocsi04YeHHs1
dhnakoHy pasom 3 Natsis; 3aTBepAKEHOro Haka3om MiHicTepcTBa
MiPHOK NTOXEYKOH Y BTOPMHHA OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
KapTOHHI KOPOOL ynakoBKa, 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTpPO/b cepii MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
Ta [03BiN Ha poky 3a Ne 73/13340 (y pefakuii Hakasy
BUMYCK Cepii: MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
[xenecapm 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
CA, lMpeuis 3riHO 3i CTPOKaMu, 3a3HaYeHUMn y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
8. TADPHAT TabneTkn, BKpUTI Hatko ®apma IHAis HaTko ®apma IHais peecTpadis Ha 5 pokis 3a He UA/19131/01/01
NNiBKOBOKO Nimiteq Nimiteq MepiognyHICTb NOAAHHS PEryNsapHO peyenmom nionseae
060/10HKO10, M0 25 Mr, OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
no 30 TabneTok y Mopsaaky 34iiCHEHHST dhapMakoHarisay,
dhnakoHi; no 1 3aTBEpXEHOro Hakasom MiHicTepcTBa
(h1aKoHY B KapTOHHIi OXOPOHW 340pOB’A YKpaiHu Bif, 27 rpyaHA
KopoobLi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku
9. TIOMEKC Kpem, 10 mr/rno 30 r B 3AT NuToBCcbka Na6opaTtopioc MopTyranis peecTpaduis Ha 5 pokiB 3a He UA/19132/01/01
Ty6i, no 1 Ty6i B “®apmnira“ Pecny6nika Basi — MepioAnyHICTb NOAAHHS PErynsapHO peyenmom nionseae
KapTOHHIN navuj IHaycTpis OHOBJ1HOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
dapmaueyTika Mopsaky 34iicHeHHs dhapMakoHarisay,
, C.A. 3aTBEepAKeHOro Hakasom MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3riHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PErysIipHUX 3BITIB 3
6e3neku.
10. TIOHEKC TabneTku no 8 mr, no 3AT JintoBcbka BMPOGHMLTBO Monbwa peecTpauisi Ha 5 pokis 3a He UA/19133/01/01
14 TabneTtok y “®apmnira“  |Pecny6bnika 3a NOBHUM MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsieae
6nictepi, no 1 LMKIOM: OHOB/IOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
6nicTepy y KapTOHHIi Biodhapm /174, Mopsaky 34jiicHeHHs dhapMakoHarisay,
Kopoobui Monbua; 3aTBepAKeHOro Hakasom MiHicTepcTBa

MiKpo6ionoriyH
WA KOHTPOSb:

OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B

®itochapm MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHsa 2007
Knenka C.A., poky 3a Ne 73/13340 (y pefakuii Hakasy
Monbuia; MiHiCTepcTBa OXOPOHM 340P0B'A YKpaiHu Big




Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayitiHo2o
ynakoska) nocsi04YeHHs1
MoszNa6 Cn. 3 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:

0.0., MonbLa

3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

B.o. I'enepanbHoro supexkropa /lupekropary
(hapmaneBTUYHOTO0 3a0e3meyeHHs

Isan 3A/IBOPHUX




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Bix 23 rpyans 2021 poky Ne 2852

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOINYHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

mr/300 mr no 30
Tabnetok y
KOHTeliHepi, no 1
KOHTelHepy pa3om 3
«MonepexyBasibHO
10 KapTOO» B
KapTOHHI KOpooLyi

posginax "MpoTmnokasaHHA", "B3aemogis 3
iHLUIMMK NiKapcbKMKM 3acobamMm Ta iHLWi B1uam
B3aemogijin", "OcobnnBOCTi 3aCTOCyBaHHS",

"Cnoci6b 3acTocyBaHHA Ta go3un", "MobivHi peakujii™

BigNoBiAHO A0 iHdhopMaLii pedpepeHTHOro
nikapcbkoro 3acoby (Epzicom® tablets 600
mg/300 mg).

MepiognyHicTb NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnisgy,
3aTBEpAXEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpaiHu Bif, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340pPOB's

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsi0OYeHHs1
1. ABAKABIPY PO34MH OpasbHUIA, Aypo6iHao IHAisA . IHAis MepepeecTpaduis Ha 5 pokiB 3 06I'pyHTOBaHNX 3a He UA/9090/01/01
CYNb®AT 20 mr/mn no 240 mn Papwma J/I14 A){DQGIHAO d)_ap""a NPUYKH, NOB'A3aHNX 3 hapMakoHarnsLoM. peuyenmom nions2ae
y chnakoHi; no 1 Nimiteq, (FOHIT 1) MepiogNyUHICTb NOAAHHSA PerynsipHo
hnakoHy 3 MipHOH OHOB/IIOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO [0
CK/ISIHKOIO B NauLi Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YkpaiHu Bif, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTsi toCcTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
2. ABANAM TabneTkn, BKPUTI letepo IHgis leTepo /1a63 IHgis nepepeecTpauisi Ha HEOBMEeXeHWI TepPMiH 3a He UA/15750/01/01
NNiBKOBOO Na63 NimiTen OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionseae
060/10HKOI0, No 600 Nimiteq, MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby B
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y thnakoHi; no 1

chnakoHy y
KapTOHHilA KOopoo6Li

MeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby y
po3sginax: "®apmakonoriyHi BnactmsocTi”,
"MokasaHHs" (YTOYHEHHS iHdopmawii),
"MpoTunokasaHHsa", "B3aemogis 3 iHLWMMU

NiKapcbknMy 3acobamu Ta iHLWi BUAW B3aEMOSIn",

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayitiHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
3. BOHOXUIAP cupon, no 90 mn, XepbioH MakunctaH XepbioH MakucTaH MaknctaH nepepeecTpavis Ha HeobMexeHuli TepMiH 6e3 nionseae UA/9929/01/01
abo no 120 mn, abo MakuctaH MpaiseT MimiTeq, OHoBMEeHO iHthopMmaLito B IHCTpyKLUii ans peyenma
no 150 mn y MpaviseT MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y
CKNSAHOMY (p/1aKOHi; Nimitep po3zini "OcobnnBOCTi 3aCTOCyBaHHA" BiANOBIAHO
no 1 donakony B [0 OHOB/EHOI iHdhopMmaLii 3 6esnekn
KapTOHHI KOpo6Li 3aCTOCyBaHHSA AOMOMDKHVX PEYOBUH.
MepiognYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YkpaiHu Bif, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTsi toCTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
4, rNMEHCNPEN crnpei HasanbHUiA, Fnexmapk IHAiA neHmapk IHAi nepepeecTpavis Ha HeobMexeHuli TepMiH 3a He UA/14550/01/02
[,030BaHuiA, dapmacbioT dapmacboTukans OHOB/IEHO iHhopMaLito B iIHCTPYKUIT Anst peyenmom niossiecae
cycnensis, 50 vkans /ita,. nTa. MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby y
MKr/go3y, no 60 abo po3ginax "B3aemogis 3 iHLWMMU NiKapCbKumu
120 po3y 3acobamu Ta iHWi BuAn B3aemogiit, "OcobamBocCTi
nosieTuneHoBoMy 3actocyBaHHs", "Mob6iuHI peakuii” BignosigHoO 40
donakoHi; no 1 pedhepeHTHOro NikapcbKoro 3acoby.
donakoHy 3 MepioAnyHICTb NOA4AHHS PErYNSiPHO
[103YH04YMM HacCoCOM- OHOB/IIOBAHOTO 3BITY 3 6e3neku, BiANOBIAHO [0
posnuoBayem, Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aKpUTUM 3aTBepKEHOro Haka3om MiHicTepcTBa OXOPOHU
KOBMNa4kom, y 3[10pOB’A YKpaiuu Bifg 27 rpyaHsa 2006 poky Ne
KapTOHHilA KOpO6L 898, 3apeecTpoBaHoro B MiHicTepcTsi toCcTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpaiuu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKaMu, 3a3HavYeHMn y
nepiogNYHOCTI NOAaHHA perysspHUX 3BiTiB 3
6e3neku.
5. ANDNA3OH® PO34uH ANs iHQY3il, KPKA, o.4., CnoBeHis KPKA, g.4., HoBo CnoBeHis nepepeecTpauis Ha HeobMeXeHuin TepMiH 3a He UA/2527/02/01
2 mr/mn, no 100 mn HoBo mecTo MecTo OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BariTHocTi abo rogyBaHHsA rpyaar”, "ditn"
(yTouHeHHs iHcbopmawii), "Mob6iyHi peakuji™
BiANOBIAHO A0 iH(hOpMaLii WoA0 MeauyHOro
3aCTOCyBaHHS pehepeHTHOro /iKapcbKoro 3acoby
(ANPNHOKAH, po3unH ans iHdysii, 2 mrimn).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHW
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi oCTULi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB'SA
Ykpainuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3HavYeHMn y
nepiogNYHOCTI NOJaHHA peryssipHUX 3BiTiB 3
6e3neku.

IHOJTAMIH

pO34MH ANA iH ekt
10 mr/mn; no 1,5 mn
B amnyni, no 100
amnyn y nadj; no
1,5 mn B amnyni; no
5 amnyn y nauui; no
1,5 mn B amnyni; no
5 amnyn y 6nictepi;
no 1 6nictepy B
nauui

MpuBartHe
akuioHepHe
TOBapnCTBO

"J1exkxim-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapki"

YKpaiHa

nepepeecTpauis Ha HeobMexeHuli TepMiH
OHOB/IEHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby y
po3ginax: "MNokasaHHA" (YTOYHEHHS iHdopmauir),
"B3aemogisa 3 iHWMMKM Nikapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogiin”,

"Cnoci6 3acTocyBaHHS Ta gosun”, "Oitn"
(yTouHeHHs iHchopmadii), "MepenosyBaHHA",
"Mo6iuHi peakwyji" BigNoBigHO A0 iHchopmauii Wwoao
MeAMYHOro 3acTOCyBaHHS ped)epeHTHOro
nikapcbkoro 3acoby (MOBAJIC, po3unH ons
iH'EKLiNA).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big, 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaveHMn y
nepiogNYHOCTI NOAaHHA peryssipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16007/01/01

KAPTAH

PO34UH A5 iH'EKLLA
no 1r/5mnno5mn
B amnyni; no 5
amnysn y KapTOHHii
ynakoBLi

OEMO CA
®PapmacbioT
vKan
IHpacTpi

peuis

OEMO CA
PapmacbloTukan
IHgacTpi

peuis

nepepeecTpavis Ha HeobMexeHuii TepMiH

OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro 3acoby y

po3ginax "®apmakonoriyHi BrnactnsocTi”,
"MokaszaHHsa", "B3aemogis 3 iHWMMK fliKapCbKuMum

3acobamu Ta iHWi Buan B3aemogiit”, "OcobamBocTi

3a
peyenmom

He
nionseae

UA/15595/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHsa Ta gosu", "[itn", "MobiuHi peakwyii”
BiANOBIAHO A0 iHopMmaL,ii pechbepeHTHOro
nikapcbKoro 3acoby Carnitor 1 g Solution for
Injection.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHW
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi oCTULi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB'SA
Ykpainuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3HavYeHMn y
nepiogNYHOCTI NOJaHHA peryssipHUX 3BiTiB 3
6e3neku.

KONA®No

Tabnetku Ned: no 4
Tabnetkn y cTpuni,
no 1 crpuny B
KapTOHHOMY
KoHBepTi, no 50
KOHBEPTIB y
KapTOHHIA KopooLi

xeHom
BioTek MBT.
nra.

IHAjA

[xeHom bioTek MBT.

nra.

IHAjA

nepepeecTpauis Ha HeobMexeHuli TepMiH
OHoB/eHO iHhopMaLito B IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby y
po3ginax "lMokasaHHA"(YyTOYHEHHS iHdOpMaUT),
"Ocob6nmBocCTi 3acTocyBaHHs", "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii 3 6e3nekn 3aCTOCYBaHHS Ailo4nx
PEYOBUH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEpP)KEHOro Haka3oM MiHiCTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHictepcTsi toCcTuULji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOJaHHA PeryssapHUX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/1799/01/01

MAKCTANIH
150

kancynu no 150 wr,
no 10 kancyny
cTpwuni; no 3 abo 6
CTPWNIB Yy KAPTOHHIl
ynakoBLiji

CaH
dapmacbsioT
nkan
IHAacTpi3
Nimitep

IHgis

CaH
dapmacbloTuKan
IHpacTpis N4

IHgis

nepepeecTpauisi Ha HEOBMEeXeHWI TepPMiH
OHOB/1EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby
BIAMNOBIAHO A0 pethepeHTHOro NMikapCcbKOoro 3acoby
(Nipuka, kancynu no 75 mr a6o 150 mr) y posginax
"®apmakonoriuHi BnactnsocTi”, "Moka3aHHa"
(peparyBaHHsi TEKCTY), "B3aemogis 3 iHWMMK
nikapcbkummn 3acobamu abo iHLWi BUAN B3aemMogiii",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs Yy
nepiog BariTHOCTi abo rogyBaHHsA rpyaaro”

3a
peyenmom

He
nionsicae

UA/15451/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

(yTouHeHHs iHdopMmawii), "Cnoci6 3acTocyBaHHS
Ta gosun", "Oitn" (yTouHeHHs iHdopmauii),
"Mepeno3yBaHHA" Ta "MoGIYHI peakyii”.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi oCTULi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB'SA
Ykpainuu Big 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

10.

MAKCTIANIH 75

Karncynum no 75 mr,
no 10 kancyny
cTpwuni; no 3 abo 6
CTPUNIB Y KAPTOHHIl
ynakoBLii

CaH
®PapmacbioT
nkan
IHOacTpi3
Nimitep

IHAjA

CaH
PapmacboTvKan
IHgacTpi3 JiTg,

IHAjA

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHOB/IEHO iHhopMaLLito B IHCTPYKUIT Ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOoro 3acoby
BiANOBIAHO A0 pethepeHTHOro NikapcbKoro 3acoby
(Nipuka, kancynu no 75 mr a6o 150 mr) y posginax
"®apmakonoriyHi BnactnsocTi”, "Moka3aHHs"
(peparyBaHHs TekcTy), "B3aemogis 3 iHWMMK
nikapcbkummn 3acobamu abo iHWi BUAK B3aemMogiii",
"Oco6nMBOCTI 3aCcTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmauii), "Cnoci6 3acTocyBaHHS
Ta gosu", "[iTn" (yTouHeHHs iHdopmadii),
"MepepnosyBaHHA" Ta "lMob6iuHI peakuii”.
MepiofnYHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YkpaiHu Bif, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15451/01/01

11.

HIKAPAIAI®
PETAP[,

TabneTku, BKPUTI
060/10HKOI0,
NPOIOHroBaHol Aji
no 20 mr, no 10
TabneTtok y bnictepi;

"HOHiK
dapmacbioT
vkan
NabopaTtopi3

IHais

HOHiK
dapmacbloTuKan
NabopaTopis
(BipAineHHs dipmun
"x. B. Kemikana

IHais

nepepeecTpauis Ha HeobMexeHuit TepMiH
OHoOB/IEHO iHGhopMmauito y po3ginax "B3aemopis 3
iHLUIMMK NiKapcbKMKM 3acobamMm Ta iHLWi B1uam
B3aemogijit", "OcobnnBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs

no 3 a6o 10 (BipLineHHn eHf rpyaar'(yTouHeHHs iHdopmauir),
6nicTepis y KOpooLi hipmm "Ox. dPapmacbloTUKan3 "MepepnosysaHHsa", "Mob6iYHI peakuil™ IHCTPYKL,ii
B. Kemikans Nta.") 0151 MeAMYHOr0 3acTOCYBaHHS MiKapCbKOro 3acoby

3a
peyenmom

He
niossiecae

UA/3971/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

eHf
®PapmacbioT
nkans fitg.")

BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEP)KEHOr0 Haka3oM MiHicTepcTBa OXOPOHU
3[,0pOB’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHictepcTsi toCcTuULji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pejakuii Haka3y MiHicTepcTBa OXOpPOHY 3[40POB'SA
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTIB 3
6e3neku.

12.

OKCANINNATA

H

niodpinisat gns
pO3uuHy Ans
iHcpysiii no 50 wr, 1
h1akoH 3 NOPOLLKOM
y navuj 3 KapToHy

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapWCTBO

"NlekxiMm-Xapkis",
Ykpaina
(BUPOGHMLTBO 3
npoaykuii in bulk
ipMKn-BUPOGHIMKa
Ksiny
dapmaueyTikan
(XaiiHaHb) Ko., 1114,
Kutai)

Ykpaina

nepepeecTpalisi Ha HEOBMEXEeHNN TePMIH
OHoB/eHO iHdhopMaLito B IHCTPYKLIT An1s
MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby y
po3ginax "Ocobnmsi 3axoan 6e3nekn”, "B3aemogis
3 iHWKMK NikapcbKMMK 3aco6amMu Ta iHLWi BUAn
B3aemogiin", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi ab0o rogyBaHHs
rpyAao”(YyTouHeHHs iHgopmauir), * 3aaTHicTb
BMAMBATY Ha LUBUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHi3amamn',
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHhopmalii 3 6e3nekun 3acTocyBaHHA Aitouoil
PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepiogNYHOCTI NOAaHHA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyernmom

He
nionsizae

UA/15925/01/01

13.

OKCANINNATH

H

niocpinizat ans
pO34nHy Ans
iHdhysili no 100 mr, 1
chnakoH 3 NOPOLUKOM
y nauuii 3 KapToHy

MpueBartHe
aKujioHepHe
TOBapUCTBO

"J1exkxim-
Xapkis"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis",
YkpaiHa
(BUPOGHMLTBO 3
npoaykuii in bulk
ipMn-BUPOGHIMKa
Ksiny

YkpaiHa

nepepeecTpavis Ha HeobMexeHuii TepMiH
OHoBeHo iHthopmaLito B IHCTpyKLUii ans
MeAMYHOro 3acTOCyBaHHA iKapCbKoro 3acoby y
po3sginax "OcobnuBi 3axoan 6e3nekn”, "B3aemogis
3 iHWKMK NiKapcbKMMK 3acobamu Ta iHLWi BUan
B3aemMogiin”, "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHs
rpyaar” (yTouHeHHs iHcbopmau,ii), " 3aaTHicTb
BMMBATM Ha LWUBUAKICTb peakuji Npu KepyBaHHi

3a
peyenmom

He
nionseae

UA/15925/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

dapmaueyTikan
(XaiiHaHb) Ko., NT4,.,
Kutai)

aBTOTPaHCMOPTOM abo iHWMMKN MexaHismamu',
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHchopMmawii 3 6e3nekn 3acTocyBaHHS fitoyol
PeyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHU
3[,0p0B’A YkpaiHu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

14.

OKCANINNATH
H

niodpinizat ans
po3unHy Ans
iHcpysii no 50 mr, in
bulk: 60 pnakoHiB y
Kopoobui

MpuBartHe
akujioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YKpaiHa

Ksiny
dapmaueyTikan
(XaiiHaHb) Ko., NiTA,.

Kutaii

nepepeecTpauisi Ha HeobMexeHuit TepMiH
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO f0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEP)KEHOro Haka3oM MiHiCTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHictepcTsi toCcTuULji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOJaHHA PeryssapHUX 3BiTiB 3
6esneku.

He
nionseae

UA/15924/01/01

15.

OKCANINNATA
H

niodpinisat ans
PO34nHy Ans
iHdpy3iii no 100 wr,
in bulk: 30 chnakoHiB
y KOpoo6Li

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlexkxim-
Xapkis"

YkpaiHa

Ksiny
PapmaueyTikan
(XaitHaHb) Ko., T4,

Kutaii

nepepeecTpauisi Ha HEOBMEeXeHWI TepPMiH
MepiognyHicTb NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnisgy,
3aTBEPAXEHOro Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpaiHu Bif, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepioguyHOCTI NoJaHHA perynspHux 3siTis 3
6esneku.

He
nionsicae

UA/15924/01/02

16.

NMPEAHI3O/IOH

Ma3b 0,5% no 10ry
Ty6i a/ltoOMiHI€EBIit; no
1 Ty6i B mauui 3
KapToHy

An "CTAOA-
YKPAIHA"

YKpaiHa

TOB «®3
«BIOPAPMA»

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBEHO iHhopMmaLito B IHCTpyKLUii ans
MeAMYHOro 3acTOCyBaHHA iKkapCbKoro 3acoby y
po3sginax "Ocob6MBOCTi 3acTOCyBaHHA" Ta
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHdbopmalii 3 6e3nekn 3acTocyBaHHs Ajtoyoil Ta

3a
peyenmom

He
nionseae

UA/4992/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

[OMOMDKHUX PEYOBWH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignNoBiAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHU
3[,0p0B’A YkpaiHu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTUL,T
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

17.

CUHA®NAH

Ma3b 0,025%, no 15
r'y Ty6i antoMiHi€eBIN;
no 1 Ty6i B nauui 3
KapToHY

AN "CTALA-
YKPAIHA"

YKpaiHa

TOB «®3
«BIOPAPMA»

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH.
OHoBeHo iHdhopMaLiio y posginax "B3aemogis 3
iHLUIMMK NiKapCbKMKM 3acobamu Ta iHLWi B1uam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHSA",
"Mo6iuHi peakwyi" IHCTPYKUIT AN MEAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby BifgnoBiaAHO 40
OHOBJEHOT iH(hopmaLi Lwoao 6e3nekn
3aCTOCYBaHHS fil040i PeyoBUHMN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big, 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaveHMn y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/4902/01/01

18.

CYLOPETA

Kancynu TBepai no
75 wr, no 14 kancyn
y 6nicTepi; no 2
6nicTepy B KOPOOL

[-p Peppi'c
Na6opaTtopi
citg

IHais

[-p Peppi'c
Na6opatopic 14,
Bupo6Hm1ya
OinbHnus - 11

IHais

nepepeecTpavis Ha HeobMexeHuii TepMiH
OHOB/EHO iHhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro 3acoby y
po3ginax "B3aemMogis 3 iHLWMMU NiKapCbKnumu
3acob6amu Ta iHWi BUAW B3aemogiit”, "OcobnmneocTi
3acTocyBaHHA" BignoBigHO A0 iHhopmaui
pedhepeHTHOro sikapcbkoro 3acoby J1IPVKA.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBIgHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi toCcTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHICTepCTBa OXOPOHU 340POB'sA

3a
peyenmom

He
nionseae

UA/15871/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

(nikapcbka gpopma,

ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

19.

CYLOPETA

Kancynu TBepai no
150 wmr, no 14
Kancyn y bnictepi;
no 2 6nictepu B
Kopobui

4-p Peppi'c
Nab6opaTtopi
citg

IHais

f-p Peppi'c
Nabopartopic /114,
Bupo6Huya
LinbHUuS - 11

IHais

nepepeecTpauisi Ha HeobMexeHuit TepMiH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y
po3ginax "B3aemMogis 3 iHLWMMKU NiKapCbKnuMmun
3acobamu Ta iHWi BUAKn B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHA" BifnoBigHO 40 iHdhopmaui
pediepeHTHOro nikapcbkoro 3acoby J1IPUKA.
MepiognyHicTb NOAAHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEP)KEHOro Haka3oM MiHiCTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHictepcTsi toCcTuuji
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOJaHHA peryssapHUX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/15871/01/02

20.

CYMETPONIIM®

Tabnetkn no 400
mr/80 mr no 10

Tabnetok y 6nictepi;

no 2 6nictepn y
KapTOHHilA KopooLi

3AT
dapmaLesT
WNYHWIA 3aBOf,

EFIC

YropwuHa

3AT
dapmaLeBTUYHNMIA
3aBop ErC

YropwuHa

nepepeecTpauisi Ha HEOBMEeXeHWI TepPMiH
OHoB/eHO iHdhopMaLito B IHCTpYKLIT Ans
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ginax "BsaemMogis 3 iHLWMMKN NiKapCbKnMmn
3acobamu Ta iHWi B1uAmn B3aemogiii”, "OcobnmBoCTi
3actocysaHHs", "MNepeno3ysaHHsA", "Mo6iYHi
peakuii” BignoBigHO A0 OHOB/EHOT iHchopmalii 3
6e3nekn 3acToCyBaHHS AjiHUNX PEUHOBUH.
MepiofUYHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIgHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCcTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHiCTepCTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn y
nepioANYHOCTI NOAAHHSA PeryssipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsicae

UA/3194/02/01

21.

DEMIBATI

Kancynu BariHasibHi
no 10 kancyn B Ty6i;
no 1T1y6iy
KapTOHHilA KOpo6Li

Mera
Naiidocaiien
ci3 Mabnik
KomnaHi
Nlimiten

TainaHg

[LipneHg MNpob6ioTike
eHa EHsnmc A/C

[Janis

nepepeecTpawis Ha HeobMexeHuit TepMiH
OHOB/EHO iHGhOpMaL,ito B IHCTPYKUIT Ans
MEAUYHOI0 3aCTOCYBaHHsI NikapcbKoro 3acoby B
posginax "®apmakoTepaneBTuyHa rpyna. Kog
ATX" (pegaryBaHHsl TeKCTy 6e3 3MiHun kogy ATX),

6e3
peyenma

nionsieae

UA/15239/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayitiHo2o
3acoby yrnakoska) nocsi04YeHHs1
"®apmakonorivHi B1acTmBocTi" (pefaryBaHHs
TEKCTY Ta YTOYHEHHS iHdopMaLiT), "Moka3aHHs"
(yTouHeHHs iHcbopmawii), "Mob6iyHi peakuji™
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro focChe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHU
3[,0p0B’A YkpaiHu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
22. LEHTPO/IH PO34UH ANS iH e, My6niuHe Ykpaina My6niyHe Ykpaina neepepeecTpavis Ha HeOGMeXeHUIA TEPMIH 3a He UA/16059/01/01
1000 mr/4 mn; no 4 akuioHepHe akuioHepHe OHOB/IEHO iHGhopMaLito B iHCTPYKUIT Ans peyenmom nionseae
M1 PO34MHY B TOBapuCTBO TOBapWCTBO MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y
amnyni; no 5 amnyn "HaykoBo- "HaykoBo- po3ainax: "®apmakonoriyHi BNacTuBocTi",
y kaceTi; no 1 a6o 2 BMPOGHNUNI BMPOGHNYNIA LEHTP "MpoTunoka3aHHs", "MNo6iyHi peakuii” BiANOBIAHO
KaceTu y nauuj LEeHTp "BopuyariBcbKuii 00 iHdopmauii Wwoa0 MegnMyHOro 3acTocyBaHHsA
"BopLuariscb XiMiKO- pedyepeHTHoro nikapcbkoro 3acoby (MIATUIH,
Knii XiMiko- hapMaLeBTUYHWIA po3unH gns iH'ekyii, 1000 mr/4 mn).
dhapmavesT 3asof” MepiognyHICTb NOAAHHS PerynsipHo
NYHWIA OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
3asog" Mopsaaky 3aiicHeHHs chapmakoHarnagy,

3aTBePKEHOro Haka3om MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'SA
Ykpainuu Big 26 BepecHsn 2016 poky Ne 996),
CTAHOBWTL: 3rifHO 3i CTPOKaMu, 3a3HauYeHUMn y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

B.o. I'enepanbHoOro gupexkropa /lupekropary

(hapManieBTUYHOTr0 3a0e3nmeueHHsI

Isan 3AJIBOPHUX




NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), LLOAO AKNX BY/I BHECEHI 3MIHU 10
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)

NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux

marepianis»

Big 23 rpyaHa 2021 poky Ne 2852

no 4 6nictepu B
KapTOHHI Kopo6Lyi

KOHTPO/II0 TemMnepaTypu NWeHNYHO-KPOXMaslbHOI nacTu
nif, yac NpUroTyBaHHsi 3MOYYBa/IbHOrO PO34KHY B NPOLLECI
rpaHynsyii; 3MiHu | TMNY - BHECEHHS 3MiH y npoLec
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby, 3okpema:
BW/TYYEHHS KOHTPOJIO TPMBAUTIOCTI MPOLLEYC CYLUIHHA
rpaHyn nig yac BupobHuUTBa

Ne Hassa dopma surnycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayitiHo2o
3acoby ynakoska) MocBi04Y€eHHs1
1. L-UET® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa 6es UA/8612/01/01
060/10HKO0, N0 5 Mr; "TNEA®PAPM NBT NTA 3asBHUKA (B/1ACHMKA pPeECTpaL,iiHOro NOCBifYEHHS) (3rigHO peyenma
no 10 TabneTtok y nTa" Haka3ly MO3 Big 23.07.2015 Ne 460): BBefeHHs 3MiH
6nicTepi; no 1, abo NPOTArom 6-Tu MicALiB Nicns 3aTBepAKEHHS. 3MiHK | Tuny
no 3, aéo no 10 - 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
6nictepiB y thapmakoHarnsgy. BeegeHHs abo 3mMiHM [0 y3aranibHeHuX
KapTOHHI ynakoBLi [aHuX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
y3aranibHeHVX faHux Npo cuctemy dpapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0co6M, BiANOBIAA/IbHOI 3a
3[ificHeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0cO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaoyarouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-thaiiia cuctemu
chapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0CO6M 3asiBHNKA,
BiiNOBIANbLHOI 3a 34jiCHEHHS hapmakorHarnagy. Aitova
pepakuis: Dr. Sanjay Kumar Mishra. MponoHoBaHa
pegakuis: Mpusnmupcbka Tamapa BonogumupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COBM 3asiBHUKA,
BiANOBIAANbHOI 3a 34ilicCHeHHA thapmakorHarisgy. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3
thapuakoHarnagy. 3MiHa MiCLEe3HaxoMKeHHA MacTep-
dhaiina cuctemun chapmakoHarisgy Ta ioro Homepa.
AB''ODEH Tabnetku no 400 wmr; Na6opaTopil dpaHuis Na6opartopii bywapa PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHMXx maTepianis: 3MiHu | TUny 6e3 UA/5702/01/01
no 15 tabneTtok y Bylwapa Pekoppari - BHECEHHS 3MiH y npoL,ec BUpOo6HMLTBA FOTOBOrO peyenma
6nicTepi; no 2 abo Pekopgari nikapcbKoro 3acoby, 3okpema: AoABaHHSA MeToay
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

ANEHAPA®

TabneTkn no 70 mr
no 4 Tabnetkn y
6nictepi; no 1
6nictepy y
KapTOHHI ynakoBLi

TOB
"TNEA®PAPM
aTo”

YkpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3MiHa
3asBHUKa (BNacHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
Hakady MO3 Big 23.07.2015 Ne 460) BBefeHHs1 3miH
NpOTArom 6-Tu MiCALIB MiCNa 3aTBEpMXEHHS. 3MiHuW | Tuny
- 3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu g0 y3arasibHEHUX
AaHuX Npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBI4abHOI 3a
3[jiicHeHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
chapmakoHarnsgy 3asaBHuKa 418 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0cobu, BigNoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnagy (Bkiovaoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-halina cucremu
thapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asBHIIKA,
BiANOBIAaA/IbHOI 3a 34ilicHeHH:A papmakoHarnsgy. ditoua
pepakuis: Dr. Sanjay Kumar Mishra. MponoHosaHa
pepakuis: Mpuanmmpcbka Tamapa BonogumupisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
BIANOBIAA/IbHOI 3a 34ilicHeHHSA thapmakoHarnagy. 3miHa
MicLAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxomxeHHs macTep-daiina cuctemu
papMakoHarnsay Ta moro Homepa.

3a
peyenmom

UA/7210/01/02

ANEHOPA®

Tabnetkv no 70 mr
in bulk Ne 7200
(4x1800): no 4
Tabnetkn y 6nictepi,
no 1800 6nicTepiB y
KapTOHHI Kopo6Lyi

TOB
"TNEADAPM
nTa”

YkpaiHa,

KYCYM XENTXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460) BeegeHHs 3MiH
NPOTArom 6-Tu MiCALIB NicNs 3aTBepAKEHHS. 3MiHK | Tuny
- 3MiHKM Wwoao 6e3nekn/edyekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 4o y3arasibHeHnX
[aHvX Npo cuctemy thapmakoHarnsgy (sBefeHHs
y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6M, BiANOBIAA/ILHOI 3a
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa ANs 34iCHEHHSN
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaoyalouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0CObM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHH:A ddapmakoHarnsgy. ditoua
pegakuis: Dr. Sanjay Kumar Mishra. MNponoHoBaHa
pegakuis: MNpusnmnpcbka Tamapa BonogvmupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsay.

UA/12663/01/01
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NIOXKO; No 10 mny
nakeTuky; no 10 abo
20 nakeTukiB y
KapTOHHIN navuj

p.3.2.S.2.1 Bupo6Hukn mactep-goaiina Ha Adl, a came
BkasaTu Ha3By Kk SPI Pharma, SAS (France).
MpuBeaeHHs p. «Cknag» MKA /13 fo npuitHAToro B
KOMNaHii oopmaTty BUKIageHHs iHdhopmadii. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NIC/1A 3aTBEPKEHHS; 3MiHN |
TUNY - NOAAHHSA OHOB/IEHOT Bepcii MacTep-paiina Ha AdI
AntomiHito rigpokeng renb AP/Version 2019-07-31 Big
3aTBepaAXeHux BUpobHukiB A®l SPI Pharma, SAS
(PpaHuis) Ta SPI Pharma, Inc. (CLUA). Takox, BHECEHHSA
YTOYHEHHS A0 Ha3Bu BUpobHMKa SPI Pharma, ®paHuis B
MKSA 113 3 MeTol0 NpuBefeHHS Y BigNoBIAHICTb A0
p.3.2.S.2.1 BupobHukn mactep-ghaiina Ha A®l, a came
BkasaTu Ha3By sk SPI Pharma, SAS (France).
MpuBegeHHs p. «Cknag» MKA /13 fo npuitHAToro B
KoMnaHii chopmaTty BUKNageHHs iHhopmalii. BBegeHHs

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHa MicLe3HaxomKkeHHs macTep-daiina cuctemu
dhapmakoHarnsigy Ta ioro Homepa.
5. ANNMATENb® cycneHsia ans TOB "TeBa Ykpaina BankaHtapma-TposiH Bonrapis BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 6e3 UA/7938/01/01
HEO nepopasibHoro Ykpaiva" AT - NoflaHHs1 OHOBEHOI Bepcil MacTep-haiina Ha Ad| peyenma
3acTocyBaHHs, No MarHito rigpokeung, nacta AP/Version 2020-01-07 Big,
170 mn a6o no 200 3aTBEpAXeHNX BUpobHukiea A®| SPI Pharma, SAS
M1y CKNsiHoMy abo (PpaHuis) Ta SPI Pharma, Inc. (CLUA). Takox, BHECEHHS
nonieTuneHgTanatH YTOYHEHHS [0 Ha3Bu BUpobHUKa SPI Pharma, ®paHuis B
omy chnakoHi; no 1 MK$A 13 3 meTolo NpYBEAEHHS Y BiAMNOBIAHICTb [0
hnakoHy pasom 3 p.3.2.5.2.1 Bupo6Hukn mactep-caiina Ha A®l, a came
MIpPHOIO JTOXKOIO B BkasaTu Ha3By sk SPI Pharma, SAS (France).
KapTOHHI nayui; no MpuBegeHHs p. «Cknag» MKA N3 fo npuiiHAToro B
10 M1y NakeTuky; KoMnaHii hoopmaty BUKIageHHs iHdopmadii. BBeaeHHs
no 10 a6o 20 3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS; 3MiHM |
nakeTvkiB y TUMY - NOAAHHA OHOBMEHOT Bepcii macTep-haiina Ha AdI
KapTOHHIN nayui AntomiHito rigpokeng rens AP/Version 2019-07-31 Big
3aTBepAxeHnx BupobHukis A®l SPI Pharma, SAS
(PpaHuis) Ta SPI Pharma, Inc. (CLUA). Takox, BHECEHHSA
YTOYHEHHS1 [0 Ha3BM BUpobHUKa SPI Pharma, ®paHuis B
MKSA /13 3 MeTol0 npuBefeHHS Y BigNOBIAHICTb A0
p.3.2.5.2.1 Bupo6Hukn mactep-cpaiina Ha A®l, a cave
BkasaTu Ha3By K SPI Pharma, SAS (France).
MpuBeaeHHs p. «Cknag» MKA /13 fo npuitHAToro B
KoMnaHii chopmaTy BuKNageHHs iHhopmalii. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPKEHHS
6. ANIMATE/NIb®A | cycneHsia opaibHa, TOB "TeBa YkpaiHa BankaHtapma-TposiH Bonrapis BHECEHHS 3MiH [0 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 6es UA/0879/01/01
no 170 mny YkpaiHa" AT - MOAAHHS OHOBNEHOT Bepcii MacTep-thaiina Ha AdI peyenma
thnakoHi; no 1 MarHito rigpokeung, nacta AP/Version 2020-01-07 Big,
dNaKoHy y 3aTBepmxeHnx BupobHukis A®l SPI Pharma, SAS
KapPTOHHIN navuj (®paHuis) Ta SPI Pharma, Inc. (CLLA). Takox, BHECEHHS
pasom 3 YTOYHEHHS1 [0 Ha3BM BUpobHUKa SPI Pharma, ®paHuis B
[03yBasIbHOO MK$A 13 3 meTolo NpUBEAEHHS Y BiANOBIAHICTL [0




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS

AMAPUN®

TabneTkv no 2 mr;
Ne 30 (15x2): no 15
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOpo6Lyi

TOB "CaHodi-
ABeHTIiC
Ykpaiva"

YKpaiHa

CAHO®I C.P./1.

ITanisa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu |
TMNYy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpOOHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/THOYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iIMNOPTEpP, BK/IOYAKOUM BUMYCK Cepilf)
3miHa Ha3Bu Ta agpecu BupobHuka N3 ansa N3 Amapun®,
6e3 3MiHN MicLa BUPOGHMLTBA: 3MiHWM BHECEHO B
IHCTPYKLUiO AN MeAMYHOro 3aCTOCYBaHHS LLLOAO
HallMeHyBaHHS Ta MicLie3HaxO4KeHHS BUPOOHUKa 3
BiNOBIAHMMMN 3MiHAMU Y TEKCTi MapKyBaHHS YNaKkoBKu
NiKapcbKoro 3acooby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicas
3aTBEPAKEHHS.

3a
peyenmom

UA/7389/01/01

AMAPUN®

Tabnetkv no 3 mr;
Ne 30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOpooL;j

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J1.

ITanisa

BHECEHHSA 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu |
TVNy - AGMIHICTPATUBHI 3MiHW. 3MiHA HallMEHYBaHHSI
Ta/abo agpecy MicLs NPOBaKEHHS AiSSIbHOCTI
BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BKJ/THOYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBeAeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
BiZiNOBIfAAE BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepili)
3MiHa Ha3BM Ta agpecy BUpobHuka M3 gnsa 13 Amapun®,
6e3 3MiHN MicLA BUPOBHMLTBA: 3MiHM BHECEHO B
IHCTPYKLUi0 415 MeANUYHOro 3acTOCyBaHHS LLIOAO
HaliMeHyBaHHS Ta MiCLe3HaxX04KEHHS1 BUPOOHMKA 3
BiANOBIAHMMM 3MiHAMM Y TEKCTI MapKyBaHHS YNakoBKu
nNikapcbKoro 3acoby.

BBegeHHs 3MiH MpoTAroM 6-Tu micsAuiB nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/7389/01/02

AMAPUN®

Tabnetkv no 4 wmr;
Ne 30 (15x2): no 15
Tabnetok y 6nicrepi;
no 2 6nictepu B
KapTOHHI Kopo6Li

TOB "CaHodpi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I C.P.J1.

ITanisa

BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NPoBaKEHHS OiANbHOCTI
BMpPOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IO4A0UM AiNbHULI BUMYCKY cepii abo micue
NpoBeAileHHSA KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
BiZiNOBIAAE BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepili)
3miHa Ha3Bu Ta agpecu BupobHuka N3 ansa N3 Amapun®,
6e3 3MiHK Micusa BUPOGHMLTBA: 3MiHN BHECEHO B
IHCTPYKLi0 415 MeANUYHOTo 3acTOCYBaHHS LLOAO
HaliMeHyBaHHS Ta MiCLie3Hax0KEHHS BUPOOHNMKa 3
BiANOBIAHMMM 3MiHAMM Y TEKCTI MapKyBaHHS YrNaKkoBKu
nNikapcbKoro 3acoby.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micas
3aTBEPAKEHHS.

3a
peuyernmom

UA/7389/01/03

10.

AMAOAN®

Tabnetkn no 10 wr;

BAT "TefeoH

YropuimHa

BAT "lepgeoH Pixtep"

YropuimHa

BHECEHHS 3MiH [10 peecTpaLinHMX maTtepiasis: 3MiHu | Tuny

3a

UA/16763/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

no 10 Tabnetok B
6nictepi; no 3
6nictepa B
KapTOHHI ynakoBLi

PixTep"

- 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta hapmakoHariagy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHUX AaHuX npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHnx
[aHuxX Npo cuctemy thapmakoHarnsgy, amMiHa
YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHUKa A5 34iiCHEHHA dapMmakoHarnsaay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBigasIbHOI 3a 34jICHEHHST hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y PO3MiLLIeHHi
mMacTep-alina cuctemy hapmMakoHarssay) - amMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs macTep-
thaiina cuctemmn hapmakoHarnsgy

peuyerimom

11.

AMAOAN®

Tabnetku no 15 wr;
no 10 TabneTok B
6nicTepi; no 3
6nictepa B
KapTOHHI ynakoBLi

BAT "TepeoH
PixTep"

YropumHa

BAT "T'epneoH Pixtep"

YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | TUNy
- 3MiHM Woao 6e3neku/ethekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy chapmakoHarnsgy, sMiHa
YMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
macTep-haiina cuctemy hapMakoHarsisay) - 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0CO6M 3asBHUKa,
BiAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarasgy. 3miHa
MicuA 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn hapmakoHarnsgy

3a
peyenmom

UA/16763/01/02

12.

AMNoAUMNIH-
NMEPUHAOMPU
N-PIXTEP

Tabnetkv no 10 mr/4
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHIlA ynakoBL,i

BAT "TefeoH
PixTep"

YropLmHa

TOB "T'eneoH Pixtep
Monbwa”

MonbLua

BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny
- 3MiHM WoAo 6e3neku/ehekTUBHOCTI Ta dhapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHvX Npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0Co6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-harina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0CO6M 3asBHUKA,

3a
peyenmom

UA/13159/01/04




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAA/ILHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

13.

AMoANMIH-
NEPUHAOMPU
N-PIXTEP

Tabnetku no 5 mr/8
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "TefeoH
PixTep"

YropLmHa

TOB "T'eneoH Pixtep
Monbwa"

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy
- 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT ocobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarsisay) - amMiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0COBM 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3MmiHa
MicuAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy

3a
peyenmom

UA/13159/01/03

14.

AMNoAUMNIH-
NMEPUHAOMPU
N-PIXTEP

Tabnetkv no 5 mr/4
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIlA ynakoBL,i

BAT "TefeoH
PixTep"

YropumHa

TOB "T'eneoH Pixtep
Monbwa”

MonbLua

BHECEHHS 3MiH O peecTpaLiiiHMx maTepianis: 3MiHK | TUny
- 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHarnagy.
BBegeHHs ab0 3MiHM A0 y3arasibHEHUX JaHuX npo
cuctemy hapmakoHarnagy (BBefeHHs ysarasibHeHnX
[AaHvX Npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoOBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iicCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0COo6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-arina cuctemun hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iCHEHHS OCHOBHOI Ais/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
dhaiina cuctemu chapmakoHarnagy

3a
peyenmom

UA/13159/01/01

15.

AMnoauniH-
NMEPUHAOMPU
N-PIXTEP

Tabnetku no 10 mr/8
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropuwmHa

TOB "T'egeoH PixTep
Monbwa”

Monba

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
AaHuX Npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXKEHOI 0c06M, BiiNOBIAA/IbHOT 3a 3[iINCHEHHS

3a
peyenmom

UA/13159/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/tOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y PO3MILLLEHHI
macTep-alina cuctemy hapmakoHarnisgy) - amiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBiAA/ILHOI 3a 3filicHeHHS (hapmakoHarnsgy. 3miHa
MiCLS 34IICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLie3HaxoMKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsgy
16. APAYAH® niogpinizat gns BAT "lefeoH YropumHa BAT "T'epneoH Pixtep" YropumHa BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/7334/01/01
PO34UHY ANS iH'EKLI PixTep" - 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHariagy. peyenmom
no 4 mr, 5 dpnakoHis BBefeHHsA abo 3MiHM [0 y3arasibHeHVX AaHnX nNpo
3 niodinizatom y cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
KomnnekTi 35 [aHuxX nNpo cuctemy chapmakoHarnsgy, amMiHa
amnynamu YNOBHOBaXXEHOT 0CO6U, BiANOBIAaLHOI 32 34iiCHEHHS
po3sunHHKKa (0,9 % hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
PO34MH HaTpI0 3asBHUKa AN 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
xnopugy) no 2 mn B AKLLO BOHa BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
KapTOHHI chopmi; no BiANOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
5 KapTOHHMX hopMm B (BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
KapTOHHI KopooLyi mMacTep-alina cuctemu hapmMakoHarasay) - aMiHa
KOHTaKTHUX JaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy
17. APUMPA30N® Tabnetku, no 10 wr, TOB "ACIHO YKpaiHa TOB "®apma Crapt" YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy 3a UA/15765/01/01
no 10 TabneTtok y YKPAIHA" - 3MiHa BMMOr cneumdikauii 13 3a nokasHMKOM peyenmom

6nicTepi, no 1, 3 abo
6 6nicTepiB y
KapTOHHIN navuj

«P0o34nHeHHs»: 3aTBepKeHO: He MeHLe 75% (Q)
C22H27CI2N302 (apuninpa3sony) Bif KiflbKOCTi,
3a3HaueHoi y po3gini «Cknag» - 3a 30 x8 (4dY, 2.9.3,
Aoy, 2.2.29, meTog, pignHHOT Xpomartorpadir);
3anponoHoBaHo: He MeHLUe 85% (Q) apuninpasony Bif
KiNIbKOCTI, 3a3Ha4eHoi y po3gini «Cknag» - 3a 15 xB (4dY,
2.9.3, AdY, 2.2.29, BEPX); 3MiHu | TUNY - 3MiHW Y
cneumdikauii M13 3a noKasHUKOM «CynpoBigHi AOMILLKM» -
3amiHa Ha3Bu gomiwkm 3 RRT 6/m3bko 0,9 Ha
Jerigpoapvninpason, 6e3 3MiH BCTAHOB/IEHWX BUMOT
cneuudikaLii; 3MiHW | Tuny - 3miHn go posginy 3.2.P.5.1.
Cneuucpikauis(-i). 3 po3giny BuganeHo cneumdikauii gns
KOHTPO/I0 TabneTok Hepo3ddacosaHux Ta /13 npoTsarom
BMBYEHHS CTabisibHOCTi. HagaHo nvwe cneumdikauio ans
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
"N3 Ha BUNYyCK Ta NPOTArOM TEPMiHY NpuAaTHOCTI
18. APUMNPA30/I® | Tabnetku, no 15 wmr, TOB "ACIHO YkpaiHa TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy 3a UA/15765/01/02
no 10 TabneTtok y YKPAIHA" - 3MiHa BuMoOr creumdikayii /13 3a NoKkasHUKOM peyenmom
6nicTepi, no 1, 3 abo «P0o34nHeHH:A»: 3aTBepIKeHO: He MeHLe 75% (Q)
6 6nicTepiB y C22H27CI2N302 (apvninpa3ony) Bif, KiJIbKOCTi,
KapTOHHI nauui 3a3HauveHoi y po3gini «Cknaa» - 3a 30 xB (4dY, 2.9.3,
LAY, 2.2.29, meTog, pignHHOI Xpomartorpadir);
3anponoHoBaHo: He MeHLLe 85% (Q) apuninpasony Big
KiNIbKOCTI, 3a3Ha4eHol y po3gaini «Cknag» - 3a 15 xB (4dY,
2.9.3, AdY, 2.2.29, BEPX); 3MiHu | TUNY - 3MiHW Y
cneundikauii MN13 3a noka3HWKOM «CynpoBifHi AOMILLIKU» -
3amiHa Ha3Bu gomiwku 3 RRT 651um3bko 0,9 Ha
Aerigpoapvninpasorsn, 6e3 3MiH BCTAHOB/IEHWUX BUMOT
cneuudikavii; 3miHu | Tuny - 3MiHK go po3giny 3.2.P.5.1.
Cneuudpikauis(-i). 3 po3giny BuganeHo cneumdikadii ans
KOHTPO/I0 TabneTok Hepo3ddacosaHux Ta /13 npoTsarom
BMBYEHHS CTabinibHOCTI. HagaHo nuwe cneumdikauio ans
['/13 Ha BUNYCK Ta NPOTSAroM TePMiHY NpUAATHOCTI
19. APKOKCIA® TabneTkn, BKpUTI Mepk LWapn i LLiseiiuapi BMPOGHUK Icnanis/ BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepiasnis: 3MiHu | Tuny 3a UA/10704/01/01
nniBKOBOO [oym IOEA A Hepo3acosaHol Higepnangn - AAMIHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
060/10HKot0, no 30 6X NPOAYKLUIiT, KOHTPO/Ib / agpecy Micusi NPOBaf)KEHHS AiS/TbHOCTI
Mr, N0 7 TabneTok y AKOCTI, NaKyBaHHA: Benbris BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,

6nictepi; no 1 a6o 4
6nictepn y
KapTOHHI Kopo6Lyi

Posi ®apma
IHgacTpian Cepsicec,
C.A,, IcnaHisi;
nakyBaHHs, BUNYyCK
cepii: Mepk LWapn i
Joym B.B.,
HigepnaHgy; Bunyck
cepii:
LepiHr-Mnay J1a6o
H.B., Benbris

BK/lOYa0UM AiNbHULI BUMYCKY cepii abo micue
NpPoBeAEHHS KOHTPOJIIO SKOCTI. (LisNbHICTb, 3a AKY
BiANOBiAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK
cepiit) - 3MmiHa HalimeHyBaHHsA BUPO6HUKa M3
BiANOBIAa/IbHOIO 3a BUPOGHNLTBO HEPO3dhacoBaHOT
NPOAYKLi, KOHTPO/b SKOCTIi, NaKyBaHHs, 6e3 3MiHV MicLs
BMPOGHMLTBA. BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicnsa 3aTBepAKeHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOr0 NiKapCbKOoro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, LLO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPONbL/BNNPOGYBaHHS cepii. BBeAeHHs [0AaTKOBOI
OinbHUU] BiANOBIAabHOI 3a BUNYyCcK cepil WepiHr-Mnay
Na6o H.B., IHgycTpienapk 30, XeiicT-on-aeH-bepr, 2220,
Benbrisi/Schering-Plough Labo NV, Industriepark 30,
Heist-op-den-Berg,2220, Belgium
3MiHW BHECEHO B IHCTPYKLtO A1 MeAUYHOT0
3acTOCyBaHHS 40 po3gisiB "BMPOGHMK" Ta
"MicLe3HaxoMkeHHs1 BUPOOHMKa Ta agpeca Micus
NpoBaXEHHS 10ro AisNbHOCTI" 3 BigNOBIAHNMK 3MiHAMK Y
TEKCTi MapKyBaHHs YNakoBKW NikapCbKoro 3acoby.
BBefeHHS 3MiH NpoTAroM 6-Tn MicauiB nicas
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

3aTBEpMXEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYIOTbCSA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHNMKA, WO BifNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkaovarum
KOHTpO/b/BMNpoGYyBaHHSA cepii. BBefeHHS BUPOGHMKa
BiANOBIAA/ILHOIO 3a TpaHcnopTyBaHHs /13 B €EC ®apma
NoricTikc H.B., leyBeHcucTuHBer 242, bBypTtmipbek, 3190,
Benbris/Pharma Logistics NV, Leuvensesteenweg 242,
Boortmeerbeek, 3190, Belgium go marepianis
peecTpauiiHoro gocke, po3giny 3.2.P.3.1. BupobHuk(u).
3miHu |l TUny - 3MiHM Wwopao 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B’A3KY i3 HOBUMU AaHUMW 3
AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUW SaHUMWU Ta aHUMA 3
thapmakoHarnsgy. 3MiHM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3acToCyBaHHA [0 PO34iNiB "3acTocyBaHHS y
nepiog, BariTHoCTi abo roayBaHHs rpyaat” Ta "Mo6iyHi
peakuii”. BBeAeHHS 3MiH NpOTArom 6-Tv MicsiLiB nicns
3aTBEPAKEHHS.

20.

APKOKCIA®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, No 60
mr

no 7 Tabnetok y
6nicTepi; no 1 a6o 4
6nictepn y
KapTOHHI Kopo6Lyi

Mepk LWapn i

Joym |JEA
m6X

LLiseiiuapi
a

BUPOBHMK
Hepo3dacoBaHol
NPOAYKLIT, KOHTPOsb
AKOCTI, NaKyBaHHs:
Posi ®apma
IHpacTpian Cepsicec,
C.A., IcnaHis;
nakyBaHHs, BUNYyCK
cepii: Mepk LWapn i
Joym B.B.,
HigepnaHau; Bunyck
cepii:
LepiHr-Mnay /1a6o
H.B., Benbris

Icnanis/
HigepnaHngn
/

Benebris

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
azpecy Micusi NPoBaKeHHS Ais/IbHOCTI
BMpOOHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/THOYAKOUM AiNbHWLI BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BignoBiAae BUPOGHMK/IMNOPTEP, HE BKIOYAKOUM BUNYCK
cepiii) - 3MiHa HallMeHyBaHHs BUpobHuka M3
BiANOBIAA/IbHOIO 3a BUPOGHMLTBO Hepo3dacoBaHol
NPOAYKLIT, KOHTPO/Ib SAKOCTi, NAaKyBaHHs, 6€3 3MiHV MicLs
BMPO6HMLTBA. BBEAEHHS 3MiH NPOTATOM 6-TW MicsLiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHYMKA, L0 BifNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkaovarum
KOHTPO/b/BMNpO6YBaHHSA cepii. BBeAeHHS f0AaTKOBOI
OinbHULI BiANOBIAaNbHOI 3a BUNYycK cepil WepiHr-Mnay
Na6o H.B., IHaycTpienapk 30, XelicT-on-geH-bepr, 2220,
Benbrisi/Schering-Plough Labo NV, Industriepark 30,
Heist-op-den-Berg,2220, Belgium
3MiHV BHECEHO B IHCTPYKLitO A/ MeAMYHOro
3acTocyBaHHsA [0 po3inis "BUpo6HMK" Ta
"MicuesHaxomkeHH BUPO6HYKa Ta agpeca Micus
NPOBaKEHHS MOro AisafbHOCTI" 3 BiANOBIAHMMK 3MiHAMW Y

3a
peyenmom

UA/10704/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | T1ny - 3MiHM 3 SKOCTi. [OTOBMI
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHy, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOro NiKapCbKoro 3acoby (3amiHa
abo gopgaBaHHA BUPOOHMKA, LLO BiAMNOBifA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPONb/BMNPOGYBaHHSA cepii. BBefeHHS BUPOGHMKa
BiANOBIAa/IbHOIO 3a TpaHcnopTyBaHHsA /13 B EC dapma
NoricTike H.B., leyBeHcucTuHBer 242, bypTtmipbek, 3190,
Benbrisi/Pharma Logistics NV, Leuvensesteenweg 242,
Boortmeerbeek, 3190, Belgium go matepianis
peecTpauiiiHoro focke, po3giny 3.2.P.3.1. BUpo6HUK(1).
3minn |l Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUIi Ans
MeJMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOK/IHIYHUMMU, KNIHIYHUMU AaHUMK Ta AaHUMK 3
hapmMakoHarnagy. 3MiH1M BHECEHO B IHCTPYKLitO Ans
MeJMYHOro 3aCTOCYBaHHA [0 pO3finiB "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs rpyaato” 1a "TobivHi
peaxuii”. BBeeHHS 3MiH NPOTArom 6-Tv MicaLiB nicns
3aTBEPKEHHS.

21.

APKOKCIA®

TabneTkn, BKpUTI
nniBKOBOO
060/10HKOI0, N0 90
Mr Mo 7 TabneTok y
6nictepi; no 1 a6o 4
6nictepn y
KapTOHHI Kopo6Lyi

Mepk LWapn i

Jdoym IJEA
6X

LLiseiiuapi
A

BMPOGHUK
Hepo3dghacoBaHOl
NPOAYKLi, KOHTPO/b
AKOCTI, NaKyBaHHsA:
Posi ®apma
IHpacTpian Cepsicec,
C.A., IcnaHis;
nakyBaHHs, BUNYCK
cepii: Mepk Wapn i
Joym B.B.,
HigepnaHngu; sunyck
cepii: WepiHr-Mnay
Na6o H.B., benbria

Icnanis/
HigepnaHan
/

Benbrig

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLa NPOBaMKEHHS AisNbHOCTI
BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,
BK/HOYA0UM AiNbHWLI BUNYCKy cepii abo micue
NpoBeLEHHS KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, HE BK/THOYAKOUM BUMYCK
cepiid) - 3MiHa HallMeHyBaHHs1 BUpo6HuKa /13
BiANOBIAa/IbHOrO 3a BUPOGHULTBO Hepo3hacoBaHol
NPOAYKLii, KOHTPO/b SKOCTIi, NaKyBaHHS, 6€3 3MiHV MicLs
BMpOOHULTBA. BBEAEHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPO/TH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo fofaBaHHS BUPOGHUKA, LLO BiANOBigaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii. BBeAeHHS f0AaTKOBOI
OinbHULI BiANOBIAabHOI 3a BUNYyCK cepil WepiHr-Mnay
Na6o H.B., IHgycTpienapk 30, XeiicT-on-geH-bepr, 2220,
Benebris/Schering-Plough Labo NV, Industriepark 30,
Heist-op-den-Berg,2220, Belgium
3MiHV BHECEHO B IHCTPYKLiO 4719 MeAUYHOro
3acTOCYBaHHSA [0 po3ainis "BMPOGHMK" Ta

3a
peyenmom

UA/10704/01/03
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n/n

NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

22.

APKOKCIA®

"MicLe3HaxomkeHHs1 BUPOOHMKa Ta agpeca Micus
NPOBaXEHHSI MOro AisNbHOCTI" 3 BiANOBIAHMMU 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micasa
3aTBEPAXKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gogasBaHHA BUPOOHNMKA, LLO BiANOBifA€E 38 BBE3EHHS
Ta/abo Bunyck cepii) - He BkItoyatoum
KOHTPONb/BUNPOGYBaHHSA cepil. BBefeHHA BUPOOHUKA
BiANOBIAaIbHOrO 3a TpaHcnopTyBaHHsA /13 B EC dapma
NoricTike H.B., NNeyBeHcuctuHser 242, byptmip6ek, 3190,
Benbrisi/Pharma Logistics NV, Leuvensesteenweg 242,
Boortmeerbeek, 3190, Belgium go matepianis
peecTpauiiHoro gocke, po3giny 3.2.P.3.1. BupobHuk(u).
3MiHu Il Tuny - 3miHM Wwoao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHUMW 3
AKOCTI, AOKNIHIYHUMM, KTIHIYHMUW JaHUMW Ta JaHUMK 3
thapmakoHarnsgy. 3MiHUM BHECEHO B IHCTPYKLit0 A1
MeAMYHOro 3acToCyBaHHA [0 PO34iNiB "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaa” Ta "TobivHi
peakujii”. BBeeHHS 3MiH NPOTArom 6-T1 MicALIB micns
3aTBEPAKEHHS.

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 120
Mr: M0 7 TabneToK y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Mepk Wapn i
Jdoym IAEA
6X

LLiseiiuapi
a

BMPOGHUK
Hepo3dhacoBaHo|
NPOAYKLT, KOHTPO/Ib
SIKOCTi, NaKyBaHHS:
Posi ®apma
IHpacTpian Cepsicec,
C.A., IcnaHis;
nakyBaHHs, BUMYyCK
cepii: Mepk Wapn i
Joym B.B.,
HigepnaHuau; sunyck
cepii: Wepinr-Mnay
Na6o H.B., benbria

Icnanis/
HigepnaHan
/

Benbris

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiauis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
azpecy Micusi NPOBaKEHHS AiS/IbHOCTI
BMPOGHUKa/iMNopTepa roToBOro JlikapCbkoro 3acooy,
BK/IOYAK0uM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEpP, HE BK/THOYAKOYN BUMYCK
cepiid) - 3MiHa HaliMeHyBaHHs BUpobHuka 13
BiANOBiAa/IbHOrO 3a BUPOGHULITBO HEpO3dhacoBaHO!
NpOoAYKLii, KOHTPO/b AKOCTIi, NaKyBaHHSA, 6e3 3MiHV MicLA
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTArOoM 6-TW MicsLiB
nicnsa 3aTBepXeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHWM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3miHy, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo gofgaBaHHA BUPOOHWMKA, LLO BiAMNOBifA€E 38 BBE3EHHS
Ta/abo Bunyck cepii) - He BkItoyarum
KOHTPONb/BUNPOGYBaHHSA cepil. BBeAeHHA [0AaTKOBOI
AiNbHWLI BignosiganbHOT 3a BNyck cepii LWepiHr-Mnay
Na6o H.B., IHgycTpienapk 30, XeiicT-on-geH-bepr, 2220,
Benbrisi/Schering-Plough Labo NV, Industriepark 30,

3a
peuernmom

Heist-op-den-Berg,2220, Belgium

UA/10704/01/04
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

3MiHM BHECEHO B IHCTPYKLUiIO 4151 MeAUYHOT0
3aCTOCYBaHHSA [0 po3ainis "BMPOGHUK" Ta
"Micue3HaxomkeHHs1 BUPObHMKa Ta agpeca Micus
NPOBaXEHHS MOro AisnbHOCTI" 3 BiAMOBIAHMMN 3MiHAMW Y
TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpAXEHHS. 3MiHuM | TUny - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCSA BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHNMKA, WO BifNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkaoyarum
KOHTpO/b/BMNpOGYyBaHHSA cepil. BBefeHHS BUPOGHMKa
BiANOBIAA/ILHOIO 3a TpaHcnopTyBaHHs /13 B €EC ®apma
NoricTikc H.B., leyBeHcucTuHBer 242, bBypTtmipbek, 3190,
Benbris/Pharma Logistics NV, Leuvensesteenweg 242,
Boortmeerbeek, 3190, Belgium go marepianis
peecTpauiiHoro gocbe, po3giny 3.2.P.3.1. BupobHuk(u).
3miHu |l TUny - 3MiHM Wwopao 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B’A3KY i3 HOBUMU AaHUMW 3
AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUW JaHUMKU Ta aHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3acToCyBaHHA [0 PO34iNiB "3acTocyBaHHS y
nepiog, BariTHoCTi abo roayBaHHs rpyaat” Ta "Mo6iyHi
peakuii”. BBeAeHHS 3MiH NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

23.

APOMAS3VH

TabneTku, BKPUTI
LyKPOBOIO
060/10HKOI0, No 25
mr, no 15 Tabnetok
y 6nicTtepi; no 2
6nictepu B
KapTOHHI kopobuyj;
no 20 TabneTok y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

MN®ANIEP
IHK.

CLWA

Mdpaiizep ITanis C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- BWITYYeHHS BUPOBHWYOI fibHUL, A4iF040i PeHOBUHM
ek3emecTaHy Olon S.p.A (BignoBigansHoi 3a BUPOGHULTBO
cybcTaHUii 3a npouecoM A); 3MiHW | TUNY - BUTYYEHHS
BMPOBHUYOI AiNbHUL Ail0Y0T PeYOBUHN eK3eEMeCTaHy
MICROCHEM s.r.l. (BignoBigansHoi 3a BUpOGHNLTBO
cybcTaHUii 3a npouecom A); 3miHu Il Tuny - goaaHHA
BMpobHuka A®I ekskmecTaHy, Pfizer Asia Manufacturing
Pte Ltd, Singapore, BignoBiganbHOro 3a BUPOOHULTBO Ta
KOHTpoNto siKocTi APl 3a npouecom B. loaaTkoBo y po3ain
3.2.S.2.1. BHeceHi pefakuiiiHi npasku, a came A0AAHO
npuHanexHicTb Pharmacia &Upjohn Company LLC go
kopnopauii Mdchaiizep; y hyHKUisX BUAANEHO AeTanizaliio
OYHKLIN LLOAO OYMLLEHHS Ta NakyBaHHs; 3MiHW Il Tuny -
BHECEHHS [0AaTKOBUX 3MiH [0 [JOCbE SKi HE € HAC/iAKOM
[ofaBaHHg BUpobHuka Pfizer Tuas

3a
peyenmom

UA/4769/01/01

24.

APTPUOA®

PO34MH NSt iH EKL,il,
100 mr/mn; no 2 mn
B amnynax; no 5
amnyn y n0TKy; no 2

3AT
«Papmnira»

JInToBCbKa
Pecny6nik
a

XAYNT ®APMA
NIBPOH

dpaHuis

BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiasiB: 3miHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy 3asiBHKKa (B1lacHMKa peecTpauiiHoro
nocBigY€eHHs) - 3MiHa agpecu 3asiBHMKa. 3MiHW BHECEHO B

3a
peyenmom

UA/15442/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
N0TKW y nauui 3 TEKCT MapKyBaHHS yNakoBKW NikapCbKoro 3acoby LoAo
KapTOHY MicLie3HaXOKeHHs 3asaBHMKa. BBeaeHHS 3MiH npoTsarom 6-
TV MicALIB NicNsa 3aTBEPMAKEHHS.
25. ACKO®EH N Tabnetku; no 6 AT Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiB: 3miHu | Tuny | Ne 6, Ne 10 - UA/8791/01/01
Tabnetok y "Nly6Huhapm" - 3MiHK 3 sIKOCTi. TOoTOBUIA Nikapcbkuii 3aci6. Cuctema 6e3
6nictepax; no 6 KOHTelHep/3akynoptoBasibHMI 3aci6. 3miHa po3Mipy peuyenma;
TabneTtok y 6nictepi, yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KiflbKOCTi Ne 60, Ne
no 10 6nicTepis y OAMHULb (Hanpuknag TabneTok, amnyn TOLL0) B YNakoBLi:) 100 - 3a
nauui; no 10 - 3MiHa no3a giana3oHoOM 3aTBEPAKEHUX PO3MIpiB peyernmom
TabneTok y ynakoBku. BBefeHHsA [04aTKOBOro BUAY ynakoBkn 6 abo
6nictepax; no 10 10 Tabnetok y 6nictepun, no 10 6nictepiB y nauyky, 6e3
Tabnetok y 6nictepi, 3MiHM NePBUHHOTO NakyBasIbHOTO MaTepiany, 3
no 10 6nicTepiB y BiANOBIAHMMU 3MiHAMU B PO3Ai/T «YNakoBKa».
nauui 3aTBepKEeHHA TEKCTY MapKyBaHHS A0AATKOBUX YNakoBOK
nikapcbKoro 3acoby. BBeAeHHs 3MiH NpoTarom 6-tn
MiCALIB MiCNsA 3aTBEPAKEHHS.
26. ACTPALUUTPO NOPOLLOK A4/1A TOB YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny 6es UA/10402/01/01
H OpasIbHOr0 PO34NHY "AcTpacapm” - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbkuii 3aci6. Onuc Ta peyenma

no 20 r y cawe; rno
10 cawe y kopob6ui 3
KapTOHY

cknag. 3miHa y cknagi (4oNoMKHUX pevyoBUHax) roToBoro
nikapcbKoro 3acoby (cmakosi f06aBku abo 6apBHUKM) -
[opaBaHHs, BUNy4YeHHs abo 3amiHa.
BunyueHHsi 6apBHuKa "xoBTuin 3axig FCF" (E110), Ha
3aMiHy iaHoro 6apBHMKa BBELEHO A0 cknagy J13 6apBHUK
"XiHoNoBUI XoBTUIA" (E104). 3MiHV BHECEHI B IHCTPYKLit0
ONs MeanyHoro 3actocyBaHHA f13 'y p. "Ckniag” (40NoMiKHi
peyoBuHM) 3 BiANOBIAHVMMN 3MiHAMU B TEKCTI MapKyBaHHS
yNakoBOK. 3MiHu | TMny - 3MiHM 3 IKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPONb roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BUNPOGYyBaHHS rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHK y MeToAax BUNpobyBaHb (BKIOHaoun
3aMiHy abo AONOBHEHHS)). 3MiHM Y MeTofax BUNpobyBaHb:
OHOBJ/IEHHSI aHATITUYHUX METOAMK, 3aTBEPAKEHO: T.
laeHTndikauis (Y 2.2.29, 2.2.25); 3anponoHOBaHO: T.
loeHTudikauisa (4PY 2.2.29); OHOBNEHHS aHaNITUYHNX
METOAVK KiNlbKiCHE BU3HAYEHHS; O4HOPIAHICTL A03YBaHHSA
napaueTtamony, goeHinedpiHy rigpoxnopuay, eHipamiy
MasieaTy Ta ackopbiHOBOiI KMUCNOTU. 3MiHK | TURY - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHV BUNpobyBaHb abo AONYCTUMUX MeX, BCTAHOB/IEHUX
y cneyudikauisix, nig 4ac BUpo6HULTBA FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK). 3MiHW YMOB 36epiraHHs
MPOMIXXHOI NPOAYKLIT. 3aTBepAKEHO: Micns
NpUroTyBaBaHHA NPOMiXHWIA NPOAYKT PO3MiLLat0Thb Y
cyxomy micui, npu Temnepartypi Big +18 oC go +24 oC i
BiHOCHIl1 BONOrocTi He BuLe 65%, y 3aKpUTUX EMHOCTSIX,
BUrOTOB/IEHNX 3 MaTepianis, ski He 3MIHIOITb X
B/1ACTMBOCTI | 3aXMLLAt0Th Bif, CBITNA, YYXKOPiAHWUX YaCTOK i
MiKpOGi0/10riYHOro 3a6pygHEHHs. 3anponoHOBaHo: Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3aKpuTIiA EMHOCTI, Npy TemnepaTypi He BuLe 25 oC. 3MiHK
| Tuny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHN Yy
MeToAax BUNpobyBaHb (BK/ItOYaoun 3amiHy abo
[0MNOBHEHHS)). BHeceHo p. CynposigHi goMiwku (MeTog,
BEPX) 3amicTb p. "4-amiHocbeHon" ( TLLUX) 3 BignoBigHMu
Mexamu BIANOoBIAHO (3aTBEPKEHO: "4-aMiHOheHOoN" He
6inbLlue 0,1%; 3anponoHOBaHO: NapaleTamony AoMillKa
"4-amiHocheHON" He GinbLue 0,1%; 6yab-SAKa iHLWa AoMillka
He 6inbLe 0,1%; cyma AOMILOK He Ginblie 0,5%. 3MiHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevmdikayisx, nig yac BMpobHMUTBa
roTOBOrO /likapcbkoro 3acoby (iHwi 3miHw). MNprBeaeHH:
HOPMYBaHHS! BMICTY [il04MX PEYOBYH B crieumdikawii
NPOMDKHOrO NPOAYKTY A0 HOPMYBaHHS BMICTY [AiH0UMX
pevoBUHM B creuundikaLii roToBOro sikapcbkoro 3acoby, a
came: KiJIbKiCHWI BMICT Ail04nX peyoBWH B Maci Ans
[03yBaHHS BUPaXeEHO He Y BiACOTkax, a B Minirpamax, B
nepepaxyHky Ha HOMiHaIbHWIA BMICT cawle. 3MiHn Il Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MEX rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHa napameTpisB
cneumaikaLyii roToBOro sikapcbKoro 3acoby Ao T.
laeHTucpikauis, OAHOPIAHICTb AO30BaHNX OANHULb,
KifibkicHe BM3HauYeHHs, a came OKPemMo BUHECEHO
KOHTPOb ackopbiHOBOI kncnota (APY 2.2.29) (ockinbku
OKpemo 3a3HayveHo n. AcKop6iHOBa KMC/10Ta)

27.

AYPIOQEKCAH

Kpanni ByLwHi, 0,5
mr/mMn no 5 mn abo
10 mn y dpnakoHi; no
1 conakoHy B
KOMM/IEKTi 3
KPULLIKOO-
KpanenbHULEel B
nauui 3 KapToHy

ToBapucTBO 3
obmexeHoto
BiANOBIAA/bHI
CTIo
"focnigHnii
3aBof,
"rHunc"

YKpaiHa

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYyCK cepil:
ToBapucTso 3
06MeXeHoI0
Bi4nNoBiAaIbHICTIO
"[locnigHwii 3aBog,
"r'HUC", YkpaiHa; BCi
cTagii BUpo6HMLTBA,
KOHTPO/b AKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MeXeHo
BiANOBIAALHICTIO
"®APMEKC IPyr1",
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHuK 3 aKocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/MmoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii 4dPY abo €Bponeincbkoi
dhapmakonei, abo iHWOoi HauioHanbHOI hapmakonei
aepxasun €C (3MiHa y cneuudikadisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHLWIA HauioHanbHIV dhapmakonei gepxasu €C); cynyTHA
3MiHa - 3MiHK 3 AkocTi. ADI. KoHTposib A®PL. 3miHa y
MeTofax BunNpobysaHHA A®| abo BUXIAHOIO
marepiany/npomikHOro NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6GHULTBa AP| (HE3HauHI
3MiHW y 3aTBEpPAXEHNX MeToAax BUnpobyBaHHs) (b.1.6.2.
(a) 1A), npmBeAeHHs KpUTepIiB NPUAHATHOCTI T2 METOAMUKN
3a NoKa3HUKoM «Mikpob6ionoriyHa yncToTa», y metogax
KOHTPOJIIO Ha Ailoyvy peyYoBUHY AeKkaMeTOCUHY, BiANoOBigHO
[0 BUMOT 3arafibHuX cTaTeit 3 mikpobionorii AdY; 3miHm |

3a
peyenmom

UA/10132/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
UMY - 3MiHW METOAMKU 3a NOKa3HMKOM «CynpoBigHi
OOMiLLKM» meTogoMm TLUX (ymoBuM XpomaTorpadyBaHHs) y
MeToAax KOHTPOJIt0 AKOCTI A1 Ait04Oi pevoBUHM
JeKameTOoKCHHY (BUPO6HMK TOB «®apmxim», YkpaiHa) i sk
Hacnigok 3MiHW y po3aini 3.2.S.4.KoHTposb Aitoyoi
peyoBuHN y BUPOGHMKa MN3; 3MiHM | TURY — 3 cneumdikawii
0115 Ail0Y0T PEYOBVHN AEeKaMETOKCUHY, Bif BUpOGHMKa Ad|
TOB «®apmxim», YkpaiHa, BU1y4eHo nokasHuk «Baokki
MeTanIn» | K HacnifgokK BigdyN0Ch BUNYYEHHS 3a3HAYEHOro
nokasHuka 3 po3giny 3.2.S.4.KoHTponb Ajloyoil pevoBuHN Y
BMpOo6HUKa M3
28. AYPOBIH Masb no 20 ry Ty6i 3 BAT "lefeoH YropumHa BAT "T'epneoH Pixtep" YropumHa BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/7268/01/01
nonieTuneHoBUm PixTep" - 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHariagy. peyenmom
KOBMAYKoM, KUl BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux npo
Mae nepdpopauiinnii cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
HaKOHEeYHWK; no 1 [aHuxX nNpo cuctemy chapmakoHarnsgy, amMiHa
Ty6i B KQPTOHHIlA YNOBHOBaXXEHOT 0CO6U, BiANOBIAaLHOI 32 34iiCHEHHS
KopoobLi hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3asBHUKa AN 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
MacTep-chaiina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy
29. AUL® NIOHI TabneTky Wwunyyi no CaHpo3 CnoseHis Canotac dapma HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy 6e3 UA/6568/01/01
600 wmr; no 10 dapmacbtoTika 'm6X, HimeuunHa; - 3MiHM BHECEHi B TEKCT MapKyBaHHS1 Ha BTOPUHHIl peyenma
Tabnetok y Ty6i; no n3 a.o. Xepmec ynakosui y n. 17 IHWE woAo BlacTMBocTel NikapCbKoro
1 Ty6i B KAPTOHHIl ApuHaiimiTTens Mv6X, 3aco0y.
KopoobUi HimeyuunHa BBegeHHs 3MiH MpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS
30. BAKNO®EH Tabnetku no 10 wr, ®PapmaueBTny MonbLla dapmauleBTUYHNI MonbLa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/0497/01/01
no 50 TabneTok y HWii 3aBog, 3asog “MNonbgapma” Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta peyenmom
nonieTuneHoBoMy “Monbhapma” C.A. hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuui
hNaKoHi 3 KPULLIKOKO C.A. nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans

i3 amopTn3aTopom
Ta 3aX1CHUM
Kinbuem; no 1
chnakoHy B
KapTOHHI KopooLli

MeAMYHOro 3aCTOCYBaHHSA Ha NiAcTasi peryisgpHo
OHOBJIHOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neky 3acTocyBaHHS NikapCbKOro 3acoby
B nicnsipeecTpauiinunii nepiog, abo sk pe3ynbTaT OLiHK/
3BiTY 3 IOCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHunx gocnigxerb (PIP) (3MiHY y3rofpkeHo 3
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3mMiHu
BHECEHO A0 iHCTPYKLiT AN MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby go posginis "OcobamBocTi
3actocyBaHHs", "lNepefo3yBaHHA" BiAMNOBIAHO A0
pekomeHaauili PRAC EMA
31. BAKNO®EH Tabnetku no 25 wr, PapmaueBTHy Monbla dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/0497/01/02
no 50 TabneTok y HWIi 3aBog, 3asog “Monbdapma” Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
nonieTuneHoBoMy “Monbchapma” C.A. hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTuui
dhaKoHi 3 KPULLIKOHO C.A. nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
i3 amopTn3aTopom MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynsgpHo
Ta 3axMCHUM OHOBJIIOBAHOrO 3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo
Kinbuem; no 1 JocnipkeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro 3acoby
(hN1akoHy B B nicnsipeecTpaLiinuii nepiog, abo sk pe3ynbTaT OLiHK/
KapTOHHI KopooLli 3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHNUM YNOBHOBa&XXEHUM OpPraHoMm) - 3MiHu
BHECEHO A0 iHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby go posginis "OcobamBocTi
3acTocyBaHHA", "MNepeno3yBaHHA" BifNoOBIAHO 40
pekomeHgauili PRAC EMA
32. BAHEOUWVH Masb no 5ra6o 20r CaHpos3 CnoseHis Jlex dapmaneBTUYHa CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3miHu | Tuny 6e3 UA/3951/01/01
y Ty6i; no 1 1y6i B dapmacbioTika KOoMnaHis 4.4., ABCTpIs - nogaHHs oHoBneHoro CEP ans fitoyoi peyoBuHn peuenma
KapTOHHI Kopo6Lyi n3 a.o. CnoseHis HeomiuuHy cynbgaTty Bif yxe 3aTBepKeHOro BUpobHMKa
(BignoBiganbHuii 3a Pharmacia & Upjohn Company, USA go Bepcii R1-CEP-
Bunyck cepir); N&r 1999-184-Rev 03 (6yno R1-CEP-1999-184-Rev 02), y
Xenc AscTpis TM6X & 3B"A3Ky 3i 3MiHOI Ha3BW Ta YTOUYHEHHAM ajpecu
Ko. OI , ABcTpisi BMpo6HuKa [P (6yno 7000 Portage Road, 49001-0199
(Brpo6HMUTBO in bulk, Kalmazoo, Michigan, USA, ctasnio 7000 Portage Road,
nepBuHHe Ta 49001 Kalmazoo, Michigan, USA), 6e3 3MiH1 BUpoBGHUYOT
BTOPWHHE NaKyBaHHS); LinbHUUi. JogaTkoBo y cneyudpikauito A®| BKIKOYEHO TecT,
CaHpgo3 'mbX — LLIOA0 BM3HAYEHHSA PO3MOZi/Ty YacToK 3a PO3MipoOM
Brpo6Huya ginbHuus MeTOoAO0M Na3epHoi Andpakuii 3 BignoBigHMMU AiMiTamu,
AHTUiHeKLiiHI TN3 Ta BWITYYEHO MOKa3HMK «Baxkki MeTasin», 6e3 3MiHn y
Ta XiMmiuHi Onepadu;i cneuundikavii MN13. BHeceHHs 3miHn o MKA M3 po3giny
KyHans (AIXO N3 «Coctas»: [MponoHoBaHa pefakuis: Pharmacia & Upjohn
KyHanb), ABCTpIs Company LLC, USA
(BignoBifansHwii 3a
BUMNYCK cepir)
33. BENAPA® TabneTkn, BKpUTI BAT "lepeoH YropwyHa | BAT "T'egeoH PixTep" YropuwuHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/2059/01/01
nniBKOBOKO PixTep" - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peyenmom

060/10HKOO, 2
mr/0,03 wr, no 21
Tabnetui y 6nictepi,
no 1 a6o 3 6nictepn
Y KapTOHHIl
ynakoBLUj

BeefeHHs abo 3MiHM [0 y3arasibHEHVX AaHnxX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
AaHuX nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXKEHOI 0c06M, BifNOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLLO BOHA BigMiHHA Bif] YNOBHOBaXKEHOT 0cobu,
BiANOBiga/IbHOI 3a 3AiICHEHHST dhapMakoHarnsay




Ne
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n/n

3acoby

NliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

34.

BEH3OHA/N

(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
mMacTep-alina cuctemy hapMakoHarssay) - amMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,

BiANOBIAANbHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa

MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

35.

IC®

BEH3OHA/N

Tabnetku no 100 mr
no 10 TabneTtok y
6nicTepi; no 5
6nicTepiB y nauui

Tabnetkn no 50 mr

ToBapucTBO 3
[04aTKOBOKO
BignoBiganbHi
CTIO
"IHTEPXIM"

ToBapucTBO 3

YKpaiHa

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBiAaIbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUNYy
- 3MiHM y cneuucpikauii Ta MeTogax KOHTPOSA SKOCTI
[OONOMDKHUX PEYOBWH: HATPIIO KpockapmMeriosa (3a
nokasHukamu "Onumc","PO34nHHICTL", "laeHTudikayia",),
NakTo3n MoHorigpart (3a nokasHukamuy "PO3UYMHHICTL",
"lgeHTundpikauisa”,” OnTuyHa ryctmHa"), KasbLito cteapar
(3a nokasHvkamu "PO34mHHICTL", "K1MCNOTHICTL abo
NYXHICTb", "KinbKicHe BU3HaYeHHS KanbLjit"), KpoXMasb
KapTonnsHWiA (3a nokasHukamu "Po3umnHHicTL", "[iokcng,
cipku") Ta xxenaTuH (3a nokasHukamu "laeHTrdikanin®).
3MiHM | TURy - BUNYyYeHHS BMPOOHUKa Jiangsu Senxuan
Pharmaceutical and Chemical Co., Ltd, China gitouoi
PEYOBUHM NiKaPCLKOTro 3acoby, (3aTBepxeHo: Jiangsu
Senxuan Pharmaceutical and Chemical Co., Ltd, China Ta
ToBapuCTBO 3 A04ATKOBOI BifNOBigaIbHICTIO
«IHTEPXIM>», YKpaiHa 3anponoHosaHo: ToBapucTso 3
AoaaTtkosoto BignosiganbHicTio «IHTEPXIM», YkpaiHa)

3a
peyenmom

UA/9793/01/01

36.

IC®

BETATIC

no 10 TabneTok y
6nicTepi; no 3
6nictepy y nauui

[0AaTKOBOIO
BiANOBiAA/bHI
CTIo
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiAMNOBIAA/TbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny
- 3MiHM Yy cneuudpikauil Ta MeTogax KOHTPONSA AKOCTI
[ONOMDKHMX PEYOBUH: HATPI0 Kpockapmesiosa (3a
nokasHukamu "Onuc","Po34nHHICTL", "laeHTudikauia",),
NaKTo3n MoHorigpar (3a nokasHukamu "PO3UYMHHICTL",
"lgeHTundpikayis”," OnTnyHa ryctmHa"), kasbLito cteapat
(3a nokasHuKamy "PO34MHHICTL", "KMCNOTHICTL abo
NYXHICTE", "KinbKicHe BU3HAYeHHS KanbLjito"), KpoxMasib
KapTonasiHUiA (3a NnokasHukamy "Po3umHHICTL", "[ioKkcng,
cipkun™) Ta xenaTuH (3a nokasHvkamu “laeHTudikanin®).
3MiHU | TUMy - BUNYyYeHHS BUPOOHUKa Jiangsu Senxuan
Pharmaceutical and Chemical Co., Ltd, China gitouoi
peyoBMHM NikapcbKoro 3acoby, (3aTBepmxeHo: Jiangsu
Senxuan Pharmaceutical and Chemical Co., Ltd, China Ta
ToBapuCTBO 3 A40AATKOBOIO BifNoOBiga/bHICTIO
«IHTEPXIM>», YKpaida 3anponoHosaHo: ToBapucTso 3
Aopartkosoto BignosiganbHicTio «IHTEPXIM», YkpaiHa)

3a
peyenmom

UA/9793/01/02

Tabnetkn, no 16 mr,
no 10 TabneTtok y

6nictepi, no 3

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- Mo4AaHHS OHOB/IEHOrO cepTudikaTa BignoBigHOCTI

€sponevicbkii hapmakonei Ne R1-CEP 2006-316 - Rev 04

3a
peyenmom

UA/5027/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nictepn y ana A®I 6eTaricTuHy gurigpoxnopuay Bif Bxe
KapTOHHIN naJui; no 3aTBepxeHoro BupobHrka OLON S.P.A., ITanis. fAk
18 TabneTok y HacnifoK 3miHa IHAEKCY Y agpeci BacHuka cepTudiikara
6nicTepi, no 5 Ta BUPOOHWYIN AinbHAL
6nictepiB y
KapTOHHIN nayui
37. BETMUIA Tabnetkun AcTtennac HigepnaH ABapa CLlA/ BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny 3a UA/14532/01/01
NPOSIOHrOBaHoI Al ®apma KOpon an dapmacbloTikas HigepnaHan - BBE[leHHS a/IbTEPHATUBHOrO BUPOGHMKA AitoUoil peyenmom
no 25 wmr; no 10 B.B. TekHonogxuc IHK., peyoBuHM MipaberpoHy Sumitomo Chemical Company,
TabneTok y 6nictepi; CLLUA (BMpO6HMLUTBO Limited, Okayama Plant, Oita Works, AnoHisi; 3minu | Tuny
no 1 a6o 3 6nictepu bulk); Actennac - [ofaHO anbTepHaTUBHY AinsaHKY Sumitomo Chemical
Y KapTOHHI/ nauui dapma KOpon b.B., Company, Limited, Okayama Plant, Oita Works, AnoHis,
HigepnaHan Ha kil NPOBOANTLCA MiKPOBIOOriYHMIA KOHTPOIb ADI;
(nepBuHHa Ta 3MiHKM | TUNY - 4oAaHO anbTepHaTMBHY AiNSHKY Sumitomo
BTOPVHHA yNakoBKa, Chemical Company, Limited, Okayama Plant, Oita Works,
KOHTPO/1b SKOCTI, ANOoHis, Ha K NPOBOAMTLCA TECT Ha Nanagii; 3miHu |
BiANoBiganbHUIA 3a TUNY - O04AHO a/lbTEPHATUBHMIA po3mip cepii 640 kr ans
BWMYCK Cepir) BMpo6HMKa Sumitomo Chemical Company, Limited,
Okayama Plant, Oita Works, AnoHisi. A Takox 3MiHa
po3mipy cepii ans BupobHuka Astellas Pharma Tech Co.,
Ltd, AnoHis (3 390 kr Ha 410 «kr) Ta Astellas Ireland Co.,
Ltd, Ipnangis (3 195 kr Ha 230 Kr); 3MiHu | TUNY - 3miHa y
BMpOGHMYOMY npoueci A®I, yepes pi3Hy NOTYXHICTb
BMPOGHMYOro 06n1afHaHHA anbTepHATUBHOIO BUPOOHMKA
Sumitomo Chemical Company, Limited, Okayama Plant,
Oita Works, AnoHisa Ta 3aTBepAXeHnx BUpo6HuKiB Astellas
Pharma Tech Co., Ltd, AnoHis Ta Astellas Ireland Co., Ltd,
IpnaHgis
38. BETMUTA Tabnetku AcTennac HigepnaH ABapa cuwA/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy 3a UA/14532/01/02
NPOJIOHrOBaHOI il dapma HOpon on dapmacbloTikas HigepnaHgn - BBE[EHHS a/IbTEPHATUBHOIO BMPOGHMKA AitoHoil peyenmom
no 50 wmr; no 10 B.B. TekHonoknc IHK., peyoBuHM MipaberpoHy Sumitomo Chemical Company,

TabneTok y 6nictepi;
no 1 a6o 3 6nictepu
Y KapTOHHIli navui

CLUA (BMpO6HMLTBO
bulk); Actennac
dapma KOpon B.B.,
HigepnaHngn
(nepBuHHa Ta
BTOPMHHA YNakoBKa,
KOHTPO/b SIKOCTI,
Bi4NoBiAa/IbHWIA 32
BUNYCK cepii)

Limited, Okayama Plant, Oita Works, AnoHis; 3MiHu | Tuny
- AOfaHO anbTepHaTMBHY AinsaHKy Sumitomo Chemical
Company, Limited, Okayama Plant, Oita Works, AnoHis,
Ha SiKili NpoBOANTLCS MikpobionorivyHuii kKoHTponb Adl;
3MiHK | TUNY - 4oAaHO aNbTepHATMBHY AiNsiHKY Sumitomo
Chemical Company, Limited, Okayama Plant, Oita Works,
FANoHiA, Ha sKili NPOBOAUTLCSA TECT Ha Nanagii; 3miHu |
UMy - 4OAAHO aslbTepHaTUBHWI po3mip cepii 640 kr ans
BMpo6HMKa Sumitomo Chemical Company, Limited,
Okayama Plant, Oita Works, AnoHisi. A Takox 3MiHa
po3Mipy cepii ans BupobHuka Astellas Pharma Tech Co.,
Ltd, AnoHia (3 390 kr Ha 410 «kr) Ta Astellas Ireland Co.,
Ltd, Ipnangis (3 195 kr Ha 230 kr); 3miHu | TUNY - 3MiHa Yy
BMpO6HMYOMY npoueci A®I, yepes pi3Hy NOTYXHICTb
BMPOGHMYOro obnagHaHHA aflbTePHATUBHOMO BUPOBHMKa
Sumitomo Chemical Company, Limited, Okayama Plant,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Oita Works, finoHisi Ta 3aTBepKeHnxX BUPo6HMKIB Astellas
Pharma Tech Co., Ltd, finoHis Ta Astellas Ireland Co., Ltd,
Ipnangis
39. BIKHY - 100 MI" | niodpinizar gns Emkyp IHais Emkyp IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16185/01/01
pO34nHy Ans dapmacbioTika dapmacsbtoTikanc ftg, TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysiin no 100 mr 1 nc ity Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
hNakoH 3 BMPO6HMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
niocpinizatom y BK/HOYA0UM AiNbHWLI BUNYCKy cepii abo micue
KOMMAIEeKTi 3i NpOBeLEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a Ky
CTepW/IbHUM BiANOBiAae BMPOGHMK/IMNOPTEp, BK/OUAUM BUMYCK Cepiid)
PO3UYMHHMKOM (CnupT 3MiHa agpecu Bupo6Huka M3 Emkyp ®apmacbloTikasic
6e380A4HWIA) Mo 3 M Nta, IHAis, 6e3 3MiHW micus BUpo6HULTBa: BBEAEHHS 3MiH
y ¢hriakoHi B NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHS.
KapTOHHII ynakoBLi
40. BIOCOH TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny 6e3 UA/15137/01/01
NNiBKOBOKO YKPAIHA" - OHOBJIEHHS BXE 3aTBEPKEHNX METOLIB KOHTPOJIHO AKOCTI peyenma
06010HKOt0 M0 10 nikapcbKoro 3acoby, a caMme BUKNaAEHHSA TEKCTY
TabneTtok y 6nictepi; [EepPXXaBHOK MOBOIO 3iHO Cy4acHWUX BUMOT; 3MiHW | Tuny -
nol, 2, 3a6o 10 nofaHHsa oHoBsieHoro CepTtudikarty BignoBigHOCTI
6nictepiB y €sponelicbkiin hapmakonei R1-CEP 2004- 089 - Rev 05
KapTOHHIN navuj onsa A®| (Jokcunaminy rigporeH cykuvHary) Big
3aTBEPAKEHOr0 BMPO6HMKa «Union Quimico
Farmaceutica, S.A. (UQUIFA, S.A.)», IcnaHis.
3anponoHoBaHo: CEP Ne R1-CEP 2004- 089 - Rev 05;
3MiHK | TUNY - NnogaHHsA oHoBNeHoro CepTudiikary
BifnoBigHocCTi €Bponelicbkili hapmakonei R1-CEP 2004-
089 - Rev 06 g A®I ([okcunaminy rigporeH cykupyHaTty)
Bif] 3aTBEpAKEHOro BUpobHMKa «Union Quimico
Farmaceutica, S.A. (UQUIFA, S.A.)», IcnaHis; 3miHu | Tuny
- BHECEHHS 3MiHM Ao cneyudpikauii AD| (Jokcnnaminy
riiporeH cykumHaTy), a came BUAANEHHS NOKa3HUKa
«PO34YMHHICTb»
41. BOPHA NOPOLLIOK MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpavjiiiHiX maTepianis: 3MiHu || 6e3 UA/8303/01/01
KUCNOTA KpuctaniyHmii no 10 ®apmaueBTny dPapmaueBTMyHa TUMY - BBEAEHHSA A0AATKOBOro BUpPo6HMKa ans A®| BopHoi peyenma
Iy KOHTeliHepax abo Ha thabpuika thabpuka "Biona" kucnotu MAT "Ximcapmsasog "YepBoHa 3ipka”, YkpaiHa 3
y 6aHkax; no 10 r "Biona" HagaHHAM DMF Ha A®l; 3MmiHum Il Tuny - BBEAEHHS
a6ono30ry [oAaTKoBOro BUpo6HuKa ana APl BopHoi kucnotu Sujata
naketax Chemicals, IHgis 3 HagaHHaM DMF Ha AdL.
3anponoHoBaHo: AT «['XK Bop», Pocilicbka ®eaepauis
MAT "Ximdapm3sasog "HepBoHa 3ipka”, YkpaiHa Sujata
Chemicals, IHais
42. BOPHOI po3uuH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu || 6e3 UA/6661/01/01
KNCnotun 30BHILUHLOTO ®apmaueBTny PapmaueBTMYHa TUNy - BBEEHHA 00AaTKOBOro BUPo6HUKa An1a APl BopHoi peyenma
PO34YUMH 3aCTOCYBaHHs, Ha habpuka (pabpuka "Biona" knenotu NAT "Ximchapm3asog, "HepBoHa 3ipka”, YkpaiHa 3
CNUPTOBWIN 3 | cnupToBuii 3 %, No "Biona" HagaHHAM DMF Ha A®l; 3MmiHu Il Tuny - BBEAEHHS

%

20 mn a6o no 25 mn

[,0aTKOBOro BUpo6HWKa Ana APl BopHoi kucnotn Sujata
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ynakoska) nocsi04YeHHs1
y chnakoHi; no 1 Chemicals, IHgis 3 HagaHHaM DMF Ha ADL.
chnakoHy y naui; no 3anponoHoBaHo: AT «'XK Bop», M. [la/flbHEropcbkK,
20 mn abo no 25 mn Pocinicbka ®epgepauisa NAT "Ximcapmsasog "HepsoHa
y chnakoHax; rno 20 3ipka", YkpaiHa Sujata Chemicals, IHais
M1 a6o no 25 mny
chnakoHax,
YKyMOpeHux
npo6kamu-
KpanenbHULAMA; No
1 chnakoHy y nauuj;
no 20 mn a6o no 25
My doNakoHi,
YKyMOpeHux
npo6kamu-
KpaneabH1ULSaMA

43. BOTOKC® NOPOLLOK A/1A AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH IO peecTpaLiiiHiX maTepianis: 3MiHu Il 3a UA/16656/01/01
KOMIM/IEKC PO34UnHY N5t iH'eKLUin | dapmacbkloTika dapmacbloTikan3 TUMY - NOAAHHS OHOB/IEHOTO MeToAy KniTMHHWI aHani3 peyenmom
BOTYNIHIYHOI | no 100 oguHunupb- N3 lpnagis Ipnangis aktmBHocTi (Cell-Based Potency Assay (CBPA)) rotoBoro
O TOKCUHY AnnepraHn; 1 NPOAYKTY: A0AAaBaHHA a/lbTepHaTUBHOI NaaTtgopmu,

TANY A (BIj, (h1aKoH 3 MOPOLLKOM Enhanced Chemi-ECL ELISA CBPA platform
CLOSTRIDIUM B KapTOHHIi kopobu
BOTULINUM)

44, BOTOKC® NOPOLLOK A4/1A AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu Il 3a UA/16656/01/02
KOMMNJIEKC PO3UMHy A5 iH'eKUin | dapmacbioTika dapmacboTikani3 TVNy - NOAAHHSA OHOB/IEHOTO MeToAy KAiTMHHWIA aHani3 peyenmom
BOTYNIHIYHOI | no 200 oguHuupb- n3 lpnaHgis Ipnangis aktmBHocTi (Cell-Based Potency Assay (CBPA)) rotosoro
O TOKCUHY AnnepraH; 1 NPOAYKTY: AOAABaHHA a/lbTepPHATUBHOI NaaTgopmu,

TANY A (BIf, (h1aKkoH 3 MOPOLLKOM Enhanced Chemi-ECL ELISA CBPA platform
CLOSTRIDIUM B KapTOHHIil kopobui
BOTULINUM)

45, BPAYHOOVH PO3YUH HALLKIPHWIA, B. BpayH HimeuunH | B. BpayH Megikan Al', | Leeviyapis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/18496/01/01
7,5%, no 100 mny Menb3yHreH a LBeiiuapis HimeyunHa BUNPAaB/IEHHS TEXHIYHMUX NOMUNOK, 3rigHo N.2.4. po3gainy VI peyenma
nonieTuneHoBmx Al (BMPOGHMLTBO "in Haka3y MO3 YkpaiHu Bif 26.08.2005p. Ne 426 (y pegakuii
dhnakoHax, no 250 bulk", nepBuHHe Ta Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) -
mMay BTOPWHHE MakKyBaHHS, BUMPaB/IEHHS TEXHIYHMX MOMUNOK B p. «Cknag» B MKA
nonieTuIeHoBMX KOHTpONb cepii); b. N3, ponyleHnx Npu nepeHeceHH i iHchopmadii 3
dhnakoHax 3i cnpeii- BpayH Menb3yHreH opuriHasIbHMX MaTepianiB peecTpauiiHoro 4ocbe, Npu
HacocoMm, no 20 Al', HimeuunHa nposefeHHi npoueaypu peectpauii /13 (Hakaz MO3
dnakoHiB y (Bunyck cepii) Ykpaiuu Big 22.12.2020 Ne2970 PIN UA/18496/01/01) B
KapTOHHI Kopo6Li 3a3Ha4YeHHi PO3MiIpHOCTI Ajl040i PeYOBUHU Ha OAVHULI0

[03u. 3anponoHosaHo: Cknag;:

[itoya peyoBmHa: noBigoH-og; 100 r po3ynHy MICTATb:

noBifoH- oay 7,5 r (i3 BMICTOM akTuBHOro ogy — 10%),
o Bignosigae 0,75 r akTMBHOrO iody. BunpasneHo
TEXHIYHY NOMWJ/IKY B IHCTPYKUIT AN MeAUYHOro
3acTocyBaHHs Nnikapcbkoro 3acoby. 3AMPONOHOBAHO:
Cknapg;: gitoya peyvoBuHa: NoBifoH-oa; 100 r po3unHy

MICTATb NOBiAOH-Vogy 7,5 r (i3 BMiCTOM akTuBHOro iiogy 10

%), wo Bignosigae 0,75 r akTMBHOIO iioay; BunpassieHo




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TEXHIYHY MOMUSIKY B TEKCTi MapKyBaHHsA yNakoBKu
nikapcbkoro 3acoby. 3ANMPOMOHOBAHO: 2. KINTIbKICTb
[OIK0YOI PEYOBWIHM 100 r (g) po3umHy MICTSTb MOBig0H-
nopy 7,5 r (g) (3 BmicToM akTuBHoro iiogy 10 %), wo
Bignosigae 0,75 r (g) akTMBHOrO iofy; 3asHaveHe
BUMNpaB/IEHHA BiANOBiAaE apXiBHUM MaTepianam
peecTpauiiHoro 4ocke
46. BPOMOKPUNT | Tabnetku no 2,5 mr BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUNYy 3a UA/3209/01/01
NH-PIXTEP no 30 TabneTok y PixTep" - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. peyernmom
dhnakoHi, no 1 BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
chnakoHy B cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHnX
KapTOHHI ynakoBLi [AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
yMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarisay) - aMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0CO6M 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicuA 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy
47. BPY®EH® Kancynm m siki no A6GOTT HimeyunH lentek MpaiiBeT IHais BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 6e3 UA/17980/01/01
PANIA 400 wmr, no 10 Nab6opaTtopi3 a Nimiteq - AofaBaHHsA HoBoro ME-cepTudikat BigNOBIAHOCTI peyenma
Kkancyny 6nictepi, 6X €Bponeiicekin papmakonei R1-CEP 2000-344-Rev 03 Big
no 1 6nictepy y HoBoro noctadasibHuka NITTA GELATIN INDIA LTD ansa
KapTOHHI Kopo6Lyi [0NOMDKHOT PeYOBMHU XenaTuH
48. BYCKOMAH® TabneTkn, BKpUTI TOB "Onenna YkpaiHa [Jenbdhapm Peiimc ®paHuisa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 6e3 UA/6378/01/01
LlyKpOBOIO Xenckea - Mo4AaHHS OHOB/IEHOrO cepTudikaTa BignoBigHOCTI peuenma
060710HKO0, Nno 10 YkpaiHa" €sponelicbkili hapmakonei Ne R1-CEP 2000-063-Rev 02
Mr no 20 TabneTok y 0715 Ai040T PEYOBVHM TiOCUMHY GYTUNGPpOMIAY Bif, BXe
6nicTepi; no 1 3aTBepMAKeHOro BupobHuka Boehringer Ingelheim Pharma
6nicTepy B GmbH & Co. KG, Germany, y Hacnifgok 3MiH B MeTofuMkax
KapTOHHI Kopo6Li BM3HAYEHHS 38 NOKa3HMKaMM «3a/IMLLKOBI PO3YMHHUKM» Ta
«CynyTHi AOMILLKW»; 3MiHW Y cneuundikadii, a came:
nokasHuUK «pH» 3amiHeHO nokasHukom «Acidity or
Alkalinity»
49, BAJICAPTAH- TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTaBic ITA, ManbTa; ManbTta/ BHECEHHS 3MiH [JO peecTpaLiiiHMX maTepianis: 3MiHK | TUny 3a UA/5463/01/01
TEBA NNiBKOBOKO Ykpaina" BankaHdapma- Bonrapis - NoAaHHs OHoBNeHoro CepTudikaTy BIANOBIAHOCTI €Bp. peyenmom

060/10HKo10, No 40
Mr, no 10 TabneTok

[Oynuuus AT, Bonrapis

apm. R1-CEP 2012-338-Rev 01 ans gito4oi peyoBuHM
BasncapTtaH Bif 3aTBep/KeHOro Bupo6bHuka APl Divi's
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHI Kopo6Lyi

Laboratories Limited —Unit Il, India, sik Hacnigok 3MiHM B
crneundikavii Ta MeTogax KOHTpoto A®| 3a NOKa3HUKOM
«3a/IMLLKOBI KifIbKOCTi OPraHiyHUX PO3UYNHHUKIB»,
«MeTVNEeHXoPUAY» - NOKa3HUK BUTYYEHO; 3BYXKEHI
ponyctumi mexi BmicTy «N-HiTposomeTtundeHinami
(NMPA) (3anponoHoBaHo He 6inbLue 0,110 ppm), N-
Hitpo3ogubytunamii (NDBA) (3anponoHoBaHo: He
6inbLue 0,082 ppm); 3MiHVM B METOAax KOHTPOJIIO 3a
nokasHukom «BanepiaHoBa kncnota» - npuBeAeHo Ao
Bumor CEP; 3miHu | Tvny - po3gineHHs meTtoay
BM3HayeHHs gomiwok NMPA 1a NDBA B A®| BancapTtaH
3a gonomoro BEPX-MC/] Ha gBa meToaum:
3aTBepMXeHnii meToz 3a gonomoroo BEPX-MC ans
Bu3HauyeHHs NDBA Ta HOoBWi1 MeToz 3a fonomorot MX-MC
Ans susHaveHHss NMPA; 3MiHW | Tuny - 3ByXXeHHSA
[ONyCTUMKX MEX, BU3HaueHux y cneumdikayii Ha APl Big,
Bupo6Huka M3, ana pomiwwok NDMA 1a NDEA f0 mexi
«He 6inbLue 0,03 ppm» BiAnoBigHO A0 BUMOr EMA.

50.

BAJICAPTAH-
TEBA

TabneTku, BKpUTI
nniBKOBOKO
060/10HKO0, 10 80
Mr, no 10 TabneTok
y 6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTasic 1ITA, ManbTa;
BankaHdapma-

[Oynuuus AT, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH [0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny
- noAaHHs oHoBneHoro CepTudikaTy BIANOBIAHOCTI €Bp.
hapm. R1-CEP 2012-338-Rev 01 ans gito4oi peyoBuHu

BancaptaH Big 3aTBepmxeHoro BupobHuka A®I Divi's
Laboratories Limited —Unit I, India, sk HacnigokK 3MiHn B
crneundikauii Ta MmeTogax KoHTposto Ad®| 3a NOKA3HMKOM

«3aINLLKOBI KifIbKOCTi OpraHiyHMX PO3YNMHHUKIB,
«MeTVUNEeHXMopUAY» - NOKa3HUK BUTYYEHO; 3BYXEHI
aonyctumi mexi Bmicty «N-HiTposomeTtunceHinamix

(NMPA) (3anponoHoBaHo He 6inbLue 0,110 ppm), N-

Hitpo3ogunbyTtnnamii (NDBA) (3anponoHoBaHo: He
GinbLe 0,082 ppm); 3MiHVM B METOAaX KOHTPOSIHO 3a
nokasHWKoOM «BanepiaHoBa K1criota» - NpuBeAeHo Ao
BuMor CEP; 3MmiHu | Tuny - po3gineHHs metoay
BM3HayeHHs gomiwok NMPA ta NDBA B Ad| BancaprtaH
3a gonomorot BEPX-MC/, Ha gBa MeToau:
3aTBEpMAXEHU A MeToz 3a gonomoroto BEPX-MC ans

Bu3HayeHHs NDBA Ta HoBuii MeTog 3a fonomoroto MX-MC

ans Bu3HadeHHs NMPA; 3MiHu | Tuny - 3BY)XXEHHSA

LONyCTUMUX MeX, BU3HaYeHuX y cneumdikauii Ha AdI Big,
BMpo6Huka M3, ansa gomiwok NDMA Ta NDEA go mexi

«He 6inbLue 0,03 ppm» BignoBigHO A0 BUMOr EMA.

3a
peyenmom

UA/5463/01/02

51.

BA/ICAPTAH-
TEBA

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, Mo 160
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
9 6nicTepiB y

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTtasic T, ManbTa,;
BankaHdapma-
OynHuusa AT, Bonrapis

ManbTta/
Bonrapis

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3MiHuW | TUNY
- MoAaHHS oHoBNeHoro CepTuguikaTy BiANOBIAHOCTI €Bp.
thapm. R1-CEP 2012-338-Rev 01 ans fito4oi pevyoBuHU

BancaptaH Big 3aTBepmxeHoro BupobHuka A®I Divi's
Laboratories Limited —Unit Il, India, sik HacnigoK 3MiHK B
cneymdiikauii Ta MmetTogax KoHTposito APl 3a NOKa3HMKOM

3a
peyenmom

UA/5463/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI Kopo6Ly

«3a/IMLLKOBI KifIbKOCTi OpraHiuyHUX PO34MHHUKIBY,
«MeTuneHxnopua» - NOKasHUK BUTYYEHO; 3BYXXEHI
aonyctumi mexi Bmicty «N-HiTposomeTtuncdeHinamix
(NMPA) (3anponoHoBaHo He 6inbLue 0,110 ppm), N-
Hitpo3ogubyTtnnamii (NDBA) (3anponoHoBaHo: He
Ginbwe 0,082 ppm); 3MiHVM B METOAaX KOHTPOSIHO 3a
nokasH1MKoM «BanepiaHoBa K1cnoTa» - NpueBefeHo Ao
BuMor CEP; 3MiHu | Tuny - po3gineHHs metoay
BM3HayeHHs gomiwok NMPA ta NDBA B Ad®| BancaprtaH
3a gonomorot BEPX-MC/, Ha gBa MeToau:
3aTBEpXEHU A MeToz 3a fonomoroto BEPX-MC ans
Bu3HayeHHs NDBA Ta HoBuii meTog 3a gonomoroto MX-MC
Ansa Bu3HavyeHHss NMPA; 3MiHW | Tuny - 3BYy)XXeHHS
[ONyCTUMUX MeX, BU3HaYeHuX y cneumdikauii Ha A®I Big,
BMpo6Huka M3, ansa gomiwok NDMA Tta NDEA go mexi
«He 6inbLe 0,03 ppm» BignoBigHo Ao BuMor EMA.

52.

BA/ICAPTAH-
TEBA

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 320
mr, no 10 TabneTok
y 6nicTepi, no 3 abo
9 6nicTepiB y
KapTOHHI KopooLyi

TOB "TeBa
YkpaiHa"

YKpaiHa

AkTaBic ITA, ManbTa;
BankaHtapwva-
OynHuusa AT, Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | TUNy
- nofgaHHs oHoBneHoro CepTudikaty BignosigHOCTI €Bp.
thapM. R1-CEP 2012-338-Rev 01 ans fjito4oi pevyoBuHU

BancaptaH Bif 3aTBepxeHOro BupobHuka APl Divi's
Laboratories Limited —Unit Il, India, Sk Hacnigok 3miHn B
crneundikauii Ta MeTogax KOHTpoto A®| 3a NOKa3HUKOM

«3aINLLKOBI KifIbKOCTi OpraHiyHMX PO3YNHHUKIB,
«MeTuneHxnopua» - NOKasHVK BUTYHYEHO; 3BYXEHI
gonyctumi mexi Bmicty «N-HiTpo3omeTtundeHinamii

(NMPA) (3anponoHoBaHo He 6inbLue 0,110 ppm), N-

Hitposogubytunamii (NDBA) (3anponoHoBaHo: He
6inbLlue 0,082 ppm); 3MiHN B METOAAX KOHTPO/IIO 3a
nokasHukoM «BanepiaHosa kncnota» - NpuBeAeHo Ao
Bumor CEP; 3miHu | Tvny - po3ginexHHs metogy
BM3HayeHHs gomiwok NMPA 1a NDBA B A®| BasicapTaH
3a gonomoroo BEPX-MC/, Ha ABa MeToAu:
3aTBEpPAXEHUI MeTog, 3a gonomoroo BEPX-MC ansa

BM3HauyeHHss NDBA Ta HoBWi1 MeTop, 3a gonomoroto MX-MC

ans Bu3HadeHHs NMPA; 3MiHu | Tuny - 3BY)XXEHHS

[ONyCTUMUX MEX, BU3HaueHux y cneumdikadii Ha APl Big,
BMpoGHuKa M3, ans gomiwiok NDMA Ta NDEA go mexi

«He 6inbLue 0,03 ppm» BigNOBIAHO A0 BUMOr EMA.

3a
peyenmom

UA/5463/01/04

53.

BEPMOKC

Tabnetkv no 100 mr
no 6 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropuwuHa

BAT "legeoH Pixtep”,
YropumHa
(nonatkoBuii
BUPOBHMK,
BiANOBIgabHUIA 3a
BUMNYCK cepil,
0chopMIIEHHSI
cepTuaduikaTty SKocTi);

YropumHa/
PymyHis

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarniaay.
BeefieHHs ab0 3MiHM [0 y3araslbHEHMX faHnx Npo
cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHyX Npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOBaXXEHOI 0c06W, BiNOBIfaIbHOT 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHariagy
3asiBHMKA 119 3[iliCHEeHHs hapMakoHarnsay B YkpaiHi,

3a
peyenmom

UA/7363/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

l'epeoH PixTep
PymyHia A.T., PymyHis

AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsgy
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemy hapMakoHarsisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemmn hapmakoHarnsgy

54.

BEPOLLMIPOH

TabneTku no 25 mr;
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHII ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "lepeoH Pixtep”,
YropwuHa; TOB
"l'epeoH PixTep

Monba”

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHM Wopao 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy, amMiHa
yMOBHOB&XeHOT 0co6U, BigNoBiAaNbHOI 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKa 151 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
AKLLO BOHA BigMiHHA Bif, YNOBHOBa)XKeHOT 0cobu,
BiAMNOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy papmakoHarnisay) - smiHa
KOHTaKTHUX AaHVX YyNOBHOBaXXEHOI 0COOU 3asBHUKA,
BiANOBiAANLHOI 3a 34ilicHeHHs (hapmakoHarnsgy. 3MiHa
MicLS 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/2775/02/01

55.

BEPOLLMIPOH

kancynu no 50 mr,
no 10 kancyny
6nictepi; no 3
6nictepn B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropuwmHa

BAT "T'egeoH PixTep"

YropuwuHa

BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiasis: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarisay.
BeefieHHs ab0 3MiHM [0 y3araslbHeHNX AaHnx Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0c06M, BifNOBIAa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asBHUKa AN 34iicCHEHHA hapmakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT ocobu,
BiANOBigas/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-haiina cuctemun dhapmakoHarnsgy) - 3amiHa
KOHTaKTHUX AaHVX yNOBHOBaXeHOi 0COOM 3asBHUKa,
BiANOBIAANLHOI 3a 3ilicHeHHs hapmakoHarnagy. 3miHa
Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapMakoHarnsgy. 3miHa MicLLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy

3a
peyenmom

UA/2775/01/01

56.

BEPOLLMIPOH

kancynu no 100 wr,

BAT "TefeoH

YropuimHa

BAT "l'efieoH Pixtep"

YroplimHa

BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis: 3MiHuW | TUNy

3a

UA/2775/01/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

PixTep"

- 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta hapmakoHariagy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHUX AaHuX npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHnx
[aHuxX Npo cuctemy thapmakoHarnsgy, amMiHa
YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHUKa A5 34iiCHEHHA dapMmakoHarnsaay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBigasIbHOI 3a 34jICHEHHST hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y PO3MiLLIeHHi
mMacTep-alina cuctemy hapmMakoHarssay) - amMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs macTep-
thaiina cuctemmn hapmakoHarnsgy

peuyerimom

57.

BECCE/N OYE
(0]

Kancysm m'siki no
250 /10 no 25
Kancyn y énicrepi;
no 2 6nictepu B
KapTOHHI KOpo6Lyi

Anbpacirma
C.n.A.

ITanis

ATb®ACITMA C.IM.A.,
ITania; KataneHt
ITania C.n.A., ItTania

ITanisa

BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHu | TUNy
- HE3HAYHI 3MiHN B MeTOAi BUNPOGYBaHHSA AKTUBHICTI
aHTubakTopa Xa B aKTVBHIll peqoBWHI cynogexkcug npu
BXiAHOMY KOHTPO/i cy6cTaHLii BUPOGHMKOM roTOBOro
nikapcbKoro 3acoby komnaxieto Anbdhacirma C.n.A., ITanis;
3MiHM | TUMY - HEe3HAYHI 3MiHV B METOZAi BUNPOOYBaHHS
AKTUBHICTI aHTUdpakTopa Xa B roTOBOMY J/1iKapCbKOMy
3ac06i. 3MiHa MPOBOANTLCA 4718 rapMOHi3aLii MeToAuK, SKi
BVIKOPVCTOBYIOTLCSA A1 KOHTPONA AKOCTi AD| Ta roToBOro
NiKapcbKoro 3acoby; 3miHu | TUny - BBEAEHHSA
nepiognyYHOCTi KOHTPOSO A0 T. «MikpobionoriyHa
ynucToTa» (KOHTPO/Ib NPOBOAUTBLCA B 3aU1€XHOCTI Bif,
06cAriB cepeHLOPIYHOr0 BUPOOHULITBA: NPU BUPOOHULITBI
> 100 cepili/pik koHTpoOITL 1 cepito 3 20; - npn
BMPOGHULTBI = 10, ane < 100 cepili/pik KOHTPONOIOTL 1
cepito 3 10; - npu BUpo6HULTBI < 10 cepili/pik
KOHTpONoTh 1 cepito 3 5, ane He meHwwe 1 cepii Ha pik);
3MiHM | TUNY - OHOBJIEHHA METO/AIB KOHTPO/IO AKoCTi M3, a
came nepeksiaf, 3 pociicbkoi MOBU Ha yKpaiHCbKy; 3MiHW |1
TUMY - 3MiHW y MeToAax BunpobysaHHA AP 3a NoKasHUKOM
"AKTVBHICTb aKTUBOBaHUM YacCTKOBUM
TPOM6ONNACTUHOBMM YacoM", L0 BUKOPUCTOBYETLCA A/1A
BXiZIHOrO KOHTPO/I0 CybCTaHLii BUpo6HMKOM M3,
KomMmnaHieto Anbpacirma C.n.A., Itanisa

3a
peyenmom

UA/8123/02/01

58.

BECCEN AYE
(0]

PO34MH ANA iH'EKLiA
no 600 N0O/2 mn; no
2 mn B amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosLi; no 2

Anbpacirma
C.n.A.

ITanis

Anbpacirma C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3MiHuW | TUNY
- He3HaYHi 3MiHN B METO/j BUNPOOYBaHHA AKTUBHICTI
aHTUdakTopa Xa B aKTUBHIl peyoBUWHI cynoaekcua, npu
BXiIHOMY KOHTPO/i cy6CcTaHL,ii BUPOGHUKOM roTOBOro
nikapcbKoro 3acoby komnaxieto Anbdacirma C.n.A., ITanis;
3MiHK | TMNY - HEe3HaYHI 3MiHX B METO/j BUNPOGYBaHHS

3a
peyenmom

UA/8123/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTYPHi YapyHKOBI AKTUBHICTI aHTUdhakTopa Xa B roTOBOMY NiKapCbKOMy
yrnakoBKu y 3aco06i. 3MiHa NPOBOAMTLCA A1 rapMOHi3aLii MeToauK, ki
KapTOHHI KOpOOL; BMKOPUCTOBYHOTLCA 47151 KOHTPOS SkocTi AD| Ta roToBOro
NiKapCbKoro 3acoby; 3MiHu | TUMy - BUTyYeHHA NoKasHuKa
AKocTi NeBaxki meTanm» 3i cneundikadii A®I, wo
BVIKOPVCTOBYETLCS A/151 BXiGHOTO KOHTPOO Cy6CTaHLil
cynogekcug BUPoOHMKOM roTOBOrO /iKapCbKoro 3acoby
KomMmnaHieto Anbchacirma C.n.A., Itanis; 3miHu | Tuny -
OHOBJ/IEHHSI METOZIB KOHTPOIO AKoCTi 13, a came
nepeknag, 3 pociicbKoi MOBMW Ha YKPaTHCbKy; 3MiHu Il Tuny -
3MiHM Y MeTOoZji BUNpo6yBaHHA A®DI 3a NOKa3HUKOM
"AKTVBHICTb 32 aKTMBOBaAHUM YacTKOBUM
TPOMOONAACTUHOBMM YacoM", L0 BUKOPUCTOBYETLCSA A/1A
BXIZJHOTO KOHTPO/I0 cy6CTaHLii BUpobHUKom M3,
KomMmnaHieto Anbchacirma C.n.A., Itanis
59. BINTATE 1000 NOPOLLIOK Ta OkTathapma ABCTpIS Brpo6HuK, ABcTpis/ BHECEHHS 3MiH 0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny 3a UA/17518/01/02
MO PO3YMHHVK AN $apmaneBTUK BiAnoBigasibHUiA 3a in HimeuunHa/ - rapmoHisauis 06’'emy entoaty ana SEC (size-exclusion peyenmom
PO34UHY ANS iH'EKL a bulk BUpO6HMLTBO, Lseuis chromatography) Ha eTani Step 7 gnsa Binate 47 kr Ta
no 100 MO/mn; MpopaykTioHcre NepBUHHY YNakoBKY, Binate 94 «r.
KapToHHa kopobka c. M.6.X. KOHTPO/b SIKOCTI, 3MiHU | TUNY - 36iNbLUEHHS Ki/IbKOCTI LIMKNIB BUKOPUCTAHHS

Ne 1: no 1 chnakoHy
3 MOPOLLKOM A/14
NpUroTyBaHHs
PO3UUHY ANS iH'EKLi
(1000 MO).
KapToHHa Kkopobka
Ne 2: no 1 conakoHy
3 PO3YMHHUKOM
(BoZa Ans iH'eKuiii 3
0,1% nonicop6arom
80) no 10 mny
KapTOHHI KopooLyi
pasom 3
KOMMNIEKTOM AN
PO3YMHEHHs Ta
BHYTPILUHbOBEHHOIO
BBE/lEHHS.
Komnnekrt ans
PO3YMHEHHS Ta
BHYTPILUHbOBEHHOTO
BBE/EHHS
cknagaetbca 3: 1
Lnpwy,
oaHopasosuid, 1
KOMMIEKT Ans
nepeHocy (1
[OBYXKiHL,EBa roska,

BK/IOYAOUM Bi3yasibHY
iHCNEeKL,it0 MopOLLKY
NS po34nHy Ans
iH'eKLN, BidyanbHy
IHCNEKL,it0 PO3YMHHUKA
Ta BTOPWHHE
nakyBaHHs,
MapKyBaHHS, BUNYCK
cepii gns KiHLeBoro
npoaykTy (MOpOLLIOK
NS pO34nHy Ans
iH eKUii Ta
PO3YMHHWK):
OkTadhapma
dapmavLesTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
BUpO6HUK,
BiANOBIAaIbHNI 3a
Bi3yaUslbHy iHCNeKL,it0
PO3YMHHWKA,
BTOPUHHE NaKyBaHHS
Ta MapKyBaHHS
KIHLLeBOro NpoayKTy
( mopoLuky gns
PO34UHY NS iH ek
Ta PO34YMHHVMKA):

Fractogel EMD BioSEC 3 480 go 600 (wkana |, Binate 47
Kr i wkana ll, Binate 94 kr) ans size-exclusion
chromatography
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1 hinbTpyBanbHa OkTtachapma [eccay
ronka), 1 komnnekr 'M6X, HimeuuunHa;
ONs iHdysil (ronka- Brpo6HuK,
MeTenuk), 2 BignoBigabHWiA 3a in
NpPOCOYeHi CNMPTOM bulk BUpo6HMLTBO,
TamnoHun. KapToHHa NepBUHHY YNakoBKy Ta
Kopobka Nel Ta KOHTPO/b AKOCTI
KapTOHHa Kopobka PO3YMHHMKA:
Ne2 06’eaHyt0TbCA OkTadhapma AB,
MiX CO60t0 LBeuis
n1acTUKoBO
niBKO
60. BINTATE 1000 NOpPOLLIOK Ta OkTathapma ABCTpIS Brpo6HuK, ABcTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/17518/01/02
MO PO3YMHHKK ANs dapmaueBTUK BifNOBigabHWIA 3a in Himeuunna/ - BK/TIOYEHHSI OHOB/IEHOTO MacTep-haiina Ha nnasmy y peyenmom
PO34UHY ANS iH'EKL a bulk BUpO6HMLTBO, Lseuis peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate
no 100 MO/mn; MpopaykTioHcre NepBUHHY YNakoBKY, Ne EMEA/H/PMF/000008/11/017/G; 3MiHu | Tuny -
KapToHHa Kopobka c. M.6.X. KOHTPO/b SIKOCTI, BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y

Ne 1: no 1 chnakoHy
3 MOPOLLKOM A/14
NpUroTyBaHHs
PO3UUHY ANS iH'EKLi
(1000 MO).
KapToHHa Kopobka
Ne 2: no 1 conakoHy
3 PO3YMHHUKOM
(BoZa Ans iH'eKuiii 3
0,1% nonicop6arom
80) no 10 mny
KapTOHHI KopooLyi
pasom 3
KOMMNIEKTOM AN
PO3YMHEHHs Ta
BHYTPILUHbOBEHHOIO
BBE/lEHHS.
Komnnekrt ans
PO3UMHEHHS Ta
BHYTPILUHbOBEHHOTO
BBE/EHHS
cknagaetbca 3: 1
Lnpwy,
ofHopasoBuid, 1
KOMM/IEKT Ans
nepeHocy (1
[OBYXKiHL,EBa roska,
1 dhinbTpyBanbHa
ronka), 1 komnnexr
Ons iHgysili (ronka-
meTenuk), 2

BK/IOYAOUM Bi3yasibHY

iHCNEeKL,it0 MopOLLKY

NS po34nHy Ans
iH'eKLN, BidyanbHy

IHCNEKL,it0 PO3YMHHUKA

Ta BTOPWHHE
nakyBaHHs,
MapKyBaHHS, BUNYCK
cepii gns KiHLeBoro
npoaykTy (MOpOLLIOK
NS pO34nHy Ans
iH eKUii Ta
PO3YMHHWK):
OkTadhapma
dapmavLesTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
BUpO6HUK,
BiANOBIAaIbHNI 3a
Bi3yaJsibHy iHCNeKL,it0
PO3YMHHMKA,
BTOPWHHE NaKyBaHHS
Ta MapKyBaHHS
KIHLLeBOro NpoayKTy
( mopoLuky gns
PO3UUHY ANS iH ek
Ta PO34YMHHVKA):
OkTachapma [leccay
M6X, HimeuunHa;
BUpO6HUK,

BiANoBigasIbHUIA 3a in

peecTpauiiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/AU/018/G; 3miHu | Tvny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/11/019/G; 3MiHu | Tuny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/AU/020/G; 3miHu | Tvny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/11/021/G; 3MiHu | Tuny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/AU/022/G; 3miHu | Tvny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/11/023/G; 3MiHu | Tuny -
BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Ne EMEA/H/PMF/000008/IB/024/G;
3MiHKM | TUNY - 3mMiHa nimiTiB NnokasHvka TVC (total viable
count), W0 BUKOHYETLCS Y NPOLLECi BUPOBGHMLTBA AjitoHOi
peyoBuHu, ansa Samples Ne 3, 7 ta 9 3 < 100 CFU/ml Ha
< 30 CFU/ml; 3miHm | Tuny - BuganeHHs Tectis Sodium ta
Chloride 3 nporpamu BUBYEHHS cTabilbHOCTi rOTOBOrO
nikapcbKoro 3acoby
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

npocoYyeHi CnMpToM bulk BMpo6HMLTBO,
TaMnoHW. KapToHHa NepBUHHY YNakoBKy Ta
Kopo6ka Nel Ta KOHTPO/b AKOCTI
KapTOHHa Kopobka PO3YMHHMKA:
Ne2 06’eHyIOTbCA OkTtadhapma AB,
MiX cO60t0 Lseujis
N1acTUKOBOO
NiBKOO

61. BINTIATE 500 NMOPOLLIOK Ta OkTadapma ABcCTpis Brpo6HuK, AscTpis/ BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHK | Tuny 3a UA/17518/01/01

MO PO3YMHHWK 4N $apmaLeBTUK BiANOBigasIbHUIA 32 in HimevunHa/ - rapMoHi3auis 06’emy entoaty ans SEC (size-exclusion peyenmom

PO3YUHY A5t iH'EKLi a bulk BUpo6HMLTBO, Lseuis chromatography) Ha etani Step 7 ansa Binate 47 kr Ta
no 100 MO/mn; MpogykTioHcre NepBUHHY YNaKoBKY, Binate 94 «r.
KapToHHa kopobka c. M.6.X. KOHTPO/1b SKOCTI, 3MiHY | TUMY - 36iNbLIEHHS KiNIbKOCTI LMKMIB BUKOPUCTAHHS

Ne 1: no 1 chnakoHy
3 MOPOLLKOM AnA
NpUroTyBaHHs
PO3YMHY N5t iH'EKLiT
(500 MO). KapToHHa
Kopo6ka Ne 2: no 1
hnakoHy 3
PO34YMHHMKOM (BOAA
ons iH'ekyii 3 0,1 %
nonicop6arom 80)
no 5 Mn1y KapTOHHiIl
KOpoO6Li pa3om 3
KOMMNIEKTOM ANnsi
PO3UMHEHHS Ta
BHYTPILUHbOBEHHOTO
BBE/EHHSI.
Komnnekrt ans
PO3YMHEHHA Ta
BHYTPiLUHbOBEHHOTO
BBEJEHHS
cknapaetbea 3: 1
wnpwy,
ofHopasoBwuii, 1
KOMNAEKT Ans
nepeHocy (1
OBYXKiHLEBa roska,
1 chinbTpyBa/IbHA
ronka), 1 komnnexr
ANs iHdysil (ronka-
MeTenuk), 2
NPOCOYEHi CNMPTOM
TamnoHn. KapToHHa
Kopo6ka Ne 1 Ta
KapTOHHa Kopobka
Ne 2 06'efHyIOTbCS

BK/HOYAIOYM BizyasibHY
iHCNEKLit0 MOPOLLKY
NS PO34nHy Ans
iH'EKLNA, BizyanbHy
IHCMEeKL,it0 PO3YMHHMKA
Ta BTOPVHHE
nakyBaHHs1,
MapKyBaHHs, BUNYCK
cepii AnA KiHLeBoro
npoAaykTy (nopoLuok
AN po3YnHy ans
iH ekl Ta
PO3UYNHHUK):
OkTadhapma
dapmaveBTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
Brpo6HuK,
BiANoBigabHUIA 3a
Bi3yasibHY iHCMEKLiito
PO3YMHHMKA,
BTOPWHHE NaKyBaHHS
Ta MapKyBaHHs
KIHLLeBOro NpoayKTy
( nopoLuky ons
PO3UUnHY NS iH ek
Ta PO34YMHHVIKA):
Oxktathapma [leccay
'mM6X, HimeyunHa;
Brpo6HuK,
BiAnoBigasibHUiA 3a in
bulk BUpo6HMLTBO,
NepBUHHY YNakoBKy Ta
KOHTPO/b SIKOCTI
PO34YMHHMKA:

Fractogel EMD BioSEC 3 480 fo 600 (wkana |, Binate 47
Kr i wkana ll, Binate 94 kr) ans size-exclusion
chromatography
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MiX co60t0 OkTadapma AB,
N1acTUKoBO LBewijs
niBKOO
62. BINTATE 500 NOpPOLLIOK Ta OkTathapma ABCTpIS Brpo6HuK, ABcTpis/ BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/17518/01/01
MO PO3YMHHKK ANs dapmaueBTUK BiNOBigabHWIA 3a in Himeuunna/ - BK/TKOYEHHSI OHOB/IEHOTO MacTep-aiina Ha nnasmy y peyenmom
PO34UHY ANS iH'EKL a bulk BUpO6HMLTBO, Lseuis peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate
no 100 MO/mn; MpopaykTioHcre NepPBUHHY YNakoBKY, Ne EMEA/H/PMF/000008/11/017/G; 3MiHu | Tuny -
KapToHHa Kkopobka c. M.6.X. KOHTPO/b SIKOCTI, BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
Ne 1: no 1 chnakoHy BK/1IOYAOUN BidyasibHY peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
3 NOPOLLKOM 415 iHCNEeKL,it0 NopOLLKY Ne EMEA/H/PMF/000008/AU/018/G; 3miHu | Tvny -
NpUroTyBaHHs NS pO34nHy Ans BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
PO3UUHY ANS iH'EKLi iH'eKLN, BidyanbHy peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate
(500 MO). KapToHHa IHCNEKL,it0 PO3YMHHUKA Ne EMEA/H/PMF/000008/11/019/G; 3MiHu | Tuny -
Kopo6ka Ne 2: no 1 Ta BTOPVHHE BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
hnakoHy 3 nakyBaHHs, peecTpauiiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
PO34YMHHMKOM (BOAA MapKyBaHHS, BUMYCK Ne EMEA/H/PMF/000008/AU/020/G; 3miHu | Tvny -
ons iH'ekyin 30,1 % cepii gns KiHLeBoro BK/IHOUYEHHS1 OHOBJ/IEHOTO MacTep-chaiina Ha nnasmy y
nonicop6arom 80) npoaykTy (MOpOLLIOK peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF Certificate
no 5 M1y KapTOHHIl 0151 pO3UMHY oNns Ne EMEA/H/PMF/000008/11/021/G; 3MiHu | Tuny -
KopobLi pa3om 3 iH eKUii Ta BK/IHOUYEHHS1 OHOBJ/IEHOTO MacTep-chaiina Ha nnasmy y
KOMMMEKTOM A/151 PO3UYNHHNK): peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
PO3YMHEHHSA Ta OkTadhapma Ne EMEA/H/PMF/000008/AU/022/G; 3miHu | Tvny -
BHYTPiLUHbOBEHHOTO dapmaLeBTuKa BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
BBEAEHHS. MpoaykTioHcrec. peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
Komnnekr gns M.6.X., ABCTpis; Ne EMEA/H/PMF/000008/11/023/G; 3MiHu | Tuny -
PO3YMHEHHs Ta B1po6HWK, BK/TOYEHHSI OHOB/IEHOTO MacTep-chaiina Ha nnasmy y
BHYTPILUHbOBEHHOIO BiANoBiAa/IbHWIA 32 peecTpauiiHe fockbe Ha nikapcbkuii 3aci6: PMF Certificate
BBE[EHHSA Bi3yaJsibHy iHCNeKL,it0 Ne EMEA/H/PMF/000008/1B/024/G;
cknagaeTbesa 3: 1 PO3YMHHYIKA, 3MiHKM | TUNY - 3mMiHa nimiTiB NnokasHvka TVC (total viable
wnpu, BTOPVHHE NakKyBaHHs count), W0 BUKOHYETLCS Y NPOLLECi BUPOBGHMLTBA AjitoHOi
oaHopaszoBuii, 1 Ta MapKyBaHHS peyoBuHU, anA Samples Ne 3, 7 Ta 9 3 <100 CFU/ml Ha
KOMMNEKT oNs KIHLLeBOro NPOAYKTY < 30 CFU/ml; 3minm | Tuny - BuganeHHs TectiB Sodium ta
nepeHocy (1 ( nopowuky ans Chloride 3 nporpamu BUBYeHHS cTabilbHOCTi rOTOBOrO
[OBYXKiHLEBA ronka, PO3UUHY ANS iH ek nikapcbKoro 3acoby
1 cinbTpyBasIbHA Ta PO3YMHHUKA):
ronka), 1 komnnaekrt OkTachapma [leccay
Ons iHdysili (ronka- m6X, HimeuunHa;
MeTenuk), 2 BUpO6HUK,
npocoYyeHi cnMpToM BiANOBigasIbHUIA 3@ in
TamnoHun. KapToHHa bulk BUpo6HMLTBO,
Kopobka Ne 1 Ta NepBUHHY YNakoBKy Ta
KapTOHHa KOpob6Ka KOHTPO/b SKOCTI
Ne 2 06’efHytOTbCA PO34YNHHMKA:
MiX CO60t0 OkTtadhapma AB,
NN1acTUKOBOKO Lseuis
NiBKOO
63. BOBE-MYIoC Tabnetku MYKOC HimeuunH MYKOC HimeyunHa BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHu | TUNYy 3a UA/14480/01/01
E KMLIKOBOPO34MHHI; dapma 'mbXi a EmynibcioHcresenbL - 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarisagy. peyenmom
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 20 TabneTok y
6nictepi; no 1 a6o
no 2, aéono 5
6nicTepiB y
KapTOHHI KopooLyi

Ko. KI

apt M6X

BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOBaXEHOT 0co6U, BiANoBiAaNbHOI 3a 34iCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaii,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsay
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemy hapMakoHarsisay) - amiHa
YNOBHOBaXEHOI 0CO6M 3as1BHYVKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Sabine Franck. 3miHa KOHTaKTHUX
[aHunx yrnoBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigansHOl
3a 34ilicHeHHs hapMakoHaraagy. 3MiHa KOHTaKTHOT 0cobun
3asBHUKA, BiANOBIAAILHOI 3a hapMakoHarnsg B YKpaiHi.
MponoHoBaHa pepakuis: Artem Horilyk. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0coby 3asiBHMKA, BiANOBIAA/ILHOT 32
3iicHeHHs1 hapmakoHarisgy B YkpaiHi

64.

FABICKOH®
M'ATHA
CYCNEH3IA

CYCMeH3ia opasibHa;
no 150 mn abo no
300 mn y donakoHax

PekkiTT
BeHkizep
Xernckep

(HOKeiA)
Nimiten

Benvka
BpuTanis

PekkiTT BeHkizep
Xenckep (KOkeit)
Nimiteq

Benuka
BputaHis

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- 3MiHM Woao 6e3neku/ethekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JdaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy chapmakoHarnsgy, 3MiHa
yMOBHOBaXEHOT 0c0o6u, BiANOBIAaNbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHeHHA ddapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
mMacTep-haiina cuctemy hapMakoHarsisay) - aMiHa
YNOBHOBaXXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuia: Ap. XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX AaHUX
YMOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOT 3a
thapmakoHarnag. 3miHa MicLe3HaxomKeHHA macTep-
chaiina cuctemu chapmakoHarnsgy Ta iioro Homepa

6e3
peyenma

UA/6865/01/02

65.

FANONEPNAO
N ®OPTE

TabneTkv no 5 Mr no
25 TabneTtok y
6nictepi; no 2
6nictepn B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropuwuHa

BAT "T'egeoH PixTep"

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiB: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHariaay.
BeefieHHs ab0 3MiHM [0 y3araslbHEHMX faHnx Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0c06W, BifNOBIfa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa AN 34iicCHEHHA hapmakoHarnsay B Ykpaii,
AKLLIO BOHA BifjMiHHA Bif] YNOBHOBaXXeHOT 0cobu,

3a
peyenmom

UA/7271/02/02
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/tOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy hapmakoHarnisgy) - smiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBiAA/ILHOI 3a 3ilicHEHHS (hapmakoHarnagy. 3miHa
MiCLS 34IICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxoMKeHHs! MacTep-
thaiina cuctemun chapmakoHarnsgy

66.

FANONEPNAO
N-PIXTEP

PO3YMH ANS iH'EKLi,
5 mMr/mn; no 1 mns
amnyni; no 5 amnyn
y MIacTUKOBIi
dhopMi y KapTOHHii
KopoobLi

BAT "TeneoH
PixTep"

YropLmHa

BAT "T'epneoH Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHK | Tuny
- 3MiHa napameTpiB creuudikaLii roToBOro fikapcbkoro
3acoby 3a Noka3HMKOM «KisibkicHe BU3HaYeHHs. BmicT
[it040T PEYOBMHM», a CaMe 3BY)XXEHHS AONYCTUMUX MEX.
MeTopg BunpobyBaHb i KpuTepii NPUAHATHOCTI ANs
nokasHuka «BMIiCT akTUBHOI PeYOBUHW» HE 3MIHWUANCS,
npoTe KpUTepili NPUIAHATHOCTI Gy/10 oN1caHo BiANOBIAHO
00 matepianiB BUPO6HUKa; 3MiHW | TUMy - ofaBaHHsA B
crneuudikavito HOBOro napameTpa cneumdikaLii 3
BiANOBIAHUM METOAOM BMNPOGYBaHb - AOAABAHHS Y
NnokKasHWK «CTOPOHHI foMiwku» - RRT = 0,55 gomilika: He
6inbLwe 0,2 % (Ha MOMEHT BMMNYCKY); 3MiHW | Tuny -
[opasaHHsA B cneumdikauito HoBoro napameTpa
cneuudikauii 3 BiANOBIAHUM METOA0M BUNPOOYBaHb -
[ofaBaHHs Y NokasHWK «CTOPOHHI Aomilku» - RRT = 0,55
Aomiwka: He 6inbwe 0,4 % (Ha KiHeub TepMiHY
NPUAATHOCTI); 3MiHW | TUNY - HE3HAYHI 3MiHW Y MeToAuL
«OB6’EM L0 BUTATAETHCS»: BUK/IOYEHO ONNC
XapaKTepucTMK MeAMYHOrO LUNpULLa Ta roMku1, Takox
3MIHMBCS KO4, MeToAy; 3MiHu Il Tuny - 3miHa napameTpis
cneumdikaLiin rotoBoro nikapcbkoro 3acoby 3a
NOKa3HUKOM «CTOPOHHI AOMILLKW»: 36iNbLLIEHHS HOPMU
ansa pomiwkmn «Fanonepugon N-okcug» He 6inbie 0,5%
Ha KiHeLlb TepMiHy NpuAaTHOCTI, a Takox «CymMun
[OMILLOK»: Ha 6inbLue 1,5 % ansa sunycky Ta «Cymun
[OOMILLOK»: He GinbLue 2,0 % Ha KiHelb TepMiHY
npuAaTHOCTI

3a
peuernmom

UA/7271/01/01

67.

FANONEPNAO
N-PIXTEP

Tabnetkv no 1,5 wr,
no 25 TabneTtok y
6nictepi; no 2
6nictepn B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropuwuHa

BAT "T'egeoH PixTep"

YropuwuHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarisay.
BeefieHHs ab0 3MiHM [0 y3araslbHeHNX AaHnx Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0c06W, BifNOBIfaIbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa AN 34iicCHEHHA hapmakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT ocobu,
BiANOBigas/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/1OYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLLeHHi

3a
peyenmom

UA/7271/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
macTep-aiina cuctemy hapMakoHarisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3miHa MicLe3Haxo4pKeHHs MacTep-
dhaiina cuctemmn hapmakoHarnsgy
68. FANOMNEPUAO PO34MH ANS iH'EKLN, BAT "TeneoH YropwmHa BAT "T'eneoH Pixtep” YropwmHa BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny 3a UA/7271/01/01
N-PIXTEP 5wmr/mMn;nolmns PixTep" - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
amnyni; no 5 amnyn BeefeHHs abo 3MiHM [0 y3arasibHEHVX AaHUX Npo
Y NNacTUKOBIl cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
POpMi y KAPTOHHIl [aHuX Npo cuctemy hapmakoHarnsgy, 3miHa
Kopoo6Li yMOBHOB&XeHOT 0co6U, BigNoBiAaNbHOI 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 151 34iicCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiAMOBIAa/TbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/KOHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy papMakoHarnisgy) - smiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiZANOBiAANLHOI 3a 34ilicHeHHs (hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
69. FTAMAHOPM PO34MH ANs iH'EKLi, OkTachapma ABCTpist OxkTadhapma AB, LLseuisi/ BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3miHu || 3a UA/17277/01/01
165 mr/mn no 10 mn, | PapmaueBTuK LBeuist (BUPOGHMK, HimevunHa/ TUMy - 3aMiHa nokasHuka "lMiporeHn” NoKasHNKOM peyenmom
20 mn'y dnakoHi, no a BiNOBIgaNbHWIA 3a ABCTpist "EHOTOKCUHN" 3 KpUTEPIEM NPUAHATHOCTI <SMO/Mn y
1 cdonakoHy y MpopaykTioHcre BMPOGHMLTBO in bulk, cneumdikauii Ha roToBuWit Nikapcbkuii 3acié. TepMiH
KapTOHHI Kopo6Lli c. M.6.X. NepBUHHY YNakoBKY, BBEJEHHS 3MiH - NPOTAroM 6 MICALB NiC/A 3aTBepAKEHHSA
BUMYCK cepil);
OkTachapma [leccay
v6X, Himeuunna
(BUPOGHUK,
Bi4NOBiAa/IbHWIA 32
Bi3yasibHy IHCMeKL;jto,
BTOPUHHY YNakoBKy Ta
MapKyBaHHS);
Oktadhapma
PapmaLeBThKa
MpopaykTioHcrec.
M.6.X, ABCTpisi
(BUPOGHUK,
Bi4NoBiAa/IbHWIA 32
Bi3yaUlbHY iHCNEKLLi10)
70. rMEHCNPEN crnpei HasanbHuiA, FneHmapk IHAjisA nenmapk IHAjisA BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | 3a UA/14550/01/02
[,030BaHuni, dapmacboThK dapmacbloTVKan3 Tuny - 3MiHK Woao 6e3neku/ethekTNBHOCTI Ta peyenmom
cycneHsis, 50 ans Jita,. nra. thapmakoHarnagy. BeegeHHsi abo 3MiHM [0 y3aranibHeHUX
MKr/go3y, no 60 abo [aHvX Npo cuctemy chapmakoHarnsgy (BBefeHHs
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
120 po3y y3arasibHeHUX JaHuxX nNpo cucTemy dpapmakoHarnsgy,
nonieTuneHoBoMy 3MiHa YNOBHOB&XEHOT 0co6Mu, BiANOBIAaNbHOI 3a
dhnakoHi; no 1 3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6M 3
chnakoHy 3 hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
[,03YH04MM HACOCOM- hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHaA Bif,
posnuoBayeM, YMOBHOBaXeHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
3aKpUTUM hapmakoHarnsgy (Bkouvaluy KOHTakTHI gaHi) Ta/abo
KOBMAYKoM, Y 3MiHM Y PO3MiLLEHHI MacTep-thaiina cuctemu
KapTOHHI KOpOOL;j hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT 0cobun
3asBHYKA, BigNoBiAa/IbHOT 32 3AjACHEHHS
hapmakorHarnsagy. fitoya pegakuis: MameToBa diHa
HissiBHa. MponoHoBaHa pegakuis: JHiaHewwBap ApiyH
CaHan (Dr. Dnyaneshwar Ariun Sanap). 3mMiHa KOHTaKTHMX
[aHunx yrnoBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigansHOl
3a 34jiicHeHHs hapmakorHarnsgy. BeefeHHs KOHTakKTHOI
0co6u 3asiBHMKA, BiANOBiAA/IbHOT 3a 34iICHEHHS
hapmMakorHarnsgy B Ykpaii. BBeeHHs1 KOHTaKTHUX faHuX
KOHTaKTHOT 0CO6M 3as1BHUKA, Bi4NOBigaIbHOI 3a
3pjiicHeHHs1 hapmMakorHarnsgy B Ykpaini. NponoHoBaHa
pepakuis: MameToBa [iHa HissiBHa.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisiNIbHOCTI 3
hapuakoHarnagy. 3MiHa MicLe3HaxoMKeHHs MacTep-
chaiina cuctemu chapmakoHarnsgy.
71. rorPAoOKC PO34MH ANS iH'EKLi, BAT "lefeoH YropLmHa BAT "l'epeoH Pixtep" YropumHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/7395/01/01
10 000 KloA/mn; no PixTep" - 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHariagy. peyenmom
10 mn B amnyni; no BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux npo
5amnyny cucTemy chapmakoHarnsgy (BBefeHHs y3arasibHeHX
NnacTyKoBil dhopMi; [aHuX npo cuctemy dapmakoHarnsgy, 3amiHa
no 5 N1acTukoBumx YNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 32 34iiCHEHHS
hOpM Yy KapTOHHiiA hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
Kopoo6Li 3asBHUKa AN 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
mMacTep-alina cuctemu hapmMakoHarssay) - aMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy
72. FPACTUM® PO34MH ANA iH'EKLNA, [O-p Peppi'c IHAjisA [O-p Peppj'c IHAjisA BHECEHHS 3MiH [0 peecTpavLiiiHnx maTtepianis: 3MiHuW | TUNY 3a UA/0633/01/01
0,3mr/mnnolmny JTabopaTopic NabopaTopic /Tg, - MOTOYHUIA BNACHW MeTog, 6i0/10TYHOTO BU3HAYEHHS peyenmom
thnakoHi; no 1 nrtp chinrpacTyMy 3anponoHOBaHO 3aMiHUTK Ha BionorivHuiA

dNaKoHy B
KapTOHHI KOpOO6Lyj;
nolmny
nonepeaHbLo

meTop, 3a3HaueHuii y MmoHorpadii ®apmakonei CLUA
Filgrastim 3 BignoBigHMMMN 3MiHaMK KpUTEPITB
npuiiHATHOCTI (80-125 MIU/mg 3amicTb 75-125 MIU/mg).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

HanoBHEHOMY
wnpwui, no 1
LUNPULLY B KAPTOHHIN
Kopoo6Li

3aTBEPKEHHS; 3MiHW | TUMY - 3MiHa BUMOT TecTy
«BakTepiasibHi €HL0TOKCUHU»: «He 6inbL, Hix 1 EU/300
MKr» Ha BUMOrn MoHorpadii ®apmakonei CLUA «He 6inbLy,
HixX 2 EU/1,0 mr». BBeA€HHS 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepAKEHHS; 3MiHU | TUNY - NOTOYHWIA BNaCHWI
mMeToZ 6i0N0riYHOro BU3HaYeHHs dhinrpactumy
3aMpornoHOBaHO 3aMiHUTK Ha GioNOriYHW MeToA,
3a3HaveHuit y moHorpadii ®apmakonei CLUA Filgrastim.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa TecTy
«CTepunbHICTb» Ha TecT MoHorpadii ®apmakonei CLUA
Filgrastim: Microbial Enumeration Tests (61) and Tests for
Specified Microorganisms (62) 3 BignoBigHMMU KpUTEPISMU
NPUAHATHOCTI. BBEAEHHS 3MiH NPOTAroM 6-TU MicALiB
nicns 3aTBepmMKeHHs; 3MiHu | Tuny - 3miHa KpuTepiis
NPUAHATHOCTI 4118 TECTY «bakTepiasibHi eHAO0TOKCUHM (3
<1,0 EA/300 mkr Ha <2,0 Ef/1,0 mr). BBeeHHSA 3MiH
NpOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | Tvny -
3aMiHa BN1aCHOr0 MeToy BU3HAYEHHS CTePUIbHOCTI Ha
3arasibHWiA MeTOA, BU3HAYEHHA CTEPUIBHOCTI 3a CTaTTelo
dapmakonei CLUA <61>. BBeeHHS 3MiH NPOTArom 6-Tu
MicSLIB NicNsA 3aTBEPAKEHHS; 3MiHM | TUMy - 3MiHa
BN1ACHOTO MeToAy BU3HAYEHHS aKTUBHOCTI Ha MeTof,
6i0N10riYHOro BU3HaAYEHHS iIrpacTumy, pekoMeHA40BaHOro
MoHorpadieto ®apmakonei CLUA. BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS; 3MiHM | Tvny -
3MiHa KpUTEPIiB NPUAHATHOCTI AN OLIHKM cneumdivHol
akTnBHocTi (3 22,5-37,5 MME/300 mkr Ha 24-37,5
MME/300 mkr). BBeieHHS1 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBeppkKeHHs; 3MiHu | Tuny - 3miHa BUMor
MiKpo6ionoriyHoro 3abpyaHeHHs «He 6inbLu, Hix 10
KYO/10 mn» Ha Bumorun moHorpadii ®apmakonei CLUA
«He 6inbLw, HX 0 KYO/10 mn». BBeAEeHHS 3MiH NpOTArom
6-TV MicALiB NicNsA 3aTBEPAKEHHS; 3MiHVM |l TUny - 3amiHa
PYYHOro HaniBaBTOMaTUYHOrO HaNMOBHEHHS LINPULLB Ha
aBToOMaTnyHe o61afHaHHA 415 HANOBHEHHS LUNPULIB.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

73.

FPACTUM®

PO34MnH ANS iH'EKLi,
0,3 mr/mn in bulk: no
1 mn y donakoHi; no
1000 chnakoHis y
Kopoo6Li

f-p Peapi'c
Na6opatopic
nrg

IHais

[-p Peppj'c
Na6opaTopic /74,

IHais

BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny
- MOTOYHWUIA BNacHWn MeTog, 6i0/10TiYHOr0 BU3HAYEHHS
chinrpacTyMy 3anponoHOBaHO 3aMiHUTK Ha BiosoriYHuiA
MeTof, 3a3HaveHunii y moHorpadii ®apmaxonei CLUA
Filgrastim 3 BignoBigHMMKN 3MiHaMK KpUTEPITB
npuiiHATHOCTI (80-125 MIU/mg 3amicTb 75-125 MIU/mg).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHa BUMOT TecTy
«BakTepiasibHi eH0TOKCUHU»: «He 6inbu, Hix 1 EU/300

UA/11872/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MKr» Ha BUMOru MoHorpadii ®apmakonei CLUA «He 6inbLy,
Hi>X 2 EU/1,0 Mr». BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicnsa 3aTBepmKeHHs; 3MiHU | TUMY - NOTOYHWUIA BNACHWIA
MeToz 6i0NoriyHOro BU3HaYeHHs dinrpacTumy
3anpornoHOBaHO 3aMiHUTK Ha GioNOorivYHW MeTop,
3a3HaveHnin y moHorpadii dapmakonei CLUA Filgrastim.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPMKEHHS; 3MiHM | TUNY - 3amiHa TecTy
«CTepunbHiCTb» Ha TeCcT MoHorpadii ®apmakonei CLUA
Filgrastim: Microbial Enumeration Tests (61) and Tests for
Specified Microorganisms (62) 3 BigNoBIAHUMU KpUTEPISMU
NPUIAHATHOCTI. BBEAEHHA 3MiH NPOTArom 6-Tn MicALiB
nicns 3aTBepmKeHHs; 3MiHu | TUny - 3MiHa KpUTepiiB
NPUAHSATHOCTI AN1A TECTY «6akTepiasibHi eHAO0TOKCUHM (3
<1,0 Ef1/300 mkr Ha <2,0 E[/1,0 mr). BBefeHHs 3miH
NpoTArom 6-Tu MicALIB NicNs 3aTBEPMKEHHS; 3MiHu | Tvny -
3aMiHa BN1acHOro MeTofy BU3HAYEHHS CTePUIbHOCTI Ha
3arasibHWin MeTo[, BU3Ha4YEHHS1 CTEPU/IBHOCTI 3a CcTaTTelo
dapmakonei CLUA <61>. BBeeHHS 3MiH NPOTArom 6-Tu
MiCALB NicNa 3aTBePMKEHHS; 3MiHM | TUNY - 3MiHa
B/IACHOTO METOAy BU3HAYEHHS aKTUBHOCTI Ha MeToj,
6i0/10rYHOr0 BM3HAYEHHS DiNrpacTumy, pekoMeH40BaHOro
MoHorpadieto ®apmakonei CLUA. BBefeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | Tvny -
3MiHa KpUTepiiB NPURHATHOCTI AN OLiHKM cneundivyHol
akTuBHocTi (3 22,5-37,5 MME/300 mkr Ha 24-37,5
MME/300 mkr). BBeAeHHS 3MiH NpOTArom 6-Tu micauis
nicns 3aTBepkKeHHs; 3MiHu | Tuny - 3MiHa BUMOr
MiKpo6ionoriyHoro 3abpyAHeHHs «He binbLu, HixX 10
KYO/10 mn» Ha Bumorn moHorpadii ®apmaxonei CLUA
«He 6inbLw, HxX 0 KYO/10 mn». BBeAEHHS 3MiH NPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS; 3MiHK || TUNy - 3amiHa
PYYHOrO HaniBaBTOMaTUYHOrO HAMOBHEHHS LINPULLB Ha
aBTOMaTWyHe 06/1aHaHHSA A4/19 HANOBHEHHS LINPULB.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS

74.

FPOMPUHO3M
H®-PIXTEP

cupon, 250 mr/5 mn
no 150 mny
chnakoHi; no 1
hNakoHy y
KapTOHHII ynakoBL,
B KOMM/IEKTI 3
NpUCTPOEM A/1A
[03yBaHHSA 3 MipHOI0
wkasnoto Big 0,5 mn
[0 5 Mmn

BAT "TeneoH
PixTep"

YropumHa

F'epeoH Pixtep
PymyHia A.T., PymyHis
(BpPOGHMLTBO
Hepo3acosBaHoro
NpOAYKTY, NePBUHHA
ynakoBKa, BTOPUHHA
ynakoBka, KOHTpO/b
aKocTi); TOB "T'egeoH
PixTep Monbuya”,
Monblya (KOHTPONb
SKOCTI, 103BIN1 HA

PymyHis/
MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHuxX nNpo cuctemy thapmakoHarnsgy, 3mMiHa
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 151 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiAMOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHWM Y PO3MILLEeHHI

3a
peyenmom

UA/16348/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BWMYCK cepi) macTep-aiina cuctemy hapMakoHarisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3miHa MicLe3Haxo4pKeHHs MacTep-
thaiina cuctemmn hapmakoHarnsgy
75. AOAPINIA TabneTkn, BKpUTI BAT "leneoH YropwmHa BAT "T'eneoH Pixtep” YropwmHa BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny 3a UA/11801/01/01
nNiBKOBOKO PixTep" - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOM, 3 BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHUX Npo
mr/0,02 wmr, no 28 cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnUX
(24+4) TabneToK y [aHuX Npo cuctemy hapmakoHarnsgy, 3miHa
6nicTepi; no 1 YMOBHOB&XeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
(1x24+4) abo no 3 thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHariagy
(3x24+4) 6nictepun 3asBHUKA 151 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
pasom 3 niackum AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
KapTOHHUM BiAMOBIAa/TbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
dyTnspom ans (BK/KOHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
36epiraHHs MacTep-tharina cuctemm hapmakoHarnsgy) - 3miHa
6nictepa, TWKHEBUM KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
KaneHgapem- BiZANOBiAANLHOI 3a 34ilicHeHHs (hapmakoHarnsgy. 3miHa
CTiKepom y MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
KapTOHHI ynakoBLi thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
76. AEKAMETOKC NOPOLLIOK My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiasiB: 3miHu | Tuny - UA/14170/01/01
NH (cybcTaHuis) y akuioHepHe TOBapuCTBO "HaykoBo- - BHECEHHS HE3HAYHMX 3MiH B MpoLec BUpobHuLTBa AdI,
noaBiNHNX TOBapUCTBO BUPOBHNUUIA LIEHTP 30kpema: Ha ctagii TNS5 Kpuctanisauis gekxameToKCuHy
nonieTuIeHoBMX "HaykoBo- "BopLuariBcbknii OCHOBHi 0OCaJy NPOMUBAKOTb aLeTOHOM 3aMiCTb
naketax gns BUPOGHNUNIi XiMiKo- aueToHITpuy. 3MilLyloTb 0Caan AeKameTOKCUHY 3
hapmaLleBTUYHOro LEeHTP chapmaLeBTUYHMIA aLEeTOHOM 3 BUTPUMKOIO Y XONOAUNbHIl Wadhi BNPOA0BX
3acTocyBaHHA "BopLuariBcbk 3asof” HeobXigHoro vacy. Mg yac NPOMMBKM, aLeToH BUMUBAE
WiA XiMiko- aueToHITpUA, Bif SIKOro BaXXKO NM036aBUTUCH Mifg, vyac
thapmavreBTuy BUCYLLYBaHHS, LLO BifMNOBiAHO 3MEHLINTL Yac
HWi1 3aBof" BUCYLLYBaHHSA OCafiB AeKamMeTOKCHHY. ALETOH -
PO3YMHHVIK, SIKNIA BXXE BUKOPUCTOBYETLCA Y BUPOGHUYOMY
npoveci
77. AEPMACAH pignHa HawkipHa no MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 6e3 UA/0443/01/01
50 mn y donakoHax; "®ITOPAPM" TMny - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema peuenma

no 50 mn a6o 100
My donakoHi; no 1
hnakoHy y nauui 3
KapTOHY

KOHTelHep/3aKynopoBasibHWIA 3aci6. 3mMiHa po3mipy
YyNakoBKM rOTOBOTO NiKapCbKOro 3acoby (3miHa
Macwu/o6'eMy BMICTy KOHTeliHepa 6araTtoi030B0ro
NiKapcbKoro 3acoby A8 HenapeHTepasbHOro
3acTocyBaHHS (260 04HOL030BOr0, YaCTKOBOTO
BUKOPUCTAHHS))

BBe/leHHs pnakoHy 06'eMomM 100 M1 CKASHOTO 3
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

CBIT/103aXVICHOTO CK/1a, YKYNOPEHOMY KPWLLKOHO 3
KOHTPO/IEM NEPLUOTO BiAKPUTTSA B MauLli KAPTOHHIl, 3
BIAMOBIAHMMU 3MiHAMU Y p. «YNakoBKax». 3MiHu | Tuny -
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa dhopmu abo
pO3Mipy KOHTEHepa yv 3aKynoploBasibHOro 3acoby
(NepBUHHOT ynakoBku) (HecTepusbHI Jlikapcbki 3aco6m)
BBeEHHS (h1akoHy 06'eMoM 50 M1 CKISIHOTO 3
CBIT/103aXVCHOTO CK/1a, YKYNOPEHOMY KPULLKOKO 3
KOHTPO/IEM NEPLUOTro BiAKPUTTSA B NauLli KAPTOHHIN 3MiH 3
AKOCTI JTiKapCbKOro 3acoby He BifbyBaeTbCsA. 3MiH 3 IKOCTI
nikapcbkoro 3acoby He BigbdyBaeTbCs. BBeAeHHS 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEpMXEHHS. 3MiHun | Tuny
- 3MiHK 3 sIKOCTi. FOoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBabHWi 3aci6 (iHWi 3MiHN) BBEAEHHS
BTOPWHHOT yNakoBkM (Mayka kapToHHa A1 drnakoHy 50
M/1). 3MiH 3 AKOCTI NikapcbKoro 3acoby He BigbyBaeTbCS.
(3aTBEepAKEHO: donakoHn no 50 M 6e3 nayku;
3anponoHoBaHo: hnakoHn no 50 mn y naykax Ta 6es
nayok)

78.

AOKCENIH

Kancysv no 25 mr no
10 kancyny
6nictepi; no 3
6nicTepu B KOPOOL

TOB "TeBa
Ykpaiva"

YKpaiHa

TOB TeBa
OnepeiiwH3 MNonaHg,

Monbwa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHW BHECEHO A0 IHCTPYKUii 4N MegnyHoro
3acToCcyBaHHA NikapcbKoro 3acoby A0 po3ainis:

"Oco6nmBocTi 3acTocyBaHHA", "lM06iuHi peakuii” Wwoao
6e3neky 3acToCyBaHHA Ail040i PEHOBUHU JOKCEMNiHY
rigpoxnopuay, BignosigHo Ao pekoMeHaauii PRAC.

BBefeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEePKEHHS; 3MiHW | TUNY - 3MiHW BHECEHO A0 [HCTPYKU;i

ON19 MeJYHOro 3acTOCyBaHHS NikapCbKoro 3acoby Ao

po3ainis: "Oco6MBOCTI 3acTocyBaHHS", "IM0GIYHI peakuji”

o0 6e3neky 3acToCyBaHHA Ail04H0T PEYOBUHN JOKCEmNiHY

rigpoxnopuay. BeefeHHs 3mMiH NpoTArom 3-x Micsilis nicns

3aTBEPIKEHHS

3a
peuernmom

UA/7467/01/02

79.

AOKCENIH

kancynu no 10 mr no
10 kancyn y
6nicTepi; no 3
6nicTepy B KOpOOLi

TOB "TeBa
YkpaiHa"

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg,

MonbLua

BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny
- 3MiHV BHECEHO A0 IHCTPYKUiT NS MeanyHoro
3aCTOCYyBaHHS NikapCbKoro 3acoby A0 po3AiiB:

"Oco6nuBocTi 3acTocyBaHHA", "M06iYHi peakuii” WwWoa0
6e3nekn 3acTocyBaHHS [il040i PeYOBUHN AOKCENIHY
rigpoxnopuay, BignosigHo Ao pekoMeHaauii PRAC.

BBeneHHs 3MiH npoTarom 3-x micsAuis nicns
3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHWM BHECEHO A0 IHCTPYKLT

[N MeANYHOro 3acToCyBaHHA NiKapCbKoro 3acoby Ao

po3gainis: "OcobunBocTi 3acTocyBaHHs", “lN0o6ivHi peakuii”

{00 6e3nekn 3acTocyBaHHs fil0H0l PeYOBUHN JOKCEMNiHY

rigpoxnopuay. BeeaeHHsi 3mMiH NpoTAromM 3-x MicsiliB micas

3aTBEPAKEHHS

3a
peyenmom

UA/7467/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
80. AYTACTEPUA/ | xancynwu TBepgi; no Mictpan AHrnis Brpo6HMUTBO Icnanis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/18497/01/01
TAMCYNO3UH- | 30 a6o no 90 kancyn Kenitan NPOMDKXHOr0 NPOAYKTY, PymyHis TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkmii 3aci6. Onuc Ta peuyenmom
BICTA y hnakoHi; no 1 MeHeKMeHT roTOBOrO JliKapCbKOro cknag,. 3miHa Macu noKpuTTA fikapcbkmux hopm A1
0,5Mr/0,4MI" chnakoHy B Nimiten 3aco6y, nakyBaHHs, nepopasibHOro 3acTocyBaHHA abo 3MiHa Macu 0601I0HKK

KapTOHHI KopooLyi

KOHTPO/b SIKOCTI,
BWMYCK Cepil:
Na6opaTtopioc /leoH
dapwma, C.A., IcnaHis;
Brpo6HMUTBO
MPOMIKHOIO NPOAYKTY:
C.C. 3entiBa C.A,,
PymyHis;
AnbTepHaTBHe
BTOPWHHE MaKyBaHHS:
ATpic dapwma, C.J1.,
IcnaHis;
AnbTepHaTuBHe
BTOPUHHE NaKyBaHHS:
MaHaHTian IHTerpa,
C.J1.1O., IcnaHis;
AnbTepHaTuBHe
nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
Nabopatopioc
NikoHca, C.A., Icnanis

Kancyn (TBepai fikapcbki hopmMu ANs1 NepopasbHOro
3aCTOCYBaHHS) - HE3HAYHA 3MiHa PO3Mipy TBEPAOI kancyu
nikapcbKoro 3acoby. BBefeHHs 3MiH NpoTArom 6-tu
MicsILiB nicns 3aTBepKEHHS. 3MiHM | TUny - 3MiHK 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKkoro 3aco6y. 3MiHa napamMeTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCcbKoro 3acoby
(iHWi 3MiHW) - YTOUYHEHHS B cneyudikauii woao onmcy
30BHILIHBLOTO BUMAAY Kancynm J/13. 3mMiHu BHeCEeHi B
HCTPYKLi0 415 MeANYHOro 3acTocyBaHHsA /13 y p.
"Mikapcbka hopma” (OCHOBHI hi3nKo-XiMi4Hi BNACTUBOCTI).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOro NpoLEecy rotToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOMO
nakyBaHHs) - BBE[LlEHHSI a/IbTEPHATUBHOI AiNbHULI ANS
NnepBMHHOIO NakyBaHHS - JTabopatopioc JlikoHca, C.A.,
Icnanis. 3MiHy | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A/191 YaCTUHN abo
BCbOr0 BMPOGHMYOro NPOLLECY FOTOBOTO J1iKapCbKOro
3aco0y (AiNbHMLA AN BTOPUHHOTO NakKyBaHHS) - BBEAEHHS
aNbTEPHATUBHOI AiNIbHUL 415 BTOPYHHOIO NakyBaHHS -
Nabopatopioc JlikoHca, C.A., IcnaHisa. 3miHn | Tuny - 3MiHn
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHM y npoueci BUpOOHULITBA rOTOBOIO NiKapCbKoro
3aco6by, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) -
He3HauHi 3MiHW y NpoLueci NigroTOBKN XenaTVHOBOT Macu
npoaykTy. 3miHu | Tuny - 3miHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLTBA FOTOBOIO /iKAPCLKOro 3aco0y, BKAOHaoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) - HE3HAYHI 3MiHX Y NpOLECi NiAroTOBKN
)XenaTvHOBOI Macu NpoaykTy. 3miHu | Tvny - 3MiHu 3
aKkocTi. CepTudpikat BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/moHorpadii.
MoaaHHsA HOBOro abo OHOB/IEHOTO cepTudiikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro

Martepiany/peareHTy/NpoMiKHOIO NPOAYKTY, WO
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; A8 AOMOMDKHOI
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONECchkili
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPOGHUKA
(3amiHa abo fOMOBHEHHS) - mogaHHsA Hosoro CEP (R1-
CEP 2010-144-Rev 02) gna APl TaMcyno3nHy
rigpoxnopvay Bif HOBOrO BUPO6HUKa (AonoBHeHHs) Cadila
Healthcare Limited, India. 3miHn | TUnNy - 3MiHK 3 SKOCTiI.
CepTuddikat BignosigHocTi/lE-cepTudcpikat BignosigHoCTI
€Bponeiicbkili thapmakonei/moHorpadii. MogaHHA HOBOro
abo oHoBNEHOrO cepTuUddikaTa BiANOBIAHOCTI ab6o
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
apmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI €BPONENChKili
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPO6HUKaA
(3amiHa abo AONOBHEHHS) - NogaHHA Hosoro CEP (RO-
CEP 2016-126-Rev 01) gns A®| [lytactepuay Bifg HOBOro
BMPO6GHMKA (A0NOBHEHHs) Hetero Labs Limited, India

81.

OYTACTEPUA/
TAMCY/NO3VH-
BICTA
0,5Mr/0,4MI

Kancynv Tsepgaj; no
30 a6o no 90 kancyn
y thnakoHi; no 1
hNakoHy B
KapTOHHI Kopo6Lyi

Mictpan
Kenitan
MeHeXmeHT
NimiTen

AHrnia

Bupo6bHuuTBO
MPOMIXXHOro NPOAYKTY,
roTOBOrO JliKapCbKOro

3acoby, nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepil:
Na6opaTtopioc JleoH
dapwma, C.A., IcnaHis;

Brpo6HMUTBO
NMPOMIXHOrO NPOAYKTY:

C.C. 3eHTiBa C.A,,
PymyHis;
AnbTepHaTuBHe
BTOPUHHE NakyBaHHs:
Ataic dapwma, C.J1.,
Icnanis;
AnbTepHaTuBHe
BTOPUHHE NaKyBaHHSA:
MaHaHTian IHTerpa,
C.1.10., IcnaHia

Icnanis/
PymyHist

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
MRy - 3miHK 3 sikocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponenchbkili
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiichbkiin dhapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikar Big,
yXe 3aTBepAXeHOro BUPO6HMKa - MoJaHHA OHOB/IEHOMO
ceptudpikaty CEP (RO-CEP 2014-306-Rev 02) Big yxe
3aTBepAxeHoro Bupo6Huka Aurobindo Pharma Limited
onsa A®l flytactepupy. 3arsepgxeHo: CEP - RO-CEP
2014-306-Rev 01. 3anponoHosaHo: CEP - RO-CEP 2014-
306-Rev 02. Ak HacnifoK BUIYyYeHHS BUPOOHMYOT AiNbHUL
Aurobindo Pharma Limited, Unit-IX, IHgjs BignosiganbHoi
3a BUpo6HMLTBO «Production of intermediate(s)». 3MiHu |
Tuny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/ITE-
cepTudikaT BiAMNOBIAHOCTI EBPONENCHKIN
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudiKaTa Bi4NoBIAHOCTI a60 BUNYYEHHS
cepTudiikaTa BignoBiAHOCTI EBpONeEChKin dhapmakoner:
onsa A®l; ana BuxigHoro martepiasty/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; ans
[O0MNOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNIeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpoGHUKa - NofaHHA OHOBIEHOTO
ceptudpikaty CEP (R1-CEP 2014-306-Rev 00) Big yxe

3a
peyenmom

UA/18497/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

3aTBepmxeHoro BmpobHuka Aurobindo Pharma Limited
ona A®l fiytactepuay. 3arseppxeHo: CEP - RO-CEP
2014-306-Rev 02. 3anponoHosaHo: CEP — R1-CEP 2014-
306-Rev 00. 3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignoBigHOCTI/ME-cepTudhikaT BiANOBIAHOCTI EBpONEiChKIlt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI ab0 BUTyHYEeHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin dpapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHCA Yy BUPOOHNLTBI ADI; ans
[onomikHoi pedyoBuHu (ME-cepTudikat BignosigHoCTI
€Bponeiicbkin thapmakonei ans A®l/suxigHoro
Marepiany/peareHTy/npoMiKHOro NpoaykTy abo
[ONOMIXHOT peyoBrHY) - HoBWiA cepTudpikaT Ans BUXigHoOro
mMaTepiany/peareHTy/MpoMKHOro NpoaykTy abo
[0MOMiXXHOT PEYOBVHM Bif HOBOTO ab0 BXe 3aTBEPAXXEHOI0
BMpo6HUKa - nogaHHA HoBoro CEP (Ne R1-CEP 2003-172-
Rev 02) for Gelatin Big HoBoro Bupo6Huka Gelita Group,
Germany. 3miHu | Tuny - 3miHn 3 akocTi. CepTuddikat
BignoBigHOCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI ab0 BUTyHYEeHHS
cepTudikaTa BifnoBiAHOCTI E€Bponeiichbkiin papmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[onomikHoT pedyoBuHu (ME-cepTudikat BignosigHoCTI
€Bponeiicbkinn hapmakonei ana A®l/suxigHoro
Marepiany/peareHTy/npoMiKHOro NpoaykTy abo
[0NOMDKHOT peyoBrHK) - BunydeHHs ceptudikatis (y
BMMNaAKy HAABHOCTI My/IbTUNNETHOTO cepTudikara Ha
Marepian) - Buny4eHHs E-cepTudpikata BifgnoBigHOCTI
€Bponelicbkoi hapMakonel A1 f0NOMIKHOI PeUYOBUHMN —
xenatuH: - R1-CEP 2000-029 -Rev 05 Big BMpO6HMKa
ROUSSELOT , dated 18/07/2014; - R1-CEP 2000-045 -
Rev 03 Big Bupo6Huka PB GELATINS , dated 02/12/2013;
- R1-CEP 2000-027 -Rev 02 Big BUpO6HMKaA
ROUSSELOT , dated 27/07/12; - R1-CEP 2002-110 -Rev
00 Big BupobHUKa PB GELATINS , dated 26/11/07; - R1-
CEP 2001-211 -Rev 01 Big Bupo6Hunka STERLING
BIOTECH LIMITED , dated 10/11/10; - R1-CEP 2004-247-
Rev 00 Big Bupo6Huka NITTA GELATIN INC, dated
5/05/10; - R1-CEP 2004-320-Rev 00 Bif BMPOGHMKA
NITTA GELATIN INC, dated 5/05/10; - R1-CEP 2005-217-
Rev 00 Big Bupo6Huka NITTA GELATIN INC, dated
16/03/11; - R1-CEP 2000-344-Rev 02 Big BMpo6HUKa
NITTA GELATIN INDIA LTD, dated 20/12/10

82. EOAPBI™ Tabnetkn no 20 mr; AciHo ®apma LLiseliuapi Takepa lpnangis Nta, IpnaHgis/ BHECEHHS 3MiH 0 peecTpaLiliHnx maTtepianis: 3miHu | TMN 3a UA/13312/01/01
p uap Aa Ipnadg A pnang Ao p pay, p y
no 14 tTabneTtok y Al A Ipnangis AnoHis - BBE[IeHHS1 a/IbTEepPHATUBHOTO PO3Mipy cepii MPOMiXXHOro peyenmom




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 1, abo (BUpOGHMLTBO 3a npoaykty EOA (2-Ethoxy-1-{[2-(5-0x0-4,5-dihydro-1,2,4-
no 2, aéo no 4 NOBHUM LMK/IOM); oxadiazol-3-yl)methyl)-4-ylJmethyl}-1H-benzimidazole-7-
6nictepn y Takega carboxylic acid), L0 BUKOPUCTOBYETLCSA NPV BUPOOHULITBI
KapTOHHI Kopo6Li dapmacbloTikan A®| AsnncapTaHy Megokcominy, BupobHuutea PROCOS
Komnasi fimiTes, S.p.A,, ltaly
Ocaka MnaHT, AnoHis
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
npoayKLui)
83. EAAPBI™ Tabnetkv no 40 wr; AciHo ®apma Lseiiuapi | Takepa lpnaHgis Nta, Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/13312/01/02
no 14 tabneTtok y Al A Ipnangis AnoHis - BBEZleHHS a/IbTepPHaTVBHOIO po3Mmipy cepii NPOMiXXHOro peyenmom
6nicTepi; no 1, abo (BUpPOGHMLTBO 3a npoaykty EOA (2-Ethoxy-1-{[2-(5-0x0-4,5-dihydro-1,2,4-
no 2, abo no 4 NOBHUM LMK/IOM); oxadiazol-3-yl)methyl)-4-ylJmethyl}-1H-benzimidazole-7-
6nictepn y Takena carboxylic acid), L0 BUKOPUCTOBYETLCA NPU BUPOOHULTBI
KapTOHHI KOpOOL;j dapmacboTikas Ad| AsnncaptaHy megokcominy, BupobHuytea PROCOS
Komnasi Mlimites, S.p.A,, ltaly
Ocaka MnaHT, AnoHis
(B1pPOGHMLTBO
Hepo3dhacoBaHo|
npoAyKuii)
84. EAQAPBI™ Tabnetku no 80 mr; AciHo ®apma LWeenyapi | Takega Ipnangisa NiTg, Ipnangis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3miHu | Tuny 3a UA/13312/01/03
no 14 TabneTtok y Al a Ipnangis AnoHis - BBEJleHHS a/IbTepPHaTUBHOIO pPo3Mmipy cepii NPOMiXHOro peyenmom
6nicTepi; no 1, abo (BMPOGHMLTBO 3a npoaykty EOA (2-Ethoxy-1-{[2-(5-0x0-4,5-dihydro-1,2,4-
no 2, abo no 4 NOBHUM LMK/IOM); oxadiazol-3-yl)methyl)-4-ylJmethyl}-1H-benzimidazole-7-
6nictepu y Takena carboxylic acid), L0 BUKOPUCTOBYETLCSA NPV BUPOOHULITBI
KapPTOHHIi Kopo6Lyi dapmacbloTikas Ad| AsnncaptaHy MmefoKcoMminy, Bupo6HuLTea PROCOS
Komnasi flimites, S.p.A, ltaly
Ocaka MnaHT, AnoHis
(BpO6HMLTBO
Hepo3dacoBaHol
npoaykuin
85. EKBATOP Tabnetku, 10 mr/5 BAT "lepfeoH YropLumHa BAT "T'epeoH Pixtep" YropLumHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/3211/01/01
mr, no 10 TabneTok PixTep" - 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariagy. peyenmom

y 6nicTtepi; no 1, abo
no 3, a6o no 6
6nicTepiB y nauui

BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHuX Npo cuctemy hapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarsisay) - aMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COBM 3asiBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHs MacTep-
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thaiina cuctemmn hapmakoHarnsgy

86.

EKBATOP

Tabnetkn, 20 mr/10
mr no 10 TabneTok y
6nicTepi; no 1, abo
3, abo 6 bnicTepiB y
navui

BAT "TepeoH
PixTep"

YropLmHa

BAT "T'epneoH Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- 3MiHM Woao 6e3neku/ethekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JdaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXEHOT 0c0o6u, BiANOBIAaNbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHeHHA ddapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarsisay) - amMiHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarasgy. 3miHa
MicuA 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy

3a
peyenmom

UA/3211/01/02

87.

EKBATOP

Tabnetku, 20 mr/5
Mmr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHIlA ynakoBL,i

BAT "TefeoH
PixTep"

YropumHa

BAT "T'epeoH Pixtep"

YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny
- 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
BBegeHHs ab0 3MiHM A0 y3arasibHEHUX JaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[AaHvX Npo cuctemy hapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0COOMU, BifgNoBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iicCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0Cco6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-harina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dharina cuctemu chapmakoHarnagy

3a
peyenmom

UA/3211/01/03

88.

EK3EMEBICTA

TabneTkn, BKpUTI
nniBKOBOKO
060/10HKO0, M0 25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI Kopo6Li

Mictpan
Kenitan
MeHefXMeHT
Nimiteq

AHrNIs

PotTeHgopd ®apma
'M6X, HimeuunHa
(BTOPUHHE
nakyBaHHs); CiHTOH
Xicnanis, C.J1., IcnaHis
(NoBHWIA LWKN
BMPOGHMLTBA)

HimeuunHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHKM 3 AKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NMOBTOPHMX BMNPOGYBaHb/nepiody 36epiraHHa abo ymoB
36epiraHHA A®I (3a BigCYTHOCTI Y 3aTBEPKEHOMY [AOCHE
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin dhapmakoneri,
LLIO BK/TIOYAE Nepiog, NOBTOPHOrO BUNPobyBaHHS) (nepiog,
NOBTOPHOrO BMNpobyBaHHsA/nepios 36epiraHHs) -
36inblUeHHA abo BBeAEHHSA nepiogy NOBTOPHOIO
BunNpobyBaHHA/nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
[OCNifpKeHb y peanbHOMY Yaci - 3MiHa nepiofy NOBTOPHMX
BMNPO6YBaHb HA OCHOBI pe3y/bTaTiB A0C/IAXEHb Y

3a
peyenmom

UA/16623/01/01




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
peansHomy yaci A®l EksemecTaHy. 3anponoHoBaHo: 24
Micaus
89. EK30/IK PO3UUH HaLLKipHWI 1 MAT Ykpaina MAT "Ximchapm3aBog, YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 6e3 UA/16629/01/01
%, no 10 mny "Ximdhapmszas "YepBoHa 3ipka” - 3MiHW BHECEHI [0 iHCTPYKUiT 4151 MeanyHoro peuyenma
hnakoHax Ne 1y opg, "YepsoHa 3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
nauui; no 20 mny 3ipka" peakuii” BignoBiAHO 4O OHOBMEHOT iHChopMaLi Woao
hnakoHax Ne 1y 6e3nekun Ajtoyoi pevoBUHN
nauuj
90. EK3O0/IK® kpem 1% no 15ry MNAT YkpaiHa MAT "Ximchapm3saBog, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny 6e3 UA/16629/02/01
Ty6i Ne 1y nauui "Ximdhapm3zas "YepBoHa 3ipka” - 3MiHW BHECEHI [10 iHCTPYKLiT 4151 MeaNYHOro peuenma
opg, "YepBoHa 3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
3ipka" peakuii" BignoBiAHO 4O OHOBMEHOI iHChopMaL,i Woao
6e3nekun Ajtoyoi pevoBUHN
91. ENEBIT® TabneTku, BKpUTI Baiiep LBeliuapi PotTengopd ®apma HimeuunHa | BHeCEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | TUNY 6es UA/9996/01/01
MPOHATA/b NNiBKOBOKO KoHcblomep A m6X - NPMBEAEHHS PEECTPALIHOIO AOCLE Y BIAMNOBIAHICTL A0 peyenma
06010HKO10; no 10 Kep Al OopuriHaNIbHMX OOKYMEHTIB BUPOOHMKa. OHOB/EHHS
Tabnetok y 6nictepi; cepTudikaTy BigNoBiAHOCTI E€Bponeichkiin chapmakonei No
no 3 a6o 10 R1-CEP 2004-232-Rev 01 ans gito4yoi peyoBmHM 3ani3a (y
6nicTepiB y BUMNAAI 3a/1i3a (hymapary) Bif, BXe 3aTBepIKEHOro
KapTOHHii kopobuyj; BUpo6Huka (Dr. Paul Lohmann GMBH KG) y 3B'3ky i3
no 20 TabneTok y BnpoBamkeHHsaM KepisHnyTtea ICH Q3D wogno
6nicTepi; no 5 €/IeMEHTHUX JOMILIOK
6nictepiB y
KapPTOHHI Kopobui
92. ENI3Iym PO34UH OpasibHUA CninbHe YkpaiHa CniflbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHMXx maTepianis: 3MiHK | TUNYy 6e3 UA/18400/01/01
0,5 mr/mn; no 60 mn YKparHCbKO- icnaHcbke - NOJaHHS OHOBMIEHOrO cepTudikaTy BifMnoBiAHOCTI peyenma
abo 120 mny icnaHcbke nignpreMcTBo €Bponelicbkoi hapmakonei gns Ad®| leanopataguHy CEP
KOHTEWHepi i3 nigNPUEMCTBO "Cnepko YkpaiHa" R1-CEP 2014-310-Rev 00 (nonepeaHs sepcis CEP Ne RO-
nonietuneHTepedra "CMNEPKO CEP 2014-310-Rev 02) Big BXe 3aTBEPAKEHOTO
naty abo no 120 mn YKPATHA" Brpo6HMKa VASUDHA PHARMA CHEM LIMITED, IHgis
Y KOHTeWHepi 3i
CKna, 3aKpuTomy
KPULLIKOIO 3
KOHTPO/IEM MEepLLOro
BiAKPUTTA 3
[03YH0HOI0 JTOXKOH
Ta A03yUNM
LINPULIOM Y mayLi
93. ENICIHAAH niodpinizat ans TOB "TeBa YkpaiHa Brpo6HuuTBO 3a ITania/ BHECEHHS 3MiH [0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny 3a UA/6969/01/01
pO34nHy Ans YkpaiHa" NOBHWUM LK/IOM: PymyHis/ - NO4AHHS HOBOTO cepTudikaTy BiANOBIAHOCTI peyenmom
iHdpysin no 10 mr; 1 AxTasic ITania C.n.A., HimeuunHa €sponelicbkin hapmakonei Ne R1-CEP 2008-040-Rev 01
hNakoH 3 ITanis; BupobH1uTBO AN Ailyoi pevoBrHK Enipy6iuyHy rigpoxnopuay Big,

niocpinizatom y
KapTOHHIN nauui

3a NOBHUM LVIK/TOM:
Cingax ®apma CP/1,
PymyHis;
BupobHMUTBO

HOBOrO BMPOOHUKA (40NOBHEHHS) Sicor S.r.l., Italy.
3anponoHoBaHo: Zhejiang Hisun Pharmaceutical Co., Ltd,
Kutaii; Synbias Pharma Limited, Ykpaina; Sicor S.r.l., Italy
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepo3dacoBaHol
NPOAYKLIT; KOHTPO/b
cepii: TromypraH
dapmaui M'véX,
HimeyunHa
94. ENICIHAAH niogpinizat gna TOB "TeBa Ykpaina Bupo6HuuTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/6969/01/02
pOo34nHy Ans YkpaiHa" NMOBHWUM LK/IOM: PymyHis/ - MOJAHHA HOBOTO cepTudikaTy BiANOBIAHOCTI peyenmom
iHdpysiii no 50 mr; 1 AxTasic Itania C.n.A,, HimeyunHa €sponelicbkiin hapmakonei Ne R1-CEP 2008-040-Rev 01
hnakoH 3 ITanis; BupobHuuTBO AN 4ilyoi pevoBrHY Enipy6iunHy rigpoxnopuay Big,
niocpinizaTom y 3a MOBHUM LIMK/IOM: HOBOro BMPOGHUKa (fonoBHeHHs) Sicor S.r.l., Italy.
KapTOHHIN nauui CiHgaH ®apma CP/1, 3anponoHoBaHo: Zhejiang Hisun Pharmaceutical Co., Ltd,
PymyHis; Kutaii; Synbias Pharma Limited, YkpaiHa; Sicor S.r.l., Italy
Brpo6HMUTBO
Hepo3dacoBaHOl
NPOAYKLT; KOHTPO/b
cepii: TromypraH
dapmaui Mm6X,
HimeyunHa
95. ECBEPITOKC Tabnetkv no 3,2 wr, LWanep & HimeyunH Wanep & Bprommep HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny 6e3 UA/11978/01/01
no 20 TabneTok y Bprommep a v6X & Ko. KI - ONTUMI3aLis aHaNiTUYHOTO MEeToAY BU3HAYEHHS peyenma
6nicTepi; no 2, abo m6X & Ko. KI adhnaTokcuHiB B A®| eKCTpakT MOMoAMX NaroHiB Ta IMCTSA
3, abo 5, abo no 10 Tyi (MeTog BEPX 3a gornomoroto ¢/lyopoMeTpuyHoOro
6nictepiB y [eTekTopa Ta KiflbKiCHOro BU3Ha4YeHHs 3a A,0MOMOrow
KapTOHHI KOpoOLji 30BHIiLLHIX cTaHZapTiB). OHOB/IEHWIT METOA, OTPUMYE HOBUIA
ineHTngpikatop metoay ID 805026. OCHOBHWIA MPUHLMN
mMeToAy 3aMLLIAETLCA HE3MIHHUM. KpuTepii NpUiHATHOCTI
He 3MiHumncs
96. ECKANEN Tabnetk no 1,5 mr BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUNy 3a UA/4789/01/01
no 1 tabnetujiy PixTep" - 3MiHM Woao 6e3nekun/ehekTUBHOCTI Ta dhapmakoHarnagy. peyenmom
6nicTepi; no 1 BBeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
6nictepy pasom 3 cuctemy hapmakoHarnagy (BBefeHHs ysarasibHeHnX
KapTOHHUM LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
dyTnspom gns YMOBHOB&XEHOT 0co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
36epiraHHsa 6nictepa thapmakoHarnsay; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
B KapTOHHiA 3asBHUKA AN19 34iiCHEHHA dapMakoHarnagy B YkpaiHi,
ynakoBLi AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIfa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYN KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemy hapMakoHarsisay) - smiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOI 0CO6M 3asBHUKA,
BiNOBIAANbLHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iICHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
chaiina cuctemu chapmakoHarnagy
97. ECMIA Tabnetku, no 5 mr; BAT "lepeoH YropwyHa | BAT "T'egeoH PixTep" YropuHa BHECEHHS 3MiH [0 peecTpaliiiHMx maTepiasis: 3MiHK | TUny 3a UA/12984/01/01
no 14 t1abnetok y PixTep" - 3MiHM Woao 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepi; no 2 abo BBeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHUX Npo
no 6 6nictepis (y cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnUxX
KOMMNAEKTi 3 LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
IHCTpYKLi€eo Ans YMOBHOBaXEHOT 0co6U, BiANoBiAaNbHOI 3a 34iCHEHHS
MeANYHOro chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3acToCyBaHHA Ta 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaii,
KapToto naujieHTa, AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
fKa BKkageHa y BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsay
6innii KapTOHHWI (BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
KOHBEPT 6e3 macTep-haiina cuctemy hapMakoHarsisay) - amiHa
MapKyBaHHS) y KOHTaKTHUX AaHVX YNOBHOBaXKeHOT 0CO6M 3asBHUKA,
KapTOHHIN ynakoBLii BIANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLsa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapMakoHarnagy. 3miHa MicLe3Haxo4pKeHHs1 MacTep-
dhaiina cuctemmn hapmakoHarnsgy
98. EBPODACT Kancysv xxenaTuHOBI €BPO IHais MapkcaHc ®apma JTg, IHais BHECEHHS 3MiH 0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny 6e3 UA/14043/01/01
M'siki no 200 mr, no NANGKEP - 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeANYHOro peuenma
10 kancyny MPAMBIT 3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu,
6nicTepi; no 1 abo NIMITEL "OcobnmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHA Ta
no 2 6nictepu B no3un", "Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/EHOT
KapTOHHI KOpo6Lyi iHchopmawii 3 6e3neku gjtoyoi pevyoBuHU. BBeAEHHS 3MiH
NPOTArom 6-TV MiCALIB MiCNs 3aTBEPYKEHHS
99. EBPODACT Kancysm xenaTtnHosi €BPO IHAjisA MapkcaHc ®apma Jtg, IHAjisA BHECEHHS 3MiH [0 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 6es UA/14043/01/02
M'siki no 400 mr, no NANGKEP - 3MiHW BHECEHI [0 iHCTPYKL,iT 415 MeanyHoro peyenma
10 kancyny MPAVBIT 3aCTOCyBaHHS NiKapCcbKOro 3acoby y po3gainu,
6nictepi; no 1 a6o NIMITEL "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
no 2 6nictepu B no3n”, "Mo6ivHi peakuii” BigNOBIAHO 40 OHOB/IEHOT
KapTOHHI Kopo6Lli iHchopMmalii 3 6e3neku Ajitoyoi peyoBUHU. BBeAEHHS 3MiH
NpOTArom 6-Tu MicALB NicNa 3aTBEPAXEHHSA
100. | 3EHTEN™ Tabnetkv no 400 mr; | MnakcoCmiTKn Benuka nakcoCmiTKnanH MiBageHHO- BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny 3a UA/10241/01/01
no 1 Tabnetuiy AH ExkcnopT BpuTaHis KoHcblomep Xenckep | AdpukaHCbK - 3MiHK 3 siKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
6nicTepi; no 1 Niviten MisaeHHa Adpprika a [OMOMDKHUX PEYOBWH (iHLWi 3MiHK). 3MiHa Ha3BM 6apBHMKa
6nicTepy B kopobu;j 3 (Mry) NTg Pecny6nika Sunset Yellow Lake Ha Colour FD&C yellow#6 Aluminium
KapTOHY Lake 20-24% FDA y 3B’A3Ky 3i 3MiHOIO nocTavyasibHUKa
3aTBEPAKEHOr0 6apBHMKA. 3MIHW BHECEHO B IHCTPYKL,iIO
[ANs MeAnyHOro 3acTocyBaHHs y po3gin "Cknag'”
(8ONOMDKHI pevoBUHW) 3 BigNOBIAHMMMW 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKWN NMiKapCbKOro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micasa
3aTBEPAXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPONb AOMOMiIXHUX PEYOBUH. 3MiHa
napameTpiB cneundikauiii Ta/abo JOMyCTUMUX MeX A7s
[OMOMiXXHOT PEUOBWHM (3BY)XXEHHS AONYCTUMUX MEX).
3BY)XEHHSA [0MNYCTUMUX MeX 3a MOKa3HUKOM «Assay» Y
cneuudikaLii Ha JONOMKHY pe4yoBuHy 6apsHuK Colour
FD&C yellow#6 Aluminium Lake 20-24% FDA
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(3aTBEpAXEHO: 18 — 28 % 3anponoHoBaHo: 20 — 24%).
3MiHu | TUnNYy - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTposb AONOMDKHMX peyoBMH. 3MiHa napaMeTpis
cneuudikaLin Ta/abo fonycTumMmnx Mex Aas AONOMIKXHOT
peyoBUHM (LONOBHEHHA cneuudikauii HOBUM NOKa3HNKOM
3 BifNOBIAHUM MeTOA0M BUNPOGYBaHHS). [JonOBHEHHS
cneyudikaLii Ha JONOMKHY peqyoBuHy 6apsHuK Colour
FD&C yellow#6 Aluminium Lake 20-24% FDA HOBUM
nokasHukom «Assay of Aluminium», SKuit BU3Ha4aeTbCs 3a
[0MOMOro MeETOAMKM ONMCaHoi y 3arasbHili cTaTTi (233)
Elemental Impurities USP, 3 4ONYyCTUMOIO MeXelo He
6inbLue 23%. 3MiHu | Tuny - 3MiHK 3 AKocTi. FoTOBWIA
nikapcbknii 3aci6. KOHTPOb AOMOMIXHMX Pe4YOBUH. 3MiHa
y MeToAax BUNpobyBaHHA AONOMIKHOT peqyoBMHN (iHLLUI
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoUM 3amiHy abo
fofasaHHs)). 3aMiHa MeTody BU3HAYEHHS NoKasHuKa
«Chromium» y meTogax KOHTPO/IK0 AOMNOMIKHOI pevOBUHU
6apsHuka Colour FD&C yellow#6 Aluminium Lake 20-24%
FDA (3atBepgykeHo: 2.2.23.Atomic Absorption
Spectrometry, EP; 3anponoHoBaHo: (233) Elemental
Impurities, USP). KpuTepii NpUitHATHOCTI He 3MiHUAMCS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micasa
3aTBEPKEHHSA. 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa Ha3Bu APl abo AONOMIXKHOI PeYOBUHUN. YTOUHEHHS
nepeknagy apomartusaropa (3aTsepgxeHo: Passion Fruit
Flavour/apomaTu3artop iHTEHCMBHO (hpyKTOBWIA;
3anponoHoBaHo: Passion Fruit Flavour/apomatnsatop
Mapakyi). 3MiHN BHECEHO B iHCTPYKLitO AN MeAUYHOT0
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ain «Cknag»
(3miHa Ha3B¥ [OMOMIKHOI pe4yoBuHK). BBeaeHHs 3MiH
NpPOTSArom 6-TM MicsALiB Nic/1A 3aTBEPAKEHHS.

101.

SUNONA®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOI0, N0 5 Mr;
no 7 Tabnetok y
6nictepi, no 1 a6o 4
6nictepy B navw,i

BAT "TefeoH
PixTep"

YropLmHa

TOB "T'eneoH Pixtep
Monbwa"

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy
- 3MiHM Woao 6e3neku/echekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[AaHyX Npo cuctemy chapmakoHarnsgy, 3MiHa
YMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
macTep-haiina cuctemy hapMakoHarsisay) - aMiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0COBM 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicuAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
dhapmakoHarnsgy. 3miHa MicLle3HaxoMKeHHs1 MacTep-

6e3
peyenma

UA/12192/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
thaiina cuctemmn hapmakoHarnsgy

102. | 30Ol/IEB PO34nH ANs iHGy3il, [ouvipHe YkpaiHa [ovipHe nignpvemcTBo YkpaiHa BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3MiHu | Tuny 3a UA/12767/01/01
500 mr/100 mn no nignpYeEMCTBO "®bapmatpeng"” - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby. peyenmom
100 mn y koHTellHepi | "®apmatpeig” 3MiHU BHECEHI LL0/10 Ha3BW JliKapCbKoro 3acoby.
3 NOAIBIHINIXI0pUAY; 3arBepmxeHo: JIEBO®J/TOKCALUMH €BPO.
no 1 KoHTeiHepy B 3anponoHosaHo: 30I/IEB. BBeeHHS 3MiH NpoTArom 6-tu
nosnieTuneHoBoMy MiCALiB NicNa 3aTBePIXKEHHS.
nakeTi B KAPTOHHiIlA
yMnaKoBLi

103. | 30IUE® NOPOLLOK A/1A AAP ®APMA O6'egHaHi CeHc Jlabopatopic IHais BHECEHHS 3MiH [JO peecTpauiinHmx maTepianis: 3MiHu | Tuny 3a UA/17502/01/01
po3unHy anA ®3-111C ApabCbki MeT. /1T4. - AgMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby. peyenmom
iH ekuii no 1000 mr, Emipatu 3arBepoKeHo:
1 chnakoH 3 LE®TPUNAKCOH. 3anponoHosaHo: 30ILE®. BeeaeHHA
NOPOLLIKOM Y 3MiH NPOTAroM 6-TW MiCALB NiCNA 3aTBEPMAKEHHS.
KapPTOHHI ynakoBLii

104. | 3SOMETA® KOHUEeHTpaT ans Hosapric LLiseiiuapi ArEC rm6x IMEL, ABcTpisi/ BHECEHHS 3MiH [JO peecTpaLiitHMx maTepianis: 3MiHK | TUNy 3a UA/8368/01/01
po34nHy AnA dapma Al A ABCTpif (KOHTPOb LBeliuapis - 3amiHa po3giny "IpaciyHe ohopMIEHHS yNakoBkM " Ha peyenmom

iHdpysin, 4 mr/5 mn;
no 5 mn y cprakoHi;
no 1 conakoHy B

KapTOHHI KOpo6Lyi

AKOCTi 38 NOKa3HNKOM
"CTepunbHicTb"(aNna
BUpO6HMKa Ppe3eHiyc
Kabi 'm6X, pau));
HosapTic ®apma
LUTeiiH AT, LBeiiuapis
(BUpOGHMLTBO 3a
NOBHUM LMK/IOM);
dpe3seHiyc Kabi
ABcTpia 'm6X,
ABCTpIs
(BUpOGHMLTBO,
NepBUHHE MaKyBaHHS);
®peseHiyc Kabi
ABCTpis TM6X,
ABCTpIs (BidyanbHWiA
KOHTpONb
CTepui3oBaHnx
chnakoHiB (gns
BUpO6HUKa PpeseHiyc
Kabi AcTpist FTM6X,
paw)); PpeseHiyc
Kabi ABcTpis TM6X,
ABCTpif (KOHTPOb
AKOCTi 38 NOKa3HNKOM
"BakTepianbHi
EeH0TOKCUHN"(BNa
BMPOGHMKa Dpe3eHiyc
Kabi ABcTpis TM6X,

Ipau)

po3gin "MapkyBaHHs B MKA /13; 3miHM | Tuny - 3amiHa
po3giny "I'padiuHe ohopMNIEHHS YNakoBKu " Ha po3ain
"MapkysaHHs B MKA /13; 3MiHM | TUNY - HE3HAYHI 3MiHW Y
3aTBEpMXEHUX MeToAax BUNpobyBaHHSA "laeHTudikaulis,
KiflbKicCHe BU3HAYEHHS | NPOAYKTY po3kiagy MeToAoM
BEPX"- 3MiHM Npo6onifgroToBKku; 3MiHW | TUNy - BUYYEHHSA
anbTepHaTMBHOrO MetoAy "CTepunbHICTb" (LUBUAKUIA
TECT), OCKiNlbKN faHWi TeCT He BUKOPUCTOBYETLCA Ha
BMPOGHWLTBI Ta € a/lbTEPHATUBHUM. [lofaHHA NOCUIaHHSA
o "ICH-i CHP 2015<1101> "Test for Sterility"y meTogax
OCHOBHOro TecTy "705 11 CTepunbHicTh". PegakuiiHa
3MiHa A0 Bunpo6yBaHHsA "91031 MepMeTUYHICTb (h/1akoHIB
MeTOA0M NPOHNKHEHHS 6apBHMKa (3a AONOMOrol0 Bakyyma
Ta nifg TUCKOM)", BHECEHO Ha TEPMiH NPUAATHOCTI.
MpvBeaeHHA MeTogiB KOHTPOAO SKOCTI J13 y BigNOBIAHICTD
[0 OpuUriHa/IbHUX MaTepiasliB peecTpaviiiHoro AoChe 3a
po3ginamu "70511 CTepuibHICTL"
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
105. | IBYNPOM TabneTkn, BKpUTI tOHina6, Nn CLWA TOB HOC dapmauis, Monbwa/ BHECEHHS 3MiH [0 peecTpauiiiHMx maTepiasis: 3MiHK | Tuny 6e3 UA/1361/01/01
MAKC 060/10HKO10, 1Mo 400 MonbLa (BMPOGHUK, Benuvka - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy peuenma
Mr; no 6 TabneTok y BiANOBIgaIbHNI 3a BputaHis BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
6nicTepi, no 1 yMakoBKy, KOHTPOsb Ta po3Mmipy cepii) roToBOro MikapcbKoro 3acoby (36iNbLUeHHs
6nictepy B BUMYCK Cepii roToBOro 00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
KapTOHHI kopobuy; npoaykTy); LLyedhapm BBEJEHHS 404aTKOBOro po3mipy cepii MN13.
no 12 tabneTtoky Cepsices /ITa, Benvka 3anponoHoBaHo: 500.000 TabneTok, 750.000 TabneTok
6nictepi; no 1 a6o BpuTaHia (BUpOOHMK,
no 2 6nictepu B BiANOBiAa/IbHWIA 32
KapTOHHI kopobuyj, BVMPOGHMLTBO,
no 24 Tabnetkn y KOHTPO/b Ta BUMYCK
chnakoHi, no 1 npoaykTy in bulk)
chnakoHy B
KapTOHHI Kopo6Lii
106. | ISIKAPA® A Tabnetkn no 40 mr/'5 | OPTAHOCUWH OAE EBepTopxeH Jaiid IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | Tuny 3a UA/16928/01/01
Mr; N0 7 Tab/1IeToK B NAVIGCAEHC CaeHcms Jlimiteq - 3MiHW BHECEHO [0 IHCTPYKLUIiT 4519 MeANYHOro peyenmom
antomiHieBoMy N3 (Ed 3ET 1) 3acTOoCyBaHHS fikapcbKoro 3acoby Ao po3zinis "B3aemogis
6nicTepi, no 2 abo 4 3 iHWMMK flikapCbkMMK 3acob6amu Ta iHLWi BUAN
6nictepn y B3aemogiin", "OcobmMBOCTi 3acToCcyBaHHs", "3acTocyBaHHS
KapTOHHI KopooLyi y nepiog BariTHOCTi abo roayBaHHs rpyaat”, "Mo6iyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaL,i 3 6e3nekn
Lit040l pevyoBUHY "TeniMicapTaH”. BBefeHHA 3MiH NpoTArom
6-TN MicALiB Nicna 3aTBEPAXKEHHS; 3MiHU | TRy - 3MiHK
BHECEHO A0 IHCTPYKLUIT 4715 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "B3aemogis 3 iHWYMK
nikapcbknMK 3acobamu Ta iHWi BUAM B3aEMOSiid",
"3acTocyBaHHs y nepiof BaritTHOCTi abo rogyBaHHS
rpyaAar”, "Mo6ivHi peakuii” BignoBiAHO [0 OHOBEHOT
iHhopmawii 3 6e3nekn Aito4oi pevoBUHM "aMioauniH".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicas
3aTBEPAKEHHSA
107. | ISIKAPOA® A Tabnetku no 40 OPIrAHOCUH OAE EBepTomxeH Naiidh IHAjisA BHECEHHS 3MiH [0 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/16928/01/02
mr/10 mr; no 7 NAN®CAEHC CaeHcus Jliviteq - 3MiHM BHECEHO [0 IHCTPYKLUiT A/19 MegMyHoro peyenmom
Tabnetok B N3 (E® 3ET 1) 3acTocyBaHHs NikapcbKoro 3acoby A0 po3ainis "B3aemogis

asloMiHieBOMY
6nicTepi, no 2 abo 4
6nictepu y
KapTOHHi KopobLyi

3 iHWMMK NliKapCbKMMK 3acob6amu Ta iHLLi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHSA", "3acToCyBaHHs
y nepiog BariTHocTi abo rogyBaHHs rpyaa”, "TMobiuHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Lit0Y0i pevyoBuHM "TesiMicapTaH”. BBeeHHs 3MiH NPOTArom
6-TN MicALiB NicnA 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHW
BHECEHO 10 IHCTPYKL,i A1 MeANYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby Ao posginis "B3aemogis 3 iHLWMMM
nikapcbknMK 3acobamu Ta iHLWi BUAM B3aEMOSiid",
"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHsA
rpyaato”, “Mob6ivHi peakwii" BiANOBIAHO 4O OHOBNEHOT
iHchopMmaLii 3 6e3nekun Ajitoyoi pevyoBUHN "amioauniH".
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHSA
108. | IBIKAPA® A Tabnetku no 80 mr/5 | OPFAHOCUWH OAE EBepTomxeH Naiidh IHais BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy 3a UA/16928/01/03
Mr; N0 7 Tab/1IeToK B NAN®CAEHC CaeHcus Jliviteq - 3MiHW BHECEHO [0 IHCTPYKLUiT 4519 MegnMyHoro peyernmom
antomiHieBomy N3 (E® 3ET 1) 3acTocyBaHHs NikapcbKoro 3acoby A0 po3ainis "B3aemogis
6nictepi, no 2 a6o 4 3 HWKUMK NiKapCcbKMK 3acobamu Ta iHWi BUAn
6nictepn y B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHSA", "3acToCyBaHHs
KapTOHHI Kopo6Lyi y nepioA BariTHOCTi abo rogyBaHHs rpyaa”, "MobivHi
peaxuii” BignoBigHO A0 OHOBNEHOT iH(hopMmaLii 3 6e3neku
Aito4oi peyoBrHM "TenmicaptaH”. BBegeHHs 3MiH NpoTArom
6-TN MicALiB Nicna 3aTBEPIXKEHHS; 3MiHU | TUNy - 3MiHW
BHECEHO [0 iHCTPYKLT AN MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby [o po3sginis "B3aemogis 3 iHLWMMK
nikapcbknMK 3acobamu Ta iHLWi BUAW B3aEMoSiid",
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
rpyaaro”, "Mo6ivHi peakuii" BignoBigHO [0 OHOBEHOT
iHchopMmalii 3 6e3nekun Ajtoyoi pevyoBUHN "amioauniH".
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPIKEHHS
109. | IBIKAPA® A Tabnetku no 80 OPIrAHOCUH OAE EBepTomxeH Naiidh IHais BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny 3a UA/16928/01/04
mr/10 mr; no 7 NANDCAEHC CaeHcus Jlimiteq, - 3MiHM BHECEHO [0 IHCTPYKLii 418 MeanYHoro peyenmom
TabneTtok B N3 (Ed 3ET 1) 3acTOoCyBaHHS fikapcbKkoro 3acoby Ao po3ginis "B3aemogis
antomiHieBomy 3 iHWMMU flikapcbkMMK 3acob6amu Ta iHLWi BUAK
6nictepi, no 2 a6o 4 B3aemogijit", "OcobMBOCTi 3acTOoCyBaHHA", "3acTocyBaHHSA
6nictepn y y nepiog BariTHOCTi abo rogyBaHHs rpyaao”, “MobivHi
KapTOHHI Kopo6Lyi peakujii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3 6e3nekn
Aito4oi peyoBuHK "TenmicaptaH”. BBefeHHs 3MiH NpoTArom
6-TK MicALiB Nic/1A 3aTBEPMAKEHHS; 3MiHX | TRy - 3MiHW
BHECEHO A0 iHCTPYKLT A1 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ao po3ainis "Bsaemogis 3 iHLWMMK
nikapcbkumm 3acobamu Ta iHWi BUAM B3aEMOgiin",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaaro”, "Mo6ivHi peakuii" BignNoBiAHO [0 OHOBMEHOT
iHhopmawii 3 6e3nekn AitoHoi pevoBUHM "aMIoauMiH".
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS
110. | IMYHOINIOBYN | po3uuH Ans iH'exuin TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/15902/01/01
IH N0 ANHN 10%; no 1,5 mn B "BIO®APMA MIA3MA", YKpaiHa - NpuBeAeHHS cneumdikauii Ta MeToAiB KOHTPOSIO A0 peyenmom
HOPMA/IBHUA | amnyni; no 10 MNIA3MA" (BMPOGHMLTBO, BMMOT Aito40i MOHorpadii 4PY «IMyHOrno6yniH AanuHm
- BIO®GAPMA amnyn y nauui NepBUHHE NakyBaHHS); HopmanbHWi» / Eur.Ph. 0338 «Human normal

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,

immunoglobulin for intramuscular administration»; 3miHu |
TUMY - AONOBHEHHSA cneuudikauii NoKasHUKOM
"ImyHorno6yniH A" 3 BiANOBIAHUM METO40M
BUNPOBYBaHHSA; 3MiHU | TUNY - BUNYYEHHS NMOKa3HUKIB
AKOCTi "AHOMasIbHa TOKCUYHICTL", "Miporenn", "®pakuiiHnii
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KOHTPO/b SIKOCTI,
BMMNYCK cepiit); TOB
"BIO®APMA
MNA3MA", YkpaiHa
(KOHTPO/Ib AKOCTI);
TOB "®3
BIO®APMA", YkpaiHa
(BTOpPUHHE NakyBaHHS)

cknag", "AuTnanscactadinonisuH"; 3miHu | Tuny -
BWJTyYEHHS NoKa3HWKiB siKocTi «HK Bipycis BIJ1-1, BI-2,
Bipycy renatuty B, renatuty C Ta napsosipycy B19» 3i
cneuudikaLlii roToBoro fikapcbkoro 3acoby, OCKifbku AaHi
MOKa3HWKN KOHTPO/TIOTLCA B Ny/1ax Naasmu npy BXigHOMY
KOHTPONi CUPOBUHU; 3MiHW | TUNY - BUTYYEHHS
anbTepHaTUBHOrO BUNPobyBaHHA MeToa0M abcopbuinHoT
cnekTpodoTomeTpii 3rigHo APY/Eur.Ph. 2.2.25 3a
NMOKa3HMKOM SIKOCTi «3arasibH1in 6i/10K»; 3MiHK | Tuny -
3MiHM B MeToAax BUNPOOYBaHHA 3a NOKa3HUKaMU AKOCTI
"Po3nogin monekyn 3a po3mipom” (3amiHa
XpomaTtorpacdiyHoi KO/TOHKW, NPUBEAEHHS HA3BU
nokasHuka sikocTi o MoHorpadii AdY/Eur.Ph. 0338,
3a3HaYeHHs KOPEKTHOrO MOCU/IaHHA Ha METO/,
BMNpo6yBaHHsA 2.2.30); "Miumn"; "Cknag, 6inkis" (3mMiHW Ao
KOHLeHTpaLii 6i1Ky y BUNpo60BYBaHOMY PO34VHi i PO34Hi
NOPIBHSAHHSA, NPUBEAEHHS Ha3BW MOKa3HMKa SKOCTi A0
MoHorpadii A®Y/Eur.Ph. 0338); "3anunLwkoBi KifbKoCTi
conbBeHTa i geTepreHTa "Monicopbar 80" (po3unH
KoGanbToLiaHaTy aMOHit0 3amMiHEHO Ha po3uunH 3anisa (l1l)
TioujaHarty); " Tpubytundocdat" (3MmiHeHO ymoBM
NPUroTyBaHHA PO34MHY BHYTPILLUHLOrO CTaHAapPTy, yMOBU
BUKOHaHHS KOHTPO/I0 Ta XpomarorpadiyHoro
pO3AiNeHHs); 3MiHW | TUMY - HE3HAYHI 3MiHW Y MeToAUL
BMNpo6yBaHHA "AHTuTINA A0 HBSAQ"; 3MiHu | Tuny -
3aMiHa NokasHUKa SKOCTi «AHTUTINA A0 Bipycy Kopy» Ha
MOKa3HWK SIKOCTi «AHTUTINA A0 Bipycy renatuty A»; 3miu |
TUMY - OMOBHEHHS cneuudikauii NoKa3HUKOM
«BbakTepiasibHi eHAOTOKCUHM» 3 BiANOBIAHUM METOAO0M
BMNPOOYBaHHS; 3MiHW | TMNy - 3amiHa BUNPO6yBaHHSA
MEeTOA0M 30HaUTbHOTO enekTpodiopesy Ha MeTos
iMyHoenekTpodpopesy 3a NoKa3HUKOM SKOCTi
«lgeHTudikavis»;
3MiHM | TUNY - Nepe3aTBepKEHHS AHaTITUYHOT
HOpMaTMBHOI foKyMeHTauii (AH) Ha MeToan KOHTPON
akocTi (MKS) 3 meTol npmuBeAeHHs A0 BUMOr Hakasy MO3
Ykpainn Ne460 Big 23.07.2015 p

111.

IHFTABIPUH

kancynu no 90 wmr,
no 7 kancyny
6nicTepi, no 1
6nictepy B navui 3
KapToHY

ToBapucTBO 3
obmexeHoro
BignoBiganbHi
cTio "POKET-
PAPM"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHu | Trny - 3MiHK

woao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsay.

BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX

[aHuxX nNpo cuctemy thapmakoHarnsgy, 3mMiHa
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 151 34iicCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT ocobu,

6e3
peyenma

UA/10409/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/tOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy papmakoHarnisgy) 3miHa
yMOBHOBaXXeHOT 0C06M 3a8BHUKA, BiAMNoBiga/IbHOI 3a
hapmakoHarnsg. Aitoua pegakuyis: Mpycbkuii CTaHicnas
Bonognmuposuy. MNponoHoBaHa pegakuis: MusHioK Mapis
CTenaHiBHa. 3MiHa KOHTaKTHUX JaHVX YNOBHOBaXKEHOI
ocobwu, BignoBiganbHoI 3a hapmakoHarnsg. 3miHa Micus
3[iACHEHHS1 OCHOBHOT AISNbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxoMKeHHs macTep-daiina cuctemu
thapmakoHarnagy Ta iioro Homepa. 3miHu | Tuny - 3miHn
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiH1) OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby 3 BHECEeHHAM iHthopmalii Wwoao
3a3Ha4YeHHs OAMHMLb BUMIPIOBaHHS Y cnctemi Sl.
BHeceHHs 3MiHu fo po3giny «MapkyBaHHs» MKA 13:
3arBepmkeHo: MapkyBaHHA MapkmpoBka npunaraetcs
3anponoHoBaHo: MapkyBaHHs 3rifHO 3aTBEPAXEHOTO
TEKCTY MapKyBaHHS

112.

IHOOBEHON

rens no 40 ry Ty6i;
no 1 Ty6i B nayui 3
KapTOHY

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYNIA

LeHTp
"BopLuariscbk
WA XiMiko-
thapmaueBTny
Hui 3aBoa”

YKpaiHa

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHWYUIA LEHTP
"BopLyariBcbkuii
XimiKo-
hapmaueBTUYHNI
3aBof", YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- NofaHHs OHOBMEHOro cepTuddikaTa BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2009-256 - Rev 01
ons A®l iHgomeTauuHy Bif, BXe 3aTBepKeHOoro
BMpo6Huka F.I.S. - FABBRICA ITALIANA SINTETICI
S.P.A., ITanis. fk Hacnigok 3mMiHa B afpeci BUpo6HMYOT
OiNbHUL, a came: NPUCBOEHHSA HOMepPa BYUL; 3MiHN |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikata BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-CEP 2009-256 - Rev
02405 A®I iHoOMETaUMHY Bif, BXXe 3aTBepAKeHOro
BMpo6Huka F.I.S. - FABBRICA ITALIANA SINTETICI
S.P.A,, ITanisa. Ak Hacnigok BHECEHHA asibTepHaTUBHOI
BUPOBHNYOT AiNbHUL MPOMDKHOIO NPOAYKTY

6e3
peyenma

UA/2152/01/01

113.

IHCYMAH
BA3AN®

cycneHsia gns
iH'ekuiii, 100 MO/mn;
015 BUPOOHMKaA
CaHodhi-ABeHTIC
[Doiunang Mm6X,
HimeuunHa: Nel, Ne
5(Mmo5mny
thnakoHi; no 1 a6o
no 5 chnakoHis y
KapTOHHI KOpoo6L);
Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpUAXi;
[0AaTKOBO Y
KapTpuaK BMILLeHi 3

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

Bupo6bHMLTBO 3a
MOBHVM LMK/IOM:
CaHodi-ABeHTiC
[oiliunang M'éX ,
HimeyunHa
Bupo6HuLTBO 3
nakyBaHHs in bulk
thipMu-BMpOGHMKa
«CaHoi-ABeHTIC
Loliunang TM6X»,
HimeuyunHa, BTOpUHHE
nakyBaHHS, KOHTPO/b
Ta Bunyck cepii: TOB
"®apma Naiid",
YKpaiHa

HimeuunHa/
YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny
- 3MiHV BHECEHO B TEKCT MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby i3 3a3HauyeHHsAM BMPOOHUKa «CaHodi-
ABeHTIC JonunaHg MoX, HimeuumHa» Sk BiANOBi4a/IbHOMO
3a NepBUHHY YMakoBKY rOTOBOrO JlikapCbKOro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPIKEHHS

3a
peyenmom

UA/9529/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MeTaneBnx Ky/bKy;
no 5 kapTpuoxis y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI Kopoo6Lii);
Ne 1 (no 10 mny
dnakoHi; nol
hnakoHy y
KapTOHHI Kopoo6Li);
ons BupobHuka TOB
«®apma aiic»,
YkpaiHa: Ne 5 (no 5
My doiakoHi; no 5
h1aKkoHiB y
KapTOHHI Kopoo6L);
Ne 5 (5x1) (mo 3 mn
y KapTpuaxi;
[04aTKOBO Y
KapTpuK BMiLLeHi 3
MeTaneBmx KynbKu;
no 5 kapTpuaxis y
6nicTepi, no 1
6nictepy B
KapTOHHI Kopoo6Lii);
Ne 5

(no3mny
KapTpuaXi,
BMOHTOBaHOMY B
0/]HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok gns
iH'eKuili); poaaTkoBo
Y KapTpUaXK BMILLEHi
3 meTasieBux
Kynbku; no 5 wnpuu-
PYYOK B KAPTOHHiIl
Kopo6ui); Ne 1 (no
10 mn y dpnakoHi; no
1 chnakoHy y
KapPTOHHI KOpo6L;)

114.

IHCYMAH
BA3AN®

cycneHsia ans
iH'ekyini, 100 MO/mn
in bulk: Ne 300
(5x60): (no 5 mny
nakoHi; no 5
hnaKkoHiB y
KapTOHHI kopobuyj;
no 60 KOpo6OK y

TOB "CaHodi-
ABeHTIiC
Ykpaiva"

YKpaiHa

Bupo6bHuuTBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBnUHHa
ynakoBka Ta BUMyCcK
cepii: CaHodDi-ABEHTIC
[oiiunang MrmeX

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | TUNYy
- 3MiHV BHECEHO B TEKCT MapKyBaHHs yNakoBKu
nikapcbKoro 3acoby i3 3a3Ha4yeHHsIM BMPo6HUka «CaHodi-
AseHTic [loiiunang Mv6X, HimeuunHa» sk BignosifanbHOro
3a NepPBUHHY YNakoBKY rOTOBOrO NiKapCbKOro 3acooby.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAXKEHHS

UA/10945/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Kopo6ui); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
doNakoHiB y
KapTOHHI kopobuyj;
no 80 KOPOBGOK y
Kopo6ui); in bulk: Ne
240 (5x48): (no 5 mn
y thnakoHi; no 5
doNakoHiB y
KapTOHHI kopobuyj;
no 48 KOpoo6OK y
Kopo6ui); in bulk: Ne
300 (5x1x60): (no 3
My KapTpuaxi; no
5 kapTpuaxis y
6nicTepi; LO4ATKOBO
Y KapTpUaXK BMILLEHi
3 meTasieBux
Ky/ibku; no 1
6nictepy B
KapTOHHI kopobuy;
no 60 KOpPo6OK y
Kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBaHOMY B
0/1HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok gns
iH’EKUI); [OAAaTKOBO
Y KapTpuaX BMiLLeHi
3 meTaneBunx
Kynbku; no 5 wnpuu-
PYYOK Y KapTOHHilA
Kopo6ui; no 40
KOPOG6OK y KopobLi);
in bulk: Ne 120
(1x120): (no 10 My
donakoHi; no 1
hnakoHy y
KapTOHHI kopobuy;
no 120 kopo6okK y
Kopo6ui); in bulk: Ne
120 (5x24):

(no10 mny
hnakoHi; no 5
donakoHiB y
KapPTOHHI Kopoo6Lyj;
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

no 24 kopobkn y
Kopo6ui); in bulk: Ne
360 (5x72): (no 5 mn
y chnakoHi; no 5
h1aKkoHiB y
KapTOHHI kopobuy;
no 72 Kopobkn y
Kopo6ui); in bulk: Ne
5(5x1): (no5mny
dhnakoHi; no 5
h1aKkoHiB y
KapTOHHI kopobLii)

115.

IHCYMAH
KOMB 25®

cycneHsia gns
iH'ekuii, 100 MO/mn;
015 BUPOOHMKa
CaHodi-ABeHTiC
[oiunang Tm6X,
HimeyumnHa: Nel, Ne
5(Mo5mny
hnakoHi; no 1 a6o
no 5 chnakoHiB y
KapTOHHI Kopo6L);
Ne 5 (5x1), Ne 10
(5x2) (no3mny
KapTpuaxi;
[00aTKOBO Y
KapTpuaK BMILLeHi 3
MeTaneBmx KynbKy;
no 5 kapTpuoxis y
6nictepi, no 1 a6o
no 2 6nictepn y
KapTOHHI Kopo6Lii);
015 BupobHmka TOB
«Papma favid»,
YkpaiHa: Ne 5 (no 5
My dh1akoHi; no 5
(hNakoHiB y
KapTOHHI Kopo6Lii);
Ne 5 (5x1) (no 3 mn
Y KapTpuoxi;
[00aTKOBO Y
KapTpuaK BMILLeHi 3
MeTaneBmx KynbKy;
no 5 kapTpuoxis y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lii);
Ne 5 (no 3 mny

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YKpaiHa

Bupo6HuuTBO 3a
NOBHUM LIK/TOM:
CaHodi-ABeHTiC
[Loliunang T'm6X,
HimeuunHa,
Bupo6HMLTBO 3
nakyBaHHs in bulk
hipMu-BMPOBHUKA
«CaHogi-ABeHTIC
LoliunaHg TM6X»,
HimeyumHa, BTOpVHHE
nakyBaHHs!, KOHTPO/1b
Ta Bunyck cepii: TOB
"®apma faiidg",
YkpaiHa

HimeuunHa/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBK
nikapcbKoro 3acoby i3 3a3HauyeHHsAM BMPO6HUKa «CaHodi-
ABeHTic JoiiunaHg Mv6X, HimeyunHa» sk BignoBigabHOro
3a NepBUHHY YNakoBKy rOTOBOTO /liKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nicas
3aTBEPAKEHHSA

3a
peyenmom

UA/9530/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTpuaXi,
BMOHTOBaHOMY B
0iHOPa30BY LUNPULL-
pyuky ConoCrap®
(6e3 ronok ans
iH'eKuil); 4oAAaTKOBO
Y KapTpUAK BMiLLEHi
3 MeTas1eBux
KynbKy; No 5 winpuu-
PYYOK B KApTOHHIl
KopobLi)

116.

IHCYMAH
KOMB 25®

cycneHsis ans
iH'ekujin, 100 MO/mn
in bulk: Ne 300
(5x60): (no5mny
hnakoHi; no 5
hakoHiB y
KapTOHHI kopobuy;
no 60 kopobok y
Kopo6ui); in bulk: Ne
400 (5x80): (mo 5 mn
y thnakoHi; no 5
hakoHiB y
KapTOHHI kopobuy;
no 80 KopoboK y
Kopo6ui); in bulk: Ne
300 (5x1x60): (no 3
M/TY KapTpuaxi;
[00aTKOBO Y
KapTpuaK BMILLeHi 3
MeTaneBnx Ky/bKy;
no 5 kapTpuoxis y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuyj;
no 60 KOpo6OK y
Kopo6Li); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBaHOMY B
0/]HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok gns
iH'eKUIilA); [oAaTKOBO
Y KapTpUaXK BMILLEHi
3 meTasieBux
Kynbku; no 5 wnpuu-
PYYOK Y KapTOHHIi

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

Brpo6HMUTBO
Hepo3dacoBaHo|
NPoAYKLii, NepBUHHA
yrnakoBka Ta BMnycK
cepii: CaHodi-ABeHTIC
[oitunang TmM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny
- 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby i3 3a3HayeHHsAM BUpobHUKa «CaHodi-
ABeHTic JoiiunaHg Mv6X, HimeuunHa» sk BignosiganbHoOro
3a NepBUHHY YNakoBKy rOTOBOTO /1iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHS

UA/11347/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Kopo6ui; no 40
KOpPOBOK y KOpO6L);
in bulk: Ne 240
(5x48): (no5mny
hnakoHi; no 5
donakoHiB y
KapTOHHI kopobuy;
no 48 Kopob6oK y
Kopoo6Li);

in bulk: Ne 360
(5x72): (no5mny
hnakoHi; no 5
chnakoHiB y
KapTOHHI kopobuyj;
no 72 Kopookn y
Kopo6ui); in bulk: Ne
5((x1): (no5mny
hnakoHi; no 5
chnakoHiB y
KapTOHHIN Kopo6Lii)

117.

IHCYMAH
PAMNIA®

PO3UMH AN iH'EKLIN,
100 MO/mn, ansa
BUpo6HMKa CaHodi-
ABeHTiC JoliunaHg,
m6X, HimewunHa:
Nel, Ne 5 (no5mny
hnakoHi; no 1 abo
no 5 dpnakoHis y
KapTOHHI Kopoo6Lii),
Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpuaxi; no 5
KapTpuaXiB y
6nicTepi, no 1 abo
no 2 6nictepn y
KapTOHHI Kopo6Lii);
Ne 1 (no 10 mny
hnakoHi; nol
hnakoHy y
KapTOHHI Kopo6L);
ons BupobHuka TOB
«®apma Naid»,
YkpaiHa: Ne 5 (no 5
My dp1akoHi; no 5
donakoHiB y
KapTOHHI Kopoo6Li);
Ne 5 (5x1) (no 3 mn
y kapTpuaxi; no 5

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YKpaiHa

CaHodi-ABeHTIiC
[Loliunang Tm6X,
HimeuyunHa
(BMpPOGHMLTBO 3a
NOBHUM Uuknom); TOB
"OAPMA NAN®",
YkpaiHa
(BUpPOOHMLTBO 3
nakyBaHHs in bulk
hipMu-BMpo6GHMKa
"CaHogi-ABEHTIC
[Hoiunang rmex",
HimeuyunHa, BTOpPVHHE
nakyBaHHS, KOHTPO b
Ta BUNyCK cepii)

HimeyunHa/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby i3 3a3HayeHHsAM BUpobHUKa «CaHodi-
ABeHTic JoliunaHg Mv6X, HimeuunHa» sk BignosiganbHoOro
3a NepBUHHY YNakoBKy rOTOBOTO /1iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS

3a
peuernmom

UA/9531/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTpuaXiB y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6L);
Ne 5 (no 3mny
KapTpuaXi,
BMOHTOBaHOMY B
0/]HOPa30BY LLUMPWLL-
pyuky ConoCrap®
(6e3 ronok gns
iH'ekujil); no 5
LUNPYL-PYYOK B
KapTOHHI Kopo6L);
Ne 1 (no 10 mny
hnakoHi; o 1

nakoHy y
KapTOHHIN Kopo6Lii)

118.

IHCYMAH
PAMNIA®

PO34MH ANS iH'EKLi,
100 MO/mn in bulk:
Ne 300 (5x60): (no 5
My dh1akoHi; no 5
hnaKkoHiB y
KapTOHHI kopobuyj;
no 60 KOpPoO6OK y
Kopo6Li); in bulk: Ne
400 (5x80): (no 5 mn
y thnakoHi; no 5
hnaKkoHiB y
KapTOHHI kopobuyj;
no 80 KOpoBGOK y
Kopo6Li); in bulk: Ne
240 (5x48): (no 5 mn
y thnakoHi; no 5
hnaKkoHiB y
KapTOHHI kopobuyj;
no 48 KOpPo6OK y
Kopo6Li); in bulk: Ne
300 (5x1x60): (no 3
My KapTpuaxi; no
5 kapTpugxis y
6nictepi; no 1
6nictepy B
KapTOHHI kopobuy;
no 60 KOpPO6OK y
Kopo6ui); in bulk: Ne
200 (5x40): (no 3 mn
B KapTpuaxi,
BMOHTOBAHOMY B

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

Brpo6HMUTBO
Hepo3dhacoBaHo|
NPoAYyKLii, NepBUHHA
yrnakoBka Ta BMUnycK
cepii: CaHoi-ABeHTIC
[oitunang TmM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHN BHECEHO B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby i3 3a3HaYeHHsAM BUpobHUKa «CaHodi-
ABeHTic JoiiunaHg Mv6X, HimeuunHa» sk BignosiganbHOro
3a NepBUHHY YNakoBKy rOTOBOTO /1iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS

UA/11348/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

0/1HOPa30BY LUMPWLL-
pyuky ConoCrap®
(6e3 ronok gns
iH’ekuiii); no 5
LUNPUL-PYYOK Y
KapTOHHI kopobuy;
no 40 kopobok y
Kopo6ui); in bulk: Ne
120 (1x120): (no 10
My donakoHi; no 1
hnakoHy y
KapTOHHI kopobuy;
no 120 kopo6okK y
Kopo6Li);

in bulk: Ne 120
(5x24): (no 10 mn y
hnakoHi; no 5
donakoHiB y
KapTOHHI kopobuy;
no 24 Kopobku y
Kkopo6ui); in bulk: Ne
360 (5x72): (no 5 mn
y chnakoHi; no 5
donakoHiB y
KapTOHHI kopobuy;
no 72 KOpo6KM Yy
Kopo6ui); in bulk: Ne
5 (5x1): (no5mny
hnakoHi; no 5
donakoHiB y
KapPTOHHI KOpo6L;)

119.

ICEHTPECC

TabneTkn XyBasibHi
no 25 wr; no 60
TabneTok
XYB&UTbHUX Y
nakoHi; o 1
(hN1akoHy B
KapTOHHI KopooLyi

Mepk LWapn i

Joym |JEA
rmeX

LLiseiiuapi
a

Mepk LWapn i Joym
B.B., Higepnanan
(nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
[03BiNT Ha BUMYCK
cepii); MaTteoH
$apmacbloTikans IHkK.,
CLUA (BMpOGHUK
Hepo3dhacoBaHo|

NPOAYKLUiT)

HigepnaHan
/ CLLA

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3MiHu Il
TUMY - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3MiHa(m) Ao 3060B'sA3aHb
Ta YMOB Buadi peectpauiiHoro NocBif4yeHHs, BKIUYaum
MnaH ynpaBniHHA py3vkamu (3acTocyBaHHs 3MiH(1), Ski(a)
BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
[04AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMMETEHTHWM OpraHoM, OCKifIbKu BUMaraeTbCs CyTTEBA
OLliHKa KOMMETEeHTHUM OpraHoMm) - 3a pesy/ibTataMmu
eKkcnepTn3n HagaHnx Marepianis BCTAHOB/IEHO, LLO:
3asBHVKOM HafjaHo AeTaslbHUiA OMUC CUCTEMM YNPaB/liHHA
pusnKaMun y BUrNSAI OHOBMEHOTO MnaHy ynpas/iHHA
pu3mkamm Bepcisa 16.0 ansa nikapcbkoro 3acooby.
3MiHu BHeceHi Ao yacTuH: Il "Cneuundikauis 3 6esnekun”, |l
"MnaH 3 hapmakoHarnaay”, V "3axoau 3 MiHimizaw,ji
pusukis", VI "Pe3tome nnaHy ynpaBniHHA pu3nkamn” Ta
[opaTky 8 y 3B'A3Ky 3 NepersisgoM pusukie Ta HagaHHSAM

3a
peyenmom

UA/9325/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MnaHy ynpaBniHHS pu3vikamn no Rev.2
120. | ICEHTPECC TabneTkn XyBasibHi Mepk LWapn i LLiseiiuapi Mepk LWapn i Joym HigepnaHan BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu Il 3a UA/9325/02/02
no 100 wmr; no 60 [oym |[OEA A B.B., Higepnanan / CLLA TUMY - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
TabneTok rM6X (nepBuHHe Ta hapmakoHarnsgy. BHeceHHsi abo 3MiHa(u) Ao 3060B'A3aHb
XYB&UTbHUX Y BTOPWHHE MakKyBaHHS, Ta YMOB Buadi peectpauiiHoro NocBifuyeHHs, BKIYaUm
dhnakoHi; no 1 [03BiNT Ha BUMYCK MnaH ynpaBniHHA pu3vkamu (3acTocyBaHHs 3MiH(1), Ski(a)
(hN1akoHy B cepii); MaTeoH BMMaralTb(€) NOAANbLIOTO 06I'PYHTYBaHHS HOBUMM
KapTOHHiA KopoobLyi dapmacbloTikans IHK., [04aTKOBUM A@aHMK, L0 MaloTb HagaBaTucs
CLUA (BMpOGHUK KOMMETEHTHMM OpraHoM, OCKifIbK1 BUMaraeTbCs CyTTEBA
Hepo3dacoBaHoI OL{iHKa KOMNETEHTHUM OpraHoMm) - 3a pesysibTatamu
NpoAyKLUiT) eKcrnepTu3n HagaHux martepianis BCTaHOBMEHO, LLO:
3asBHVKOM HafjaHo AeTaslbHUiA OMMC CUCTEMM YNPaB/IiHHA
pv3nKamun y BUINSAji OHOBNEHOTO MnaHy ynpasniHHS
pu3mkamm Bepcisa 16.0 ansa nikapcbkoro 3acooby.
3MiHn BHeceHi Ao yacTuH: Il "Cneuundikauis 3 6esnekun”, |l
"MnaH 3 hapmakoHarnsaay”, V "3axoau 3 MiHimizau,ji
pusukis", VI "Pe3tome nnaHy ynpaBniHHA pu3nkamn” Ta
[opaTky 8 y 3B'A3Ky 3 NepernisgoM pusikie Ta HagaHHSAM
MnaHy ynpasniHHA pu3mkamu no Rev.2
121. | IPEM NOPOLLOK A4/1A AHaHTa Benuka Bpykc Nlabopatopic IHAjisA BHECEHHS 3MiH [0 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/18318/01/01
po3unHy AN iH'ekyii | Mepgikeap /T4, BpuTaHis Nimiteq - BHECEHHS1 YTOUHEHHS 0 p. «YnakoBka» MKA /13 woao peyenmom
no 1000 wmr, no 1 HasABHOCTI iIHCTPYKUiT 4151 MeANYHOro 3acToCyBaHHA B
dnakony 3 KOpoo6Lii.
NOPOLLKOM Y KOpoobLi 3anponoHoBaHo: MOpOLIOK y CKASIHOMY (1aKoHi, Lo
3aKpUBAETLCA F'YMOBOIO MPOOKOIO Ta aloOMiHIEBUM
KOBMAYKOM 3 KOMMOHEHTOM «h/in-0ch», N0 0fHOMY
oNakoHy pasom 3 iHCTPYKUIT 415 MeanyHOro
3acToCyBaHHS B KOPOOL
122. | KABIHTOH Tabnetkv no 5 wmr; BAT "lepfeoH YropLumHa BAT "T'epeoH Pixtep" YropLumHa BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3MiHuW | TUNY 3a UA/4854/01/02
no 25 TabneTtok y PixTep" - 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta hapmakoHariagy. peyenmom

6nicTepi; no 2
6nictepn y
KapTOHHI ynakoBLi

BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHuX Npo cuctemy hapmakoHarnsgy, amiHa
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
macTep-alina cuctemy hapMakoHarsisay) - aMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COBM 3asiBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHs MacTep-
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(paiina cuctemun chapmakoHarasgy

123.

KABIHTOH

KOHLeHTpaT Ans
pPO3unHy Ans
iHdpysiii, 5 mr/mn no
2 mn B amnyni; no 5
amnyny
NnacTyKoBil hopMi;
no 2 NNacTuKoBsi
dhopmu B ynakoBLii

BAT "TepeoH
PixTep"

YropLmHa

BAT "T'epneoH Pixtep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- 3MiHM Woao 6e3neku/ethekTMBHOCTI Ta dhapmakoHariagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX JdaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXEHOT 0c0o6u, BiANOBIAaNbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHMKa AN 34iiCHeHHA ddapmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarsisay) - amMiHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKa,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarasgy. 3MmiHa
MicuAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy

3a
peyenmom

UA/4854/02/01

124.

KABIHTOH
DOPTE

Tabnetku no 10 mr
no 15 tabnetok y
6nicTepi; no 2 abo 6
6nicTepiB y
KapTOHHIlA ynakoBL,i

BAT "TefeoH
PixTep"

YropumHa

BAT "T'epeoH Pixtep"

YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny
- 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta dhapmakoHariagy.
BBegeHHs ab0 3MiHM A0 y3arasibHEHUX JaHux npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[AaHvX Npo cuctemy hapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0COOMU, BifgNoBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iicCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0Cco6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-harina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKA,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemu chapmakoHarnagy

3a
peyenmom

UA/4854/01/01

125.

KANymig

TabneTkn, BKpUTI
n1iBKOBOIO
060/10HKO0, 10 50
Mr no 15 TabneTtok y
6nicTepi; no 2 abo 6
6nictepiB y
KapTOHHI nayui

BAT "TeneoH
PixTep"

YropuwmHa

BAT "T'epeoH Pixtep"

YropuwmHa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy.
BeefeHHs abo 3MiHM [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[AaHuX Npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXKEHOI 0c06M, BifNOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLLO BOHA BigMiHHA Bif] YNOBHOBaXKEHOT 0cobu,
BiAMOBIAaUTbHOI 3a 34iiCHEHHA hapMakoHarnsay
(BK/IHOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI

3a
peyenmom

UA/2632/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
macTep-aiina cuctemy hapMakoHarisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa MicLLe3HaxooKeHHs MacTep -
thaiina cuctemmn hapmakoHarnsgy
126. | KANbLUIHO NOPOLLIOK TOB "TK YkpaiHa Ckopa C.A. PpaHuis BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny - UA/11128/01/01
KAPBOHAT (cybeTaHuin) y "Apopa" - 3MiHuK 3 aKocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
(CKOPANAIT) nonieTuneHoBmx BiANOBIAHOCTI €Bponeiichbkili hapmakonei/MmoHorpadii.
Milkax gns 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHS Y
thapmaLeBTUUYHOTO BiANOBIAHICTL A0 MoHOrpadii 4dPY abo €Bponeincbkoi
3acToCyBaHHA thapmakonei, abo iHLWOT HauioHaNbHOT hapMakonei
aepxasun €C (3MiHa y cneuudikadisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo
iHLWIA HauioHanbHIV dhapmakonei fgepxasn EC) - BHECEHHS
3MiH 4,0 MeTOoZiB KOHTPOHO SAKOCTi Ha AP| NOB'A3aHO 3
npuBeAEHHAM Yy BiANOBIAHICTb A0 Ait040T MOHOrpadii
«Calcium carbonate» EP (10.3), a came: BuUy4YeHO
NoKasHUKN «ApceH», «bapiii»
127. | KAPBOIM/IATU KOHUeHTpaT ans Mepgak HimeuunH BTopuHHe nakyBaHHs, HimeuyunHa BHECEHHS 3MiH [0 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/10829/01/01
H MEAAK pPO34MHy s [esenbwadt a MapKyBaHHs1, - BHECEHHS pefakuiiHnx 3MiH 4o p.3.2.S.4.2 AHa/TITUYHI peyenmom
iHdpy3ii, 10 mr/mn; dotop KNiHiwe KOHTPO/b Ta BUMYCK MeToAMKM, a came- y p. 3.2.S.4.2 6yn0 NoMUIKOBO
no 5 mn a6o 15 mn, Lneujansnpe cepii: Mepak 3a3HayeHo, Wo BUPOGHMKOM /13 BUKOHYETLCS 06uasa
a6o 45 mn, abo 60 napare M6X esenbadT drop MEeTOAM KiNIbKICHOTrO BU3HaYeHHs1 (OCHOBHWIA Ta
M, abo 100 mn y KNiHiwe anbTepHaTMBHWIA) NapanesibHO
dnakoHi; no 1 Lneujansnpenapare
hN1akoHy B M6X, HimeuunHa
KapTOHHI Kopo6Lli Brpo6HMLTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTpPO/Ib Ccepili:
OHkoTek Papma
MpopakwH MéX,
HimeyunHa
128. | KAPOOCA/® TabneTku, BKpUTI MeHapiHi Iokcemby Brpo6HMuTBO "in HimeuunHa/ | BHECeHHsi 3MiH [0 peecTpaliiiHix maTepianis: 3MiHu | Tuny 3a UA/3433/01/01
10 MI nAiBKOBOIO IHTepHeLloHan pr bulk", nepBuHHe Ta Icnanis - 3MiHM 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y peyenmom
060/10HKOI0, No 10 OnepeLoHc BTOPWHHE MakKyBaHHS, BUPOGHMLTBI. 3MiHV BUNPobYyBaHb abo AONYCTUMUX MEX,
mr, no 14 TabneTok Jiokcembypr KOHTPO/b Ta BUMYCK BCTaHOB/EHMX Y cneyumdikayisx, nig yac BMpobHMLTBa
y 6nictepi; no 1 abo C.A. cepii: AAIUI CAHKIO roTOBOrO /1iKapCbKoro 3acoby (iHLi 3MiHW) - 3MiHa
no 2 6nictepu B HOPOYI N'vbX, noB’A3aHa 3i 3MiHOI Ha eTani, y SIKOMY BUKOHYETbCSA
KapPTOHHI Kopo6Lyi HimeuuunHa; MepBuHHE KOHTPO/b Y NPOLECi Ha BTpaTy Npv BUCYLLYBaHHI. 3pasku
Ta BTOPVHHE [N KOHTPOJIIO B MPOLECi Big6ypasmch Micais NpocitoBaHHS
nakyBaHHS, KOHTPO b CYXWX rpaHy’i, a 3apas NPOMoHYeTLCA POOUTK Lie [0
Ta BMNYCK cepil: npocitoBaHHA 4718 [BOX PO3MIpiB cepiii — po3mipy cepii 588
BEP/IH-XEMI AT, Kr Ta po3Mipy cepii 294 kr; 3MiHu | TURYy - 3MiHK 3 SKOCTI.
HimeyuunHa, [OTOBMIA NiKapCbKuii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHK Y
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Na6opatopioc npovueci BUpo6HULTBA FOTOBOTO NiKapCbKOro 3acoby,
MeHapiHi C.A.,

Icnanis; BupobHunutBo
"in bulk", nepBrHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: MeHapiHi-®oH
XeligeH Mv6X,
HimeuunHa

BK/THOHAK0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NPK
BMPOBHMLTBI FOTOBOrO NikapCbKoro 3acoby (He3HauyHa
3MiHa y npoueci BUpo6HMLTBA) - 3MiHa TeMnepaTypHUX
napameTpiB NiJ Yac etany noKpUTTA Tab/1eToK 060/10HKO
y BUPOGHMYOMY MpPOLECi rOTOBOro MikapCbKoro 3acoby
npeacTaBneHoro Bupo6bHrkom Menarini-Von Heyden;
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NlikapcbKuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHN Y NpoLeci BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby, BK/IOYatoUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3Ha4yHa 3miHa y NpoLeci
BMPOGHMLITBA) - 3MiHA Yacy 3millyBaHHS A0 1-6 xB nig vac
TPeTbOro etany 3MillyBaHHSA Y BUPOGHUYOMY NpoLeci
roTOBOro MikapCbKoro 3acoby npeacTaB/eHoro
BMpo6HUKOM Menarini-Von Heyden; 3miHu | Tuny - 3mMiHu 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM y npoLieci BUPO6HMLITBA FOTOBOTO NiKApCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULITBI FOTOBOTO NiKapCcbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUPO6bHULTBA) - 3MiHa
CTOCYETLCA 3MiHW eTany NOBTOPHOrO 3MiLLlyBaHHSA
rpaHynATy ans posmipy cepii 588 kr; 3miHu | Tuny - 3MiHn 3
AKOCTi. [0TOBWIA NikapcbKknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHU y NpoLieci BUPO6HMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BKOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci BUpobHULTBA) -
BBE/leHHs1 MOBTOPIOBa/IbHUX BUPOBHMYMX eTaniB Ao eTany
NOBTOPHOTO 3MiLLYBaHHS TPaHyNATY ANs OTPUMaHHS 4 cy6-
cepili rpaHynsATy ANns po3Mipy cepii 588 kr; 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IOYatoumn gianasoH
po3Mmipy cepii) roToBOro MikapcbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
[0[aBaHHA a/lbTEPHATUBHOIO po3mipy cepii 588 kr
roTOBOrO NiKapCbKOro 3acoby; 3miHu | Tuny - 3MiHu 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAEHHS [0AAaTKOBOI Ai/TbHNLi BUPOOHMLITBA
AN YacTUHK abo BCbOro BUPOOHMYOro NpoLecy rotoBoro
nNiKapcbKoro 3acoby (AiNbHULA 4151 BTOPUHHOIO
nakyBaHHs) - BBeAEHHA AiNbHULI MeHapiHi-PoH XengeH
'M6X, HimeuurHa y SKoCTi 40AAaTKOBOIT AiNbHULI, L0
BiNOBIAA€E 3a BTOPMHHE NaKyBaHHA rOTOBOrO NiKapCbKoro
3acoby. BBefeHHsA 3MiH NpOTAromM 6-Tu micsuis nicns
3aTBEPMAKEHHS; 3MiHU | TUNY - 3MiHK 3 SKoCTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/EHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5

4yacTvHu abo BCbOro BI/Ip06HVILI0FO npouecy rotosoro
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby (AinbHUUS 415 NEPBUHHOMO
nakyBaHHs) - BBEEHHS AifIbHULI MeHapiHi-PoH XeiiaeH

'M6X, HimeuunHa y SKOCTi y AKOCTi f0AaTKOBOI AiNbHUL,
LL|O BiANOBiJA€E 3a NEPBUHHE NaKyBaHHA rOTOBOTO
nikapcbKoro 3acoby. BeefeHHs 3MiH NPOTArom 6-Tu
MiCALIB NiCNA 3aTBEPLKEHHS; 3MiHW | TUny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gogaBaHHA BUPOOHMKA, LLO BiAMNOBifA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroum
KOHTPO/b/BMNPOBYBaHHSA cepil - BBEAEHHS Ai/TbHNL
MeHapiHi-®oH XeligeH TM6X, HimeuumHa y SKocTi
[04aTKOBOT AiNbHULL, L0 BiANOBIAa€E 3a BUNYCK cepil
rOTOBOrO /1iKapCbKoro 3acoby. 3MiHV BHECEHI B IHCTPYKLIitO
ANA MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
3B’A3KY 3 BBEEHHAM [,04aTKOBOI BUPOOHMYOT AiNbHULL Ta
AK HACNIAOK - BiANOBIAHI 3MIHU Y TEKCTI MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby. BeefeHHs 3MiH NpoTsrom 6-
TU MicAUIB NicNA 3aTBEPKEHHS; 3MiHM | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA NikapcbKknii 3aci6. 3MiHN Y BUPOOHMULITBI.
3amiHa abo BBeAEeHHS [0AATKOBOI Ai/IbHNL BUPO6HMLITBA
[ANSA YacTUHK abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWLA, Ha AKili NPOBOAATHLCA
6yAb-Ki BUPO6HUYI CTagjl, 3a BUHATKOM BUMNYCKY CepilA,
KOHTPO/II0 AKOCTi, NEPBWUHHOIO Ta BTOPUHHOTO NakyBaHHS,
01151 HECTEPUIbHMX NiKAPCbKNX 3aC006iB) - BBEAEHHSA
OiNbHWL| BUPOOHULTBA, LU0 BiANOBIAAE 3a BUPOOHULITBO
«in bulk» - MeHapiHi-®oH XeligeH Mv6X, HimeuunHa.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpMAKEHHS; 3MiHU | TUMy - 3MiHK 3 SKoCTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
ab0 fofaBaHHs AiNbHULI, Ha AKili 34ilicHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - BBAEHHSA 40AATKOBOI
AinbHUUI BUpo6HMLTBa MeHapiHi-®oH XeligeH MvbX,
HimeuuunHa y SKoCTi 40AaTKOBOro BUPO6HMKA, LLLO
BiANOBIAAE 3a KOHTPO/b cepii. BBeaeHHs 3MiH npoTsarom 6-
TV MicAUIB MicNa 3aTBEPMKEHHS; 3MiHU | TUny - 3MiHK 3
SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN y npoLieci BUPO6HMLITBA rOTOBOTO NiKApCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y Npoueci BUPOOHULITBA) -
BU/TyYEHHS eTany nofpibHeHHs onmecapTaHy
MeOoKCOMIsy Y BUPOGHMYOMY NpoLeci roToBOro

nikapcbKkoro 3acoby npeacrtasneHoro Menarini-Von

Heyden. Bnpo6Huumnii npouec NOBTOPHO BaslioBaHO y
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

3B'A3KY 3 BUAAIEHHAM eTany noApi6HeHHs; nig yac
Baniauii BHECEHI He3HAUHI KOPUTyBaHHS napameTpis
npouecy Ans ontumisauii npouecy; 3MiHu | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHV Y npoueci BUpOOHULITBA rOTOBOIO NiKapCbKoro
3aco6y, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpoOHULTBA) - 3MiHA
noB’s3aHa 3i 3MiHOK BMPOBHMYOrO eTany, y IkOMy MarHito
CTeaparT A0AA€ETLCA [0 rpaHynaTa gns po3mipy cepii 588
Kr. PaHile marHito cteapat fofaBascs nicns NpocitoBaHHSA
CyXOro rpaHyfaTy, a 3apas 3anponoHoBaHO fofasaTu
0ro 4,0 NpocitoBaHHs; 3MiHW | TUny - 3MiHW 3 SKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHK Y
npoueci BUpO6HNLTBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UN MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpK
BMPOBHULTBI rOTOBOrO Nikapcbkoro 3acoby (He3HauyHa
3MiHa y npoLeci BUPOOGHMLTBA) - HE3HAYHI 3MiHN Y
BMPOGHMYOMY NPOLIEC: 3MiHA Yacy 3MillyBaHHSA BOAM i3
CyMiLLLIK. 3MiHa CTOCYETbCS BBEAEHOI AiNbHULI Menarini-
Von Heyden GmbH; 3minu | Trny - 3miHKn 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun gianaszoH po3mipy cepii)
roToOBOro MikapcbKoro 3acoby (36inbLieHHs go 10 pasis
NOPIBHSHO i3 3aTBEPAKEHVM PO3MIPOM) - 36i/bLUEHHS
PO3Mipy cepii roTOBOr0 JliKapCbKOro 3acoby 3 273 Kr A0
294 kr. 3MiHa CTOCYETbCA BBEAEHOT AiNbHuULI Menarini-Von
Heyden GmbH; 3miHn | Tuny - 3MiHK 3 sKoCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHsSi rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNPOoGyBaHb (BKIHOYAKOUM
3aMiHy ab0 JONOBHEHHS)) - AoAaBaHHA 404AaTKOBOro
MeToAy BUNPOOYBaHHS A48 napameTpy «PO34nMHEHHS».
3MiHa cTocyeTbCA BBeAEHOT AinbHuui Menarini-Von
Heyden GmbH; 3MiHu | TUny - 3MiHK 3 siKkOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHSA roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BUNpobyBaHb (BKIOYatoun
3amMiHy abo [JONOBHEHHS)) - floAaBaHHSA A04AaTKOBUX
MeToAMK BUNpobyBaHHSA: foaaTkoBuii metog BEPX ans
BU3HAYEHHS NapameTpy CropigHeHuX cnonyk. 3miHa
CTOCYETbLCA BBEAEHOT AinbHuULi Menarini-Von Heyden
GmbH; 3MmiHu | TUNY - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkumii
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS roTOBOrO JiKapCbKOro 3acoby
(iHwWi 3MiHM y MeTogax BUNpobyBaHb (BKOYaUM 3aMiHy
ab0 [ONOBHEHHS)) - flofaBaHHSA AOAATKOBUX METOAMK
BMNpobyBaHHA: fodaTkosuii metog BEPX ans
iAeHTVdiKau,i, KifIbKICHOrO BU3HAY€HHS1 Ta OAHOPIAHOCTI
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

[030BaHVIX OAMHMLE. 3MiHa CTOCYETLCA BBEAEHOT fiNbHUL
Menarini-Von Heyden GmbH; 3miHu | Tuny - 3miHn 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHW y MeTofax
BMNpoGYBaHb (BK/IOYaUM 3amiHy abo AONOBHEHHS)) -
[ofaBaHHA [0AATKOBMX METOANK BUNPOOYBaHHS:
nopatkosuii Meto YBEPX anst ineHTudpikauii, KinbkicHoro
BM3HAYEHHS Ta O4HOPIAHOCTI 4O30BaHNX OAUHULL. 3MiHA
CTOCYETbCA BBeAEHOT AinbHuLi Menarini-Von Heyden
GmbH; 3MiHu | TUNY - 3miHK 3 AkocTi. CepTudpikart
BignosigHocTI/lE-cepTudikat BiANOBIAHOCTI EBPONENCHKIl
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudliKaTa Bi4NoBIAHOCTI a60 BUNYYEHHS
cepTudiikaTa BignNoOBIAHOCTI EBPONENCHKI hapmakonei:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoB/IeHWA cepTudikar Big
yXe 3aTBepKeHoro BUpoGHUKa - NofaHHA OHOBIEHOTO
cepTtudikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei
NS BXe 3aTBepAKeHOro BUPobHMKa onmecapTaHy
Megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 02 go sepcii RO-CEP 2013-
268-Rev 03. 3 nepernsHyTum ceptudikatom 6ynm
npefcTaBfieHi Mexi cneuundikauii ans nokasHukie N-
HiTpo3oAnMMeTunamivy Ta N-HiTposogmeTunamiy He
6inbLue Hix 0.03 ppm 3 BigNOBIAHM METOAOM
BUNPOBYBaHHS; 3MiHW | TUNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTI/lE-cepTudikat BiANOBIAHOCTI EBPONENCHKIl
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudliKaTa Bi4NoBIAHOCTI a60 BUYYEHHS
cepTudiikaTa BignNoOBIAHOCTI EBPONENCHKI hapmakonei:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBNIeHWA cepTudikar Big,
yXe 3aTBepKeHoro BUpoGHUKa - NofaHHA OHOBIEHOTO
cepTtudikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei
NS BXe 3aTBepAKeHOro BUPobHMKa onmecapTaHy
Megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 01 go sepcii RO-CEP 2013-
268-Rev 02. HoBa Bepcis cepTudikaTy BignosigHocTi 6yna
HafaHa EBPONENCLKUM ANPEKTOPaTOM 3 AKOCTI MiKiB Ta
OXOPOHW 340POB'A MIC/A 3aBEPLUEHHS OLHKM LW0A0
OL{IHIOBaHHA PU3NMKY LLIOAO0 KOHTPOSIIO JOMILLIOK
HiTpO3amiHiB BuAaHoi Zhejiang Tianyu; 3miHu | TNy -
3miHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BigNoBigHOCTI €Bponelicbkili hapmakonei/MoHorpadii.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI €BPONENChKil
thapmakonei) - OHOBMEeHUIA cepTuddikat Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei
[ONA BXe 3aTBepAKeHOro BUPobHMKa onmecapTaHy
Mepokcominy Daiichi Sankyo Co. Ltd. 3 Bepcii RO-CEP
2012-398-Rev 05 go Bepcii R1-CEP 2012-398-Rev 00;
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3acio.
Onuc Ta cknag. 3MiHa abo gofaBaHHsA LWTamnis,
noToBLYEHb ab0 iHWMX MapkKyBaHb, YK/Iouaoum 3amiHy abo
[opasaHHA hapb 4518 MapKyBaHHS Nikapcbkoro 3acoby
(3MiHa WTamMnis, NOTOBLLEHb a60 IHLINX MapKyBaHb) -
OHOBJ/IEHHS ONWCY NOTOBLUEHHA TAbMETOK 3 «penbeHUR»
Ha «TUCHEHWI» B MaTepiasiax peecTpauiiiHoro fOCbeE.
30BHiLLHI BUrNag TabeTok He 3MiHIETLCSA. BBeAeHHS
3MiH NPOTArom 6-Tu MICALIB NiCNA 3aTBEPMXKEHHS; 3MiHN |
Tmny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAuYeHUX y cneumdiikauisx Ha Adl, abo
BUXIiQHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cnevmdikavii HOBUM NOKa3HUKOM SIKOCTI Ta
BiANOBIAHUM METOAO0M BMNPOGYBaHHS) - AOAABAHHS
PO3Mipy YacTo4oK A0 cneumdikayii nogpibHeHoro
onmecapTaHy MefoKCOMiNly BBEAEHOT BUPOOHNKOM
roToBOro slikapcbkoro 3acoby Menarini-Von Heyden GmbH
3 BIANOBIAHMM METOA0M BUNPOBYBaHHS; 3MiHU | TUny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHU Y NpoLeci BUPO6HULITBA FOTOBOMO
NikapcbKoro 3acoby, BK/IKOUYAKUN NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci BUpobHULTBA) -
JoAaBaHHA eTany nonepefHbLOro nepeMillyBaHHs y SKOCTi
nepLUoro eTany BMPOGHNYOro NpoLecy A5 po3Mipy cepil
588 Kr; 3MiHM | TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW Y npoueci
BMPOGHMLTBA FOTOBOIO /iKAPCbKOro 3aco0y, BKAOHatoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHMLTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA) - HE3HAYHI 3MIHW Y BUPOBGHNYOMY NPOLIECI:
3MiHa B 06/1a4HaHHI Mif yac npoLecy 3MillyBaHHS 3
«Diosna mixer» Ha «Bohle mixer». 3miHa cTocyeTbCs
BBeAEHOI AinbHuLi Menarini-Von Heyden GmbH; 3minn |

TMNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKUIA 3acCi6. 3MiHN Y
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMPOGHMLTBI. 3MiHU Y NpoLeci BUpO6bHULITBA FOTOBOMO
NikapcbKoro 3acoby, BK/IKOUYAKUN NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO MiKapCbKoro
3acoby (He3Ha4yHa 3MiHa y npoueci BUpobHULTBA) -
He3HauHi 3MiHW Y BUPOOHUYOMY MpOLLeCi: 3MiHa B
obnagHaHHi nig yac npouecy noapibHeHHs 3 «pin mill» Ha
«Jet mill». 3miHa cTocyeTbCcA foAaHOT AiNbHULI
BMpo6HUUTBa Menarini-Von Heyden GmbH; 3miHu | Tuny -
3miHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MmoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI ab0 BMNYyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Yy BUPOOHULTBI ADI; Ana [JONOMKHOI
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif, HOBOrO BUPOGHUKA
(3amiHa abo [OMOBHEHHS) - AOAABAHHSA HOBOrO
cepTudpikaTa BignoBigHOCTI EBponeiicbkin Papmakonei
RO-CEP 2013-268-Rev 01 gna onmecapraHy
MeZI0KCOMINy Big, HOBOro BUpobHuka A®| Zhejiang Tianyu
Pharmaceutical Co., Ltd., Kutaii; 3MiHu | Tuny - 3miHm 3
sKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHNX
y cneyudikauisix, nig yac BUpOOGHULTBA FOTOBOrO
nikapcbKoro 3acoby (BU/1yYEHHsI HECYTTEBOIO
BMNPOBYyBaHHA B NPOLLECi BUPOGHMLTBA) - BUTYYEHHS
HeCyTTEBOro BUNPOGYBaHHA Ha PO3MOAiIN YacTo4OK 3a
pPO3MipoM B Npoueci BUpoOHULTBA Nif Yac BUpobHMLTBA
roTOBOro MikapCbKoro 3acoby npeacTaB/eHoro
BMpo6HMKOM Menarini-Von Heyden GmbH

129.

KAPAOCAN®
20 MI

TabneTku, BKPUTI
nNiBKOBOKO
060n0Hkot0, no 20
mr, no 14 TabneTok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI KopooLyi

MeHapiHi
IHTepHeLoHan
OnepeiioHc
TNokcembypr
C.A.

Iokcemby
pr

Bupo6bHMuTBO "in
bulk", nepBrHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/1b Ta BUMYCK
cepii: fIAIUI CAHKIO
IOPOYT M'm6X,
HimeuuunHa; MepBuHHE
Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
Ta BMNYCK cepil:
BEP/IH-XEMI AT,
HimeuunHa,
Na6opatopioc
MeHapiHi C.A.,
Icnanis; Bupo6bHULTBO
"in bulk", nepBuHHe Ta
BTOPUHHE NakyBaHHs,

HimeuunnHa/
IcnaHis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny
- 3MiHK 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/EHMX Y cnevmdikayisx, nig yac BMpobHMLTBa
rOTOBOrO /1iKapCbKoro 3acoby (iHLi 3MiHW) - 3MiHa
noB’A3aHa 3i 3MiHOI Ha eTani, y SKOMY BUKOHYETbCSA
KOHTPO/b Y NPOLLEC Ha BTPaTy Npu BUCYLLYBaHHi. 3pasku
[O/151 KOHTPO/O B MpoLeCi Bigbupanunck nicas NpocitoBaHHSA
CyXWX rpaHy’i, a 3apas NPOMoHYETLCA POOUTK Lie [0
npocitoBaHHA 4718 [BOX PO3MIpiB cepiii — po3mipy cepii 588
Kr Ta po3Mipy cepii 294 kr; 3MiHu | TURYy - 3MiHN 3 SKOCTI.
[OTOBMIA NiKapcbKuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHK Y
npoLeci BUPOGHMLITBA FOTOBOIO NikapCbKoro 3acoby,
BK/THOYAKOUM NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOGHWLITBI FOTOBOTO /liKapcbkoro 3acoby (He3HauHa
3MiHa y npoLeci BUpO6HMLTBA) - 3MiHa TeMNepaTypHUX
napameTpiB Mif Yac eTany NoKpUTTA TabieTok 060/10HKOK

3a
peyenmom

UA/3433/01/02
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KOHTPO/b Ta BUMYCK
cepii: MeHapiHi-®oH
XengeH M'vbX,
HimeuunHa

y BUPOGHMYOMY MpoLEeci FOTOBOrO MikapCbKoro 3acoby
npeacTaBfieHoro BMpo6HMKoMm Menarini-Von Heyden;
3MiHM | TURY - 3MiHK 3 AKOCTIi. FOTOBWIA NiKapcbKuii 3acio.
3MiHU Yy BUPOGHMUTBI. 3MiHW Y NpoLeci BUpobHuLTBa
roTOBOrO NikapcbKoro 3acoby, BKkIUakoUy NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCSH NPV BUPOOHMLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y NpoLeci
BMPOOHULTBA) - 3MiHA Yacy 3MillyBaHHA A0 1-6 XB nig vyac
TPEeTbLOro eTany 3millyBaHHS Y BUPO6HNYOMY NpoLLeCi
roTOBOrO /iKapCbKOro 3acoby npeacTaB/ieHoro
BMpO6HUKOM Menarini-Von Heyden; 3miHun | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM Y npoLieci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
3aco0y, BKOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO MiKapCbKoro
3acoby (He3Ha4yHa 3MiHa y npoLeci BUpobHULTBA) - 3MiHa
CTOCYETLCA 3MiHW eTany NOBTOPHOrO 3MiLLyBaHHA
rpaHynaTy ans posmipy cepii 588 kr; 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHM y npoueci BUpOOHULITBA FOTOBOIO NiKapCbKoro
3aco6y, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) -
BBE[EHHS NMOBTOPIOBA/IbHNX BUPOBGHMYMX eTaniB Ao etany
NMOBTOPHOTO 3MiLLYBaHHS rPaHynATy Ans oTpUMaHHs 4 cy6-
cepili rpaHynsATy ons po3Mipy cepii 588 kr; 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoUatoumn gianasoH
po3Mipy cepil) roToBOro Nikapcbkoro 3acoby (36ibLUeHHs
40 10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM PO3MIPOM) -
[0AaBaHHsA anbTepHaTMBHOIO po3mipy cepii 588 kr
roTOBOro NikapcbKoro 3acoby; 3MiHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA NikapcbKknii 3aci6. 3MiHN Y BUPOOHMULITBI.
3amiHa abo BBeAEeHHS [0AATKOBOI Ai/IbHNL BUPO6HMLITBA
[ANSA YacTUHK abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
NikapcbKoro 3acoby (AiNbHWUUA AN BTOPUHHOTO
nakyBaHHs) - BBeAEHHA AiflbHULI MeHapiHi-PoH XeiaeH
'M6X, HimeuyunHa y AKoCTi oAaTKOBOI Ai/IbHUL, L0
BiANOBIAAE 3a BTOPUHHE NaKyBaHHS roTOBOrO NikapCbKoro
3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEPMAKEHHST; 3MiHU | TUNY - 3MiHK 3 siKkoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOro NPoLEeCy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOMO
nakyBaHHs) - BBeAEHHS AiNbHULI MeHapiHi-PoH XeiaeH
'M6X, HimeyunHa y SIKOCTi y IKOCTi fO0AATKOBOI AiNbHWUL,
LLIO BifnoBiAae 3a NepBMHHE NaKyBaHHSA rOTOBOrO
NiKapcbKoro 3acoby. BBeAeHHsi 3MiH NPOTArom 6-Tu
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MiCALIB MiCNA 3aTBEPPKEHHS; 3MiHW | TUMny - 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa imnopTepa/3MiHn, L0 CTOCYHOTLCA BUMYCKY cepii Ta

KOHTPOJI0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
a60 fofaBaHHA BUPOGHNMKA, WO BifNoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkaovarum
KOHTPO/b/BMNPO6YBaHHSA cepil - BBEAEHHS Ai/TbHNL
MeHapiHi-®oH XeligeH TM6X, HiMeuumnHa y skocTi

[04aTKOBOI AiNbHUL, LLO BignoBigae 3a BUnyck cepii
rOTOBOrO JlikapCbKoro 3acoby. 3MiHV BHECEHI B iHCTPYKLi0

ONA MeAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y
3B'AA3Ky 3 BBEA,EHHAM [0AATKOBOI BUPOGHMYOT AiNbHULI Ta

AK HACNiAOK - BiANOBIAHI 3MiHU Y TEKCTi MapKyBaHHS

ynakoBKM nlikapcbKoro 3acoby. BBefeHHA 3MiH NnpoTarom 6-
! MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHU | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3amiHa ab0 BBeeHHS 404aTKOBOI AifIbHULi BUPOOHULTBA
415 YacTUHU abo BCbOro BUPOGHMYOTrO MPOL,EeCy rotoBoro
nikapcbKoro 3acoby ([inbHWLSA, Ha AKili NPOBOAATLCSA
6yAb-sIKi BUPO6HUYI CTagjl, 3a BUHSITKOM BUNYCKY CePilA,
KOHTPOJTH0 SIKOCTi, NEPBWUHHOIO Ta BTOPUHHOTO MakyBaHHS,

01151 HECTEePUIbHMX NIKApCbKUX 3aC06iB) - BBEAEHHS
LOinbHULI BUPOBHMLITBA, LLIO BIANOBIAAE 38 BUPOGHULITBO

«in bulk» - MeHapiHi-®oH XeligeHn M'm6X, HimeyunHa.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPMKEHHST; 3MiHU | TUNY - 3MiHK 3 sikoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
abo fgofaBaHHA AifbHULL, Ha 5K 34iCHI0ETLCSA
KOHTPO/Ib/BUNPOGYBaHHSA cepii) - BBeAEHHS 40AATKOBOI
AinbHULI BUpo6HMLTBa MeHapiHi-®oH XeiigeH Mv6X,
HimeuumnHa y AKoCTi 4OA4ATKOBOro BUPOGHNKA, L0
BiANOBIAAE 3a KOHTPO/b cepii. BBeAeHHs 3MiH npoTsarom 6-
TU MicAUIB NicNA 3aTBEPKEHHS; 3MiHM | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA NikapcbKknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHU y npoLieci BUPO6HMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BKOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO MiKapCbKoro
3acoby (He3Ha4yHa 3MiHa y npoueci BUpobHULTBA) -
BUJTYYEHHA eTany noApibHeHHs onmecapTaHy
MeZOKCOMINy y BUPOGHNYOMY MpOoLeci roTOBOro
nikapcbKoro 3acoby npeacrasneHoro Menarini-Von
Heyden. Bnpo6HWumii npoLiec NoBTOPHO BasliloBaHO Y
3B'A3KY 3 BUAAIEHHAM eTany noapibHeHHs; nig yac

BaslifaLii BHECEHi He3HaYHi KOpUryBaHHs napaMmeTpis
npouecy ans onTumisauii npowecy; 3miHu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA NikapcbKknii 3aci6. 3MiHN Y BUPOOHMLITBI.

3MiHM Y npoueci BUpOoGHULITBA TOTOBOTO NliKapCbKoro
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3ac06y, BK/II0YAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULITBI FOTOBOTO NiKapCcbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUPO6bHULTBA) - 3MiHa
noB’si3aHa 3i 3MiHOK BUPOBHUYOrO eTarny, y SKOMy MarHito
cTeapaTt A0JaETbCA A0 rpaHynaTa A/1s po3mipy cepii 588
Kr. PaHiwe marsito cteapart fogasascs Nic/1A NpocitoBaHHSA
CyXOro rpaHyfaTy, a 3apas 3anponoHOBaHO fJofaBaTu
oro 4,0 NpocitoBaHHs; 3MiHW | TUny - 3MiHK 3 SIKOCTI.
[oTOBMIA NiKapCbkunii 3aci6. 3MiHWM y BUPOOHWULTBI. 3MiHK y
npovueci BUpo6HULTBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOH@K0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NPK
BMPOBHMLTBI rOTOBOrO NikapCbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpOOHNLTBA) - HE3HAYHI 3MiHW Y
BMPOBHMYOMY NPOLLECi: 3MiHA Yacy 3MilllyBaHHS BOAM i3
CyMiwLwo. 3MiHa CTOCYeTbCS BBEAEHOI AinbHML Menarini-
Von Heyden GmbH; 3miHu | Trny - 3miHK 3 SKOCTI.
[oTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
po3Mipy cepii (Bk/IroYatoun gianasoH po3mipy cepii)
roTOBOrO NlikapcbKoro 3acoby (36inbLieHHs ao 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - 36i/IbLUEHHS
PO3Mipy cepii FOTOBOrO /liKapCbKOro 3acoby 3 273 Kr Ao
294 kr. 3MiHa CTOCYETbCA BBEAEHOT AinbHuui Menarini-Von
Heyden GmbH; 3MiHu | Tuny - 3MiHK 3 siKkoCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHSA roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BUNpobyBaHb (BKIOHatoun
3amMiHy abo JONOBHEHHS)) - foAaBaHHA 404aTKOBOro
mMeToAy BUNPOOYBaHHA A48 napameTpy «PO3UYMHEHHS».
3MiHa cTocyeTbCs BBeAEeHOI AibHuLi Menarini-Von
Heyden GmbH; 3MiHn | Tuny - 3MiHK 3 aKocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOib rOTOBOrO /iKapCcbKoro 3acoby.
3MiHa y MmeTogax BUNpobyBaHHSA roTOBOrO J1iKapCbKoro
3ac006y (iHWi 3MiHM y MeTodax BUNPOoGyBaHb (BKIHOYAOUM
3amMiHy abo [JONOBHEHHS)) - foAaBaHHSA A0AAaTKOBUX
MeTOoAMK BUNPoOYyBaHHSA: foAaTkoBuii metog BEPX ans
BM3HAYEHHS napameTpy CropigHEHUX CnosyK. 3MiHa
CTOCYETbCA BBeAEHOT AinbHuLi Menarini-Von Heyden
GmbH; 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib roToBOro fAikapcbKoro 3acoby. 3miHa y
MeToAax BUNPOGYBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(iHWi 3mMiHK y MeTofax BUNpo6yBaHb (BK/IKOYAKUMN 3aMiHy
ab0 AONOBHEHHS)) - AOAABAHHSA [0AATKOBUX METOAVK
BMNpo6yBaHHA: fodaTkoBuii meTog BEPX ans
iAeHTuaiKau,i, KiIbKICHOro BU3HAYEHHS Ta O4HOPIAHOCTI
[,030BaHVX OAMHWLb. 3MiHA CTOCYETbCS BBEAEHOI AiNTbHUL
Menarini-Von Heyden GmbH; 3MiHu | Tuny - 3MiHn 3
sIKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa y MeTogax BMnNpobyBaHHSA
roTOBOrO /likapCbKoro 3acoby (iHwWi 3MiHM y meTogax
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BMMNpOoGYBaHb (BK/OYaUM 3aMiHy abo AONOBHEHHS)) -
[ofaBaHHA [,0AATKOBMX METOAMK BUNPOOYBaHHS:
aopatkosuin Mmetod YBEPX ans igeHTudikauii, KinbkicHoro
BU3HAYEHHSA Ta OQHOPIAHOCTI 4030BaHUX OAUHULL. 3MiHa
CTOCYETbCA BBEAEHOI AinbHuLi Menarini-Von Heyden
GmbH; 3MiHK | TURY - 3MiHK 3 akocTi. CepTudikat
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBpONEChKil
thapmakonei/MoHorpadii. MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA cepTudikat Big,
yXe 3aTBepAKeHOro BUPO6HMKa - MoJaHHA OHOB/IEHOrO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
NS BXe 3aTBepAKeHOro BUpobHMKa onmecapTaHy
megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 02 go Bepcii RO-CEP 2013-
268-Rev 03. 3 nepernsaHyTMmM ceptudikaTtom 6ym
npegcTasneHi mexi cneundikauiii gns nokasHukis N-
HiTpo30AMMeTMNaMiHy Ta N-HITpo3oameTunamiHy He
6inbLue Hix 0.03 ppm 3 BigNOBIAHMM METOLOM
BMNPOBYBaHHS; 3MiHW | TMNy - 3MiHK 3 AkocTi. CepTudikart
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBpONEChKil
thapmakonei/MoHorpadii. MogaHHsA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTYyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ans
[LOMOMIKHOT peyoBMHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA cepTudikat Big,
yXe 3aTBepAKeHOro BUPO6HMKa - MoJaHHA OHOB/IEHOrO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
NS BXe 3aTBepAKeHOro BUpobHMKa onmecapTaHy
megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 01 go Bepcii RO-CEP 2013-
268-Rev 02. HoBa Bepcisa cepTudikaty BignosigHoCTi 6yna
HafJaHa €BPONEencbKMM AMPEKTOPATOM 3 AKOCTI flikiB Ta
OXOPOHW 3[40POB'A MICNSA 3aBEPLUEHHS OLiHKW WOoA0
OLIIHIOBaHHA PU3NMKY LLIOAO KOHTPO/IIO [OMILLIOK
HiTpo3amiHiB BugaHoi Zhejiang Tianyu; 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPO6HMUTBI API; A5 AONOMIDKHOT
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peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMEHUIA cepTudpikart Bif yxe
3aTBEPIKEHOr0 BUPOOHYKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
NS BXe 3aTBepAKeHOro BUpobHyKa onmecapTaHy
megokcominy Daiichi Sankyo Co. Ltd. 3 Bepcii RO-CEP
2012-398-Rev 05 go Bepcii R1-CEP 2012-398-Rev 00;
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NlikapcbKuii 3aci6.
Onuc Ta cknad. 3miHa abo gofaBaHHs Wwramnis,
NoTOBLUEHb ab0 iHWMX MapKyBaHb, YK/Iouatoum 3amiHy abo
[ofaBaHHA hapb ANns MapKyBaHHSA NiKapcbKoro 3acoby
(3MiHa WwTamnis, NOTOBLLEHb ab0 iHLWMX MapKyBaHb) -
OHOBJIEHHSA ONUCY NOTOBLLEHHA TabNEeTOK 3 «PeNbeEPHNA»
Ha «TUCHEHWII» B MaTepianiax peecTpauiiiHoro OoChe.
30BHILLHIV BUTNAA TabneTok He 3MIHI0ETbCS. BBeAeHHA
3MiH NPOTArom 6-Tu MiCALIB NiCNa 3aTBEPMKEHHS; 3MiHU |
My - 3MiHK 3 AKkocTi. ADL. KoHTposb APl 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMUX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDXHUIA NpoayKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(monoBHeHHSA cnevmdikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS) - LOAABaHHSA
PO3Mipy YacTo4ok Ao cneuudikaLii nogpiGHeHoro
ofiMecapTaHy MefoKCOMifly BBeAeHO BUPOOHVKOM
roToBOro nikapcbkoro 3acoby Menarini-Von Heyden GmbH
3 BiNOBIAHNM METOAOM BUMPOOYBAHHS; 3MiHK | TURY -
3MiHu 3 sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOBHULTBI. 3MiHU Y NpoLeci BUpO6HMLTBA FOTOBOr0
NiKapcbKoro 3acoby, BKIOUYaUM NPOMIXXHUA NPOAYKT, LLLO
3aCTOCOBYETHCSA MNPV BUPOBGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) -
[OAaBaHHA eTany nonepegHbOoro nepeMillyBaHHs y SKOCTI
nepLUoro etany BUPOOGHNYOro NpoLEecy AN1s Po3mipy cepii
588 Kr; 3MiHM | TUMy - 3MiHW 3 AKOCTi. TOTOBWIA NlikapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy npoueci
BMPOOHWLITBA FOTOBOTO /1iKapPCbKOro 3acoby, BKIOHaoum
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOBHULITBI
roTOBOrO JliKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) - HE3HAYHI 3MiHU Y BUPOGHMYOMY MPOLIECI:
3MiHa B 061aHaHHi Nig vyac npowecy 3MillyBaHHS 3
«Diosna mixer» Ha «Bohle mixer». 3miHa cTocyeTbCcs
BBeAEHOI AinbHuli Menarini-Von Heyden GmbH; 3minu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
niKapcbKoro 3acoby, BK/IH0YAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y Npoueci BUPOOHULITBA) -
He3Ha4Hi 3MiHM Y BUPOOGHUYOMY MpOLIeCi: 3MiHa B
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

obnagHaHHI Mg yac npouecy noapibHeHHs 3 «pin mill» Ha
«Jet mill». 3MiHa cTOCY€ETbCA AOAAHOT AiNbHULL
BMpo6HMLUTBa Menarini-Von Heyden GmbH; 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans AOMOMDKHOI
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEchkili
thapmakonei) - HoBuii cepTudikar Bif, HOBOrO BUPOGHUKA
(3amiHa abo [OMOBHEHHS) - A0AABaHHSA HOBOTO
cepTudpikaTa BifnoBiAHOCTI EBponelicbkiii Papmakonei
RO-CEP 2013-268-Rev 01 gnsa onmecaptany
MeZI0KCOMINy Big, HOBOro BUpobHuka A®| Zhejiang Tianyu
Pharmaceutical Co., Ltd., Kutai; 3MiHu | Tuny - 3MiHn 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHV BUNpobyBaHb abo AONYCTUMUX MeX, BCTAHOBIEHUX
y cneymdpikauisix, nig vyac BUPOBGHULLTBA FOTOBOIO
nikapcbKoro 3acoby (BUyYEHHST HECYTTEBOIO
BMNPO6YBaHHA B NPOLLECi BUPOGHMLTBA) - BUTyHYEHHS
HeCcyTTEBOro BUNPO6YBaHHA Ha PO3MOAiN YacTo4OoK 3a
pO3mipom B npoueci BUpobHMLTBA Nif, Yac BUPO6HMLTBA
roTOBOrO /liKapCbKOro 3acoby npeacTaB/ieHoro
BUpo6HMKOM Menarini-Von Heyden GmbH

130.

KAPLOCAN®
40 Mr

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 40
Mr no 14 TabneTok y
6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopo6Lyi

MeHapiHi
IHTepHeLloHan
OnepeiilloHc
Jiokcembypr
CA.

Jliokcemby
pr

Brpo6HMuTBO "in
bulk", nepBrHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: JAIHI CAHKIO
HOPOYI MmbX,
HimeuuunHa; MepBuHHE
Ta BTOPVHHE
nakyBaHHS, KOHTPO b
Ta BUNycK cepil:
BEP/IIH-XEMI AT,
HimeuuunHa;
JNabopatopioc
MeHapiHi C.A.,
IcnaHisi; BUpo6HULTBO
"in bulk", nepBuHHE Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: MeHapiHi-®oH
XeinpgeH M'vbX,
HimeyunHa

HimeuunHa/
Icnanis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiauis: 3MiHu | Tuny
- 3MiHM 3 SKOCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBEHNX Y cneuudikauisx, nig yac BMpobHULTBa
rOTOBOrO JliKapCcbKoro 3acoby (iHLi 3MiHW) - 3MiHa
noB’A3aHa 3i 3MiHO Ha eTani, y IKOMY BUKOHYETbCSA
KOHTPONb Y MPOLECi Ha BTpaTy Npu BUCYLLYBaHHI. 3pasku
[N KOHTPOJIKO B MPOLECi Big6ypasuck Micsis NpocitoBaHHs
CYXWX rpaHy’, a 3apas NpOMoHYeTLCSA POOUTK Lie 0
npocitoBaHHA AN [BOX PO3MIpIB cepiii — po3mipy cepii 588
Kr Ta po3Mipy cepii 294 kr; 3MiHW | TUNYy - 3MiHU 3 AKOCTI.
[OTOBMIA NikapCbKuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHK Y
npovueci BUpO6HULTBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOHAK0UN MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NpK
BMPOBHULTBI rOTOBOrO NMikapcbkoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6GHMLTBA) - 3MiHa TeMnepaTypHUX
napameTpiB Mig Yac eTany nokputTa TabneTok 060/10HKOK
y BUPOGHMYOMY MpOoLLeCi roTOBOro MikapcbKoro 3acoby
npeacTaBneHoro BUpo6Hrkom Menarini-Von Heyden;
3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3acio.
3MiHV Y BUPOOHMUTBI. 3MiHM Yy npoLeci BUPO6HULTBA
rOTOBOIO JIiKAPCbKOro 3acoby, BK/IYAKYM MPOMIKHWIA

3a
peuernmom

UA/3433/01/03
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MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHNLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoLeci
BMPOGHMLITBA) - 3MiHA Yacy 3millyBaHHS 40 1-6 xB nig vac
TPeTbOro etany 3MillyBaHHA Y BUPOGHUYOMY npoueci
roTOBOrO /liKapCbKoro 3acoby npeacraB/ieHoro
BMPO6HUKOM Menarini-Von Heyden; 3miHu | Tuny - 3MiHn 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHV Y npoueci BUpOOHULITBA FOTOBOIO NiKapCbKoro
3aco6by, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpoOHULTBA) - 3MiHa
CTOCYETbCS 3MiHW eTany NoBTOPHOIO 3MillyBaHHS
rpaHynAaTy ans posmipy cepii 588 kr; 3miHu | Tuny - 3miHu 3
SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHN y npoLieci BUPO6HMLITBA rOTOBOTO NiKApCbKOro
3aco6y, BK/II0YAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y Npoueci BUPOOHULTBA) -
BBE/leHHs1 MOBTOPIOBa/IbHUX BUPOBHMUMX eTaniB Ao eTany
NMOBTOPHOTO 3MiLLYBaHHS rpaHynaTy Ana oTpuMaHHs 4 cy6-
cepili rpaHynATy 4ns posMipy cepii 588 kr; 3mMiHu | Tuny -
3MiHu 3 sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3Mmipy cepii (BkYarumn giana3oH
pO3Mmipy cepii) roToBOro MikapcbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM PO3MIPOM) -
[oflaBaHHA a/lbTepHATUBHOIO po3mipy cepii 588 kr
roTOBOrO NiKapCbKOro 3acoby; 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3amiHa ab0 BBeeHHS 404aTKOBOI AifIbHULi BUPOOHULTBA
A5 YacTUHU abo BCbOro BUPOGHMYOrO MPOLEeCy rotToBoro
NiKapcbKoro 3acoby (AinbHWULA A1 BTOPUHHOTO
nakyBaHHs) - BBEAEHHS AifIbHULI MeHapiHi-PoH XeiiaeH
'M6X, HimeuurHa y siKocTi 40AATKOBOIT AiNbHUL, LLIO
BiZJNOBIAA€E 3a BTOPNHHE NaKyBaHHA rOTOBOTO /liKapCbKOro
3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPAXEHHS; 3MiHU | TNy - 3MiHM 3 SKoCTi. FoTOBMI
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHULi BUpOOHULTBA AN
4yacTuHM abo BCbOro BUPOOHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHULUS 415 NEPBUHHOIO
nakyBaHHs) - BBEAEHHS AifIbHULI MeHapiHi-PoH XeiaeH
'M6X, HimeuunHa y SKOCTi y AIKOCTi f0AaTKOBOI AiNbHUL,
LL|O BiANOBiJA€E 3a NEPBUHHE NaKyBaHHA rOTOBOTO
nikapcbKoro 3acoby. BBefeHHsi 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUny - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
ab0 f0AaBaHHA BMPOOHWMKA, L0 BifnoBigae 3a BBE3EHHS
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Ta/abo Bunyck cepii) - He BkItoyaroum
KOHTPONb/BUNPOGYBAHHSA cepil - BBEAEHHS Ai/TbHUL
MeHapiHi-®oH XeligeH TM6X, HimeuunHa y aKkocTi
[04aTKOBOI AiNbHUL, LLO BignoBigae 3a BUMycK cepii
roTOBOro Nikapcbkoro 3acoby. 3MiHVM BHECEHI B iHCTPYKLi0
0151 MeQUYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y
3B'A3Ky 3 BBE,€HHAM [0AATKOBOI BUPOOGHMNYOT AiNbHULI Ta
AK HACNIAOK - BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS
ynakoBKW NikapcbKoro 3acoby. BeefeHHs 3MiH NpoTArom 6-
TV MicAUIB MicNa 3aTBEPMKEHHS; 3MiHU | TUny - 3MiHK 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOOHULITBI.
3amiHa abo BBeAEHHS [0AAaTKOBOI Ai/TbHNLi BUPOOHMLITBA
AN YacTUHK abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULSA, Ha sKili NpoBOAATLCSA
6yAb-Ki BUPOOHUYI CTagjl, 3a BUHATKOM BUNYCKY CepiiA,
KOHTPO/TIO AKOCTi, NEPBMUHHOTO Ta BTOPUHHOTO NakyBaHHS,
0151 HECTEePU/IbHUX JTIKapCbKMX 3ac06iB) - BBEAEHHS
AiNbHWL| BUPOOHMLTBA, LU0 BiANOBIAAE 3a BUPOOHULITBO
«in bulk» - MeHapiHi-®oH XeligeH M'm6X, HimeuunHa.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS; 3MiHU | TNy - 3MiHM 3 SKoCTi. FoTOBMI
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHy, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJTH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo AofaBaHHA AiNTbHULL, Ha 5Kl 34iiCHI0ETLCSA
KOHTPO/b/BUNPOBYBaHHSA cepii) - BBEAEHHSA 404ATKOBOT
AinbHUUI BUpo6HMLTBa MeHapiHi-PoH XeligeH MvbX,
HimeuumHa y AKOCTi 0A4ATKOBOro BUPOGHNMKA, L0
BiAnoBifae 3a KOHTPO/b cepii. BBeAeHHSA 3MiH NPOTArom 6-
! MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHU | TRy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHM y npoueci BUpOOHULITBA rOTOBOIO NiKapCbKoro
3aco6by, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULITBA) -
BW/IyYEHHS eTany noApibHeHHs onMecapTaHy
MeZOKCOMINy y BUpOGHUYOMY MpOoLeCi roTOBOro
nikapcbKoro 3acoby npeacrtasneHoro Menarini-Von
Heyden. Bnpo6H1unii npoLiec NoBTOPHO BaUlifOBaHO Y
3B'A3KY 3 BUAAIEHHAM eTany noApi6HeHHs; nig yac
Ba/lijauii BHECEHI HE3HAYHI KOPUTyBaHHSA napameTpis
npouecy Ana ontumisadii npouecy; 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHV y npoueci BUpOOHULITBA FOTOBOIO NiKapCbKoro
3aco6by, BK/IOYAKYN MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MNPV BUPOBHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpoOHULTBA) - 3MiHA
noB’sA3aHa 3i 3MiHOK BMPOBHMYOrO eTany, y IkoMy MarHito
CTeapar A0Aa€ETbCA [0 rpaHynaTa Ans posmipy cepii 588
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Kr. PaHilwe marHito cTeapart foAaBaBcs Nic/iA NpocitoBaHHS
CyXOro rpaHynaTy, a 3apas 3anponoHOBaHO JofaBaT

A0ro Ao nNpocitoBaHHS; 3MiHM | TRy - 3MiHW 3 SKOCTI.
[OTOBMIA NiKapcbKuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHM y
npoLeci BUPOGHULITBA FOTOBOIO JlikapCbKoro 3acoby,
BK/THOYAIOUM NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BMPOGHULITBI FOTOBOr0 NikapCcbKoro 3acoby (HesHayHa
3MiHa y npoLeci BUPO6HULTBA) - HE3HAYHI 3MiHN Y
BMPOGHMYOMY NPOLIECI: 3MiHA Yacy 3MillyBaHHS BOAM i3
cyMmiwwo. 3MiHa CTOCYeTbCS BBEAEHOI AinbHML Menarini-
Von Heyden GmbH; 3MiHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHa
po3mipy cepii (BkoYaroun gianasoH po3mipy cepii)
roToBOro Nikapcbkoro 3acoby (36inbLueHHs oo 10 pasis
NOPIBHSHO i3 3aTBEPIKEHUM PO3MIPOM) - 36i/bLUEHHS
po3mipy cepii roToBoro nikapcbkoro 3acoby 3 273 kr go
294 xr. 3MiHa CTOCY€ETbCA BBEAEHOT AinbHUL Menarini-Von
Heyden GmbH; 3MiHn | Tuny - 3MiHK 3 aKkocTi. FoToBWIA
nikapcbkuii 3aci6. KOHTpOib rOTOBOrO NiKapCbKOro 3acoby.
3MiHa y meTogax BUNpobyBaHHSA roTOBOrO J1iKapCbKoro
3ac006y (iHWi 3MiHM y MeToAax BUNPOoGyBaHb (BKIHOYAOUM
3amiHy abo 4ONOBHEHHS)) - AOAABAHHSA 4OAATKOBOrO
MeToAy BUNPOBYBaHHS A48 napameTpy «PO34MHEHHS».
3MiHa cToCcyeTbCA BBEAEHOT AinbHULI Menarini-Von
Heyden GmbH; 3miHn | Tuny - 3MiHK 3 sKocTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOIb rOTOBOTO /iKapCbKOro 3acoby.
3MiHa y meTofax BUNpPO6yBaHHS rOTOBOTO J1iKapCbKOro
3aco0y (iHWi 3MiHM y MeToAax BUNPoGyBaHb (BKIHOYAKOUM
3amiHy abo fOMOBHEHHS)) - AofaBaHHA A0AaTKOBUX
MeToauk BUNpobyBaHHA: foaaTkosuii metog BEPX ans
BU3HAYEHHSA napameTpy CropigHeHux cnonyk. 3miHa
CTOCYETbCA BBEAEHOI AinbHuLi Menarini-Von Heyden
GmbH; 3MiHn | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. KoHTposib roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax B1NPOGYBaHHSA rOTOBOrO /liKapCbKoro 3acoby
(iHwWi 3mMiHM y MeTogax BunNpobyBaHb (BKIOYaUy 3aMiHy
abo [ONOBHEHHS)) - fofaBaHHA AOAATKOBUX METOANK
BMNPOOYBaHHSA: foAaTkoBuiA MeTog BEPX ans
iaeHTndikauii, KiflbKiCHOro BU3HaYeHHs Ta OfHOPIAHOCTI
[030BaHVIX OAMHWLE. 3MiHa CTOCYETLCA BBEAEHOT fiNbHUL
Menarini-Von Heyden GmbH; 3miHu | Tuny - 3miHu 3
AKOCTi. [oTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpoGYBaHb (BK/OYaUM 3amiHy abo AONOBHEHHS)) -
[ofaBaHHA [0AATKOBUX METOANK BUNPOOYBaHHS:
nopatkosuii Meton YBEPX anst ineHTudpikauii, KinbkicHoro
BM3HAYEHHS Ta O4HOPIAHOCTI 4O30BaHNX OAUHULL. 3MiHA

CTOCYETbLCS BBEAEHOI AinbHuLi Menarini-Von Heyden
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GmbH; 3MiHu | TURY - 3MiHK 3 akocTi. CepTuddikat
BignoBigHOCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI ab0 BUTyHYEeHHS
cepTudikaTa BifnoBiAHOCTI E€Bponeiichbkiin papmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepKeHOro BUpo6HUKa - NoAaHHA OHOBIEHOTO
cepTudikaTy BignoBigHOCTi EBponeiickkili hapmakonei
[ONA BXe 3aTBEPAKEHOro BUPO6HMKA onimecapTaHy
megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 02 go Bepcii RO-CEP 2013-
268-Rev 03. 3 nepernsHyTum ceptudikatom 6ynu
npeacTasneHi Mexi cneundikauii gns nokasHukie N-
HiTpO3oAMMeTUNaMiHy Ta N-HiTpo3oaneTnnamiHy He
6inbLue Hix 0.03 ppm 3 BigNOBIAHM METOLOM
BMNPOBYBaHHS; 3MiHW | TMNy - 3MiHK 3 AkocTi. CepTudikart
BignoBigHOCTI/IE-cepTudhikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI ab0 BUTyHYEeHHS
cepTudikaTa BifnoBiAHOCTI E€Bponeiichbkiin papmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepKeHOro BUpo6HUKa - NoAaHHA OHOBIEHOTO
cepTudikaTy BignoBigHOCTi EBponeiickkili hapmakonei
[ONA BXe 3aTBEPAKEHOro BUPO6HMKA onimecapTaHy
megokcominy Zhejiang Tianyu Pharmaceutical Co., Ltd. 3
Bepcii RO-CEP 2013-268-Rev 01 ao Bepcii RO-CEP 2013-
268-Rev 02. HoBa Bepcis cepTudikaty BignosigHOCTI 6yna
HagaHa EBpPONencbKUM AMPEKTOpaToM 3 SIKOCTI MiKiB Ta
OXOPOHW 340POB'S MICNSA 3aBEPLUEHHS OLiHKM LWOoA0
OL|iHIOBaHHS PU3VKY LLOAO0 KOHTPOSIHO AOMILLIOK
HiTpo3amiHiB BugaHoi Zhejiang Tianyu; 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHocTI/IE-cepTudikat
BiANOBIAHOCTI €Bponeiichbkili hapmakonei/MmoHorpadii.
MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI EBPONENChKil
thapmakonei) - OHOBMEeHUIA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI €Bponeiicbkili hapmakonei
[ANA BXe 3aTBepAKEHOro BUPO6HMKa onmecapTaHy
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Megokcominy Daiichi Sankyo Co. Ltd. 3 Bepcii RO-CEP
2012-398-Rev 05 o Bepcii R1-CEP 2012-398-Rev 00;
3MiHM | TURY - 3MiHK 3 AKOCTIi. FOTOBWIA NiKapcbKuii 3acio.
Onuc Ta cknag. 3MiHa abo gofaBaHHs WTaMMiB,
NOTOBLLEHb a60 HLWNX MapKyBaHb, YKoYaouy 3amiHy abo
fopasaHHA hapb 4518 MapKyBaHHS Nikapcbkoro 3acoby
(3MmiHa WwTamniB, NOTOBLLEHb ab0 iHLWMX MapKyBaHb) -
OHOBJIEHHSI ONUCY NOTOBLLEHHS TabNETOK 3 «PesTbePHUIA»
Ha «TUCHEHWIi» B MaTepiasiax peecTpauiiiHoro AoCbe.
30BHILLHI BUrAg TabNeTok He 3MiHIOETLCSA. BBeAeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS; 3MiHM |
TMny - 3MiHn 3 akocTi. A®l. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYeHUX y cneuudikauisx Ha Adl, abo
BUXIAHWA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BuUpobHuutea Ad|
(8ONOBHEHHS cnevumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM METOAOM BMNPOGYBaHHS) - AOAABAHHS
PO3Mipy YacTo4ok Ao cneuudikaLii nogpiGHeHoro
ofiMecapTaHy Mef0KCOMifly BBeAeHOi BUPOOHVKOM
roToBOro nikapcbkoro 3acoby Menarini-Von Heyden GmbH
3 BiANOBIAHNM METOAOM BUMPOOYBaHHS; 3MiHK | TURy -
3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
niKapcbKoro 3acoby, BK/IK0YAKYN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOOHULITBI FOTOBOTO NiKapCcbKoro
3acoby (He3HayHa 3MiHa y Npoueci BUPOOHULITBA) -
[ofaBaHHA eTany nonepefHbLOro nepeMillyBaHHs y SKOCTi
nepLUoro etany BUPOGHUYOro NpoLecy AN1a po3mipy cepii
588 Kr; 3MiHW | TURY - 3MiHW 3 AKOCTi. TOTOBWIA NiKapCbkunii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM Yy mpoueci
BMPOGHWLITBA FOTOBOTO /liKapPCbKOro 3acoby, BKIOHaoum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLTBI
roTOBOrO JliKapcbKoro 3acoby (HesHayHa 3MiHa y npoueci
BUPOGHMLTBA) - HE3HAYHI 3MiHM Y BUPOBHMYOMY NpoLLeci:
3MiHa B 061afHaHHi nig vyac npouecy 3MillyBaHHS 3
«Diosna mixer» Ha «Bohle mixer». 3miHa cTocyeTbCcs
BBeAeHOI AinbHuLi Menarini-Von Heyden GmbH; 3miHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHU Y NpoLeci BUPO6bHULITBA FOTOBOMO
NikapcbKoro 3acoby, BK/IKOUYAKUN NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO MiKapCbKoro
3acoby (He3HayHa 3MiHa y npoueci BUpobHULTBA) -
He3HauHi 3MiHW Y BUPOOHUYOMY MpoLLeCi: 3MiHa B
obnagHaHHi nig yac npouecy noapibHeHHs 3 «pin mill» Ha
«Jet mill». 3miHa cTocyeTbCcA foAaHOT AiNbHULI
BMpo6HUUTBa Menarini-Von Heyden GmbH; 3miHu | Tuny -
3miHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BigNoBigHOCTI €Bponelicbkili hapmakonei/MoHorpadii.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI €BPONENChKil
thapmakonei) - HoBuiA cepTudikar Bif, HOBOrO BUPO6HUKA
(3amiHa abo AONOBHEHHS) - AOAaBaHHS HOBOro
cepTudiikaTa BignoBiAHOCTI EBponelickbkin Papmakonei
RO-CEP 2013-268-Rev 01 ana onimecaprtaHy
MeOoKCOMIfy Bifg, HOBOro BUpo6Huka APl Zhejiang Tianyu
Pharmaceutical Co., Ltd., Kutaii; 3miHun | Tuny - 3miHn 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHMLITBI.
3MiHM BUNpo6yBaHb abo A0MYCTUMUX MEX, BCTAHOB/IEHNX
y cneuudikauisx, nig yac BUPOOHULTBA FOTOBOrO
nikapcbKoro 3acoby (BUy4eHHS HECYTTEBOTO
BUNPOGYBaHHSA B NPOLEeci BUPOOHMLTBA) - BUTYYEHHS
HecyTTEBOro BMNPOOYBaHHSA Ha PO3MoAia YaCTo4OK 3a
po3mipom B mpoueci BUpo6HMLTBA Nif, Yac BUPOOHMLITBA
roTOBOrO /liKapCbKoro 3acoby npeacTaBieHoro
BMPO6HMKOM Menarini-Von Heyden GmbH

131.

KBAMATEN®

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, 10 20
Mr; no 14 TabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "T'eneoH Pixtep”

YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHUX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 151 34iiCHEHHA dapmakoHarnsgy B Ykpaii,
AKLLO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiAMNOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy hapMakoHarnisgy) - smiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBiAANLHOI 3a 3ilicHeHHS (hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy

3a
peyenmom

UA/2937/02/01

132.

KBAMATEN®

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, Mo 40
mr; no 14 TabneTok
y 6nicTtepi; no 1
6nictepy B
KapPTOHHIN ynakoBLii

BAT "TeneoH
PixTep"

YropuwuHa

BAT "T'egeoH PixTep"

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiB: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHariaay.
BeefieHHs ab0 3MiHM [0 y3araslbHEHMX faHnx Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0c06W, BifNOBIfa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa AN 34iicCHEHHA hapmakoHarnsay B Ykpaii,
AKLLIO BOHA BifjMiHHA Bif] YNOBHOBaXXeHOT 0cobu,

3a
peyenmom

UA/2937/02/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BiAMOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/tOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-alina cuctemy hapmakoHarnisgy) - smiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBiAA/ILHOI 3a 3ilicHEHHS (hapmakoHarnagy. 3miHa
MiCLS 34IICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLie3HaxoMKeHHs! MacTep-
thaiina cuctemun chapmakoHarnsgy
133. | KBAMATE/NI® niodpinizat gna BAT "lefeoH YropLmHa BAT "T'epneoH Pixtep" YroplmHa BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHK | Tuny 3a UA/2937/01/01
PO34UHY ANS iH'EKLI PixTep" - 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHariagy. peyenmom
no 20 mr; 5 BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHnX nNpo
dhnakoHiB 3 cucTemy hapmakoHarnsgy (BBefeHHs y3arasibHeHNX
niocpinizaTom pasom [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
35 amnynamu no 5 YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
M/ po3unHHKKa (0,9 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
% pPO34MHY HaTpito 3asBHUKa AN 34iiCHEHHA ddapMakoHarnsagy B Ykpaii,
xnopugy) B AKLLO BOHa BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
KapTOHHIN ynakoBLii BiANOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
mMacTep-alina cuctemu hapmMakoHarssay) - aMiHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/LHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy
134. | KEHANOrI 40 cycneHsia ans KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peeCTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/0463/01/01
iH'eku;i, 40 mr/ma no HoBo mecTo MecTO -y MeToauLi BUNpobyBaHHS 3a NokasHMKOM "KisibKiCHUIA peyenmom

1 mn B amnyni; no 5
amnyn y énictepi; no
1 6nictepy B
KapTOHHI Kopo6Lyi

BMICT HaTpito x/10pmA" (NOTeHLioMeTpuyHe TUTPYBaHHS)
3anponoHOBaHO He3HauHi 3MiHW, 30KpeMa OHOBJIEHHSA
peareHTiB Ta YyTOYHEHHS Y NpoLieAypi BUNPOOyBaHHS;

3MiHM | TUNy - 3MiHW y aHaNiTUYHIA MeToauyi "KinbkicHe

BMU3HAYEHHA Ta iAeHTudikalis TpnaMumHONOHY aLeToHiay
i cnupTy 6eH3MN0BOr0", a came, 3amiHa po6o4KX
cTaHfapTiB Ha cTaHAapTu 3 Homepamy CAS, OHOB/IEHHS
METOAMKM MPUroTyBaHHSA POGOUNX PO3UMHIB,
XpomarorpadiyHnX yMoB; 3MiHK | TUMY - 3MiHW Y
aHaniTMYHIn metoauLi "OAHOPIAHICTb A030BaHUX OANHULLL

- O[HOPIAHICTb BMICTY TPUaMLIMHOMNOHY" - 3MiHa PO604MX

CTaHfapTiB Ha cTaHAapTu 3 Homepamu CAS, OHOB/IEHHS

METOAVKM NPUrOTYBaHHA PO60OUMX PO3UMHIB, JONOBHEHHS
NPUMITOK; 3MiHW | TUMY - 3aNPOMNOHOBAHO nepexif

NoCWNaHHA Ha MeTOAMKY BUNPO6YBaHHA 3a NapameTpoMm
"BigHocHa ryctuHa" 3 ®apm CLUA 841 Ha €Bp. Papm.

2.2.5., 6e3 3MiH BCTAHOB/IEHWNX KPUTEPIli NPUAHATHOCTI Y
crneundikayii F13; 3MiHK | TURY - 3MiHK Y @aHaNITUYHIN

MeToauui "CynyTHi AOMILLKK", a came, 3MiHW Y po6oYmx
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
cTaHfapTax, BUlyYeHHs cTaHAapTy 6eH3anbaerigy sk
CYNyTHLOI JOMILLKM CNUPTY GEH3UI0BOr0, peaaKLiliHi
BUMNpPaB/IEHHS, [OMOBHEHHS NPMMITOK Ta XpoMartorpam.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micasa
3aTBEPIAKEHHS
135. | KENMPA® TabneTku, BKpUTI HOCB dapma Benbris HOCb ®apma C.A. Benbris BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/9155/01/01
060/10HKO0, No 250 C.A. - NOJAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peyenmom

mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIN nauui

€Bponeiicbkili hbapmakonei RO-CEP 2012-325-Rev 00 gnist
L0401 pevyoBMHN NeBeTupaLeTamy 3 METOK J04aBaHHS
[0AaTKOBOrO HOBOTO BYPOGHWMKA Ail040i PeHOBUHM
nesetupavetamy — Zhejiang Huahai Pharmaceutical Co.,
Ltd., Chuannan Dugiao, China-317 016 Linhai, Zhejiang
Province. BBefieHHA 3MiH NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS; 3MiHM | TUNY - AoAaBaHHA B cneumdikavito
A®| HOBOI fOMILKN «eTunKkapbamaTy» Ta HOBUX
OpraHiuyHNX JOMILLIOK «AVNX0PMETaHy» Ta «TONyony» 3
BiANOBIAHMMY TM MeTogaMun BUNPo6yBaHHs. BeegeHHs
3MiH NPOTArom 6-Tu MIiCALIB NiCAA 3aTBEPMXXEHHS; 3MiHN |
TUMY - JOMNOBHEHHS HOBOTO aHasTITUYHOTO METOAY, LLIO
BMKOPUCTOBYETLCA /151 KOHTPO/TIO 3a/IULLIKOBOTO
po3uMHHKKa aLeToH B A®| neseTupateTtam, Wo
OTpUMaHWin Ha BUPOGHWYIN AinbHKLI BUpo6HUuKa Zhejiang
Huahai Pharmaceutical Co., Ltd. (He 6inbwe 500 ppm).
BBefeHHs1 3MiH NpoTArom 6-T1 MicauiB nicas
3aTBEePKEHHS; 3MiHU | TUMY - NOAAaHHA OHOB/IEHOTO
cepTudikaTa BigNoBigHOCTI EBponeiickbkili hapmakonel
RO-CEP 2012-325-Rev 01 gna A®l neBetupauetamy Big,
BXe 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHS 3MiH NPOTArom 6-Tu
MiCALIB MIiCNA 3aTBEPAXKEHHS; 3MiHM | TUMY - NoAAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkii
hapmakonei RO-CEP 2012-325-Rev 02 ans Adl
neBeTvpaleTamMy Bif BXe 3aTBEP)KEHOr0 BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd. BBeeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS;
3MiHM | TNy - gogasaHHi AinbHuui SGS Simon Lab SA gns
KOHTPO/0/BMNPOBYBaHHSA cepii, Ha AKI NPOXoAUTUMYTb
BUNPOBYBaHHA Ha BMICT 3aUIMLLKOBMX PO3YUHHVKIB Ta Ha
BMICT cneumdivHoi AOMIlLKM — eTukapb6amarty B Ad|
neseTvpaLeTam, Lo BUPOBISETLCS BUPOOHUKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | Tuny -
[oaasaHHa AdinbHuui SGS-CSTC Standards Technical
Services (Shanghai) Co., Ltd gns
KOHTpO/t0/BUNpoByBaHHA cepii, Ha AKi NPOXoANTUMYTb
BMNPO6YBaHHA Ha BMICT cneundivHoi JOMILLKN —
eTunkap6amarty B A®| nesetupaueram, WO BUPOBASETLCSA
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BMpo6HuKoM Zhejiang Huahai Pharmaceutical Co., Ltd.,
China. BeegeHHs1 3MiH NpoTAroM 6-Tu micauiB nicns
3aTBEPMKEHHS;
3MiHM | TUMY - NOAAaHHA OHOBNIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP 2012-
325-Rev 00 ana APl nesetupaueTamy Bif BXe
3aTBepMKeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBefeHHS 3MiH NPOTArom 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS; 3MiHM | TUMY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkii
thapmakonei R1-CEP 2014-079-Rev 00 (3aTrBepaXeHo:
RO-CEP 2014-079-Rev 04) ans A®| nesetupauetamy Bif
BXe 3aTBepmxeHoro BupobHuka DIVI'S LABORATORIES
LIMITED, IHgisi. BBe4eHHA 3MiH NPOTArom 6-Tu MicauiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - foAaBaHHA
anbTepHaTuBHOI AinbHWLUi Eurofins Amatsi Analytics, Parc
de Genibrat, Fontenilles, 31470, France ons TecTyBaHHs
[OOMILLKM eTunKkapbamary fjitoyoi pevyoBnHN
neseTupaLeTamy, Lo BUPOBNSETHCA BUPOOHNKOM
Zhejiang Huahai Pharmaceutical Co., Ltd., China.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHU | TUNY - HE3HAYHI 3MiHK A0
aHaniTnyHoro metogy BEPX (meth-002226), wo
3acTOCOBY€ETLCA BUPO6HMKOM UCB Pharma S.A. gns
TeCTyBaHHS Ki/IbKICHOro BU3HAYEHHS Ta BU3HAYEHHS
NPOAYKTIB po3najy y roToBOMY JikapCbkoMy 3acob6i.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS

136.

KEMMNPA®

TabneTku, BKPUTI
060/10HKO0, 1Mo 500
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nictepiB y
KapTOHHIN nayui

HOCBb dapma
C.A.

Benbris

IOCB ®apma C.A.

Benebris

BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy
- NofaHHs HOBOTO cepTudikarta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei RO-CEP 2012-325-Rev 00 gns
L0401 pevoBMHN NieBeTupaLieTamy 3 MeTo fofaBaHHsA
[,04aTKOBOro HOBOTO BUPOGHMKA Ai040i peYOBUHN
nesetupauetamy — Zhejiang Huahai Pharmaceutical Co.,
Ltd., Chuannan Dugiao, China-317 016 Linhai, Zhejiang
Province. BBeAeHHS 3MiH NpoTarom 6-Tu micauis nicns
3aTBEePKEHHSN; 3MiHM | TUNY - AoAaBaHHA B cneumdikavito
A®| HOBOI IOMILLKN «eTuKapbamaty» Ta HOBUX
OopraHiYHMX AOMILLIOK «AMX/I0PMETaHy» Ta «TONyosny» 3
BiNOBIgHMMM IM MeToAamMmn BUNPoGyBaHHA. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS; 3MiHM |
TUMY - AOMNOBHEHHS HOBOTO aHaUTITUYHOTO METoAY, Lo
BMKOPUCTOBYETLCA [/151 KOHTPOJTIO 3a/1MLLIKOBOTO
pPO34YMHHMKA aueToH B ADI neseTnpaleTam, Lo
OTpUMaHWn Ha BUPOGHWUYIN AinbHWLi BUpo6HMKa Zhejiang
Huahai Pharmaceutical Co., Ltd. (He 6inbwe 500 ppm).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns

3a
peyenmom

UA/9155/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPKEHHS; 3MiHW | TUMY - NOJaHHA OHOB/IEHOrO

cepTudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonel
RO-CEP 2012-325-Rev 01 gna A®l nesetupauetamy Big,
BXeE 3aTBepXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHS 3MiH NPOTAroMm 6-Tu
MiCALIB MICNA 3aTBEPLXKEHHS; 3MiHM | TUMY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchkii
thapmakonei RO-CEP 2012-325-Rev 02 ans Adl
neBeTvpaLleTamMy Bif BXe 3aTBEpPAKEHOr0 BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiC/A 3aTBEPAXKEHHS;
3MiHM | TNy - gogasaHHi AinbHuui SGS Simon Lab SA gns
KOHTpO/t0/BUNpo6YBaHHA cepii, Ha SKi NPOXoANTUMYTb
BUNPOOYBaHHA Ha BMICT 3aUTNLLKOBUX PO3YMHHWKIB Ta Ha
BMICT cneumdivHoi AOMIlLKM — eTukapbamarty B Ad|
neseTMpaleTam, Lo BUpobIseTbcs BUPo6HNKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBegeHHs 3MiH
NpOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | Tvny -
AofaBaHHsa ginbHuUi SGS-CSTC Standards Technical
Services (Shanghai) Co., Ltd gns
KOHTpO/0/BUNPoBYyBaHHA cepii, Ha AKin NPOXoAMTUMYTb
BMNPOGYBaHHA Ha BMICT cneundivHoi JOMILLKN —
eTunkap6amary B A®| neseTupaLeTam, L0 BUPOOAAETLCS
BMpo6HuKom Zhejiang Huahai Pharmaceutical Co., Ltd.,
China. BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudlikara
BiANoBigHOCTI €Bponeiickkili hapmakonei R1-CEP 2012-
325-Rev 00 gna A®| neseTupaletamy Bif Bxe
3aTBepAKeHoro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBeeHHS 3MiH NpOTArom 6-Tu
MiCAILiB MicNs 3aTBEPMKEHHS; 3MiHW | TUNY - NoAaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €Bponenchkii
thapmakonei R1-CEP 2014-079-Rev 00 (3aTBepAXeHO:
RO-CEP 2014-079-Rev 04) gna A®| neesetupaletamy Bif,
BXe 3aTBepaKeHoro BnpobHuka DIVI'S LABORATORIES
LIMITED, IHgjs. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs. 3MiHK | Tuny - fofaBaHHA
anbTepHaTuBHOI AinbHULUi Eurofins Amatsi Analytics, Parc
de Genibrat, Fontenilles, 31470, France gns TeCcTyBaHHs
[OOMILLKM eTuNKapbamaTty fito4oi peqyoBmHN
neseTmpayeTamy, Lo BUPOHASETLCSA BUPOOHNKOM
Zhejiang Huahai Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - HE3HAYHI 3MiHW [0
aHaniTnyHoro metogy BEPX (meth-002226), wo
3aCcTOCOBY€ETLCA BUPO6HUKOM UCB Pharma S.A. ons
TECTYBaHHS Ki/IbKICHOrO BU3HAYEHHS Ta BU3HAYEHHS

NPOAYKTIB po3nagy Yy roToBOMY JlikapCbKoMy 3aco0i.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEPKEHHS
137. | KEMNPA® TabneTkn, BKPUTI HOCB dapma Benbris HOCB ®apma C.A. Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | Tuny 3a UA/9155/01/03
060/10HKOt0, Mo 1000 C.A. - NOJAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peyenmom

mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIN nayui

€Bponeiicbkili hbapmakonei RO-CEP 2012-325-Rev 00 gnist
L0401 pevyoBMHN NeBeTupaLeTamy 3 METOK J04aBaHHS
[0AaTKOBOrO HOBOTO BMPOGHWMKA Ail040i PeHOBUHM
nesetupavetamy — Zhejiang Huahai Pharmaceutical Co.,
Ltd., Chuannan Dugiao, China-317 016 Linhai, Zhejiang
Province. BBefieHHA 3MiH NpOTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - AoAaBaHHA B cnevumdikavito
A®| HOBOI fOMILKN «eTuKapbamaTy» Ta HOBUX
OpraHiuyHNX JOMILLIOK «AVXI0PMETaHy» Ta «TONyony» 3
BiANOBIAHMMY TM MeTogaMun BUNPo6yBaHHs. BeegeHHs
3MiH NPOTArom 6-Tu MIiCALIB NiCAA 3aTBEPMXKEHHS; 3MiHN |
TUMY - JOMNOBHEHHS HOBOTO aHasTiTUYHOTO METOAY, LLIO
BMKOPUCTOBYETLCA [/151 KOHTPO/TIO 3a/IULLIKOBOTO
po3uMHHKKa aLeToH B A®| neseTupateTtam, Wwo
OTpUMaHWn Ha BUPOGHWYIN AinbHKLI BUpo6HUKa Zhejiang
Huahai Pharmaceutical Co., Ltd. (He 6inbwe 500 ppm).
BBefeHHs1 3MiH NpoTArom 6-T1 MicauiB nicas
3aTBEPKEHHS; 3MiHU | TUMY - NOAAHHA OHOB/IEHOTO
cepTudpikaTa BigNoBigHOCTI EBponeiickbkili hapmakonel
RO-CEP 2012-325-Rev 01 gna A®l neBetupauetamy Big,
BXe 3aTBepXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHS 3MiH NPOTArom 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS; 3MiHM | TUMY - NoAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkii
hapmakonei RO-CEP 2012-325-Rev 02 ans Adl
neBeTvpaleTamMy Bif BXe 3aTBEpPA)KEHOr0 BUPOOHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd. BBegeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPAXKEHHS;
3MiHM | TUNY - gogasaHHi AinbHuui SGS Simon Lab SA gns
KOHTpO/0/BMNPOBYBaHHS cepii, Ha AKIA NPOXoAUTUMYTb
BUNPOBYBaHHA Ha BMICT 3aUIMLLKOBUX PO3YUHHVKIB Ta Ha
BMICT cneumdivHoi AOMILLKM — eTukapbamarty B Ad|
neseTvpaleTam, Lo BUPOBISETLCS BUPOOGHUKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCAA 3aTBEPMKEHHS; 3MiHU | Tuny -
[oaasaHHa adinbHuui SGS-CSTC Standards Technical
Services (Shanghai) Co., Ltd gns
KOHTpO/t0/BUNpoByBaHHA cepii, Ha AKi NPOXoANTUMYTb
BMNPO6YBaHHA Ha BMICT cneundivHoi JOMILLKN —
eTunkap6amarty B A®| nesetupaueram, WO BUPOBASETLCA
BMpo6HuKom Zhejiang Huahai Pharmaceutical Co., Ltd.,
China. BeegeHHs1 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPKEHHS;
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHM | TUMY - NOAAaHHA OHOBMIEHOTO cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei R1-CEP 2012-
325-Rev 00 ana APl nesetupaueTamy Bif BXe
3aTBepMKeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHS 3MiH NPOTAroMm 6-Tu
MiCALIB MICNA 3aTBEPLXKEHHS; 3MiHM | TUMY - NOAAHHSA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchkii
thapmakonei R1-CEP 2014-079-Rev 00 (3aTBepaXeHo:
RO-CEP 2014-079-Rev 04) ans A®| nesetupauetamy Bif
BXe 3aTBepmxeHoro BupobHuka DIVI'S LABORATORIES
LIMITED, IHgisi. BBe4eHHA 3MiH NPOTArom 6-Tu Micauis
nicns 3aTBepmXeHHs. 3MiHK | Tuny - foAaBaHHA
anbTepHaTuBHOI AinbHWUi Eurofins Amatsi Analytics, Parc
de Genibrat, Fontenilles, 31470, France ons TecTyBaHHs
[OOMILLKM eTunKkapbamary fjitoyoi pevyoBnHN
neseTupaLeTamy, Lo BUPOBNSETHCA BUPOOHNKOM
Zhejiang Huahai Pharmaceutical Co., Ltd., China.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS; 3MiHU | TUNY - HE3HAYHI 3MiHK A0
aHaniTnyHoro metoy BEPX (meth-002226), wo
3acTOCOBY€ETLCA BUPO6HMKOM UCB Pharma S.A. gns
TeCTyBaHHS Ki/IbKICHOroO BU3HAYEHHS Ta BU3HAYEHHS
NPOAYKTIB po3najy y roToBOMY JlikapCbKOMy 3acob6i.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicas
3aTBEPAKEHHS

138.

KEMMNPA®

PO34YUH OpasIbHUIA,
100 mr/mn; no 300
M1y dp1akoHi; no 1
h1akoHy 3 MipHUM
N1acTUKOBUM
LUNPVLOM Yy nauui 3
KapTOHY

HOCBb ®apma
C.A.

Benbris

Hekct®apma CAC

PpaHuin

3MiHK | TMny: 3MiHn 3 9KoCTi. A®I. KoHTposib ADI.
3MiHa y napameTpax cneundikauin Ta/abo
OOMYCTUMUX MEXX, BU3HAYEHMX y cneumndikaLuiax
Ha A®I, abo BMXiOHUIA/MPOMIXXHWI
npoayKT/peareHT, W0 BUKOPUCTOBYOTbCS Y
npoueci BupobHuuTBa AD| (0ONOBHEHHS
cneundikauii HOBMM NMNOKa3HUKOM AKOCTI Ta
BigNoBigHMM MeToaoM BunpobysaHHs)(6.1.6.1.
(B),IB), nopaBaHHA B crneyndikayito AdDI
HOBOI HOMIWKN «eTunkapbamaTy» Ta HOBUX
OpraHivYHMX PO3YMHHUKIB «ANXJIOPMETaHy» Ta
«TONy0Nly» 3 BifMOBIAHMMM iM METOAAMU
BUNPOOyBaHHS.
BBeneHHs 3MiH NpoTArom 6 micauis nicns
3aTBEPLAXKEHHS.

3MiHK | TMNy: 3MiHM 3 9kocTi. A®I. KoHTponb ADI.
3MiHa y meTofax BunpobyBaHHA AD| abo
BUXiQHOrO MaTepiany/MpoMiXXHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuutea AQPI (iHWi 3MiHK y MeToAax

3a
peyenmom

UA/9155/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BUNpobyBaHHA (BKJOYao4mM 3aMiHy abo
[onoBHeHHA) A®|l abo BUXiAHOrO/MPOMIXKHOIO
nponykTy)(b.1.6.2. (r'),IB), LONOBHEHHS HOBOroO

aHaNiTUYHOrO0 MeToAY, L0 BUKOPUCTOBYETLCA AN
KOHTPOJIIO 3a/IMLLIKOBOr0 PO34YnMHHMKa aueToH B Ad|
neBeTMpaLeTaM, Wo OTPUMaHUN Ha BUPOBHUYIN
DiNbHWLL
BUpobHuka Zhejiang Huahai Pharmaceutical Co., Lt
d. (He 6inbwe 500 ppm).
BBeneHHs 3MiH NpoTArom 6-Tn MicsauiB nicna
3aTBEPOXKEHHS.

3MiHK | TUny: 3MiHn 3 aKkocTi. CepTudikaT
BignoBigHOCTI/l E-cepTudikaT BianoBigHoOCTI
€Bponencbkin hapmakonei/moHorpadii. NogaHHA
HOBOro abo oHOBJIEHOr0 cepTudikaTa
BiAMoBigHOCTI abo BUNy4eHHA cepTudikaTa
BiANOBIAHOCTI EBpONENncChbKiN hapmakonei: ans
A®I; pna BuxigHoro
MaTepiany/peareHTy/NpoMi>XHOro NPoAYyKTY, L0
BUKOPMCTOBYIOTHCA Y BUPOObHMUTBI ADI; ons
OOMOMI>XHOI pe4yoBUHMK (cepTudikaT BiaMNOBIQHOCTI
€Bponencbkin hapmakonei) - OHoBNEHUN
cepTudikaT Bif BXXe 3aTBEPA)KEHOro BUPOOHMKa
(B.11I.1. (a)-2,IA), nogaHHA OHOBJIEHOrO
cepTudikaTa BiAMNOBIAHOCTI EBpPONENCHKIN
cthapmakonei RO-CEP 2012-325-Rev 01 gns AdI
fleBeTMpaueTaMy Bifl BXXe 3aTBEPLAXKEHOIO
BUpobHuka Zhejiang Huahai Pharmaceutical Co., Lt
d. BBeeHHsA 3MiH MpoTaromM 6 micauis nicns
3aTBEPAXKEHHS.

3MiHK | Tuny: 3MiHn 3 aKkocTi. CepTudikaTr
BiAnoBiAHOCTI/l E-cepTudikaTt BignoBigHOCTI
€Bponencbkin hapmakonei/moHorpadii. NMopaHHs
HOBOro abo oHoBJIEHOroO cepTudikaTa
BianoBigHOCTi abo BMNyYeHHA cepTudikaTa
BiANOBIAHOCTI EBpONENChKIN hapmakonei: ans
A®l; ona BuxigHoro
MaTepiany/peareHTy/NpoMi>XHOro NPOAYKTY, L0
BUKOPUCTOBYIOTbLCS y BUPOOHULTBI ADI; ons
OOMOMiI>XXHOT pe4oBMHM (cepTudikaT BiANOBIAHOCTI
€Bponencbkin hapmakonei) - OHoOBNEHUN
cepTndikaT Bif y)Xe 3aTBepAXXeHoro
BupobHuka(b.lll.1. (a)-2,l1A), nogaHHs OHOBJIEHOI O
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

cepTudikaTa BiANOBIAHOCTI EBpPOMNENCHKIN
apmakonei RO-CEP 2012-325-Rev 02 gns Al
fleBeTMpaLeTaMy Bif BXXe 3aTBEPA)KEHOro
BUpobHuka Zhejiang Huahai Pharmaceutical Co., Lt
d. BBeaeHHs 3MiH NpoTaromM 6 micauis nicns
3aTBEPOXKEHHS.

3MiHK | TUNy: 3MiHM 3 sKkocTi. A®l. BupobHuuTBO.
3MiHa BUpObHMKa BUXiAHOr0/MpPOMi>KHOIro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYIOTHLCS Y
BpobHn4omy npoueci A®I, abo 3miHa BUpobHMKa
(BKNtOYato4mM, e HeobxigHo, MicLue NpoBeaeHHs
KOHTpOsIto SKOCTi) A®I (3a BiACYTHOCTI
cepTudikaTa BiAMNOBIAHOCTI EBpONENCHKIN
hapmakonei y 3aTBepO)XeHOMY A0ChLE)(3MiHM [0
3axofiB, NOB'sA3aHNX 3 KOHTposieM A®I, abo
[O0AaBaHHA AiNIbHULI, Ae NPOBOANTLCS
KOHTPOJIb/BMNpobyBaHHA cepii)(b.l.a.1.
(m),1A), nonaBaHHA
ninbHMLUi SGS Simon Lab SA gnsa
KOHTponto/BUNpobyBaHHSA cepii, Ha aKin
NPOXoaMTUMYTb BUNPOOYBaHHA Ha BMICT
3a/IMKOBUX PO3YUHHUKIB Ta Ha BMICT crieyundivHol
noMilWkn - eTunkapbamaTy B A®D| neBeTtupavueTam,
Lo BMPOBNAeTLCA
BUpobHukom Zhejiang Huahai Pharmaceutical Co.,
Ltd., China.
BBegeHHs 3MiH NpoTArom 6-Tun MicsuiB nicna
3aTBEPOXKEHHS.

3MiHK | Tuny: 3MiHM 3 aKkocTi. CepTudikaT
BignoBigHOCTI/l E-cepTudikaT BianoBigHoOCTI
€Bponencbkin hapmakonei/moHorpadii. NofaHHa
HoBOro abo oHoBJsieHOro cepTudikaTta
BiAMoBigHOCTI abo BUNy4eHHA cepTudikaTa
BiANOBIAHOCTI EBpONENncLbKiN hapmakonei: ans
A®I; pna BuxigHoro
MaTepiany/peareHTy/MPOMiIXKHOro NMPoAyKTy, WO
BUKOPMCTOBYIOTbCA Y BUPOObHMUTBI ADI; ons
OOMOMiI>XHOI pe4yoBUHMK (cepTudikaT BiANOBIAHOCTI
€Bponencbkin hapmakonei) - OHoBNEHWN
cepTudikaT Bif y>Xe 3aTBEpPAXKEHOro
BupobHuka(b.lll.1. (a)-2,lA), nogaHHS OHOBJIEHOIO
cepTudikaTa BiANOBIAHOCTI EBpPONENCHKIN

dapmakonei R1-CEP 2014-079-Rev 00
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

(3aTBepaxeHo: RO-CEP 2014-079-Rev 04) nnsa AdI
neBeTMpaLeTaMy Bif BXXe 3aTBEPAXKEHOr0
BUpobHumka DIVI'S LABORATORIES LIMITED, IHgis
BBeneHHs 3MiH NpoTArom 6-Tm MicAuiB nicng
3aTBEPAKEHHS.

3MiHK | Tuny: 3MiHM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT BiANoOBiAHOCTI
€Bponencbkin hapmakonei/MmoHorpadii. NMopaHHS
HoBOro abo oHoOBJIEHOr0 cepTUudikaTta
BianosigHocTi abo BMNyYeHHA cepTudikaTa
BigMNOBIAHOCTI EBpONENChbKin hapMakonei: ans
A®l; ona BuxigHoro
MaTepiany/peareHTy/NpoMi>XXHOro NPOAYKTY, L0
BUKOPUCTOBYIOTHCS y BUPOOHULTBI ADI; ons
OOMOMI>XHOI pevyoBUHU (cepTudikaT BigMNoOBIAHOCTI
€Bponencbkin hapmakonei) - OHoBNEHUN
cepTndikaT Bif y)Xe 3aTBepaXXeHoro
BupobHuka(b.lll.1. (a)-2,lA), nogaHHs OHOBJIEHOT O
cepTudikaTa BiANOBIAHOCTI EBPOMNENCHKIi
hapmakonei R1-CEP 2012-325-Rev 00 gns Al
fleBeTMpaLeTaMy BiJl BXXe 3aTBEPLAXKEHOIO
BupobHuka Zhejiang Huahai Pharmaceutical Co., Lt
d

BBegeHHs 3MiH NpoTArom 6-Tn MicauiB nicna
3aTBEPAXKEHHS.

3MiHu | TMny: 3MiHn 3 akocTi. A®l. BupobHuuTBO.
3MiHa BUpo6HUKa BMXiAHOr0/MPOMi>KHOIO
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTHCH Y
BUpobHM4oMy npoueci A®I, abo 3miHa BUpobHMKa
(BktoYatoyn, ge HeobxigHO, MicLe NpoBeaeHHS
KOHTpOJIO AKocTi) ADI (3a BigcyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpPOMNENCHKIN
hapmakonei y 3aTBepAXXEHOMY LOCLE)(3MiHM [0
3axofiB, NoB'A3aHUX 3 KOHTposieMm ADI, abo
[O4aBaHHA AiNbHWLI, Ae NPOBOANTLCSA
KOHTpPOJIb/BMNpobyBaHHA cepii)(b.l.a.1.
(n),1A), nopaBaHHSA AinbHULI SGS-

CSTC Standards Technical Services (Shanghai) Co.,
Ltd nns KoHTpoato/BUNpobyBaHHA cepii, Ha sKin
NpPoOXoaMTUMYTb BUNPOByBaHHA Ha BMICT
cneundivyHoi LOMIWKK - eTunkapbamaTty B AdI
neBeTMpaLeTaM, Lo BUpPobNsETbLCA
BUpobHMKOM Zhejiang Huahai Pharmaceutical Co.,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Ltd., China.
BBeneHHs 3MiH NpoTArom 6-Tun MicsuiB nicna
3aTBEPOXKEHHS

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
Tuny: 3MiHK 3 AkocTi. CepTuddikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigAHOCTI abo BUTy4EeHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuin ceptudikaT Big,
HOBOrO BMPOGHMKa (3aMiHa abo AOMOBHEHHS) - MOAAHHSA
HOBOro cepTudikaTa BignoBigHOCTI EBponelickkiii
thapmakonei RO-CEP 2012-325-Rev 00 gns gjtoyoi
peyoBMHM NeBeTvpaLeTamy 3 METO JofaBaHHA
[0AaTKOBOrO HOBOTO BYPOGHWMKA Ail040i PeHOBUHM
neseTupaueTamy — Zhejiang Huahai Pharmaceutical Co.,
Ltd., Chuannan Dugiao, China-317 016 Linhai, Zhejiang
Province. BBeieHHs 3MiH NPOTAromM 6-Tn MicsLiB nicns
3aTBEPMKEHHS.

3MiHu | Trny: 3miHn 3 skocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea A®I
(8ONOBHEHHS cnevumdikaLil HOBUM NOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHS) - A0AABAHHS B
cneumdikadito A®| HOBOT [OMILLKN «eTunkapbamarty» Ta
HOBWX OpraHiyHMX PO3UMHHUKIB «AUX/IOPMETaHy» Ta
«TONYyosny» 3 BifNOBIAHUMM TM METOAaMN BUNPOOYBaHHS.
BBefeHHs 3MiH MPOTAroM 6 MiCALIB NiC/1A 3aTBEPAKEHHS.
3MiHn | TURY: 3MiHK 3 AkocTi. A®I. KoHTponb AdL. 3miHa 'y

mMeTogax BUNpobyBaHHs APl abo BMXigHOro

marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo

BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Y MeTogax B1UNpobyBaHHA (BKIOYaouM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiZHOro/NPOMIDKHOTO MPOAYKTY) -

[OMOBHEHHSA HOBOTrO aHaUTITMYHOTO MeToAy, Lo
BUKOPWCTOBYETLCA [/151 KOHTPOJIIO 3a/IMLLKOBOrO
po3uMHHYKKa aueToH B APl neseTupaueTtam, Wwo
OTPUMaHMW Ha BUPOGHWUIl AinbHULI BUpo6HUKa Zhejiang

Huahai Pharmaceutical Co., Ltd. (He 6inbwe 500
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

ppm).BBefeHHA 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPMKEHHS.
3Minu | TUny: 3MiHK 3 akocTi. CepTuddikat
BignosigHocTI/IE-cepTudikart BignosigHoOCTI €Bponeiicbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEHHS
cepTuddikaTa BignNoBIAHOCTI EBPONENCHKI hapmakonei:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI A®I; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiickkin papmakonei) - OHOBNEHNI cepTudikaT Big
BXe 3aTBEepA)KEHOro BUPO6GHNMKa - MOJaHHA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBpoNeiickbkii hapmakonei
RO-CEP 2012-325-Rev 01 gns A®l nesetupauetamy Big,
BXe 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBefieHHs 3MiH NpOoTSArom 6
MiCALiB NicNa 3aTBePIXKEHHS.
3MiHy | TMny: 3MiHK 3 AkocTi. CepTudikat
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBpONEiChKili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBiAHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkili hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ans
[0MOMDKHOT peyoBrHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepAXeHoro BUPO6HMKa - NoAaHHsA OHOB/IEHOrO
cepTuduikaTta BignoBigHOCTI €Bponeiickkin hapmakonei
RO-CEP 2012-325-Rev 02 gnsa A®l nesetupauetamy Bif,
BXeE 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHs 3MiH NpoTsirom 6
MiCALIB MiCNSA 3aTBEPAKEHHS.
3minn | Trny: 3MiHn 3 akocTi. A®l. Bupo6HMuUTBO. 3MiHa
BMPOGHMKA BUXIAHOr0/NPOMIXXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUpOBHMYOMY npoueci A®I, abo
3MiHa BUPOGHMKa (BK/THOYatoum, ie HeobXxigHo, micue
npoBefEeHHs KOHTPOst0 sikocTi) API (3a BigCyTHOCTI
cepTucpikaTa BiANoBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpPAXEHOMY [OCLE)(3MiHW [0 3aX0fiB, NOB'A3aHUX 3
KoHTponem Adl, abo foaasaHHs AiNbHUL, Ae
NPOBOANTLCA KOHTPO/L/BUNPOBYBaHHSA cepii) - fofaBaHHS
AinbHuUi SGS Simon Lab SA ans
KOHTPO/0/BMNPOBYBaHHS cepii, Ha AKIA NPOXoAUTUMYTb
BUNPO6YBaHHA Ha BMICT 3aUIMLLKOBMX PO3YUHHVKIB Ta Ha
BMICT creunddiyHOT AOMILLKM — eTunkapbamaty B Ad|
neseTmpaueTam, Lo BUpobaseTbCcs BUPO6HNKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHy | TMny: 3MiHK 3 AkocTi. CepTudikat
BignosigHocTI/IE-cepTudpikaTt BiANOBIAHOCTI EBPONEChKIl
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOB/IEHOTO cepTuQlikaTa BifgnoBigHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiii hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ans
[LOMOMDKHOT peyoBMHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTuduikaTta BignoBigHOCTI €Bponeiickkin hapmakonei
R1-CEP 2014-079-Rev 00 (3atBepgxeHo: RO-CEP 2014-
079-Rev 04) gna A®| neseTupaueTamy Bif Bxe
3aTBepxeHoro BupobHvka DIVI'S LABORATORIES
LIMITED, IHgjs. BBeAeHHS 3MiH NpoTarom 6-Tu mMicauis
nicns 3aTBepaKeHHs.
3MiHu | TMny: 3MiHK 3 AkocTi. CepTudikar
BignoBigHoCTI/ME-cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTI abo BUTYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichbkiin hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHWIA cepTudikar Big,
yXe 3aTBepAXeHOro BUPO6HMKa - MoJaHHA OHOB/IEHOMO
cepTudikaTa BignoBigHOCTI EBponeiickkiii hapmakonel
R1-CEP 2012-325-Rev 00 ans A®l nesetupaueTtamy Bif
BXe 3aTBepkeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd. BBegeHHs 3MiH npoTarom 6-1n
MiCALIB NiCNSA 3aTBEPAYKEHHS.
3miHu | Trny: 3MiHn 3 skocTi. A®I. Bupo6bHMUTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/MPOMDKHOrO NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HUKa (BK/THOYatoum, e HeobxigHo, micue
npoBeAeHHS KOHTPO0 AkocTi) A®I (3a BiACYTHOCTI
cepTuchikaTa BiANOBIAHOCTI €BpONeiichkili hapmakonei y
3aTBEpPXEHOMY [OCLE)(3MiHW [0 3aX0fiB, NOB'A3aHUX 3
KOoHTponem Adl, abo foaasaHHs AiNbHUL, Ae
NMPOBOAUTLCA KOHTPOb/BUNPOGYBaHHS cepii) - AoAaBaHHSA
AinbHUUi SGS-CSTC Standards Technical Services
(Shanghai) Co., Ltd gns koHTponto/BunpobyBaHHs cepii,
Ha 5K NPOXOAUTUMYTb BUNPOBOYBaHHSA Ha BMICT
cneuudivHOT AOMILKN — eTunkapbamaty B AdI
neseTupaleTam, Lo BUPOBIAETLCA BUPOBHNKOM Zhejiang
Huahai Pharmaceutical Co., Ltd., China. BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TMny: 3MiHK 3 sikocTi. APl BUpo6HULTBO. 3MiHa
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHMKA BUXIAHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUpOGHMYOMY npoueci A®l, ab6o
3MiHa BMPOGHWMKa (BKOYatoun, ge HeobxigHo, micue
npoBefeHHS KOHTPOsto sikocTi) A®I (3a BigCyTHOCTI
cepTucpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHM A0 3ax0fiB, NOB'A3aHNX 3
KoHTponem A®l, abo JofaBaHHA finbHuULI, Ae
NPOBOAUTLCS KOHTPO/IL/BUNPOBYBaHHSA cepil) - AoAaBaHHA
anbTepHaTuBHOI AinbHULUi Eurofins Amatsi Analytics, Parc
de Genibrat, Fontenilles, 31470, France ans TectyBaHHs
[OOMILLKM eTuNKapbamaTty Aito4oi peqyoBmHN
neseTmpayeTamy, Lo BUPOHASETLCS BUPOOHMKOM
Zhejiang Huahai Pharmaceutical Co., Ltd., China.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS.
139. | KETOCTEPUN TabneTku, BKpUTI ®peseHiyc HimeuunH Nabecdanb Moptyranis BHECEHHS 3MiH 0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny 3a UA/2403/01/01
nNiBKOBOKO Kabi a NabopaTopioc Anmipo, - NOJAHHSA HOBOTO cepTudikaTa BignoBigHOCTI peyenmom
060/10HKOI0, No 20 [Jonunang C.A. €sponelicbkin hapmakonei Ne R1-CEP 2010-046-Rev 01
TabneTok y 6nictepi; rM6X ana A®I Tictuauny Big HoBoro BupobHuka SHANGHAI
no 5 6nictepis y KYOWA AMINO ACID CO., LTD., China (8OnoBHEHHS);
KapTOHHI KOpo6Lyi 3MiHM | TNy - NoAaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 1999-050-Rev 06
onsa A®l TpuntodhaHy Big HOBOro BUpo6HMKa AMINO
GMBH, Germany (80MN0OBHEHHS)
140. | KNEBA30/1® KpeMm BariHa/lbHui MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/12647/01/01
no20ryTy6i;no 1 "®ITOPAPM" - BE[leHHs f0aTKoBOro po3mipy cepii MN3. peyenmom
Ty6i pasom 3 3 3anponoHoBaHo: 175 kr (8838 ynakoBok no 20 ry Ty6i; 1
annikatopamv B Ty6a Ta 3 annikaropu B naui) 400 kr (20000 ynakoBok no
nauuj 20 ry Ty6i; 1 Ty6a Ta 3 annikatopu B naui)




109

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

141.

K/IOH-J, 100

TabneTku BariHasbHi
no 10 Tabnetok y
cTpuni; no 1 ctpuny
B KapPTOHHIi
ynakoBsLi

BAT "TeneoH
PixTep"

YropuwmHa

BAT "T'egneoH Pixtep"

YropuwmHa

BHECEHHS 3MiH [0 peecTpauiiiHMx maTepiasis: 3MiHK | Tuny
- 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy.
BeeaeHHs abo 3MiHn [0 y3arasibHEHVX AaHUX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy chapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiAMOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEeHHI
macTep-alina cuctemy hapmakoHarnisay) - smiHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBiAA/ILHOI 3a 3ilicHEHHS (hapmakoHarnsgy. 3miHa
MiCLS 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy

3a
peyenmom

UA/3319/01/01

142.

KO-OUPOTOH®

Tabnetku, 20
mr/12,5 wmr; no 10
Tabnetok y 6nictepi;
no 1 a6o no 3
6nictepn y
KapTOHHI ynakoBLi

BAT "TeneoH
PixTep"

YropLmHa

BAT "lepeoH Pixtep",
YropuuvHa (sunyck
cepii); TOB "l'egeoH
PixTep Monbuya”,
MonbLa (KOHTposb
SKOCTi Ta BUNYCK cepii;
BMPOGHMLITBO
Hepo3dhacoBaHo|
NPOAYKLii, NepBUHHA
ynakoBKa, BTOPUHHA
ynakoBka)

YroplumHa/
MonbLa

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHariagy.
BeefieHHs ab0 3MiHKM [0 y3araslbHEHMX JaHnx Npo
cucTtemy chapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[OaHvX Npo cuctemy hapmakoHarnsagy, amiHa
YNOBHOBaXKEHOT 0CO6U, BiANOBIAaNLHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dpapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLO BOHa BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiA4NOBiga/IbHOI 3a 34jICHEHHST dhapMakoHarnsay
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLIeHHi
mMacTep-alina cuctemu hapmMakoHarssay) - aMiHa
KOHTaKTHUX AaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/LHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy

3a
peuernmom

UA/8634/01/02

143.

KO-AVIPOTOH®

Tabnetku, 10
mr/12,5 mr; no 10
TabneTok y 6nictepi;
nola6ono3
6nictepu y
KapTOHHIlA ynakoBL,i

BAT "TeneoH
PixTep"

YropuwuHa

BAT "legeoH Pixtep”,
YropuumHa (Bunyck
cepii ); TOB "leaeoH
PixTep Monbwa",
MonbLa (KOHTposb
AKOCTI Ta BUNYCK cepii;
BMPOBGHULITBO
Hepo3dhacoBaHol
NpoAyKLii, NnepsuHHa
yMakoBKa, BTOPUHHA
ynakoBKa)

YropumHa/
MonbLua

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarisay.
BeefieHHs ab0 3MiHM [0 y3araslbHeHNX AaHnx Npo
cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
[AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0c06W, BifNOBIfaIbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKa AN 34iicCHEHHA hapmakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT ocobu,
BiANOBigas/IbHOI 3a 34jICHEHHST hapMakoHarnsay
(BK/1OYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLLeHHi

3a
peyenmom

UA/8634/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
macTep-aiina cuctemy hapMakoHarisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLAa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3miHa MicLe3Haxo4pKeHHs MacTep-
thaiina cuctemmn hapmakoHarnsgy
144. | KOKAPBOKCH NOPOLLIOK [epxaBHe YkpaiHa [epxaBHe YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny - UA/2087/01/01
NA3N (cybeTaHuin) y nigNpPUEMCTBO nignpuemMcTso "3aBos - 3MiHM 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y meTogax
FAPOXNMOPUL, | KoHTelHepax "3aBog, XiMiYHMX peakTuBiB " BMNpPobyBaHHA A®I abo BUXigHOro martepiasny/npoMixXHOro
nonieTNeHoBux XIMIYHUX Haykoso- NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLECI
ons peakTuBiB " TEXHOOrYHOr0 BMpo6HULTBa AP| (HE3HAUHI 3MiHM Y 3aTBEPIKEHNX
hapmavneBTUYHOro HaykoBo- KOMMNAeKcy "IHCTUTYT MeToAax BUNPOGYBaHHS) -
3acToCyBaHHS TeXHO/0riYyHor MOHOKpUCTaiB" «KifIbKiCHOTO BU3HAYEeHHs». BBEAEHHS 3MiH NPOTAroM 3-x
0 KoMnnaekcy HaujioHanbHoi MiCALB Nicnsa 3aTBepAKEeHHsA
"IHCTUTYT akagemii Hayk
MOHOKpUcTai Ykpainun"
B
HaujioHasibHOT
akazemii Hayk
Ykpainu"
145. | KOMIPHATI/ KOHUEeHTpaT A5 Mdpaiizep CLWA Mdpaiizep Benbrisi/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3miHun |l 3a UA/18592/01/01
COMIRNATY™ oucnepcii ans Eiiy.Ci.Mi. MeHtohekyypuHr HimeyunHa TMNy - 3MiHK 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
iH'ekuyi; 1 hnakoH Kopnope#iuH Benbrist HB, benbris; MpoekTHWiA NpocTip Ta nicnapeecTpaviiiHuiA NPOTOKON
(0,45 mn) mictutb 6 BalioHTek ynpaB/liHHA 3MiHamMW. BHECEHHS 3MiH Nicns 3aTBepAKEHHS
£03 no 30 mkr; 195 MeHtohekyypuHr NPOTOKO/Y YNpaB/liHHA 3MiHAMU [i/191 TOTOBOrO NiKapCbKoro
dnakoHiB y vM6X, HimeuunHa 3acoby - BBefeHHA NpoToKoy ynpasniHHSA
KapTOHHI KOpooL;i nicnapeecTpayiiHumMmn 3MiHaMM Ha NiATPUMKY A0AaBaHHS
BMPOGHMYOI ainbHuLi Catalent Anagni SRL, Localita
Fontana del Cerasco snc, S.P. 12 Casilina no 41, 03012
Anagni (Frosinone), Italy 3 chyHKLisSIMM HanOBHEHHA Ta
3aBepLUasIbHOr0 eTany A1s roToBoro flikapCbkoro 3acoby.
146. | KOHTPAKTYBE | rens no 10, 20 a6o Mepu, HimeuunH Mepy, ®apma M'moX i HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepianis: 3MiHK | TUNYy 6e3 UA/6090/01/01
KC 50 ry Ty6i; no 1 Ty6i | ®apmacbtoTika a Ko. KraA - 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta dhapmakoHariagy. peyenma
Y KapTOHHIlA KOpoo6Li nc rmex BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHunx npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNX
[aHuX Npo cuctemy thapmakoHarnsgy, amMiHa
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA (hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarsisay) - aMiHa
YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3piicHeHHs hapMakoHarsay. NponoHoBaHa pegakuis:
Julia Pfaff / Dkynia Mdpadhh. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BifgnoBigabHOI 3a
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3piicHeHHs hapMakoHarsay. NponoHoBaHa pepakuis:
CopokoneTtoBa Anna bBopuciBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6M 3as1BHUKA, Bi4NOBIgabHOI 3a
3[jicCHeHHs1 hapMakoHariaay B YkpaiHi
147. | KOMAKCOH 40 PO3YMH NS iH'EKLN, TOB "TeBa YkpaiHa AGik [lT4., 13painb I13pains/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy 3a UA/6307/01/02
40 mr/mnno 1 mn YkpaiHa" (KoHTponb cepii YroplumHa/ - OHOB/IEHHS NEPIOANYHOCTI BUNPOBYBaHHA npu peyenmom
pPO34nHY B (Tinbkn GionorivyHe Benvka TecTyBaHHi Ha Cuny HeobXigHy AN 3HATTSA 3aXUCHOTO
nonepegHL0 TecTyBaHHs)); Asis BpuTaHis/ koBnauka rosiku (Needle Shield +Rigid Pull) ana umniHgpa
HanoBHeHOMY Kemikan IHgacTpi3 Higepnangn wnpuua o6’eMom 1 M i3 NpUeaHaHOL0 ronkot 27G 1/2 i
wnpwui; no 1 nra., 13pains KOBMaYkoM A/151 rO/IKW. 3riHO i3 3anpornoHOBaHO
wnpuuy B 6nictepi; (KoHTpons cepil cneumdikayieto wnpuyis 27G 1/2 BunpobysaHHA oNs
no 12 wnpwuis B (aHaniTnyHe KoBMayka rosikv i TArHy4oi Cunv BUKOHYBaTUMeTbCs AN
KapTOHHI Kopo6Lyi TecTyBaHHA Ta «KOXHOI cepil», Ha BigMiHy Bif, NepiognYHOr0 KOHTPOsIIO
BMBYEHHS 3rifiHO 3 NonepeAHbLOI BepCieto cneuudikaLil «oanH pas
cTabinbHocTi)); AT Ha pik»
dapmavleBTUYHNI
3aBog TEBA,
YropuwHa (KoHTponb
cepii (TiNbkn
6ionoriyHe
TecTyBaHHs)); HopToH
Xenckea Nimiteq T/A
AVBEKC
PapmacbioTukans ok,
Benvika bputaHis
(Bnpo6bHULTBO 32
NOBHUM LMK/IOM);
TeBa PapmaLeBTikas
lHpacTpi3 NTa,.,
I3painb (BUpobHMLTBO
3a NOBHUM LMK/IOM);
dapmaxemi b.B.,
HigepnaHngn
(KoHTponb cepii
(noBHe TecTyBaHHs,
BK/IO4A0UM Ha
CTepUbHICTb Ta
6akTepiasibHi
€HJ0TOKCUHK, ane
OKpim 6ionoriyHoro
TECTYBaHHA))
148. | KOMNAKCOH®- PO34MH AN iH'EKLi, TOB "TeBa YkpaiHa AGik /lTg., 13painb I13pains/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis: 3miHu | Tuny 3a UA/6307/01/01
TEBA 20 mr/mn no 1 mn YkpaiHa" (koHTpOSIb cepii YropwumHa/ - OHOBJ/IEHHS NEPIOANYHOCTI BUNPOGYBaHHSA npu peyenmom
npenapary y (Tinbkn GionorivyHe Benuka TecTyBaHHi Ha Cuny Heob6XigHy A1 3HATTSA 3aXUCHOTO
nonepegHLo TecTyBaHHs)); Asis BpuTtaHis/ koBnauka rosikn (Needle Shield +Rigid Pull) ana umniHgpa
HarnoBHEHOMY Kewmikan IHoacTpi3 HigepnaHan wnpuua o6’emMom 1 M i3 NpueaHaHo0 ronkot 27G 1/2 i
wnpuui; no 1 Nt 13painb KOBMNAYKoOM /151 ro/ikK. 3rifiHO i3 3anponoHOBaHo
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nonepegHbL0 (koHTpoOsb cepii cneundoikauieto wnpuuis 27G 1/2 Bunpo6yBaHHS 415
HanoBHEHOMY (aHanitnyHe KOBMayKa rosiku i TArHy4oi Cun BUKOHYBaTUMeTbCsA AN
LLUNPULLY B KOHTYPHIiA TeCTyBaHHA Ta «KOXHOI cepii», Ha BiAMIHY Bif NepiogNYHOr0 KOHTPO/HO
YapyHKOBIli ynakoBLj BMBYEHHS 3rigHO 3 NonepeAHbO Bepcieto cneyudikawii «oanH pas
3anasHiii nanepom cTabinbHocTi)); AT Ha pik»
abono 1 dapmavueBTUYHNI
nonepegHLo 3aBofg TEBA,
HanoBHEHOMY YropLyHa (KOHTponb
LLUNPULLY B KOHTYPHIiA cepii (Tinbkn
YapyHKOBIli ynakoBLi 6ionoriyHe
3anasiHili NiBKoto; TecTyBaHHs)); HopToH
no 28 nonepefHL0 Xenckea flimiteq T/A
HanoBHEHMX AVIBEKC
wnpuuis y dapmacbioTrkan3s FoK,
KOHTYPHUX Benvka BpuTtaHis
YapyHKOBUX (BUpOGHMLTBO 3a
ynakoBkax y MOBHUM LK/TOM);
KapTOHHI KOpo6Lyi Tesa ®apmaveBTikas
IHpacTpis N14.,
I13painb (BUpO6GHMLTBO
3a NOBHUM LK/IOM);
dapmaxewmi B.B.,
HigepnaHan
(koHTpOsb cepii
(noBHe TecTyBaHHs,
BK/TIOHAI0UN Ha
CTEPWUNBHICTb Ta
6akTepia/ibHi
€HAO0TOKCUHY, ane
OKpim 6ionoriyHoro
TECTyBaHHs))
149. | KOPOHAN® 10 | TabneTtku, BKpUTI TOB "CaHodi- YkpaiHa AT "CaHeka PymyHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | TUNYy 3a UA/3117/01/01
nNiBKOBOKO ABEHTIC dapmacbtoTikans", Cnosaubka - 3MiHW BHECEHO [0 IHCTPYKLUii 4519 MegnMyHoro peyernmom
060/10HKOI0, N0 10 Ykpaiva" CnoBaubka Pecny6nika 3aCTOCyBaHHS NiKapCbKOro 3acoby y po3gainu:
mr no 10 TabneTok y Pecny6nika; C.C. "apmakonoriyHi BnactneocTi” (pegaryBaHHs TEKCTY),
6nicTepi; no 3 abo "3enTiBa C.A.", B3aemogis 3 iHWKMK nikapcbkuMn 3acob6amu Ta iHLWi BUAn
no 6 6nictepiB y PymyHis B3aemogiin" (pefaryBaHHs TekcTy), "OcobnmsocTi
KapTOHHI kopobuyj; 3acTocyBaHHs", "Mo6ivHi peakuii" 3rigHO 3 iIHopMaLlieto
no 15 tabneTtok y LLOA0 MEeAMNYHOr0 3aCTOCYBaHHS peddepeHTHOro
6nicTepi; no 2 abo nikapcbkoro 3acoby (KOHKOP®, TabneTku, BKpUTI
no 4 6nictepu B NNiBKOBOK 060/10HKOID). BBEAEHHS 3MiH NPOTArOM 6-TU
KapTOHHI Kopo6Lyi MicsILiB nicns 3aTBEpPAYKEHHS
150. | KOPOHAN® 5 TabneTkn, BKpUTI TOB "CaHodpi- YkpaiHa AT "CaHeka PymyHis/ BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/3117/01/02
nNiBKOBOKO ABeHTIC dapmacbioTikans", Cnosaubka - 3MiHM BHECEHO [0 IHCTPYKLiT A8 MeanyHOoro peyenmom
060/10HKOI0, MO 5 Mr YkpaiHa" CnoBaubka Pecny6nika 3aCcTOCyBaHHSA NiKapCbKoro 3acoby y po3ginu:
no 10 TabneTtok y Pecny6nika; C.C. "apmakonoriyHi BnacTneocTi” (pefaryBaHHs TEKCTY),
6nicTepi; no 3 abo "3eHTiBa C.A.", B3aemogis 3 iHWKMK ikapcbKMMK 3acob6amu Ta iHLWi BUAN
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 6 6nictepiB y PymyHis B3aemogiin" (pegaryBaHHs TekcTy), "OcobnmBocTi
KapTOHHI kopobuyj; 3acTocyBaHHA", "Mo6ivHi peakuii” 3rigHO 3 iIHopMaLieto
no 15 tabnetok y LLOAO0 MEeAMNYHOr0 3aCTOCYBaHHS peddepeHTHOro
6nicTepi; no 2 abo nikapcbkoro 3acoby (KOHKOP®, TabneTku, BKpuUTI
no 4 6nictepu B NNiBKOBOK 060/10HKOID). BBEAEHHS 3MiH NPOTArOM 6-TU
KapTOHHI Kopo6Lyi MicsILiB Nicns 3aTBEPAYKEHHS
151. | KO-CEHTOP® TabneTkn, BKpUTI BAT "leneoH YropwuHa | BAT "TepneoH Pixtep", YropwmHa/ BHECEHHS 3MiH [0 peecTpauliiiHMX maTepiasis: 3MiHK | TUny 3a UA/10087/01/03
nNiBKOBOKO PixTep" YropumHa (BMnyck MonbLia - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060n0Hkoto, no 100 cepii); TOB "leneoH BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHUX Npo
mr/12,5 mr no 10 PixTep Monbwa”, cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnUX
Tabnetok y 6nictepi; Monba (KOHTposb [aHuX Npo cuctemy hapmakoHarnsgy, 3miHa
no 3 6nictepu B AKOCTI, [03BIN1 HA YMOBHOB&XeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
KapTOHHI ynakoBL,i BUMYCK Cepii; dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
BMPOBHULITBO 3asBHUKA 151 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
Hepo3dacoBaHOro AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
NPOAYKTY, NEPBUHHA BiAMOBIAa/TbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
ynakoBKa, BTOPUHHA (BK/HOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MILLEHHI
yrnakoBKa) MacTep-tharina cuctemm hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiZANOBiAANLHOI 3a 34ilicHeHHs (hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
152. | KO-CEHTOP® TabneTkn, BKPUTI BAT "leneoH YropwuHa | BAT "T'egeoH Pixtep", YropuymHa/ BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiasiB: 3miHu | Tuny 3a UA/10087/01/01
NNiBKOBOKO PixTep" YropumHa (Bunyck MonbLia - 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHarniaay. peyenmom
060n0Hkot0, 50 cepii); TOB "lefeoH BeefieHHs ab0 3MiHM [0 y3araslbHEHVX AaHnX Npo
mr/12,5 mr no 10 PixTep Monbwa”, cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHnX
Tabnetok y 6nictepi, Monbwa (KoHTposb [aHuX nNpo cuctemy hapmakoHarnsgy, amiHa
no 3 6nictepu B AKOCTI, 03BN HA YNOBHOBaXXEHOI 0c06W, BiNOBIfaIbHOT 3a 34iCHEHHS
KapPTOHHI ynakoBLii BMNYyCK cepil; hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHaraay
BMPOGHMLITBO 3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
Hepo3g)acoBaHOro AKLLO BOHA BigMIHHA Bif YNOBHOBaXeEHOI 0cobu,
NPOAYKTY, NEPBUHHA BiANOBiga/IbHOI 3a 34jICHEHHST hapMakoHarnsay
ynakoBka, BTOPUHHA (BKNKOYAKUN KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
yrnakoBka) mMacTep-alina cuctemu hapmMakoHarasay) - amiHa
KOHTaKTHUX AaHVX YyNOBHOBaXEHOI 0COOM 3asBHUKa,
BiANOBIAANLHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapMakoHarnsgy. 3miHa MicLLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn hapmakoHarnsgy
153. | KO-CEHTOP® TabneTku, BKpUTI BAT "lepneoH YropwuHa | BAT "lepeoH Pixtep", YropwwHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTtepianis: 3MiHuW | TUNY 3a UA/10087/01/02
nAiBKOBOIO PixTep" YropuHa (Bunyck Monbwa - 3MiHM Woao 6e3neku/ehekTMBHOCTI Ta hapmakoHariagy. peyenmom
060/10HKOt0, 100 cepii); TOB "l'egeoH BBefeHHA abo 3MiHM [0 y3arasibHeHVX AaHunx npo
mr/25 mr no 10 PixTep Monbwa", cuctemy papmakoHarnsgy (BBefeHHs y3arasibHeHnx
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TabneTtok y 6nictepi, MonbLwa (KoHTposb [OaHyX Npo cuctemy hapmakoHarnsgy, sMiHa
no 3 6nictepu B AKOCTI, 03BN HA YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiiCHEHHS
KapTOHHIN ynakoBLii BMNYyCK cepil; hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
BMPOGHMLTBO 3asBHMKa A5 34iiCHEHHA dapmakoHarnsaay B Ykpaii,
Hepo3gacoBaHOro AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
NPOAYKTY, NEPBUHHA BiANOBIAAUTbHOI 3a 3AiICHEHHSA hapMakoHarnsgy
yMakoBKa, BTOPUHHA (BKNHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHM y PO3MiLLIeHHi
yrnakoBka) mMacTep-halina cuctemu hapMakoHarasay) - amMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxoMKeHHs MacTep-
thaiina cuctemmn chapmakoHarnsgy
154. | KO®A/bIH Tabnetku; no 10 My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | TUNYy 6e3 UA/3620/01/01
Tabnetok y 6nictepi, akuioHepHe TOBapucTBO "HaykoBo- - 3MiHW BHECEHO A0 IHCTPYKLii 418 MegnyHoro peyenma
no 1 6nictepy y TOBapUCTBO BUPOBHNUNI LIEHTP 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ginis "Bsaemogis
nauuj "HaykoBo- "BopLyariBcbkuii 3 iHWKUMK NiKapCbKMK 3acobamu Ta iHWi BUAn
BMPOGHNYNIA XimiKo- B3aemogiin", "OcobmsocTi 3acTocyBaHHs", "[06IYHI
LeHTp chapmaLeBTUYHNI peakuii" 1oAo 6e3nekn 3acToCyBaHHS Ailo4nX PeYOBYH,
"BopLuariscbk 3aBoj", YkpaiHa,; BiANOBIAHO A0 pekomeHAaLin PRAC
W1 XimiKo- ToBapucTso 3
thapmaueBTuy 06MeXeHoI
Hui 3aBoa” BiANOBIAA/ILHICTIO
"ArPO®APM"
155. | KYPIO3UH renb, 1,027 mr/r; no BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 6e3 UA/3824/01/01
15 ry Ty6i; no 1 Ty6i PixTep" - 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHarnagy. peyenma
B KQpPTOHHIl BBepgeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
ynakoBLi cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHvX Npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0CcOo6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-arina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKa,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iCHEHHS OCHOBHOI Ais/TbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemu chapmakoHarnagy
156. | JTAAC KWy Tabnetkn NTOPAPMA ITanisa NTO®APMA C.MN.A, ITanisa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/18582/01/01
AOMALLHbOI cybniHreasibHi Ne40: C.IN.A. ITanis (NoBHWIA UMKN - YTOUYHEHHs1 onucy Tabnetkn B MKA Ta IHCTpyKuii Ans peyenmom
o nuny no 10 TabneTok no BMPOGHMLTBA: MeANYHOro 3aCToCcyBaHHA /151 NPUBEAEHHA Y
300 AO (1 BVMPOGHMLTBO, BiAMOBIAHICTb A0 MaTepianiB peecTpaLifiHOro AOCHE.
6nictepHa nepBMHHE NakyBaHHS, 3MiHu [0 po3ainy «30BHiLLHI BUrNsag» MKA.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakoska) Ta 30 BTOPWHHE MakKyBaHHS, 3anponoHoBaHO: roMOreHHi TabneTkn. 3MiHM BHECEHO B
Tabnetok no 1000 BUNYyCK cepil, IHCTPYKLi0 ANA MeAUYHOro 3aCTOCyBaHHS NiKapCbKoro
AO (3 bnicTepHi 36epiraHHs) 3acoby y po3gin "OCcHOBHI (hi3nKo-XiMi4Hi BNacTUBOCT"
yNakoBKM) B
KapTOHHI kopobuyj;
Tabnetkun
cy6niHreanbHi Ne70:
no 10 TabneTok no
300 AO (1
6nictepHa
ynakoska) Ta 60
Tabnetok no 1000
AO (6 bnicTepHux
yrnakoBOK) B
KapTOHHI Kopo6Lii
157. | NAKTYBIT® cupon, 3,335 r/5 mn TOB "tOpis- Ykpaina TOB "HOpia-Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny 6e3 UA/12566/01/01
no 100 mn a6o 200 dapm” - 3MiHK 3 sIKOCTi. TOTOBUIA Nikapcbkuii 3aci6. Cuctema peuenma
My donakoHax KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
nonimepHux; no 1 yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
ch1akoHy B nauui* 3 yNakoBK1 NEBHOTO PO3MipY) - BUYYEHHS yNakoBoOK No 2
KapToHy *(MoXmBe M Ta 5 My KOHTelHepax NosiMepHuX, 3 BigMnoBigHMM
[opaTtkose 3MiHamMu B pOo34i/i «YnakoBka». 3MiHW BHECEHI B pO34iNn
BK/1aaHHA B navky "YnakoBka" iHCTPYKUii AN MeAUYHOro 3acTocyBaHHsA
MipHOro NPUCTPOHD) nikapcbKoro 3acoby Ta B po3gin 6.5. "Tun Ta BMICT
NEepBUHHOI YNaKOBKN" KOPOTKOT XapakTepuCTUKN
NikapcbKoro 3acoby y 3B"A3Ky 3 BU/TyYEHHAM NEBHOrO
PO3Mipy YNakoBOK, K HACMIAOK - BUSTYYEHHSI TEKCTY
MapKyBaHHS BifMnoBigHMX YNaKkoBOK. BBeAeHHS 3MiH
NPOTSArom 6-Tv MIiCSILB MicNs 3aTBEPAKEHHS
158. | NA®PEPOBIOH Kpanni HasasibHi No TOB "$3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiB: 3miHu | Tuny 6e3 UA/13779/02/01
100000 MO/mn; no 5 | "BIOPAPMA" BIO®APMA" - 3MiHM Woao 6e3neku/eheKkTUBHOCTI Ta chapmakoHariaay. peuenma
My doNakoHi, BeefieHHs ab0 3MiHM [0 y3araslbHEHVX AaHnx Npo
3aKynopeHomy cuctemy hapmakoHarnagy (BBefjeHHs y3arasibHeHnx
MiKpO403aToOpoM- [AaHuxX nNpo cuctemy thapmakoHarnsgy, amiHa
KpanesibHuueto, no 1 YNOBHOBaXXEHOI 0c06W, BifNOBIfa/IbHOT 3a 34iICHEHHS
hnakoHy y nauui 3 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHaraay
KapTOHY 3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bifl YNOBHOBaXeHOT ocobu,
BiANOBigas/IbHOI 3a 34jCHEHHST hapMakoHarnsay
(BK/THOYAOUM KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI
macTep-chaiina cuctemu dhapmakoHarnsgy) - 3amiHa
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnsg.
MponoHoBaHa peakuis: Moy TeTaHa KOpiiBHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXEHOI 0COOM 3asBHUKa,
BiAnoBigasIbHOT 3a hapmakoHarnsz
159. | NEBOMEKO/Ib | ma3sb no 40 ry Ty6i; MAT YKpaiHa MAT "Ximchapm3asog YKpaiHa BHECEHHS 3MiH 10 peecTpaliiiHnx maTtepianis: 3MiHu | TUNY 6es UA/8436/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 Ty6i B mauui 3 "Ximcpapmsas "UepBoHa 3ipka" - BBEJEHHS HOBOI AiflbHUL BUpo6GHMLTBa Ne2 ans peyenma
KapTOHY of "YepBoHa HecTepuIbHMX NiKapCbKyxX 3ac06iB Ha BXe iCHYL0HOMY
3ipka" BMPOGHMYOrO MangaHunky, fe npoBoAsaTbCA 6yAb-kKi
BVMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY cepii Ta
BTOPVHHOIO NakyBaHHSA; 3MiHW | TUMNY - BHECEHHS 3MiH Y
npoLec BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
30Kpema: Ha ctagii "lMpurotyBaHHs Masi" 3MiHEHO NOPSALOK
3aBaHTaXEHHS IHrpefieHTiB (OCHOBU 3 X/1I0paMdEHIKO/I0M
Ta KOHLUEeHTpaTy meTunypauuny)
160. | NEH3ETTO® cnpei BAT "leneoH YropwmHa F'epeoH Pixtep PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/17185/01/01
TpaHcAepMasibHUiA, PixTep" PymyHia A.T. - 3MiHM B MaTepiani B6yA0BaHUX NPOKIAA0K (30BHILLHIX i peyenmom
po3uuH, 1,53 BHYTPILLHIX) Ta B KOpnyci Hacocy B1pobHuka Nemera. B
Mmr/gosy; no 6,5 mn Hacnigok voro, gofaHa gogatkosa cneuudikauis AMB-43-
po3unHy (56 0o3) y 04 Ha f03ytounii Hacoc, a TakoxX B cneyudgikaLlisix Ha
CKNsiHOMY dNakoHi, [o3ytounii Hacoc AMB-43-03 Ta AMB-43-04 nokasHuk
AKNIA 3a6e3neyveHuii «Cuna aktuBauii (MpMBeAEeHHS B Ail0)» 3aMiHEHWI Ha
[,03yH04MM HACOCOM «O6’eM po3nuneHHs (NocTpiny)»
3 pO3NW/OBaYEM i
aKTMBaTopom Ta
NoMiLLLeHWi1 B
annikatop 3
KOHiYHUM
KYNONbHUM
OTBOPOM, LU0
3aKpnBaETLCA
KPWLLIKOIO, ika Mae 3
BHYTPILUHBOT
CTOPOHM
nornvHaruy
npoknagky; 1
annikatop B
KapTOHHII Kopo6Lii
161. | NEPIOK - PO34MH NS iHysiid, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny 3a UA/14011/01/01
AAPHULA 5 mr/mn no 100 mny "®apmaveBTn "@apmaueBTnyHa - BHECEHHS 3MiH Ta pefaKuiliHuX yTouHeHb Ao p. 3.2.P.3. peyenmom
dnakoHi;no 1 YyHa hipma ipma "AapHuua" Mpouec BMPO6HULTBA NiKapcbkoro 3acoby. 36isbweHo
hnakoHy y nauuj; no "NapHnus” TEepMiH 36epiraHHsi MPOMIXKHOrO NPoAyKTY 3 24 0o 36 roguH
100 mn y chnakoHax nicnsa onepaduii 1.2. MpurotyBaHHA po34nHy Ta nepeq,
onepadieto 1.3. dinbTpaLia po3unHy
162. | NIHAVHET 20 TabneTkn, BKpUTI BAT "lepeoH YropwyHa | BAT "T'egeoH PixTep" YropuwuHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/7688/01/01
06010HKO10; No 21 PixTep" - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
Tabnetui B 6nicTepi; BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnX Npo
no 1 a6o no 3 cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnx
6nictepu pasom 3 AaHuX Npo cuctemy chapmakoHarnsgy, amiHa
KapTOHHUM YNOBHOBaXKEHOI 0c06M, BiNOBIfA/IbHOT 3a 34iCHEHHS
dyTnapom ans dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
36epiraHHsa 6nictepa 3asBHUKA A1 34iiCHEHHA dapMakoHarnsay B YkpaiHi,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
B KapTOHHIi AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
ynakosLi BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsgy
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemy hapMakoHarsisay) - amiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmMakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemmn hapmakoHarnsgy
163. | NIHOWHET 30 TabneTkn, BKpUTI BAT "leneoH YropwmHa BAT "T'eneoH Pixtep” YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/7689/01/01
060/10HKO10; No 21 PixTep" - 3MiHM Wopao 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
Tabnetui B 6nicTepi; BeeaeHHs abo 3MiHM [0 y3arasibHEHVX AaHnX Npo
no 1 a6o no 3 cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
6nictepu pasom 3 [aHuX nNpo cuctemy hapmakoHarnsgy, 3miHa
KapTOHHUM yMOBHOB&XeHOT 0co6U, BigNoBiAaNbHOI 3a 34iCHEHHS
dyTnapom ans dhapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
36epiraHHsa 6nictepa 3asBHUKa 151 34iiCHEHHA dapMmakoHarnsgy B Ykpaii,
B KQpPTOHHIl SIKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0CO6H,
ynakoBLj BiAMNOBIAa/IbHOI 3a 3A4iiCHEHHA hapMakoHarnsay
(BK/KOHAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
macTep-halina cuctemy papmakoHarnisgy) - smiHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOU 3asBHUKA,
BiANOBiAANLHOI 3a 3ilicHeHHs (hapmakoHarnsgy. 3miHa
MicLS 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
164. | NIONIB-BIONIK | niochinizaT ans AT "BIOJIIK" YkpaiHa AT "BIOJIIK" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/3549/01/01
emy/nbCil ans TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro peyenmom
iH'eKUili, 1 donakoH 3acoby -
abo nnsiwka 3 3miHa Hassu /13 3atBepmkeHo: JNIONIB-BIONIK®
niocpinizatom y 3anponoHosaHo: J1IOJ1IB-BIOJ1IK BBefeHH:A 3MiH
navui npoTArom 3-x MicALIB Mic/1a 3aTBEPAKEHHS.
165. | NIOPICTA® H TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/12084/01/01
100 nniBKOBOKO HoBso mecTo mMecTo, CnoBeHis - BUuknageHHss MKS /13 ykpaiHCbKolo MOBOIO (3aTBEPKEHO peyenmom
o60s10HKot0, no 100 (BMPOGHMLTBO "in POCiliCbKOI0 MOBOO), 6€3 3MiHW aHaNiTUYHNX METOLIB, 3
mr/12,5 mr no 10 bulk", nepBuHHe Ta BUMpPaB/IEHHSAM TEXHIYHNX NMOMWUIOK Ta HE3HAYHI KOopekKLil
Tabnetok y 6nictepi; BTOPVHHE NakKyBaHHS, Onncy MeToZiB KOHTPOSIO SAKOCTi. BBEAEHHSA 3MiH NPOTArom
no 3 a6o no 6 KOHTPO/b Ta BUMYCK 6-TV MicALiB NiCNA 3aTBEPLKEHHS; 3MIHW | TUMY - HE3HAYHI
6nictepiB y cepii); KPKA, g.4., 3MiHV B 3aTBEP)KEHOMY METO/i BUNPObYBaHHS
KapTOHHI kopobuyj; HoBo mecTo, «lpeHTudikauis i KinbkicCHe BU3HAYEHHS no3apTaHy Kanito i
no 14 tTabneTtok y CnoBeHis (KOHTPO/b rigpoxnoptiasuay B TabneTkax». BBefeHHs 3MiH NpoTArom
6nicTepi, no 2 abo cepii ); labeHa a.0.0., 6-TV MicALB NIiCNSA 3aTBEPPKEHHS; 3MiHM | TUMY - HE3HAYHI
no 4 6nictepn y CnoBeHis (KOHTPO/Ib 3MiHW y 3aTBEepAXeHOMy MeTofi "O4HOPIAHICTbL BMICTY
KapTOHHi kopobuyj; cepii ) nosapTaHy Kanito i rigpoxnopTiasnay” - OHOBNEHHSA MeToay
no 15 TabneTtok y y 3B’13KY 3 TUM, L0 Hapasi MeTog byae
6nicTepi, no 2 abo BMKOPUCTOBYBATUCSA /191 BUSHAYEHHS KiSIbKICHOTO BMICTY
no 4 a6o no 6 Ta igeHTudikauii. 3anponoHoBaHo: «OAHOPIAHICTb
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

6nictepiB y
KapTOHHI Kopo6Lyi

[,030BaHVIX OAVHWLb — OAHOPIAHICTb BMICTY, KiflbKicCHe
BM3HAYEHHS Ta iAeHTUiKaLia no3apTaHy Kanito i
rigpoxnopriasngy». BeefeHHA 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBeppKeHHs; 3MiHu | Tuny - 3amiHy meToay
"loeHTudikauis Ta KisibkicHe BU3HAYeHHs fio3apTaHa Kanis
i rigpoxnoptiasuga B Tabnetkax" Ha "OAHOPIAHICTb
[030BaHVIX OAMHWLb - OAHOPIAHICTb BMICTY, KislbKiCHe
BM3HAYEHHS Ta iAeHTUiKaLia no3apTaHy Kanito i
rigpoxnopTiasugy Ans KoHTponto /13 B cneumdikavii npu
BMMYCKy. BBeAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHM | TMNY - HEe3HAYHa 3MiHa y
3aTBEpPMKEHOMY MeToAj "CynyTHi fOMILLKK fn03apTaHy
Kanis i rigpoxnopTiasngy B Tabnetkax". BBeAeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPKEHHS; 3MiHM | Tvny -
[0MnoBHEHH: creumdikayii APl nosaptaH Kanito (Big,
BMPOGHMKa J13) £0A4aTKOBUM NOKA3HUKOM SKOCTI: «Impurity
NDMA — not more than 0,03 ppm; Impurity NDEA — not
more than 0,03 ppm». BunyueHrHs 3i cneyudikauii Ad|
nokasHuka sikocTi "Heavy metals" ons rapmoHisawii i3
aitoyoro MoHorpadieto EP Ha A®I; 3miHM | TUny - 3miHa
agpecy Bupo6Huka APl nosaprtaH kanito Zhejiang Menovo
Pharmaceutical Co., Ltd: 3miHW y agMmiHicTpaTuBHIi agpeci
Ta BUPOOHWYIN AinbHULi. Bupo6HMYa AinbHUUA Ta yCi
BMPOGHUWUYI onepauii 3a/IMLwaTbCs HE3MIHHUMM

166.

NOLEPUN®

nak ansa Hirtie
nikyBanbHuit, 50
mr/mn; no 1,25 mn,
a6o 2,5 mn, abo 5
My dpakoHi; no 1
nakoHy (8
KomnnekTi 3 30
0QUMLLYBaIbHUMM
TamnoHamu, 10
wnarensamu Ta 30
nuioYkamu gns
HirTiB) B KAPTOHHIl
Kopob6ui; no 1,25 mn,
a6o 2,5 mn, abo 5
My doNakoHi 3
KPULLKOHO 3
annikatopom; no 1
dnakoHy (8
KomnnekTi 3 30
0QuMLLYBaNIbHUMM
TamnoHamu Ta 30
nuioYkamu gns
HirTiB) B KAPTOHHiIlA

Fangepma CA

LLiseiiuapi
A

NABOPATOPII
FTANITAEPMA

PpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
ajpecy 3asiBHMKa (BNacHMKa peecTpauinHoro
NOCBIJYEHHS) - 3MiHa aApecu 3asBHUKa

6e3
peyenma

UA/14681/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KopoobUi
167. | MAHIT PO34nH ANs iHGy3il, TOB "Opis- YkpaiHa TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8478/01/01
150 mr/mn no 200 Papm"” TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbkuMit 3aci6. Cuctema peyernmom
M/T Y NASLWKaxX KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
yMakoBKM MEBHOTO PO3MipY)
BWJTy4eHHS ynakoBok no 100 mn ta no 400 mMn y nnswkax
CK/IsIHMX, no 100 mn, 250 mn Ta 500 Mn y KOHTeliHepax
noniMepHYX 3 BiANOBIAHNMM 3MiHAMU B P. «YNakoBKa».
3MiHV BHeceHi B po3Ain "Ynakoska" iHCTPYKUii Ans
MEJMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby Ta B po3fin
6.5. "Tun Ta BMIiCT NEPBMHHOI YNakoBKu" KOPOTKOT
XapakTepucTuKn NikapcbKoro 3acoby y 3B"A3Ky 3
BUJTYYEHHAM NEBHOT0 PO3Mipy YNakoBOK, SIK HACNIAOK -
BWUIYYEHHS TEKCTY MapKyBaHHS BiANOBIAHMX YNaKOBOK.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS.
168. | MEAOUUMNPWUH | TabneTtku, BKpUTI Mepokemi Kinp BMPOBHMUTBO 3a Kinp/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/6922/01/01
NNiBKOBOKO nTa NMOBHUM LK/IOM: B'eTHam TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy peyenmom

060710HKOt0, No 500
mr; no 10 TabneTok
y 6nicTtepi; no 1
6nicTepy B
KapTOHHI KOpoOLji

Megokemi NT/ (3aBog

AZ), Kinp;
BMPOGHMLITBO
roTOBOrO JliKapCbKOro
3aco0y, nepeuHHe Ta
BTOPWHHE MakKyBaHHS:
Megpokemi (Pa IcT)
NTA - Opan ®aciniTi,
B'eTHam

BMPOGHMLTBI. 3amiHa abo BBeiEHHSA [0AATKOBOI Ai/TbHUL
BUPOGHMLTBA AJ151 YaCTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy rotToBoro fikapcbkoro 3acoby (AinbHULSA, Ha SKili
npoBoAATLCA 6YAb-AKi BUPOOHWYI cTagil, 3a BUHATKOM
BMNYCKY Cepili, KOHTPO/IIO SKOCTi, MEPBUHHOTO Ta
BTOPWHHOTO NakyBaHHS, A/151 HECTEPUIIbHMX NIKAPCbKNX
3ac06iB) BeefeHHa A0AaTKOBOIT Ai/TbHULL BUPOGHMLTBA
Megokewmi (Pa IcT) ITA - Opan daciniti, B'eTHam, siK
AinbHULI, Lo BiANOBIAAE 3a BUPOOHULITBO rOTOBOTO
nikapcbkoro 3acoby. 3miHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkuMit 3aci6. 3MiHM y BUPOBHULTBI. 3amiHa
ab0 BBeAEHHSA A0AATKOBOI AibHUL BUPOGHMLTBA ANt
4yacTuHK abo BCbOro BUPOBHMYOro NPOLECY roTOBOrO
NiKapcbKoro 3acoby (AiNbHMUA A151 BTOPMHHOTO
nakyBaHHs1) BBefileHHs1 40AaTKOBOT AiNIbHUL BUPOOHULTBA
Mepokewmi (Pa IcT) ITA - Opan Paciniti, B'eTHam, siK
OiNbHUUI, WO BigNOBIAA€E 3a BTOPMHHE NaKyBaHHsSi TOTOBOIO
nikapcbKoro 3aco6y. 3MiHu | TUny - 3MiHK 3 SIKOCTI.
FoTOBWIA nikapcbkuid 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHW Y
npoLeci BUPOGHMLITBA FOTOBOTO JliKapCbKOro 3acoby,
BK/104AK0UM MPOMiXHUI MPOAYKT, L0 3aCTOCOBYETHCS NpU
BMPOBHULTBI rOTOBOrO Nikapcbkoro 3acoby (He3HauyHa
3MiHa y npoueci BUpO6GHMLTBA) He3HauHi 3MiHM y
BMPOGHMYMIA NpoLLeC 3anpONOHOBaHOI AiNbHULj Yepes
HasBHICTb Pi3HOro 06nafiHaHHsA, K nokasaHo B
3aTBEPKEHIN Ta MPOMOHOBAaHIN pegakuii. 3miHun | Tuny -
3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOGHULITBI. 3MiHW BUNPOBOYBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHMX Y cneumdikauisx, nig Yyac BMpobHMUTBa
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ynakoska) nocsi04YeHHs1
roTOBOrO /liKapCbKoro 3acoby (foAaBaHHs HOBOTO MeToAy
BUMNPOOYBaHHA Ta AoNyCTUMUX MeX) JofaBaHHSA TecTy
"Loss on Drying"(BTtpatn npu BucyLuyBaHHi): 0,8% - 2,0 %,
AIK KOHTPO/IbHWI TEeCT B NpoLieci BUpo6HMLTBa(in-process
control test) 415 3aNpPONOHOBaHOI AiNbHULi BUPOOHMLTBA
Megokemi (da IcT) NTA, - Opan daciniti. 3MiHun | Tuny -
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAleHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AibHuLA ans
NepBUHHOTO NakyBaHHs) BBeAeHHSA A0AaTKOBOT AiTbHUL
BMpo6HMuTBa Megokemi (Pa Ict) ITA - Opan daciniTi,
B'eTHam, K 4inbHULI, LLO BigNOBigae 3a NepBUHHE
nakyBaHHS! rOTOBOrO J1iKapCbKOro 3acoby.

169. | METO/WDKEKT® | po3uuH Ans iH'eKujii, Megak HimeuunH Mepak Mesenbwadt HimeuunHa BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny 3a UA/5873/01/02
50 mr/mn no 0,15 mn lesenbwadt a top KiHiwe - NOJAHHA HOBOTO cepTudikaTa BifnoBigHOCTI peyenmom
(7,5 wr), a6o no 0,20 dotop KANiHiwe Lneuianbnpenapare €sponelicbkiin hapmakonei Ne R1-CEP 2000-024-Rev 05
mn (10 mr), abo no Lneuiansnpe M6X, HimeuunHa ans A®| meToTpekcarty Bif HOBOro BupobHuka Excella
0,25 mn (12,5 wr), napaTte M6X (BMpPOGHYK, L1O GmbH, Germany (gonoBHeHHs). 3anponoHoBaHo: Fermion
a6o no 0,30 mn (15 Bignosigae 3a Oy, Finland; Huzhou Zhanwang Pharmaceutical Co. Ltd.,
mr), a6o no 0,35 mn BTOPUHHE NakyBaHHS, China; Excella GmbH, Germany
(17,5 wr), abo no MapKyBaHHS,

0,40 mn (20 mr), abo KOHTPONb/BMNPOGYBaH
no 0,45 mn (22,5 Hs cepii Ta 3a BuUNycK
mr), abo no 0,50 mn cepii); OHKOTEK
(25 wmr), a6o no 0,55 dapma MNpogakLiH
mn (27,5 mr), abo no v6X , HimeuynHa
0,60 mn (30 mr) (BMPOGHYK, LIO
PO3UMHY Y Bignosigae 3a
nonepegHLo BMPOGHMLTBO
3anoBHeHOMY nikapcbKkoro 3acoby,
wnpwuj; no 1 nepBUHHE NaKyBaHHS,
LNpuULly pasom i3 KOHTPONb/BMNpPOGYBaH
By 0BaHO0 HA cepil); LUTeremaHH
iH'EKLiiHOO TO/IKO JNoHbepnakyHr yHA
B KOHTYPHOMY Norictiwep Cepsic
YapyHKOBOMY e.K. , HimeuunHa
6nictepi; no 1 (BUPOGHVIK, WO
6nictepy B Bignosigae 3a
KapPTOHHI Kopobui BTOPMHHE MakyBaHHSA)

170. | METOO)KEKT® | po3uuH Ans iH'ekujid, Mepgak HimeuunH Mepak Mesenbwadt HimeuyunHa BHECEHHS 3MiH [0 peeCcTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/5873/01/02
50 mr/mn no 0,15 mn [esenbwadT a dotop KAiHiwe - MOAAHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
(7,5 mr), a6o no 0,20 dotop KNiHiwe Lneuianbnpenapare €sponelicbkinn hapmakonei Ne R1-CEP 2000-024-Rev 07
mn (10 mr), abo no Lneujansnpe M6X, HimeuunHa ana A®| metoTpekcary Bif Bupo6Huka Excella GmbH,

0,25 mn (12,5 mr), napare M6X (BUPOGHUK, WO Germany, y Hacnigok 3miH y cneuudikauii Ta meToamui
a6o no 0,30 mn (15 Bignosigae 3a BM3HAUYEHHS 3a/IMLLKOBUX peareHTiB EDTA Ta /IMMOHHOI
mr), a6o no 0,35 mn BTOPUHHE MaKyBaHHA, KMCNOTK; 3MiHK | TUNY - NOAAHHS OHOBMIEHOrO cepTudpikata
(17,5 mr), abo no MapKyBaHHs, BignoBigHOCTI €Bponelicbkivi hapmakonei Ne R1-CEP
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
0,40 mn (20 mr), abo KOHTpO/b/BMNpOGYBaH 2000-024-Rev 08 gns A®| meToTpekcaTy Bifg, BUPOOHMKaA
no 0,45 mn (22,5 HS cepil Ta 3a BUNycK Excella GmbH, Germany, sikuii 3miHuB Ha3By Ha Excella
mr), a6o no 0,50 mn cepii); OHKOTEK GmbH & Co. KG, Germany; 3miHu | Tuny - nogaHHs
(25 wr), abo no 0,55 dapma MpogakLuH OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeichkii
M (27,5 wr), abo no 'M6X, HimeyunHa hapmakonei Ne R1-CEP 2000-024-Rev 09 ana A®l
0,60 mn (30 mr) (BUPOGHUIK, WO MeToTpekcarty Big BupobHuka Excella GmbH & Co. KG,
PO3UMHY Y BiANoBiAae 3a Germany, y HacnifoK BBeieHHs ABOX HOBUX [MKepen
nonepeaHLo BMPOGHMLITBO nocTayaHHs BUXifHOro mMaTepiany; AofaBaHHSA 3BiTY 3
3arnoBHeHOMy nikapcbKoro 3acooby, OLLiHKV PU3VKIB LLOAO BMICTY €/TEMEHTHUX AOMILLOK
wnpuui; no 1 nepBuUHHE NaxkyBaHHA, BiANOBIAHO A0 BUMOr HacTtaHoBM ICH Q3D; 3MiHu | Tuny -
LINpuYLy pasom i3 KOHTpONb/BUNPOGYBaH nofaHHs OHOBJ/IEHOro cepTudikarta BiANOBIAHOCTI
BOya0BaHO0 Hs cepii); LTeremaxH €sponelicbkin hapmakonei Ne R1-CEP 2000-024-Rev 10
iH'EKLiliHOIO TO/IKO0 JToHhepnakyHr yHA ana A®l metoTpekcarty Bif BupobHuka Excella GmbH &
B KOHTYPHOMY NoricTiwep Cepsic Co. KG, Germany, y Hacnifok 3miH B iHpopmalii oo
YapyHKOBOMY e.K., Himvewunna BTOPVHHOI YNaKOBKM
6nicTepi; no 1 (BMpPOGHYIK, L0
6nictepy B Bignosigae 3a
KapTOHHI Kopo6Lii BTOPUHHE NaKyBaHHS)
171. | METOTPEKCAT | po34uH ANs iH'eKuii, TOB "TeBa Ykpaina MNIBA XpBaTtcka Xopsaris/ BHECEHHS 3MiH [0 peecTpavliiiHMX maTepiasis: 3MiHK | TUny 3a UA/9609/01/01
-TEBA 25 mr/mn, no 2 mny YkpaiHa" [.0.0., XopBaris HigepnaHan - NO4AHHS OHOB/IEHOrO cepTudikaTa BignoBigHOCTI peyenmom
dhnakoHi; no 1 (koHTpoOnb cepii); €sponelicbkin dhapmakonei Ne R1-CEP 2001-145 - Rev 03
chnakoHy B KOpoOLi dPapmaxemi b.B., onsa gitodoi peyosrnHu Methotrexate Big Bxe
HigepnaHan 3aTBepaxeHoro Bupo6Hnka FERMION QY 3miHn | Tuny -
(BMpPOGHMLTBO 3a noAaHHA OHOBMEHOro cepTudikaTa BignoBigHOCTI
NOBHUM LK/IOM) €sponelicbkinn dhapmakonei Ne R1-CEP 2001-145 - Rev 04
ons aiodoi peyosnHu Methotrexate Big Bxe
3aTBepAkeHoro Bmpo6bHnka FERMION OY
172. | METOTPEKCAT | po3uuH ANs iH'eKuii, TOB "TeBa YkpaiHa MNIBA XpBaTtcka Xopsaris/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny 3a UA/0818/01/02
-TEBA 100 mr/mn, no 10 mn Ykpaina" 4.0.0., XopBaris HigepnaHamn - NO4AHHS OHOB/IEHOIO cepTudikaTa BigNoBIAHOCTI peyenmom
y thnakoHi; no 1 (koHTpO/b cepii); €ponelicbkiii hapmakonei Ne R1-CEP 2001-145 - Rev 03
chnakoHy B KOpOOLi dapmaxemi b.B., ons givodoi peyosnHu Methotrexate Big Bxe
HigepnaHngn 3aTBepmxeHoro supobHuka FERMION OY; 3minHu | Tuny -
(BMPOGHMLTBO 3a nojaHHs OHOBJ/IEHOro cepTuddikarta BigNoBigHOCTI
NOBHUM LK/IOM) €sponelicbkiin hapmakonei Ne R1-CEP 2001-145 - Rev 04
ons aiodoi peyosnHu Methotrexate Big Bxe
3aTBepmAkeHoro BmpobHnka FERMION OY
173. | MIAIAHA TabneTku, BKPUTI BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | TUNy 3a UA/11296/01/01
nNiBKOBOKO PixTep" - 3MiHM Wopao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
0060/10HKOI0, N0 21 BeegeHHs ab0 3MiHM A0 y3arasibHEeHUX JaHux npo
Tabnetui y bnictepi; cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHnUX
no 1 a6o 3 6nictepu LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
pa3oM 3 KapTOHHUM YMOBHOB&XEHOT 0co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
dyTnapom ana dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
36epiraHHa 6nictepa 3asBHUKA AN19 34iiCHEHHA dapMakoHarnagy B YkpaiHi,
B nmauuj AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIga/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
(BKNKOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
mMacTep-alina cuctemy hapMakoHarssay) - amMiHa
KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAANbHOI 3a 34ilicHeHHs hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLe3HaxoMKeHHs MacTep-
(paiina cuctemun chapmakoHarasgy
174. | MIOOKA/IM TabneTku, BKPUTI BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUny 3a UA/7535/02/01
nNiBKOBOKO PixTep" - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. peyernmom
060/10HKOI0, No 50 BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
mr, no 10 TabneTtok cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHnX
y 6nictepi; no 3 [AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
6nictepu B yMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
KapTOHHII ynakoBLi hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarisay) - aMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0CO6M 3asBHUKa,
BIANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarasgy. 3miHa
MicuA 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy
175. | MIAOKA/TM TabneTkn, BKpUTI BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/7535/02/02
nNiBKOBOKO PixTep" - 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060n10HKOt0, Mo 150 BBegeHHs ab0 3MiHM A0 y3arasibHEHNX JaHux npo
mr, no 10 TabneTok cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
y 6nictepi; no 3 LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
6nictepn B YNOBHOBaXXEHOT 0CO6MU, BigNOBigaIbHOI 3a 34iiCHEHHS
KapTOHHIl ynakoBL,i dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0CcOo6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-arina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOi 0COOM 3asBHUKa,
BiANOBIAANbHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iCHEHHS OCHOBHOI Ais/TbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemu chapmakoHarnagy
176. | MIOPUKC® Kancysnm TOB "ACIHO YkpaiHa Apape CLUA/ BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/14641/01/01
NPOSIOHroBaHoI Al YKPATHA" PapmacbioTikans, IHK., MonbLa — BUTyYeHHs BUpoOHMKa xenatuHy Nitta Gelatin Inc., peyenmom
TBepai no 15 mr; no CLUA (BMpO6HMLTBO Anoria (CEP 2004-320); 3miHun | TNy — BUNYYEHHA
14 kancyn y Hepo3dacoBaHoi BMpo6HUuKa xenatuHy Nitta Gelatin Inc., Anonia (CEP
6nicTepi; no 1 npoaykuii); Takega 2004-247); 3miHu | TNy — noAaHHs oHosneHoro CEP R1-
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nictepy y ®apma Cn. 3 0.0., CEP 2003-172 - Rev 02 gnsi fONOMiXHOI pe4yoBUH

KapTOHHI Kopo6Lyi

MonbLa (NeperHHa Ta
BTOPUHHA YNakoBKa,
[03BiN Ha BAMYCK
cepii)

XenaTuHy Bif 3aTBepAxeHoro Bupo6Huka Gelita Group
(Germany) 3atBepmxeHo: R1-CEP 2003-172 - Rev 01;
3MiHM | TUNY — nogaHHs oHoBneHoro CEP R1-CEP 2003-
172 - Rev 01 ans fOMNOMDKHOI PEYOBUH XenaTuHy Bif
3aTBepmAxeHoro BmpobHuka Gelita Group (Germany)
3arBepmkeHo: R1-CEP 2003-172 - Rev 00; 3MiHu | Tuny —
nogaHHAa oHosneHoro CEP R1-CEP 2005-217 - Rev 02
015 AONOMDKHOT PEYOBVIH XeNaTuHy Bif, 3aTBEPAKEHOI0
BMpo6Huka Nitta Gelatin Inc. (Japan) 3artBepmxeHo: R1-
CEP 2005-217 - Rev 01; 3miHu | TNy — nogaHHsA
oHosrnieHoro CEP R1-CEP 2005-217 - Rev 01 gns
[ONOMDKHOI PEYOBUH XeNaTuHy Bif, 3aTBEPAXKEHOIO
BMpo6Huka Nitta Gelatin Inc. (Japan) 3aTBepaxeHo: R1-
CEP 2005-217 - Rev 00; 3miHu | Tviny — nogaHHs
oHosieHoro CEP Ne R1-CEP 2000-344 - Rev 03 gns
[IOMOMIXHOI PEYOBUWH XeNnaTuHy Bif, 3aTBEPAXKEHOIO
Bnpo6Huka Nitta Gelatin India Ltd. (India) 3aTtBepakeHo:
R1-CEP 2000-344 - Rev 02; 3miHu | Tvny — BBeAEHHS
[104aTKOBOro BUPOGHYMKA [AOMOMIXKHOI PEHOBWHW XENaTuHy,
Gelita Group, Himeuunna (BupobHuua ginsHka Gelita AG,
HimeuumnHa; Gelita USA Inc., CLUA) 3 HagaHHAM HOBOro
CEP Ne R1-CEP 2001-424 - Rev 03; 3miHu | TUny —
BBE/EHHSA [40AaTKOBOrO BUPOGHMKA AONOMDKHOT pEYOBUHM
xenatuny, Tessenderlo Group N.V., Benbrisi 3 HagaHHAM
HoBoro CEP Ne R1-CEP 2000-045 - Rev 04; 3miHu | Tuny —
BBEEHHSA [40AaTKOBOrO BUPOGHMKA AONOMDKHOT pEYOBUHM
xenatuHy, Rousselot, HigepnaHan (BupobHunya ginbHuus
Rousselot Peabody Inc., USA) 3 HagaHHAM HoBoro CEP
Ne R1-CEP 2010-043 - Rev 00; 3miHu | Tny — BBEAEHHSA
[04aTKOBOro BUPOOHYVKA [JOMOMIKHOI PEHOBUHW XeNaTuny,
Rousselot, Higepnanan 3 HagaHHAM HoBoro CEP Ne R1-
CEP 2000-029 - Rev 05; 3miHu | Tny — BHECEHHS
He3HauyHuX 3MiH o po3giny 3.2.P.5.2 AHaniTnyHi
METOAMKM 3a NokasHMKamm «KifbkicHe BU3HAUYEHHS»,
«[loMiLLKM», «OAHOPIAHICTb [030BaHNX OANHULIL» Ta
«Po3unHeHHs» . Cneyndikauis 3anuweHa 6e3 3MiH; 3MiHu
| TMNY — He3HauHi 3MiHM o po3giny 3.2.P.2.5
Mikpo6ionoriuHi xapakTepUCTUKKM, a caMe BHECEHHS
3HOCKM LLIOAO aKTyanbHOT Ha3By MikpoopraHismy A. Niger,
LLI0 B Aa@HWi1 Yac Nno3HavaeTbes sk A. Brasiliensis. Takox
BKMOYEHO po3ain 3.2.P.2.6. CymicHiCTb. OHOB/IEHO po34in
3.2.P.6 CtaHfapTHi 3pasku, a caMe BHECEHHS NMOCWU/IaHHS
Ha akTyanbHi USP cTaHgapT; BUAaIeHO NOCUIaHHSA Ha
3acTapinuin ksanidikaliiHuii BTOPUHHWIA CTaHAAPT; 3MiHK |
TMNY — 3aTBEPAXKEHHSA METOAiB KOHTPO/I0 FOTOBOrO
niKkapcbkoro 3acoby Miopukc®, kancynu NposioHroBaHoi Ail
TBepai no 15 mr Ta no 30 Mr yKpaiHCbKO MOBOHO; 3MiHY |
TMNYy — NOAAaHHSA OHOBJ/IEHOTO MacTep-gaiina Ha Ad|
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
umknobeHsanpuHy rigpoxnopug supobHuutea DIPHARMA
FRANCIS S.r.l, Itanis; 3anponoHosaHo: DMF dated March
2021
177. | MIOPUKC® Kancynu TOB "ACIHO Ykpaina Apape CLlA/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 3a UA/14641/01/02
NPOSIOHrOBaHoI Al YKPATHA" dapmachbioTikans, IHK. MonbLia — BUTyYeHHS BUPO6OHMKa xenatuHy Nitta Gelatin Inc., peyenmom

TBepai no 30 mr; no
14 kancyny
6nictepi; no 1
6nictepy y
KapTOHHI Kopo6Lyi

CLUA (BMpO6HMLTBO
Hepo3dhacoBaHo|
npoaykuii); Takega
®apma Cn. 3 0.0.,

Monbla (nepBrHHa Ta

BTOPMHHA YNakKoBKa,
[03BiNT Ha BUMYCK
cepii)

Anonia (CEP 2004-320); 3miHu | TNy — BUNyYEHHN
BMpoG6HUuKa xenatuHy Nitta Gelatin Inc., Anonia (CEP
2004-247); 3miHn | TNy — nogaHHs oHosneHoro CEP R1-
CEP 2003-172 - Rev 02 gns 4ONOMiXHOI pe4yoBUH
XenaTtuHy Bif 3aTBepaXeHoro Bupo6Huka Gelita Group
(Germany) 3aTtBepaxeHo: R1-CEP 2003-172 - Rev 01;
3MiHM | TUNY — nogaHHa oHoeneHoro CEP R1-CEP 2003-
172 - Rev 01 ans fOMNOMIKHOI PEYOBUH XenaTuHy Bif
3aTBepxeHoro Bupo6Huka Gelita Group (Germany)
3arBepmkeHo: R1-CEP 2003-172 - Rev 00; 3MiHu | Tuny —
nogaHHsa oHosneHoro CEP R1-CEP 2005-217 - Rev 02
A5 JONOMDKHOT PEYOBWH XenaTuHy Bif, 3aTBepAKEHOro
BMpobHuka Nitta Gelatin Inc. (Japan) 3atBepmxeHo: R1-
CEP 2005-217 - Rev 01; 3miH¥ | TUNy — noAaHHs
oHoBneHoro CEP R1-CEP 2005-217 - Rev 01 gna
[ONOMDKHOT PeYOBWH XenaTuHy Bif, 3aTBEPAXEHOr0
BMpo6Huka Nitta Gelatin Inc. (Japan) 3atBepmxeHo: R1-
CEP 2005-217 - Rev 00; 3miH¥ | TNy — nogaHHsA
oHosfieHoro CEP Ne R1-CEP 2000-344 - Rev 03 gns
[OMOMDKHOT PEYOBUH XenaTuHy Bif, 3aTBEpIKeHOro
Bupo6HuKa Nitta Gelatin India Ltd. (India) 3aTtBepaxeHo:
R1-CEP 2000-344 - Rev 02; 3miHu | Tvny — BBeAeHHSA
[104aTKOBOro BUPOGHYVKA [JOMOMIKHOI PEHOBWHW XENaTuHy,
Gelita Group, HimeuunHa (Bupo6Huua ginsHka Gelita AG,
HimeuuunHa; Gelita USA Inc., CLUA) 3 HagaHHAM HOBOro
CEP Ne R1-CEP 2001-424 - Rev 03; 3miHu | TUny —
BBE/IEHHSA [0aTKOBOrO BUPOGHMKA AONOMDKHOI pEYOBUHM
xenatuny, Tessenderlo Group N.V., Benbrisi 3 HagaHHAM
HoBoro CEP Ne R1-CEP 2000-045 - Rev 04; 3miHu | Tuny —
BBE/IEHHSA [0aTKOBOIO BUPOGHMKA AONOMDKHOI pEYOBUHM
xenatuHy, Rousselot, Higepnangun (Bupo6Huya ginbHuus
Rousselot Peabody Inc., USA) 3 HagaHHAM HoBoro CEP
Ne R1-CEP 2010-043 - Rev 00; 3miHu | Tvny — BBEAEHHSA
[04aTKOBOrO BUPOOHUKA [OMOMDKHOI PEYOBUHMN XeNaTuHy,
Rousselot, HigepnaHau 3 HagaHHAM HoBoro CEP Ne R1-
CEP 2000-029 - Rev 05; 3miHu | TUNy — BHECEHHS
He3HauyHuX 3MiH o po3giny 3.2.P.5.2 AHaniTnyHi
METOAVKM 3a NokasHnKaMu «KinbkicHe BU3Ha4YeHHsI»,
«[JoMiLLKM», «OAHOPIAHICTb A030BaHNX OAUHULL» Ta
«Po3unHeHHs» . Cneundikauis 3anuweHa 6e3 3MiH; 3MiHu
| TMNY — He3HauHi 3MiHK o po3giny 3.2.P.2.5
Mikpo6ion0orivHi XapakTepucTrkn, a came BHECEHHS
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3HOCKM LLIOAO aKTyanbHOT Ha3By MikpoopraHismy A. Niger,
LLI0 B Aa@HWi1 Yac Nno3HavaeTbes sik A. Brasiliensis. Takox
BKMOYEHO po3ain 3.2.P.2.6. CymicHiCTb. OHOB/IEHO po34in
3.2.P.6 CtaHfaapTHi 3pasku, a caMe BHECEHHS NMOCWU/IaHHS
Ha akTyanbHi USP cTaHgapT; BUAasIeHO NOCUIaHHA Ha
3acTapinuin ksanidikaliiHuii BTOPUHHWIA CTaHAAPT; 3MiHK |
TMNY — 3aTBEPAXXEHHSA METOAiB KOHTPO/IO FOTOBOrO
niKkapcbKoro 3acoby Miopukc®, kancynu NposioHroBaHoi Ail
TBepai no 15 mr Ta no 30 Mr yKpaiHCbKO MOBOHO; 3MiHY |
TUMy — NoAaHHA OHOB/IEHOro MacTep-haiina Ha Ad|
uuknobeHsanpuHy rigpoxnopug supobHuytea DIPHARMA
FRANCIS S.r.l., Itanis; 3anponoHosaHo: DMF dated March
2021
178. | MITPEH TabneTtky no 2 mr no 3AT JnToBcbka Bupo6HMLTBO, IcnaHis BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3MiHu | Tuny 3a UA/17523/01/01
28 Tabnetoky «®apmnira» Pecny6nik KOHTPO/b AKOCTI, - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nictepi; no 1 a nepBuHHe Ta afpecu 3asBHUKa (B1acHVKa peecTpauiiHoro
6nictepy y BTOPVHHE NakKyBaHHS, noceigveHHs). 3MiHa agpecu 3asiBHMKA Y 3B'A3KY 3i 3MIHOO
KapTOHHI KOpOOLj BiANoBiAa/IbHWIA 32 MicLs po3TallyBaHHS ogoicy 6€3 3MiHU KpUANYHOT 0co6MU.
BUNYyCK cepil: BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB 3 Aatu
NABOPATOPIOC 3aTBEPXKEHHA.
NNEOH ®APMA C.A.,
IcnaHisi; BTopuHHE
nakyBaHHs:
MAHAHTIANb
IHTETPA, C.N1Y.,
IcnaHis; KoHTponb
AKOCTI:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis
179. | MODJ/IAKCA® TabneTkn, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny 3a UA/14876/01/01
NNiBKOBOKO HoBo mecTo mMecTo, C/noBeHis Xopsaris/ — BHECEeHHS 3MiH 0 MeToAy KOHTpOsto AkocTi M3 3a peyenmom
060710HKO0 Nno 400 (BignoBiganbHuii 3a HimeuyunHa nokasHukoM "MikpobionoriyHa skicTe" (non. Bepc.

Mr no 5 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHI KOpoO6Lyj;
no 7 Tabnetok y
6nictepi, no 1 a6o
no 2 6nictepu B
KapTOHHI kopobuyj;
no 10 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHi Kopobui

KOHTPO/b cepii);
KPKA, a.4., Hoso
MecTo, CroBeHis
(BignoBiganbHuii 3a
NOBHUIA LWKN
BMPOGHMLTBA,
BK/TO4AI0UN BUMYCK
cepii); KPKA-PAPMA
A.0.0., XopsarTis
(BignoBiganbHuii 3a
nepBrHHE Ta
BTOPWHHE MaKyBaHHS,

"Mikpob6ionioriyHa ynMcToTa”, a came: 3miHa Ha3Bu
NOKa3HWKa; BHECEHHS YTOYHEHHA B po3zin 1.5.2.
[ocnigpkeHHs 3pa3ka; yToUHeHHs B posginax 1.2, 1.3, Ta
1.4 )XvBWbHI cepefoBuLLa Ta PO34nHM (3a3Ha4eHHs
peareHTiB, L0 BUKOPUCTOBYIOTLCS), & TAKOX HE3HaYHI
npaBsku Mo TekcTy. Cam MeTof BUSHaUYEeHHS
MiKPOOPraHi3miB He 3MIHMBCSI; 3MiHW | TUNY - 36iNbLUEHHS
TEepMiHy NpUAATHOCTI FOTOBOrO /iKapCcbKoro 3acoby 3 3 Ao
5 pokie. BBeieHHs 3MiH NpOTAromM 6-Tu micsuis nicns
3aTBEPMAKEHHST; 3MiHU | TUNY - nogaHHs oHoBneHoro CEP
Ha A®| MoKcuchIoKCaLVHY Bif, 3aTBEPAXEHOT0 BUPOOHMKA
Bayer AG — R1-CEP 2008-067-Rev 02 (nonepefHs
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTpO/b cepii Ta pepakuis R1-CEP 2008-067-Rev 01), i3 3miHamu y
BUNyck cepii); Jlabop cneundikanii A®I 3rigHo BUMor moHorpadii EP; 3miHu |
J1C CE & Ko. KT, Tmny - nepeknag MK 3 pociicbkoi MOBM Ha yKpaiHCbKy
HimeuunHa AN NpUBEAEHHS Y BifMOBIAHICTb i3 BAMOraMmm YMHHOT
(BignoBifanbHWiA 3a pepakuii Hakazy MO3 Ykpainu Ne 426 Big 26.08.2005 p.
KOHTPO/b BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
Mikpo6ionoriyHol 3aTBEPIKEHHS
yncToTu cepii (y
BMMNaAKY KOHTPO/IHO
cepii TA[ ®apma
v6X)); TAL ®apma
'm6X, HimeuunHa
(BignoBigansHwii 3a
KOHTpONb cepil); TAL
dapma M'v6X,
HimeyunHa
(BignoBifanbHWiA 3a
nepBrHHE Ta
BTOPWHHE MakKyBaHHS,
BUNYCK cepii)
180. | MYCKOME/ PO34uH ANS iH EKL, YOPNA TypeyunH Mechbap Inau Ca. TypeuunmHa | BHECEHHs 3MiH A0 peecTpauiiHux maTepianis: 3MiHW | Tuny 3a UA/14717/01/01
4 Mr/2 Mnno 2 mn B MEOVLNH a A.L. - 3MiHW BHECEHI [0 iHCTPYKUiT 4151 MeanyHoro peyenmom
amnyni; no 6 amnyn INAY CAH. BE 3acToCcyBaHHS Nikapcbkoro 3acoby y po3ain "Oco6/mMBoCTi
B KOHTYPHIlA TIOXK. A.LLL 3acTocyBaHHS" 3rigHO 3 iHhopMaLi€ero Woa0 MegNyHoOro
YapyHKOBIi 3acTocyBaHHS pethepeHTHOro NikapCcbkoro 3acoby
ynakosLi; no 1 (Muscoril 4mg/2ml solution for injection).
KOHTYPHIl BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB nmicns
YapyHKOBI ynakoBLi 3aTBEPAKEHHSA
B KapTOHHIi kopobui
181. | HABIPEN KOHUeHTpaT ans Mepgak HimeuunH Mepak Mesenbwadt HimeuunHa/ | BHeCeHHsi 3MiH [0 peecTpaliiHix maTepianis: 3mMiHu | Tuny 3a UA/4711/01/01
NPUroTyBaHHs [esenbwadT a rop KNiHiwe Yecbka - BHECEHHS1 HE3HAYHMX 3MiH 40 MeTogy BEPX, skuii peyenmom
po34nHy Ans dotop KNiHiwe Lneuianbnpenapare Pecny6nika BVKOPUCTOBYETbLCA AJ151 KiNIbKICHOro BU3HaYeHHA Ad|
iHdpysiii, 10 mr/mn no | LUneuiansnpe M6X, HimeuunHa
1 mn (10 mr) abo 5 napare M6X (nakyBaHHs,
M (50 mr) y MapKyBaHHs Ta BUMYCK
nakoHi, no 1 cepii); oHkome[,
nakoHy B MeHblohEKUEPIHT a.c.,
KapTOHHI Kopo6Lli Yecbka Pecnybnika
(B1pPOGHMLTBO "in
bulk", KOHTpONb cepiit)
182. | HEBIBONON Tabnetku no 5 mr no CTALA HimeuunH CTALA HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/14970/01/01
CTALA® 7 Tabnetok y ApuHaiimitTTen a ApuHaiimittens Al - 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. peyenmom
6nicTepi; no 4 b Al BBeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHUX Npo

6nictepu y
KapTOHHi Kopo6bLy

cuctemy hapmakoHarnagy (BBefeHHs ysarasibHeHnX
[AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOB&XEHOT 0co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 3AiicCHEHHA dapMakoHarnisay B YkpaiHi,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAabHOI 3a 3AiICHEHHSA hapMakoHarnsgy
(BK/THOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemy hapMakoHarsisay) - amiHa
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Joktop AHapeac IBaHoBuY / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKTHUX AaHWX
YNOBHOBaXKEHOI 0COOU 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnag,
183. | HEO®EH TabneTku, BKpUTI Benyno, nikun XopsarTist Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHu | TUNYy 6e3 UA/14740/01/01
BENYNO nNiBKOBOKO Ta KOCMeTuka, KocmeTuka, 4.4. - NoAaHHs OHoBMeHoro ceptudikata CEP R1-CEP 2004- peyernma
POPTE o6onoHkoto, no 400 a.n. 023-Rev 05 gnst AdI ibynpodpeH Bif yxe 3aTBepAXeHOro
mr; no 10 TabneTok BMpo6bHMKa Shandong Xinhua Pharmaceutical Co., Ltd.,
y 6nictepi; no 1 China. 3anponoHosaHo: CEP (R1-CEP 2004-023-Rev 05)
6nictepy y
KapPTOHHIN nayui
184. | HEO®EH TabneTkn, BKPUTI Benyno, nikun Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3miHu | Tuny 6e3 UA/14740/01/01
BENYMNO N/1iBKOBOO Ta KOCMeTuKa, kocmeTuka, A4.4. - 3MiHM Y MeTofax BUNPOOYBaHHSI rOTOBOTO NiKapCbKOro peyenma
DOPTE 060710HKOt0, Nno 400 a.a. 3aco0y - 3anponoHOBaHO anbTepHaTUBHUIA MeTos YBEPX
mr; no 10 TabneTok 0N igeHTrdikauii i KinbKicCHOro BU3Ha4eHHs ibynpodeHy B
y 6nicTtepi; no 1 N3. BBEAEHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
6nictepy y 3aTBEPAKEHHS
KapPTOHHIN navuj
185. | HE®PPOAO/® TabneTkn, BKpUTI TOB YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 6e3 UA/15033/01/01
060/10HKO0, Mo 10 "®hapmaueBTu - 3MiHM Wopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peuenma
Tabnetok y 6nictepi; YHa KoMnaHis BeefeHHs abo 3MiHM [0 y3araslbHeHNX AaHnx Npo
no 6 6nictepiB y "CANMIOTAPIC cucTtemy chapmakoHarnsagy (BBeAeHHs y3arasibHeHNX
naui i3 kapToHy " [aHuX nNpo cuctemy apmakoHarnsgy, amiHa
YNOBHOBaXKEHOI 0c06M, BifNOBIfa/IbHOT 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy
3asBHUKa 415 34iiCHEHHA dapMmakoHarnsay B Ykpaii,
AKLLLO BOHA BigMiHHA Bif] YNOBHOBaXKeHOT 0cobu,
BiAMOBIAA/TbHOI 3a 34iiCHEHHSA hapMakoHarnsay
(BK/THOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI
macTep-haiina cuctemu dhapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepgakuis: CadoHosa IpuHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BigNoBiAa/IbHOT 3a hapmakoHarnsz
186. | HIKOPE/1Ib® Tabnetkn no 10 mr [Jekcenb I13painb TOB IHCTUTYT I3painb BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasis: 3miHu | Tuny 3a UA/17691/01/01
no 10 TabneTtok y dapma Xap4oBoi Mikpobionorii - 3MiHV BHECEHO A0 iHCTPYKLiT 415 MeAUYHOro peyenmom
6nictepi; no 3 abo 6 TexHonoaxm3 Ta CNoXMBYNX 3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu:
6nicTepis B T4, TOBapi., I3painb "®apmakonorivHi BiactmsocTi" (iHchopmauis 3 6e3nekn),
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI nauui (BnpobyBaHHs "MpoTrnokasaHHs", "Ocob6/MBOCTI 3acTOCyBaHHSA",
KOHTPOJIO SIKOCTI "3[aTHICTb BN/IMBATU Ha LUBMAKICTb peakLii npy KepyBaHHI
(mikpobionoriuHwmia aBTOTpaHCnopToM abo iHWMMK MexaHismamu', "TobiuHi
KOHTpOnb)); fdekcenb peakujii 3rigHo 3 iHhopMaLji€eto Woa0 MeanyHOro
nra., 13pains 3aCTOCYyBaHHA pepepeHTHOro NikapcbKoro 3acoby
(BUpOGHMLTBO, (Ikorel®, tablets, He 3apeecTpoBaHuii B YKpaiHi).
nakyBaHHs1, BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
BUNPOBYBaHHSA 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHW BHECEHO [0 IHCTPYKLT
KOHTPO/O AKOCTI 015 MeAUUYHOr0 3acTOCyBaHHS /likapCbKoro 3acoby y
(dhizmKo-XimMiuHWi po3gin "Oco6nmnBOCTi 3aCTOCYBaHHA" 3rifHO 3 AaHUMMN
KOHTPO/b) Ta BUNYCK o0 6e3neky 3acToCyBaHHA AOMOMIXKHOI PEHOBUHM.
cepii) BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
187. | HIKOPE/b® Tabnetku no 20 mr [ekcenb 13painb TOB IHCTUTYT I3painb BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | TUny 3a UA/17691/01/02
no 10 TabneTtoky Papma XapyoBoi Mikpobionorii - 3MiHV BHECEHO A0 iHCTPYKLi 415 MeaUyHoro peyenmom
6nicTepi; no 3 abo 6 TexHonoaxums Ta CNoXnBYMUX 3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3gainu:
6nictepis B nra. TOBapiB., I3painb "®apmakonoriyHi BnactnsocTi” (iHhopmauia 3 6e3neku),
KapTOHHI nauui (BnpobyBaHHs "MpoTrnokasaHHs", "Ocob6MBOCTI 3aCTOCyBaHHSA",
KOHTPOJHO SAKOCTI "3[aTHICTb BN/IMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI
(mikpoGionoriyHwmi aBTOTPaHCNOPTOM a60 iHWMMK MexaHiamamu', "MobivHi
KOHTpOnb)); [ekcenb peakujii" 3rigHo 3 iHhopmaLji€elo Woa0 MeanyHoro
nra., 13pains 3acTocyBaHHs pethepeHTHOro Nikapcbkoro 3acoby
(BMPOGHMLTBO, (Ikorel®, tablets, He 3apeecTpoBaHuii B YKpaiHi).
nakyBaHHs, BBefeHHs1 3MiH NpoTArom 6-T1 MicauiB nicas
BMNPO6GYBaHHS 3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHX BHECEHO A0 IHCTPYKLT
KOHTPO/O AKOCTI ONA MeAUYHOTO 3aCTOCYBaHHS NikapcbKoro 3acoby y
(chizmKo-XimMiuHWi po3gin "Ocob6nnBOCTI 3aCTOCYBaHHA" 3rifHO 3 JaHUMWK
KOHTPO/b) Ta BUNYCK o0 6e3neky 3acTocyBaHHA AOMOMiKHOI PEHOBUHM.
cepii) BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPIKEHHS
188. | HIMECYNIA Tabnetku no 100 wmr, AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHmx maTepiasnis: 3MiHu | Tuny 3a UA/5536/01/01
no 10 TabneTokK y "Ny6Hnapm" - 3MiHK 3 AiKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
6nictepi,no 1, 2, 3 rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK) - BHECEHHS 3MiH
a6o 10 6nicTepiB y [0 MeTo/iB KOHTPOJIIO SKOCTi 3a M. «PO34MHEHHS», a came-
nayuj 3 KapToHy; no 3MiHa cepefioBULLA PO3YMHEHHSA Ta 3aMiHa obnafHaHHs
10 TabneTok y (Npyvnag, 2 3 nonaTTio 3aMiHWAX Ha Npunag 1 3 Kownkamm)
6nictepax 3 MeTO ONTKMI3aLii NpoBeAeHHS TeCTy «PO3UYNHEHHS»;
3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3acio.
Cunctema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3MiHa
pO3Mipy ynakoBKy roTOBOTO JlikapcbKoro 3acoby (iHLwui
3MiHV) - BBEAEHHA f0AaTKoBUX ynakoBok NelO (10x1);
Ne20 (10x2); Ne100 (10x10), 6e3 3MiH1 NePBUHHOIO
nakyBasiIbHOrO MaTepiany Ta 3 BiAMNOBiAHUMN 3MiIHAMW Y
p.«YnakoBka». 3MiHM BHeCeHi B po3ain "Ynakoska"y
3B'A3KY 3 BBEAEHHAM [0[jaTKOBMX YNaKoBOK B IHCTPYKLIitO
AN MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby, sk
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
HacnifokK - 3aTBEPKEHHSA TEKCTY MapKyBaHHSA [OAaTKOBUX
ynakoBOK fNiKkapcbKoro 3acoby. BBefeHHA 3MiH NpoTarom 6-
TN MicALiB Nicns 3aTBEpAKEHHSA
189. | HI®EKAIH KPeM pekTanbHuiA, Hbto.®a.flem. ITanis Hbto.®a.fem. C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/18946/01/01
no 30 r kpemy y Ty6i C.p.n. BUNPAB/IEHHS TEXHIYHOT NOMUAKK, Sika Byna gonylieHa peyenmom
3 KoBMaykom; no 1 npu peecTpawji nikapcbkoro 3acoby B cneumndikauii MKA B
Ty6i y KOMNAeKTi 3 nokasHWUKy SIKOCTi (MikpobionoriuHa uncToTa). BunyyeHHs
KaHNew y 3aliBoro nokasHuka — (BigcyTHicTb Escherichia coliy 1r.).
KapTOHHI KOpoOL;j 3a3HayeHe BUMNpaB/IEHHS BignoBigae marepiasiam
peecTpaLiiHoro Aockbe
190. | HI®PYPOKCA3WM | cycneHsis opasibHa, BAT "lepneoH YropLumHa F'epeoH Pixtep PymyHis/ BHECEHHS 3MiH 10 peecTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/9060/02/01
A PIXTEP 220 mr/5 mn, no 90 PixTep" PymyHia A.T., PymyHis MonbLia - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
My chnakoni; no 1 (BMPO6HMLTBO BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux npo
h/1aKOHY 3 JIOXKO!O- Hepo3dacoBaHoro cucTemy thapmakoHarnsagy (BBefeHHs y3arasibHeHUX
[03aTOpOM B NPOAYKTY, NePBUHHA [aHux nNpo cuctemy thapmakoHarnsgy, amiHa
KapTOHHIl ynakoBLi ynakoBKa, BTOPYHHA YNOBHOBaXXEHOi 0c0bW, BifNOBifa/IbHOT 3a 34iACHEHHS
ynakoBKa, KOHTPO/1b thapmakoHarnsfy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
sKocTi); TOB "T'egeoH 3as1BHVKa 4115 34iiCHEeHHA hapmakoHarnisagy B YkpaiHi,
PixTep Monbwa”, AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobu,
MonbLa (KoHTposb BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay
SIKOCTI, 403BIiNT HA (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHM Yy PO3MILLEHHI
BUNYCK cepii) mMacTep-alina cuctemy hapMakoHarsisay) - amMiHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOI 0CO6Y 3asBHIKa,
BIANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarasgy. 3MmiHa
MicLS 34iiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLie3HaxoMkKeHHs MacTep-
(haiina cuctemun chapmakoHariagy
191. | HI®YPOKCA3WN | Tabnetku, BKpUTI BAT "leneoH YropwmHa TOB "T'eneoH Pixtep MonbLia BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUNy 3a UA/9060/01/01
A PIXTEP 060/10HKO10, o 100 PixTep" Monbwa", NMonbLa - 3MiHKM Wopao 6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsgy. peyenmom
Mr, No 24 TabneTkun (kOHTpO/b SKOCTI, BBeaeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
y 6nicTepi; no 1 [03BiN Ha BUNYyCK cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnUX
6nicTepy B cepii; BUPOGHMLTBO [AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
KapTOHHI Kopo6Li Hepo3dacoBaHoro YMOBHOB&XEHOT 0co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
NpoAYyKTY, NePBUHHA dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
ynaKoBKa, BTOPUHHa 3asBHUKA AN19 34iiCHEHHA dapMakoHarnagy B YkpaiHi,
ynakoBKa) AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIfa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYN KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemy hapMakoHarsisay) - smiHa
KOHTaKTHUX AaHVX YNOBHOBaXKeHOI 0CO6M 3asBHUKA,
BiNOBIAANbLHOI 3a 3MjiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iICHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa MicLe3Haxo4KeHHs MacTep-
dhaiina cuctemu chapmakoHarnsagy
192. | HOOBYT® IC Tabnetkn no 0,1, ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | 6e3 UA/8831/01/02
no 10 Tabnetok y [04aTKOBOK [04aTKOBOKO TMny - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peuenma
6nicTepi; no 2 BiANOBiA&/bHI BiANOBIAA/ILHICTIO thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumui
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepu y nauui 3 CTIO "IHTEPXIM" nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KapTOHY "IHTEPXIM" Me[MYHOro 3acTocyBaHHsA
reHepUUHNX/TiBpUAHNX/6IoNoAIGHNX NikapCbkMx 3acobiB
nicns BHeCEHHs Tiel camoi 3MiHN Ha ped)epeHTHWi
npenapar (3mMiHa He NoTpebye HafaHHS XXOAHUX HOBUX
[04AaTKOBUX AaHNX) - 3MiHW BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby BiAnoBigHO
[0 iHdopmaLii pedepeHTHOro nikapcbKoro 3acoby
(HOO®EH®, Tabnetkn no 100 mr a6o 250 mr) 4o po3ginis
"®apmakonoriyHi BnactmocTi”, "Moka3aHHSA" (YTOUHEHHS
iHbopmawii), "MpoTunokasaHHs", "Oco6InBOCTI
3acTocyBaHHS", "3acToCyBaHHS Y Nepiog, BariTHOCTI abo
roflyBaHHs rpyaar” (yTouHeHHs iHdopmadii), "Cnocio
3acTocyBaHHA Ta go3un”, "Oitn" (yTouHeHHs iHdopMmaLir),
"Mepepo3ysaHHs" Ta "MobiuHi peakuii”. BBeAeHHS 3MiH
npoTsArom 3-X MicsALiB nicas 3aTBEpPAKEHHS.
193. | HOOBYT® IC Tabnetkn no 0,25, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/8831/01/01
no 10 TabneTtok y [,04,aTKOBOKO [,00aTKOBOKO MRy - 3MiHK WoA0 6e3nekn/edpeKTNBHOCTI Ta peyernma
6nicTepi; no 2 BiANoBiAa/IbHI BiANOBIAA/TbHICTIO thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTumui
6nictepn y nauui 3 cTHO "IHTEPXIM" NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
KapTOHY "IHTEPXIM" Me[MYHOro 3acTocyBaHHA
reHepnyHnX/ribpuaHNx/6ionogibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS Tiel camol 3MiHU Ha pedepeHTHWA
npenapar (3MiHa He NOTpebye HafaHHS XXOLAHMX HOBUX
[04aTKOBUX AaHuX) - 3MiHW BHECEHO [0 iHCTPYKUiT AN
MeaUYHOro 3acTocyBaHHA NiKapcbkoro 3acoby BiAnoBiAHO
[0 iHhopmaLii pechepeHTHOro NikapcbKoro 3acoby
(HOO®EH®, Tabnetkun no 100 mMr a6o 250 Mr) fo po3Ainis
"®apmakonoriyHi BnactusocTi”, "Moka3aHHs" (YTOYHEHHS
iHchopmawii), "MpoTunokasaHHs", "Oco6anBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepio BariTHocTi abo
rofyBaHHs rpyaat” (YyTouHeHHs iHchopmal,ii), "Cnocio
3acTocyBaHHsa Ta gosu", "[itn" (yTouHeHHs iHdpopmauii),
"Mepepo3yBaHHs" Ta "MobiyvHi peakuii”. BBeAeHHS 3MiH
nNpoTsArom 3-X MicsLiB Nicaa 3aTBEPKEHHS.
194. | OKCA 100 KOHUEeHTpaT A5 Emkyp IHais Emkyp IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/16523/01/02
po34nHy Ans dapmacbioTika dapmacbtoTikasnc ftg,. TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHdpy3ii, 5 mr/mn nc nrg. Ta/abo agpecy Micus NPOBaKEHHSA AiS/IbHOCTI
no 20 mn (100 mr) y BMPOGHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acooy,
thnakoHi; no 1 BK/IO4AK0UM AiNbHULI BUMYyCKy cepii abo micue
dNaKoHy y NpoBefEeHHS KOHTPOTIO AKOCTI. (AIANbHICTb, 3a AKy
KapPTOHHI ynakoBLii BiAnoBiAae BUPOGHMK/iMNOPTEP, BK/IOUAKOUM BUNYCK Cepiit)
3MiHa agpecu BUpo6Huka 13 Emkyp dapmachioTikanc
Nta, IHAis, 6e3 3mMiHW Micus BUpo6HULTBA: BBEAEHHSA 3MiH
NpPOTSArom 6-TV MiCALIB NiC/IA 3aTBEPAKEHHS.
195. | OKCA 50 KOHUEeHTpaT ans Emkyp IHais Emkyp IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHu | 3a UA/16523/01/01
po34nHy AnA PapmacbioTika dapmacsbtoTikanc fra. TUNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iHpy3in, 5 mr/mn nc tg. Ta/abo agpecu micusa NPoBaMKEeHHs OisNbHOCTI
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 mn (50 mr) y BMPO6HMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
thnakoHi; no 1 BK/HOYA0UM AiNbHWLI BUNYCKy cepii abo micue
chnakoHy y NpPOBELEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a Ky
KapTOHHI ynakoBLi BiANOBIAae BMPOGHMK/IMNOpTEpP, BK/OYAUM BUMYCK Cepiid)
3MiHa agpecu Bupo6Huka M3 Emkyp ®apmacbloTikasic
Nta, IHAis, 6e3 3miHW micus BUpo6HULTBA: BBEAEHHS 3MiH
NpPOTSArom 6-TM MicsALB Nic/1A 3aTBEPAKEHHS.
196. | OMHINAK po3uunH ans iH'ekyiin, | [xul Xenckea Hopseris xml Xenckea Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUny 3a UA/2688/01/04
350 wr inogy/mn: no AC IpnaHgia Nimiteq - 3MiHM Woao 6e3neku/ethekTMBHOCTI Ta dhapmakoHariagy. peyenmom
50 mn a6o 100 mn, BBeaeHHs1 abo 3MiHM [0 y3arasibHeHVX AaHUX Npo
a6o 200 mn, abo cuctemy hapmakoHarnagy (BBeAeHHS y3arasibHeHnX
500 mn y chnakoHi; [AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
no 10 cpnakoHiB y yMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
KapTOHHI KopooLli hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarisay) - aMiHa
KOHTaKTHOT 0CO6M 3asBHUKA, BiANOBI4aNbHOI 3a
3piicHeHHs hapmakoHarnsgy B YkpaiHi. [ponoHoBaHa
pegakuis: M'yniii Miogmuna BikTopiBHa. 3MiHa KOHTaKTHKX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKA, BiANOBIAA/ILHOT 3a
3[jiCHeHHs hapmakoHaraay B YkpaiHi
197. | OMHINAK po3uunH ans iH'ekyin, | [xuml Xenckea Hopseris xul Xenckea Ipnangis BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/2688/01/03
300 mr iiogy/mn: no AC Ipnangia Nimiten - 3MiHM WoAo 6e3nekun/ethekTUBHOCTI Ta dhapmakoHarnagy. peyenmom
50 mn a6o no 100 BBegeHHs ab0 3MiHM A0 y3arasibHEHNX JaHux npo
M1y donakoHi; no 10 cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHuUxX
dnakoHiB y AaHvX Npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHI KOpoOL;i YNOBHOBaXXEHOT 0CO6MU, BigNOBigaIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0CcOo6H,
BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
(BK/TIOYAOYM KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
MacTep-arina cuctemm hapmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CcObM 3asiBHUKA, BiANOBIAA/LHOI 32
3pilicHeHHs hapMakoHarnagy B YkpaiHi. MponoHoBaHa
pegakuist: Mynin Miogmuna BikTopiBHa. 3MiHa KOHTAKTHUX
[aHVX KOHTaKTHOI 0cO6U 3asBHYKa, BiANOBigaNbHOT 3a
3pjiicHeHHs hapmakoHarnagy B YkpaiHi
198. | OPFTANYTPAH® | po3uuH Ans iH'exuin, OpraHoH LLiseiiuapi BetTep-®apma HiMeuunHa | BHeCeHHsI 3MiH 40 peecTpauiiHux mMaTepiasis: 3MiHW | Tuny 3a UA/8192/01/01
0,5 mr/mn no 0,5 mn CeHTpan Ict A ®epTuryHr Nv6X i Ko. - BHECeHHs 3MiH Ao Creundikauii / MeTogis peyenmom
y nonepefHL0 M6X KI, HimeuunHa BUNpobyBaHHA /13: - 3a NokasHUkoM "KinbkicHWi aHanis"
HanoBHEHOMY (BMpO6HNLTBO — 3a3HauMBLUK, LLIO BU3HAYaOTb BMICT Ail040T pEYOBUHU
wnpwui; no 1 Hepo3sdhacoBaHol raHipenikcy aueTar y BUrNsAi BiibHOT OCHOBMY,; - 3a
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
wnpuly pasom 3 npoaykuii Ta nokKasHUKoM "Mpo3opicTb" - BUITy4YEeHHS NocuiaHHsA Ha
FOMIKOKO 3 3aXUCHUM nepBMHHA ynakoBkKa, USP. BBefieHHA 3MiH NPOTAroM 6-TW MicALiB nicas
KOBMavkoM y KOHTPO/Ib SIKOCTI); 3aTBepKEHHSA
BiAKpUTOMY BetTep-®apma
nnacTMKoBOMy depTuryHr rmoX i Ko.
NOTKy; N0 5 N10TKIB y KI, HimeyunHa
KapTOHHI Kopo6Lyi (KOHTpO/b AKOCTI);
H.B. OpraHoH,
Higepnangn
(BTOpPVHHA ynakoBka,
KOHTPO/b AKOCTI,
[03Bi/T HAa BUMYCK
cepii)
199. | oPNIN® Kancysnu Teepgi no kn Em Ipy3ia xn Em Ipysia BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | TUNy 3a UA/10148/01/01
120 wr; no 10 PapmMacboTuK PapmMacboTUKasC - BHECEHHS 3MiH A0 MeToay BunpobyBaHHA 13 3a peyenmom
Kancyn y énicrepi; anc NnokKasHMKoMm "CynpoBigHi AOMILWKKX"; 3MiHW | TUny -
no 3 6nictepu B BBEEHHS NEPIOANYHOCTI KOHTPO/IIO 3@ NOKA3HUKOM
KapTOHHI ynakoBLi "Mikpob6ionoriyHa unctoTa": KOHTPOMOETLCS NepLua Ta
KOXHa [JecAaTa cepisi, ane He pigwe ogHoro pasy B pik;
3MiHW | TUNY - BHECEHHS 3MiH [0 KpUTEpIiB NPUIAHATHOCTI
3a nokasHukom "CynpoBifHi AOMiLLKK"
200. | oPuMnon TabneTkn, BKpUTI TOB "YOPNA YkpaiHa NABOPATOPIA PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHa 3a UA/11221/01/01
nNiBKOBOKO MEOMLUNH" BEWNI-KPEAT - 3asBHUKA (BNacHMKa peecTpaLliiHoro nocBigYeHHs) (3rigHo peyenmom
060/10HKo10; no 10 BEPHYWE Haka3y MO3 Big 23.07.2015 Ne 460): 3MiHM BHECEHI B

Tabnetok y 6nictepi;
no 1 6nictepy B
KapPTOHHI ynakoBLii

IHCTPYKLiI0 4151 MeANYHOTO 3aCTOCYBaHHS /iKapCbKOro
3acoby y po3ain "3asaBHuK" 3 BigNoBigHMMM 3MiHaMKN B
TEKCTi MapKyBaHHS YNakoBOK. BBeleHHs 3MiH NpoTArom 6-
TN MICALB NiC/1A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEeHNX
AaHuxX Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucteMy dpapmakoHarnagy,
3MiHa YyNOBHOBaXXEHOT 0C06M, BiANOBigaIbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarsiagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Big,
YNOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-haiina cucremm
chapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0CO6W 3asiBHNKA,
BiANOBIAa/ILHOI 3a thapmakoHarnsg,.

Litova pepakuis: Pycyaan Ecakis / Rusudan Esakia.
MponoHoBaHa pepakuis: Myano MNaHHa CraHicnasiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U 3asBHNKa,
BigNoBigasIbHOI 3a dhapmakoHarnsg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarisay.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina cuctemm
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
chapmakoHarisgy.
201. | NMAPALETAMO | Tta6netku no 200 mr AT YkpaiHa AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Ne 10 - 6e3 UA/5877/01/01
n no 10 TabneTok y "Nly6Hnchapm" TMNy - 3MiHK 3 AKOCTI. FOTOBMIA NikapCbKunii 3aci6. Cuctema peuyenma;
6nictepax; no 10 KOHTeliHep/3akKynoptoBasibHWiA 3aci6. 3miHa po3mipy Ne 100 - 3a
Tabnetok y 6nictepi; yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (3MiHa KilbKOCTi peyenmom
no 10 6nicTepiB y oanHNLb (Hanpvknag TabneTok, amny TOLO) B YNakoBLi:)
nauuj - 3MiHa no3a giana3oHoM 3aTBePKEHNX PO3MipiB
yNaKkoBKM - BBELEHHS [,0aTKOBOr0 po3Mipy ynakoBku Ne
100 (10x10) nikapcbkoro 3acoby MapavleTtamon, TabneTku
no 200 mr, 6e3 3MiHM NEPBUHHOIO NakyBasIbHOrO
mMartepiany Ta 3 BiANoBiAHUMW 3MiHAMW [0 p.YNakoBKa.
3MiHV BHECEHO B IHCTPYKLitO A/19 MeAMYHOro
3aCTOCyBaHHSA MiKapcbKoro 3acoby B po3Ain «YnakoBkay, a
came — BBElEHHS [0aTKOBOro po3mipy ynakoskv /13 (no
10 6nicTepiB y nayui) Ta SK HACNifOK — B PO34in
«Kateropis Bignycky» (3a peuentom: Ne 100 (10x10)).
BignosigHi 3MiHW BHECEHO B TEKCT MapKyBaHHS yNaKkoBKU
nikapcbKoro 3acoby.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAKEHHS.
202. | MAPALETAMO | po3uuH gns iHdysiid, B. BpayH HimeuunH B. BpayH Megikan CA Icnanis BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasiB: 3miHu Il 3a UA/17143/01/01
N B. BPAYH 10 10 mr/mn; no 10 mn Menb3yHreH a TUMY - BNPOBaAXXEHHA BUMNYCKY 3a napameTpoMm y peyenmom
Mrimn y amnyni, no 20 Al BMPOBHULTBI rOTOBOrO NPOAYKTY Y NONIETUIEHOBUX
amnys y KapTOHHiM tonakoHax Ecoflac® Plus no 50 mn 1a 100 M, Siki
Kopo6ui; no 50 mn BMPOGNSATLCS HAa BUPOOHMYIN AinbHuLi B. Braun Medical
a6o 100 mny SA, Rubi, IcnaHis. Bunyck 3a napameTpom 3amiHUTb
dhnakoHi; no 10 napameTp /13 «PO34nH NOBUHEH BYTU CTEPUIbHUI» Ha
(hNakoHiB y «Bignosigae, AKWO npoTecToBaHo» * (* KOHTPOOETLCA
KapTOHHI Kopo6Lyi 3aTBEPAKEHNM TECTYBaAHHAM Y PEXUMI peasibHOro vacy).
BBBeAEHHS 3MiH NPOTArom 6-Tu MicsLiB micns
3aTBEPAKEHHS
203. | NEPUHAONPKU Tabnetku no 4 mr no MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepianis: 3MiHK | TUNYy 3a UA/18525/01/01
n-AAPHNUA 10 Tabnetok y "®apmauesTu "hapmMaueBTUYHa - 3MiHV BHECEHI [0 iHCTPYKLiT 4719 MeANYHOro peyenmom
KOHTYpHilA yHa chipma hipma "OapHuus" 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3aiv "TobiuHi
YyapyHKOBI "AapHnus” peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
ynakosui, no 3 AitoY0i pevoBMnHN. BBeAEHHS 3MiH NpoTArom 6-Tu Micauis
KOHTYPHi YapyHKOBI nicns 3aTBepKeHHs
yNakoBKW B nayLi
204. | NEPUHAONPW | TabneTku no 8 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHK | TUny 3a UA/18525/01/02
n-AAPHNLUA no 10 Tabnetok y "®apmaueBTun "®apmaueBTuyHa - 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeANYHOro peyenmom
KOHTYPHIl YyHa pipma thipma "apHuug" 3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3aim "TobiuHi
YapyHKOBIl "NapHuusa” peakujii" BiANOBIAHO 4O OHOBMEHOI iHhopMaL,i 3 6e3nekn
ynakosLi, no 3 Lito4oi pevyoBuHW. BBeeHHA 3MiH NPOTArom 6-Tu MicauiB
KOHTYPHi YapyHKOBI nicns 3aTBEPAKEHHS
yNakoBKM B NayLi
205. | NEPUHAOMNPU TabneTku, BKPUTI TOB «TeBa YkpaiHa AT dapmaueBTUYHNIA YropwmHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepianis: 3MiHu | Ta Il 3a UA/14919/01/01
N-TEBA naiBKOBOO YKpaiHa» 3asog TEBA TMny, 3miHa 3asiBHUKa (BNacHWKa peecTpauiitHoro peyenmom
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

060s10HKo0, no 2,5
mr, no 30 TabneTok
y KOHTeiHepi; no 1
KOHTEliHepy B
KopooLi

nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)
3MiHM BHECEHI HA TUTY/IbHY CTOPIHKY TEKCTY MapkKyBaHHS
YNaKoBKM Yy 3B?513Ky 3i 3MIHOO 3asiBHMKA.
3MmiHu | TUNYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu Ao y3arasibHeHnX
AaHvX nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
y3arasibHeHUX JaHnxX nNpo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT 0co6MU, BiANOBIAaNbHOI 3a
3[iicHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6M 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
yMOBHOBaXeHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkouvaluy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnsgy) 3miHa yNnoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BignoBigasibHOI 3a
thapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsg.

206.

NEPUHAOMPU
N-TEBA

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKO10, 10 5 wr,
no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
Kopoo6Li

TOB «TeBa
Ykpaina»

YKpaiHa

AT dapmaueBTUYHNI
3aBog TEBA

YropLmHa

BHECEHHS 3MiH 40 peecTpauiiiHux maTepianis: 3miHu | Ta Il
Tuny, 3miHa 3asiBHUKa (BNacHMKa peecTpauiiiHoro
noceifyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
3MiHV BHECEHI Ha TUTY/IbHY CTOPIHKY TEKCTY MapKyBaHHS
YyNaKkoBKU Y 3B?53KY 3i 3MiHOIO 3asiBHUKA.
3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu f0 y3arasibHEHUX
AaHuX Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHnx Npo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT 0CO6M, BiANOBIgabHOI 3a
3AiicCHeHHA hapMakoHarniaay; KOHTakTHOT 0cobu 3
chapmakoHarnsay 3asaBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Big,
yMOBHOBaXEHOT 0c0o6u, BiANOBIAaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKiovaroumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEHHI MacTep-halina cucremu
thapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asBHIIKA,
BignoBiganbHOI 3a
thapmakoHarnag. ditova pegakuist: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHIIKA,
BiANOBiAa1bHOI 3a thapmakoHarnsg,.

3a
peuernmom

UA/14919/01/02

207.

NMEPUHAOMPU
N-TEBA

TabneTkn, BKpUTI
nniBKOBOO
060/10HKOI0, Mo 10
mr, no 30 TabneTok
y KOHTeiHepi; no 1
KOHTEliHepy B

TOB «TeBa
YkpaiHa»

YKpaiHa

AT dapmaueBTUUHNI
3aBog, TEBA

YropumHa

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3miHu | Ta Il
TMny, 3MiHa 3asiBHUKa (BNacHUKa peecTpauiiiHoro
noceigyeHHs1) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)
3MiHN BHECEHI Ha TUTY/IbHY CTOPIHKY TEKCTY MapKyBaHHS
yNakoBKM Yy 3B'A3KY 3i 3MiHOK 3asiBHUMKA.
3MiHu | TMny - 3MiHKn Wono 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/14919/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KopooLi thapmakoHarnsgy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
AaHuX Npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX faHux Npo cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0c06M, BiANOBIAA/IbHOI 32
3[iicCHEHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa Ans 34iCHEHHSA
hapmakoHarnsgy B YkpaiHi, SKWw0 BOHa BiAMiHHA Bif,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiiCHEHHS
hapmakoHarnsagy (Bkaoyarouy KOHTakTHI gani) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnagy) 3miHa ynoBHOBaXXEHOT 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a
chapmakoHarnag. fitoua pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: Buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHUKA,
BiANOBiAa/IbHOI 32 hapMakoHarnsg.
208. | MEPIHOOMPEC | Tabnetku no 4 mr/5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHu | TUNy 3a UA/17768/01/01
®A mr, no 10 TabneTok "®GapmavesTu "papmMaueBTUYHa - 3MiHV BHECEeHI [0 iHCTPYKLiT 418 MeANYHOro peyenmom
Y KOHTYpHIiA yHa hipma ipma "OapHuus” 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3aim "TobiyHi
YapyHKOBIli "OapHnus" peaxuii” BignoBigHO A0 OHOBNEHOT iHChopmaLii 3 6e3neku
ynakosLij; no 3 AitoY0T pevoBMHN. BBEAEHHS 3MiH NPOTArom 6-Tu MicaLiB
KOHTYPHi YapyHKOBI nicns 3aTBepKeHHs
yNakoBKW B NauLi
209. | NEPIHOOMNPEC | Ta6netku no 8 mr/10 MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepianis: 3MiHK | TURYy 3a UA/17768/01/02
®A mr; no 10 TabneTok "®apmaueBTn "®apmaueBTnyHa - 3MiHW BHECEHI [0 iHCTPYKL,iT 415 MeanyHoro peyenmom
Y KOHTYpHIiA yHa hipma hipma "OapHuus” 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3aim "TobiuHi
YapyHKOBI "AapHnus” peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
ynakoBLi; no 3 Lito40i pevyoBuHN. BBEAEHHA 3MiH NPOTSArom 6-TM MicsuiB
KOHTYPHi YapyHKOBI nicns 3aTBepKeHHs
ynakoBKu B nayLi
210. | NK-MEPL, PO34KH ANs iHdysild, Mepuy, HimeuunH BMPOBHUK rOTOBOrO Icnanis/ BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3MiHuW | TUNY 3a UA/9031/02/01
0,4 mr/mn no 500 mn | dapmacbloTika a nikapcbKoro 3acoby: HimeuunHa | - 3miHn wopo 6e3nekvn/eddekTMBHOCTI Ta hapmakoHarnsay. peyenmom
y thnakoHi, no 2 nc rmex B. BpayH Megukan, BBefeHHA abo 3MiHM [0 y3arasibHeHUX AaHux npo
dNakoHu B CA, IcnaHis, cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX
KapTOHHI Kopo6Li BMPOGHMUK, [AaHyX Npo cuctemy hapmakoHarnsgy, sMiHa
BiANOBIga/IbHUIA 32 YMOBHOBaXEHOT 0cO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
BMNycK cepii: MepL, hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
dapma 'mbX i Ko. 3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
KraA, HimeuyunHa SIKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBifa/IbHOT 3a 34iiCHEHHSA thapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHM y PO3MiLLIeHHi
macTep-alina cuctemy hapMakoHarsisay) - aMiHa
YNOBHOBaXXEHOI 0CO6U 3as1BHMKA, BifnoBigasibHOI 3a
3piicHeHHs hapMakoHarsay. NponoHoBaHa pegakuis:
Julia Pfaff / Dxynia Mdpadhdh. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3piicHeHHs hapMakoHarsay. NponoHoBaHa pegakuis:
CopokoneToBa Anisia bopucisHa. 3MiHa KOHTAKTHUX JaHUX
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTaKTHOT 0COOM 3asiBHUKA, BigNoBigabHOI 3a
3[jiCHEHHs1 hapMakoHarisay B YkpaiHi

211. | MPEQHI3ONIOH | ma3b 0,5% no10ry AT Pociiicbka AT "Hunxdhapm" Pociicbka BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3a UA/4992/01/01

Ty6i a/IlOMiHI€EBIi; No "Huwxkdapm" | Pepepauis Pepepauis BUNPAB/IEHHS TEXHIYHUX NOMWU/IOK B METOAML peyenmom

1 Ty6i B nauyj 3 BMNPOBYBaHHSA NokasHuka «laeHTudikauis. MpeaHizonoH»,

KapTOHY 6yna gonylieHa NoMuKa, Npu nepeHeceHHi iHdopmadii

6yna BTpayeHa YyacTHa peyeHHs

212. | MPEQHI3ONIOH | ma3b 0,5% no10ry AT Pociiicbka AT "Hwmxdhapm" Pociiicbka BHECEHHS 3MiH 40 peecTpauiiHnx maTtepianis: 3a UA/4992/01/01

Ty6i a/lloOMiHIEBIi; No "Huwxkdapm" | Pepepauis Pepepauis 3MiHK | TUNy - 3MiHa napameTpiB cneuudikauiin Ta/abo peyenmom

1 Ty6i B nauyj 3 LOMYCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby — 3miHa

KapToHY OZIVHULIb BU3HAYEHHS NPELHI30/I0HY,

MeTunnaparigpokn6eHsoaty,
nponuanaparigpokcubeHsoaty Ta NnpuBefeHHs KiflbKiCHOro
BMICTY @aHTUMIKPOOHUX KOHCEPBAHTIB 3a MOKA3HMKOM
«KinbkicHe BU3Ha4YeHHs» B cneuudikauii Ha roToBoro
NiKapcbKoro 3acoby A0 OpUriHaUTIbHUX AOKYMEHTIB
BUPOGHMKA

213. | NPEAHI3ONOH | ma3b 0,5 %, no 101 AN "CTAOA- YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHa 3a UA/4992/01/01

y Ty6i a/IlOMiHI€EBI; YKPAIHA" «BIO®APMA 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyernmom

no 1 Ty6i B nayui 3
KapTOHY

Haka3y MO3 Big 23.07.2015 Ne 460): 3atBepaxkeHo: AT
"Hmxdpapm", Pociiicbka ®epepauis; 3anponoHosaHo: A
"CTALA-YKPAIHA", YkpaiHa. 3Mitu | Tuny - 3miHun 1woa0
6e3nekun/edekTVBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -

3MiHM 40 MeTopjiB KOHTPO/IO SKOCTI J13 po3ain
"MapkyBaHHs": 3aTBepaxeHo: Mapkuposka. B
COOTBETCTBUM C NpUiaraemMoi MapkUpoBKOiA.
3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPAKEHOIO
TEKCTy MapKyBaHHA. OHOBMEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmaLii
LLIOA0 3a3HAYEHHS OMHULb BUMIPIOBAHHSA Y cucTeMi Sl.
3miHu | TMRy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHNX
AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX Npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbHOI 3a
3AilicCHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0c06M, BifNOBIfa/IbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkouvarouy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT 0cobun
3a8BHWKa, BiANOBIAabHOI 3a thapmakoHarnsag,. ditoua
pepakuis: Dr. Elena Shilova. MponoHoBaHa pegakuis:
Mpycbkuii CTaHicnas BonognMupoBmy. 3MiHa KOHTaKTHUX
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

[aHVX YNoBHOB&XEHOI 0CO6U 3asBHYIKA, BiANoBiganbHOT
3a thapmakoHarniag. 3MmiHu | Tuny - 3miHu 3 AKOCTI.
[oTOBWIN NikapcbkWin 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
abo gogasaHHA BUPOOHNMKA, LLO BiANOBifA€E 38 BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovyaroum
KOHTPO/1b/BUNPOBYBaHHSA cepil - 3amiHa BUpoOHUKa
nikapcbKoro 3acoby (3aTBepaxeHo: AT "Hwxdapm",
Pocilicbka ®epepauis; 3anponoHosaHo: TOB "®3
"Biothapma", YkpaiHa). 3miHu | Tuny - 3MiHW 3 AKOCTI.
["oTOBWMIA Nikapcbknit 3aci6. 3MiHM Yy BUPOOHULTBI. 3amiHa
abo BBeAEHHS A0AATKOBOI AibHUL BUPOGHMLTBA AN
4yacTuHK abo BCbOro BUPOBHNYOro NpoLEeCy roToBoro
nikapcbKoro 3acoby (AiNbHWLSA, Ha AKili NPOBOAATHLCSA
6yab-Ki BUPO6HUYI CTagjl, 3a BUHATKOM BUNYCKY CepilA,
KOHTPO/II0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHS,
AN HeCTePUIbHMX NiKapCbKNX 3aco6iB) - CynyTHS 3MiHa -
3MiHu 3 sKocTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAleHHA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM ab0 BCbOro BUPOBHNYOro
npoLecy rotToBOro NikapcbKoro 3acoby (AibHuUA Ans
BTOPUHHOTO NakyBaHHs) - - 3MiHU 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOro NPoLEeCy roToBOro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOMO
nakyBaHHs) - 3aMiHa BMPOGHMKa NikapcbKoro 3acoby
(3aTBepaxeHo: AT "Hmxkdapm”, Pocilicbka ®efepadis;
3anponoHosaHo: TOB "®3 "biochapma”, Ykpaina). 3minu Il
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NnapameTpis
cneumdikauin Ta/abo AONyCTUMUX MEX NEPBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN) -
3MiHK A0 cneumdikaLii BXIAHOTO KOHTPOJIIO Ha Tyou Ta, sK
HacnifoK, OHoBNeHHs po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3MiHn Il Tuny - 3miHn
3 KOCTi. F0TOBWIA Nikapcbkuid 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa po3Mipy cepii (BkNHOYatoun gianaszoH po3mipy cepii)
rOTOBOrO JliKapCbKoro 3acoby (iHLWi 3MiHKM) - 3MiHa po3Mipy
cepil roToBOro /likapcbkoro 3acoby (3arsepmkeHo: 75000
yMnakoBOK, 3anponoHosaHo: 6800 Ty6). 3miHu Il Tuny -
3MiHu 3 sKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOBHULTBI. 3MiHU Y NpoLeci BUpO6HMLTBA rOTOBOr0
NiKapcbKoro 3acoby, BKIOUYaUM NPOMIKHUA NPOAYKT, LU0
3aCTOCOBYETHCSA MNPV BUPOBHULTBI FOTOBOTO NiKapCbKOro
3aco06y (iHLi 3MiHK) - BHECEHHSA aKTyaslbHOI iHhopmMauii y
TEXHOJIOriYHY CXeMy Ta OnMc BUpO6HMYOro npouecy /13
(Mogynb 3, p. 3.2.P.3. MNMpouec BUpobHMLTBA J13) — 3MiHa
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
y 06/1agHaHHi, 0AAaTKOBI TEXHO/ONYHI onepauii
214. | PAMAT H Tabnetkn no 2,5 MPOPAPMA ManbTa AxTaBic ITg, ManbTta BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy 3a UA/13524/01/01
mr/12,5 mr; no 10 IHTEepHeLwHN - 3MiHW BHECEHO [0 IHCTPYKLUiT 4519 MegnMyHoro peyernmom
TabneTok y 6nictepi; TpeianHr 3aCTOCYyBaHHSA NiKapcbKoro 3acoby y po3ainu:
no 3 6nictepu B NimiTen "apmakonorivyHi BnactusocTi", "lMpoTmunokasaHHa",
KapTOHHI nayui "B3aemogis 3 iHWVMK fikapcbkuMm 3acob6amu Ta iHLWi BUAn
B3aemogiit”, "OcobnmBoCTi 3acTocyBaHHS", "3aaTHICTb
BM/IMBATY Ha LUBUAKICTb peakLjii Npu KepyBaHHI
aBTOTpaHcnopToM abo iHWwMMK MexaHismamu", "Cnoci6
3acTocyBaHHs Ta fo3u", "Mo6iuHi peakyji” 3rigHo 3
iHbopmaLieto WoA0 MeanyHOro 3acTocyBaHHs
pedepeHTHoro nikapcbkoro 3acoby (Delix® 5 Plus, tablets,
B YkpaiHi 3apeectpoBaHuii, sk TPUTALLE MN/HOC).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPIKEHHS
215. | PAMAT H Tabnetku no 5 mr/25 MPO®PAPMA ManbTa AxTasic JITg, ManbTta BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHK | TUny 3a UA/13524/01/02
mr; no 10 TabneTok IHTepHeLHN - 3MiHM BHECEHO [0 IHCTPYKLiT A8 MeanyHOoro peyenmom
y 6nicTepi; no 3 TpeiignHr 3aCcTOCyBaHHSA NiKapCbKoro 3acoby y po3ginu:
6nictepu B NimiTen "apmMakosiorivyHi BnactusocTi, "lMpoTmunokasaHHa",
KapTOHHI navui "B3aemogis 3 iHWMMU fikapcbKMMK 3acob6amu Ta iHLi BUAK
B3aemMogiit", "OcobmMBOCTi 3acToCyBaHHSA", "34aTHICTb
BM/IMBATU Ha LWBUAKICTb peakLjii Npu KepyBaHHI
aBToTpaHcnopToM abo iHWwuMK MexaHismamu', "Cnocié
3acTocyBaHHsA Ta 4o3un”, "MobiyHi peakuii” 3rigHo 3
iHbopmauieto WwoA0 MeanyHOro 3acTocyBaHHs
pedepeHTHoro nikapcbkoro 3acoby (Delix® 5 Plus, tablets,
B YKpaiHi 3apeectpoBaHuii, sk TPUTALLE M/IKOC).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS
216. | PEKOBE/1b PO34MH ANS iH'EKUi deppiHr [OaHis Bio-TexHonomxi I3paine/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis 3miHu | Tuny 3a UA/17969/01/01
no 12 mkr/0,36 mny $apmaLeBTUK [hxeHepan (I3painb) HimeuunHa/ | - 3miHu WoA0 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy peyenmom
CKNsAHOMY an3 A/IC Nra., 13painb BenukobpuT | - OHOBMIEHHSA TEKCTY MapKyBaHHS NEPBUHHOT Ta BTOPUHHOT
6aratof030BOMYy (KOHTpO/b AKOCTI aHis yMakoBKM NiKapCbKoro 3acoby
KapTpuaXi 06'eMOM (6ionoriyHuin)); Betep
3 MA 3 nopLUHem Ta Papma-dPepTuryHr
06X1MHOI0 M6X & Ko. KI,
KPULLIKOIO, AKUIA HimeyunHa
NOMILLEHNI Y (NPOMiXXHWIA KOHTPONb
LUNPWL-PYYKy; Mo 1 B MPOLLeCi
wnpuL-pyuLi y BMpOOHULTBA
KOMMAEeKTi 3 3 (MiKpOGIONOriYHWiA,
CTepuIbHUMU 3ara/ibHUi Ta
rofikamu ans iH'exuii PYHKLiOHANbHWIA),
(3 Hepxasitouoi KOHTPO/b AKOCTI
CTaUTi) y KapTOHHIi (mikpobionoriuHwmii),
KopooLi Bi3ya/lbHW1 KOHTPO/Ib);
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Betep dapma-
®epturyHr rméXx & Ko.
KI, HimeyunHa
(BUpOGHMLTBO,
nepBUHHE NaKyBaHHS,
NMPOMIKHWIA KOHTPOb
B NpoLeci
BMpPOOHULTBA
(mikpobionoriuHuni,
3arasibHUi Ta
PYHKLiOHANbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriuHwmi),
Bi3ya/lbHWi1 KOHTPO/Ib);
Betep dapma-
®epTuryHr rm6X & Ko.
KI, HimeuunHa
(MPOMDKXHWIA KOHTPOTb
B NpoLecCi
BMpPOOHULTBA
(mikpobionoriyHuni,
3arasibHUi Ta
PYHKLiOHANbHWIA),
KOHTPO/b AKOCTI
(mikpobionoriuHwmi),
Bi3ya/lbHWi1 KOHTPO/Ib);
BetTep ®apma -
®epTiryHr F'm6X Ta Ko.
KI, HimeuunHa
(BisyanbHui
KOHTpOnb); KoBaHC
Nabopatopis JimiTes,
BenukobpuTanis
(KOHTpONb AKOCTI
(6ionorivHwuif));
®eppiHr FTM6X,
HimeuumHa (KOHTpOb
AKOCTI (XiMiYHKI Ta
TOYHICTb A03YBaHHS),
BigNoBiAa/IbHWIA 3a
BUNycCK cepil); PeppiHr
KoHTponnesn
TepanesTikc JlimiTes,
BenvkobputaHis
(BpPO6HMLTBO (36ipka
LUMPULL-PYYKN ANS
iH'EKLi1), MapKyBaHHS,
BTOPWHHE NaKyBaHHS
Ta BMNYCK cepil,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/b SIKOCTI
(TOYHICTb f03yBaHHS))

217. | PEKOBE/b PO34mnH ANS iH'eKi PeppiHr [aHis Bio-TexHonoaxi I3paine/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis 3miHu | Tuny 3a UA/17969/01/02
no 36 mkr/1,08 mny $PapmaLeBTUK [hxeHepan (I3painb) HimeuunHa/ | - 3miHu WoA0 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy peyenmom
CKIAHOMY an3 A/IC nra., 13pains Benvkobput | - OHOBJ/IEHHSI TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT
6araTto030BOMY (KOHTPO/b SIKOCTI aHis yNaKoBKM NiKapCbKoro 3acoby

KapTpumxi 06'emom
3 M 3 nopLuHem Ta
06XMMHOI0
KPULLKOO, SIKWiA
NOMiLLLeHWA y
LINpUL-pyyKy; no 1
WnpuL-pyyLi y
KOMMEeKTi 3 6
CTepPUIbHUMMN
rofikamu ans iH'exuiii
(3 HepxasBitoyoi
CTaUTi) y KapTOHHIi
Kopoo6Li

(6ionoriyHnii)); Betep
Papma-PepTUryHr
v6X & Ko. KI,
HimeyunHa
(NPOMIXXHWIA KOHTPOTb
B npoveci
BMPOGHULITBA
(MiKpoGioNOrivHWiA,
3arasibHuii Ta
hYHKLiOHANbHWIA),
KOHTPONb SIKOCTI
(mikpobionoriunHwin),
Bi3ya/lbHWi1 KOHTPO/b);
BeTtep dapma-
®epTuryHr rmoX & Ko.
KI', HimeuunHa
(BMPOGHMLTBO,
NepBrHHE MakKyBaHHS,
MPOMDKHWI KOHTPO/Ib
B npoveci
BMPOGHULITBA
(MikpobionoriyHui,
3arasibHKi Ta
hyHKL,iOHANbHW),
KOHTPO/b SIKOCTI
(mikpoGionoriynHwmi),
Bi3ya/lbHWi1 KOHTPO/b);
Betep dapma-
PepturyHr rm6X & Ko.
KI, HimeyunHa
(MPOMIXXHWIA KOHTPO/Tb
B npoveci
BMPOGHULITBA
(MikpobionoriyHui,
3arasibHKi Ta
hyHKL,iOHaNbHW),
KOHTPO/b SIKOCTI
(mikpoGionoriynHwmi),
Bi3ya/lbHWi1 KOHTPO/b);
BetTep ®apma -
PepTiryHr T'm6X 1a Ko.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Kr, Himeuunna
(Bi3yanbHuii
KOHTPO/b); KoBaHC
Na6opatopis NimiTes,
BenvkobputaHis
(KOHTpO/b AKOCTI
(6ionorivHwuif));
PeppiHr TM6X,
HimeuunHa (KOHTpONb
AKOCTI (XiMiYHWI Ta
TOYHICTb 03yBaHHS),
BiANOBIgaIbHNI 3a
BUMYCK cepii); deppiHr
KoHTponnes
TepanesTikc flimiTea,
BenukobpuTanis
(BUPOGHMLTBO (36ipKa
LUMPULL-PYYKN ANst
iH'EKL), MapKyBaHHS,
BTOPWHHE NakKyBaHHS
Ta BUnyck cepii,
KOHTPO/b SIKOCTI
(TOYHICTb 103yBaHHSA))

218.

PEKOBE/1b

PO34mnH ANS iH'eKi
no 72 mkr/2,16 mny
CKNISAHOMY
6aratof030BOMYy
KapTpumxi 06'emom
3 M 3 nopLUHem Ta
06XMMHOI0
KPULLKOO, SIKWiA
NOMiLLLeHWA y
LINpUL-pyyKy; no 1
NpUL-pyyLi y
KOMMEeKTi 3 9
CTEPUIbHUMMN
rofikamu ans iH'exuiii
(3 HepxasBitoyoi
CTaUi) y KapTOHHIi
Kopoo6Li

PeppiHr
dapmaueBTuK
an3 A/IC

[aHis

Bio-TexHonoaxi
[hxeHepan (I3painb)
nra., 13pains
(KOHTpONb AKOCTI
(6ionoriyHuii)); Betep
Papma-PepTUryHr
v6X & Ko. KI,
HimeyunHa
(NPOMIXXHWIA KOHTPOTb
B Npoveci
BMPOGHULITBA
(MikpoGionorivHuWiA,
3arasibHuii Ta
hyHKLiOHANbHWIA),
KOHTPONb SIKOCTI
(mikpobionoriunHwin),
Bi3ya/lbHWi1 KOHTPO/b);
Betep dapma-
®epTuryHr rmoX & Ko.
KI', HimeuunHa
(BMPOGHMLTBO,
NepBrHHE MakKyBaHHS,
MPOMDKHWI KOHTPO/Ib
B npoveci
BMPO6HULITBA

I3paine/
HimevunHa/
Benvkobput

aHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis 3miHu | Tuny

- 3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy

- OHOBJ/1EHHS TEKCTY MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
yNaKoBKM NiKapCbKoro 3acoby

3a
peuernmom

UA/17969/01/03
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(MikpobionoriyHuniA,
3arasibHKi Ta
hyHKL,iOHaNbHWA),
KOHTPO/b SIKOCTI
(mikpoGionorivHwmi),
Bi3ya/lbHWi1 KOHTPO/b);
Betep dapma-
®epturyHr rméXx & Ko.
KI, HimeyunHa
(MPOMIXXHWIA KOHTPOTb
B npoveci
BMPOGHULITBA
(MikpobionoriyHui,
3arasibHKi Ta
hyHKL,iOHaNbHWA),
KOHTPO/b SIKOCTI
(mikpobionorivHwmi),
Bi3ya/lbHWi1 KOHTPO/b);
BetTep ®apma -
®epTiryHr M'm6X Ta Ko.
KI, HimeyunHa
(BizyanibHui
KOHTpOnb); KoBaHC
Nlabopatopis JlimiTeq,
BenukobpuTanis
(KOHTPO/b AKOCTI
(6ionoriyHwuif));
®eppiHr FTM6X,
HimeyuunHa (KOHTPO/b
AKOCTI (XiMiYHWI Ta
TOYHICTb [O3YBaHHS),
BiANOBigabHUIA 3a
BUMYCK cepii); PeppiHr
KoHTponnes
TepanesTikc flimiTes,
BenukobpuTanis
(BMpOGHMLTBO (36ipka
LUMPUL-PYYKN ANs
iH'EKL), MapKyBaHHS,
BTOPWHHE NakKyBaHHSA
Ta BMNyCK cepil,
KOHTPO/b AKOCTI
(TOYHICTb 103yBaHHs))

219.

CEPTUKAH

Tabnetku no 0,75
mr; no 10 TabneTok
y 6nicTepi; no 6
6nicTepis y Kopobui
3 KapTOHY

Hosapric
dapma Al

LLiseiiuapi
a

Bupo6HMLTBO,
KOHTPO/b SIKOCTI,
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,
BMNYCK cepii: HoBapTic

Lseiiuapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHTbLCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS AiTbHULI, Ha SKil

3a
peyenmom

UA/3913/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
naxkyBaJIbHOro dapwma LUTelH AT, 3[iICHIOETLCS KOHTPO/L/BUNPOBYBaHHSA cepii) JoaaBaHHsS
Lseiiuapis; KoHTposib ninbHUUi ®apmaHanituka CA, Byn. bnectpa, 6600
AKOCTI: JlokapHo, LLBeliyapisi/Pharmanalytica SA, Via Balestra,
dapmaHanituka CA, 6600 Locarno, Switzerland Ha sikili 34jiliCHIOETbCA
LLseiiuapis KOHTPO/Ib SKOCTi. 3a3HaueHHs1 OyHKLji paHille
3aTBEPAKEHOr0 BUPOGHYMKA.
220. | CUNYET® TabneTku, BKPUTI BAT "leneoH YropwmHa BAT "T'epneoH Pixtep" YropwmHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | TUny 3a UA/12532/01/01
nNiBKOBOKO PixTep" - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta thapmakoHarnsgy. peyernmom
060/10HKOI0, No 21 BBegeHHs abo 3MiHM A0 y3arasibHeHUX JaHux npo
Tabnetui B 6nictepi; cuctemy hapmakoHarnagy (BBeAeHHS y3arasibHeHnX
no 1 a6ono 3 LaHuX Npo cuctemy hapmakoHarnsgy, 3miHa
6nicTepy pasom i3 yMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
KapTOHHUM chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
dyTnspom gns 3asBHMKa AN 34iiCHEHHA ddapmakoHarnsagy B Ykpaii,
36epiraHHs 6nictepa AKLLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
B nauuj BiANOBIAa/IbHOI 3a 3AiICHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
macTep-aiina cuctemy hapMakoHarisay) - aMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEeHOI 0CO6M 3asBHUKa,
BIANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarasgy. 3miHa
MicuA 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3Haxo4KeHHs1 MacTep-
thaiina cuctemmn chapmakoHarnsgy
221. | CUHA®PNAH masb 0,025 % no 15 AT Pocilicbka AT "Hunxdapm" Pocilicbka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3a UA/4902/01/01
r'y Ty6i anioMiHieBii; "Huwxdapm" | degepauis depnepauin 3MiHY | Tuny - 3MiHK WoAao 6e3nekn/edpeKkTUBHOCTI Ta peyenmom
no 1 Ty6i B nauui 3 hapmakoHarnsigy. BeegeHHs abo 3miHu 4o y3arasibHEHUX
KapTOHY AaHuxX Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucteMy dpapmakoHarnagy,
3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBigaIbHOI 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHS
hapmakoHarsiagy B YKpaiHi, SKLL0 BOHa BigMiHHA Big,
YMOBHOBaXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-halina cuctemm
hapmakoHarnsgy) - fivoya pegaxkuis: fAsopcbka TeTsaHa
IBaHiBHa. MponoHoBaHa pefakuis: Mpycbkuit CTaHicnas
Bonoanmuposuy. 3mMiHa KOHTaKTHUX JaHuX
222. | CUHA®NAH masb 0,025 % no 15 an "CTALA- YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/4902/01/01
Iy Ty6i antoMiHI€BIl; YKPAIHA" «BIO®APMA 3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyernmom
no 1 Ty6i B nayui 3 Haka3y MO3 Big 23.07.2015 Ne 460): 3atBepaxkeHo: AT
KapTOHY "Hwmxdpapm", Pociiicbka ®epepauis; 3anponoHosaHo: A
"CTALA-YKPAIHA", YkpaiHa. 3Mitu | Tuny - 3miHn o040
6e3nekun/edhekTVBHOCTI Ta thapmakoHarnagy (iHwi 3MiHu) -
3MiHM A0 MeTogjiB KOHTPO/I siKocTi J13 po3ain
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
"MapkyBaHHs": 3aTBepaxeHo: Mapkuposka. B

COOTBETCTBUM C NpUiaraemMoil MapKUpoBKOIA.
3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPAKEHOIO
TEKCTy MapKyBaHHA. OHOBNEHHS TEKCTY MapKyBaHHS
YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmavii
LLI0A0 3a3HAYEHHS O4MHUL BUMIPIOBAHHS y cucTemi Sl.
3MmiHu | TUnYy - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3mMiHM Ao y3arasibHeHnX
AaHvX nNpo cuctemy thapmakoHarnsgy (BBefeHHS
y3arasibHeHUX JaHnxX nNpo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6MU, BiANOBIAaNbHOI 3a
3[ificHeHHs thapmakoHarnsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asBHUKa A5 34iCHEHHS
thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkouvaluy KOHTakTHI gaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-thaiiia cuctemu
thapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT 0cobun
3a8BHMKa, BiANOBiAabHOI 3a chapmakoHarnsag,. ditoua
pepakuis: Dr. Elena Shilova. MponoHoBaHa pegakuis:
Mpycbkuii Ctanicnas Bonogummposmy. 3miHa KOHTaKTHUX
[aHvX YNoBHOB&XEHOI 0CO6U 3asBHIIKA, BiANoBiganbHOT
3a thapmakoHarnag. 3mMiHu | Tuny - 3miHu 3 AKOCTI.
[oTOBWI Nikapcbknin 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gogasBaHHA BUPOOHNMKA, LLO BiANOBifA€E 38 BBE3EHHS
Ta/abo Bunyck cepii) - Bkaovyaroun
KOHTPO/1b/BUNPOBYBaHHSA cepil - 3amiHa BUpoOHUKa
nikapcbKoro 3acoby (3aTBepaxeHo: AT "Hwxdapm",
Pocilicbka ®epepauis; 3anponoHosaHo: TOB "®3
"Biothapma", YkpaiHa). 3miHu | Tuny - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbknit 3aci6. 3MiHW Yy BUPOOHULTBI. 3amiHa
abo BBeAEHHS A0AATKOBOI AibHULI BUPOGHMLTBA AN
4yacTuHK abo BCbOro BUPOBHNYOro NPoLEeCy roToBoro
nikapcbKoro 3acoby (AinbHWLA, Ha AKili NPOBOAATLCA
6yab-Ki BUPO6HUYI CTagjl, 3a BUHATKOM BMMNYCKY CepilA,
KOHTPO/II0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHS,
AN HECTEPUNIbHMX NiKAPCbKNX 3ac06iB) - CynyTHA 3MiHa
- 3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeAleHHA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM ab0 BCbOro BUPOOHNYOro
npoLiecy roToBOro Nikapcbkoro 3acoby (AibHuUA ans
BTOPUHHOIO NakyBaHHs) - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOro NpoLEeCy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 NEPBUHHOMO

nakyBaHHs) - 3aMiHa BUPOGHYKa NTikapCcbKoro 3acoby
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

(3atBepmxeHo: AT "Hwmkdapm”, Pocilicbka ®epepauis;
3anponoHoBaHo: TOB "3 "Biochapma”, YkpaiHa). 3minu II
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynopoBa/ibHWiA 3acib. 3MiHa napameTpiB

cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN) -
3MiHM A0 cneumdikauii BXigHOrO KOHTPOSO Ha Tybu Ta, sk
Hacnigok, OHOBMEHHA po3ainy 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHu Il Tuny - 3MiHn
3 AKOCTi. F0TOBWIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHWLTBI.
3MiHa po3Mipy cepii (BkNoYatoun fianasoH po3mipy cepii)
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHKM) - 3MiHa po3Mipy
cepii roToBoro sikapcbkoro 3acoby (3aTBepmxeHo: 75000
ynakoBOK, 3anponoHoBaHo: 4700 Ty6). 3MiHu Il Tuny -
3MiHu 3 sKocTi. FoTOBWMIA NikapCbkuii 3aci6. 3MiHN y

BMPOGHULTBI. 3MiHU Y NpoLeci BUPO6HULITBA FOTOBOrO

NikapcbKoro 3acoby, BK/IKOUYAKUN NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHMLTBI TOTOBOrO NiKapCbKoro
3ac006y (iHWi 3MiHK) - BHECEHHS akTyasbHOI iHdhopmaLii y

TEXHOOrYHY CXemy Ta onuc BUpoGHMYOro npotiecy /13

(Mogynb 3, p. 3.2.P.3. MNpouec BupobHuuTtea /13) — 3MiHa
y 06/1agHaHHi, 0AaTKOBI TEXHO/ONIYHI onepawii

223.

CYMETPOMIM®

Tabnetku no 400
mr/80 mr no 10
TabneTok y 6nictepi;
no 2 6nictepun y
KapTOHHI Kopo6Lyi

3AT
dapmaueBTny
HWIA 3aBOf,
EriC

YropLmHa

3AT dapmaueBTUYHNIA

3aBog ElC

YropLmHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny
- NofaHHs OHOBMEHOro cepTudikaTy BignosigHoOCTI € R1-
CEP 1999-172-Rev 02 (3aTBepaxeHo: R1-CEP 1999-172-
Rev 01) Ha A®I CynbhameToKcasony Big Bxe
3arBepaxeHoro Bupo6bHuka Virchow Laboratories Limited,
S.V, IHgjsa, Ta AK HacnigokK BUIyYeHHs i3 Cneumdikaui
nokasHuKa «Baxki MeTanu»; 3MiHu | TUny - BUyUYeHHs
BMpo6Huka Shandong Xinhua Pharmaceutical Co., LTD,
KnTaii, sikuii BignoBigae 3a BUPOOHMLTBO Ail040i PEHOBUHU
TpumeTonpuM. MponoHoBaHa pefakuis: Inventaa
Industries Private Limited, India

3a
peyenmom

UA/3194/02/01

224,

TALADIN

TabneTkn, BKpUTI
nniBKOBOO
060/10HKO0, N0 5 MT;
no 10 TabneTtok y
6nictepi; no 1 a6o
no 3 6nictepn y
Kopoo6Li

FETEPO
NAB3
NIMITELA

IHais

FETEPO J1AB3
NIMITEQ

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasiB: 3MiHu, L0
noTpebyoTb HOBOI peecTpauii - peecTpauis HOBOI cunn aii

MepiognyHICTb NOAAHHS PerynsipHO OHOBJIOBAHOTO 3BITY 3
6e3neku, BiaNoOBigHO A0 Mopaaky 34iicCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro Hakasom MiHictepcTea
OXOPOHW 340pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi oCTULT YkpaiHu 29
ciyHs 2007 poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i CTpOKaMMu,
3a3HavYeHVMKM Y NepiogNYHOCTI NOJaHHS PerynsipHuX 3BiTiB
3 6esnekn

3a
peyenmom

UA/17697/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
225. | TAMI®NHO® NOPOLLOK AN1s . LLiBefiuapis Brpo6HMUTBO HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis: 3miHu | 3a UA/3189/01/02
Op&aU1bHOT CyCneHsil, XothhmaHH- Hepo3dhacoBaHOl LLiBeiiuapisi/ TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN Y peuyenmom
6 mr/mn; no 13 r Na Pow Ntg NpoAyKLii, NnepsuHHe MonbLa BVMPOGHMLTBI. 3MiHa iMnopTepa/3MiHN, L0 CTOCYIOTLCA
MOPOLUKY B NASALLIL; nakyBaHHs: BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOrO NiKapCbKOro
no 1 nnawwi pasom PotTeHgopth ®apma 3acoby (3aMiHa abo AofaBaHHA AiflbHULI, Ha sAKil
3 NN1aCTUKOBUM vm6X, HimeuunHa; 3[jACHIOETLCA KOHTPOL/BUNPOBYBaHHSA cepii) BBeaeHHSA
ajantepom, BTOpWHHE nakyBaHHs, ainbHuui Cengita Cepsicec Cn. 30.0., MonbLwa,
nn1acTUKOBUM BUNPOBYBaHHSA BiANOBIAA/ILHOT 32 BUNPOBYBaHHA KOHTPONO sKOCTi [/13.
[,03aTOpoM 418 KOHTPO/IO SIKOCTI, BBegeHHs 3MiH NpoTArom 6-Tu micAuis nicns
opasibHOro BUMYCK Cepii: 3aTBEPAKEHHS.
3acTOCyBaHHS . XodpdpmaHH-/151 Polu
MicTkicTio 10 mn, Ntp, Weeiiuapis;
N1acTUKOBUM BunpobysaHHs
MipHUM KOHTPOJO SIKOCTI:
CTakaH4MKoM y ®.XothbdpmaHH-/15 Powwu
KapTOHHI kopobuy; NTpp, Weeliyapis
no 13 r NopoLuKy B BunpobyBaHHs
naawui; no 1 KOHTPOJIO AKOCTI:
NAALWLI pa3om 3 Cengita Cepgicec Cn.
n1acTKoBUM 30.0. MonbLya
agantepom,
NAacTUKOBUMM
fposartopamu ans
opasibHOro
3aCTOCyBaHHSA
MiCTKiCTIO 3 M/1 Ta
10 mn, N1acTUKOBUM
MipHUM
CTakaHuMKoM y
KapTOHHI Kopo6Lii
226. | TENMICTA Tabnetkn no 40 mr KPKA, a.4a., CnoBeHia | BMpPOGHMUTBO "“in bulk", CnoseHis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/13210/01/02
no 7 Tabnetok y HoBo mecTo nepBuHHE Ta MonbLia TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepi, no 2, 4 abo BTOPUHHE NakyBaHHS, Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA
8 bnicTepiB y KOHTPO/b Ta BUMYCK (BkNtOYarOUM, 3a HEOOXiAHOCTI, MiCLle NPOBEeAEHHS
KapTOHHI kopobuyj, cepil; KOHTPO/b cepii: KOHTPOJIH0 SIKOCTI), ab0 BacHWKa mMmacTep-ghaiina Ha Adl,
no 10 TabneTtok y KPKA, 4.4., Hoso abo noctavanbHuka Adl/BuxigHoro
6nicTepi, no 3 abo 6 mecTo, CroBeHis; marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, WO
6nictepiB y BUPOGHMLTBO "in bulk”, 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO Y
KapTOHHI KOpOOL;j nepBuHHE Ta [LOCbE Ha Nikapcbknii 3acib) 3a BiACyTHOCTI cepTucpikata
BTOPVHHE NakKyBaHHS, BiANOBIAHOCTI €Bponeiickkili hapmakonei y
KOHTPO/b Ta BUMYCK 3aTBEPAKEHOMY [0CbE, 260 BUPOOHMKA HOBOT JONOMIKHOT
cepii: KPKA MonbLa PEeYOBUHM (SIKLLLO 3a3HAYEHO Y A0ChE) - 3MiHa agpecu
Cn.3 0.0., MonbLya; MiCLil NPOBaXEHHS Ais/IbHOCTI BUpo6HMKa Topharman
KOHTPO/b Ccepil: Shandong Co., Ltd., 6e3 hakTU4HOT 3MiHK MicLA
Keminab g.o.0., BMpo6HMLTBA ADI. 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHW.
CnoseHis BunyyeHHst BUPOOHMYOI AinbHWL (BKIHOYAKUN AiTbHAL
ans A®l, npomixXHOro NPoAyKTy abo roToBOro fiKapcbkoro
3aco6y, AiNbHULI A8 NPOBeAEHHSI NaKyBaHHs, BUPOOHMKA,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/II0 cepii) abo nocTavasibHUKa BUXIgHOTO
marepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
3a3Ha4YeHo y A0CLE) - BUTYUYEHHS! BUPOGHNYOT AiNbHULI i3
B/lacHukom mactep-cpaiiny KRKA, d.d., Novo mesto ans
npouecy 1 (ROS2) ana A®| TenmicaptaHy. 3miHum | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans LONOMDKHOI
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEchbkili
thapmakone’) - Hosuii cepTudikar Bif BXe 3aTBEPAKEHOro
BMPOGHUKa. [ogaHHa HOBOro cepTudikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei Bif BXe 3aTBEpXEHOro
BnpobHmka KRKA, d.d., Novo mesto gnis npouecy 2
(ROS1) pna A®l tenmicaptaHy RO-CEP 2015-307-Rev
01. 3MmiHu | TUNY - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTI/lE-cepTudbikaTt BiANOBIAHOCTI EBPONENChKIl
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudliKaTa Bi4NoBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignoBIAHOCTI EBPONENCHKIn hapmakonei:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBuHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBNIeHWA cepTudikar Big,
yXe 3aTBepXeHOro BUpo6HMKa. MNMogaHHA OHOB/IEHOTO
cepTudikaty BiANOBIAHOCTI E€Bponeiichkili hapmakonei Big
BXe 3aTBepxeHoro BupobHnka KRKA, d.d., Novo mesto
ans npouecy 2 (ROS1) gnsa A®l tenmicaptaHy RO-CEP
2015-307-Rev 02 (nonepeaHs pegakuis RO-CEP 2015-
307-Rev 01). 3minHu | Tuny - 3miHK 3 AkocTi. CepTudikart
BignoBigHOCTI/ME-cepTudhikaT BiANOBIAHOCTI EBpONEiChKIlt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyHYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin papmakoner:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkinn hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepXeHoro BUpo6Huka. NogaHHA OHOB/IEHOIO
cepTudikaTy BiANoBigHOCTI EBponeiickkili hapmakonei Big
BXe 3aTBepxeHoro BupobHunka Alembic Pharmaceuticals
Limited gns A®| tenmicaptaHy R1-CEP 2008-217-Rev 04
(3aTBepaxeHuii R1-CEP 2008-217-Rev 03). 3miHu | Tuny -
3miHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikar
BigNoBigHOCTI €Bponelicbkili hapmakonei/MoHorpadii.
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MoaaHHsA HOBOro abo OHOBIEHOTO cepTudiikata
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI €BPONENChKil
thapmakonei) - OHOBMEeHUIA cepTuddikat Bif yxe
3aTBEpAXEHOro BUPO6HMKa. MogaHHA OHOBIEHOrO
cepTudikaTy BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Big
BXe 3aTBepxeHoro BupobHuka Alembic Pharmaceuticals
Limited gnsa A®l TenmicaptaHy R1-CEP 2008-217-Rev 05
(nonepegHs pegakyis R1-CEP 2008-217-Rev 04). 3MmiHu |
TNy - 3miHK 3 sikocTi. CepTudikar BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyHYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTHCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepXeHoro BUpo6Huka. NogaHHA OHOB/IEHOIO
cepTudpikaTy BiANoOBIiAHOCTI EBponeiickkili hapmakonei Big
BXe 3aTBepxeHoro BupobHunka Alembic Pharmaceuticals
Limited gns A®| tenmicaptaHy R1-CEP 2008-217-Rev 06
(nonepepnHs pegakuisa R1-CEP 2008-217-Rev 05) wo
BK/IIOYAE 3MiHY afpecu BUPOOHWNYOT AiNbHWL|, a came
[opasaHHA fdinbHuli 3 agpecoto API Unit-lil, Plot No. 842-
843, Village Karakhadi Taluka Padra, District Vadodara
India-391 450 Vadodara, Gujarat.
3MmiHu | TMny - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuid 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo AofaBaHHs AiNbHULI, Ha
AKilA 34iACHIOETLCS KOHTPO/L/BUNPOOYBaHHSA cepil) -
[04aBaHHA AiNbHULI, Ha KA 34iACHIOETLCA KOHTPO/Ib
cepil AN roToBOro NpoAykTy, a came Keminab a.0.0.,
CnoBeHist. 3miHu | TNy - 3MiHK 3 KOCTi. FOTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHSA roTOBOrO J1iKapCbKOro
3acoby (He3Ha4yHa 3MiHa Y 3aTBEpPKEHUX MeTofax
BMNPOGYBaHHS) - HE3HaYHA 3MiHa Y MeTofax KOHTPO/I0
AKkocTi «OAHOPIAHICTb A030BaHMX OAVHULb - O4HOPIAHICTb
BMIiCTy» FOTOBOrO /likapCbKOro 3acoby, a came y MeToAuKy
npuroTyBaHHA po3umHy 3paska. Kpim Toro, getanisosaHe
npurotyBaHHsa 1 M po3unHy NaOH, goaaHi npumiTku LWoAao
NpUroTyBaHHs PO34MHIB Ta XpomarorpadiiyHux ymoB,
yTO4YHEHa TemnepaTypa 3paska Ta iHpopMaList Wwoa0
TEepMiHY MPUAATHOCTI PO34MHIB, AeTasli30BaHi
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PeecmpayjitiHa npoyedypa
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Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

po3paxyHKoBi oopmynu. BBefgeHHs 3MiH NpoTArom 6-tm
MicsILiB nicns 3aTBepMKEHHS. 3MiHM | TUny - 3MiHK 3
AKOCTi. [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) - HE3HaYHa 3MiHa
y MeToax KOHTPOJI0 AKOCTI «laeHTudikalis Ta KinbkicHe
BU3HAYEHHSA» rOTOBOrO NikapCcbKoro 3acoby, a came y
METOAMKY NPUroTYBaHHA PO34MHy 3paska. Kpim Toro,
JeTanizoBaHe npurotyBaHHa 1 M po3unHy NaOH, gogaHi
NPUMITKV LLOA0 NPUrOTYBaHHS PO3UMHIB Ta
XpomaTtorpadiyHmx ymMoB, yTOUHEHA TeMnepaTypa 3paska
Ta iHhopmMauis LLoA0 TEPMiHY NPUAATHOCTI PO3YUHIB,
JeTani3oBaHi po3paxyHkoBi oopMynu. BBegeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny
- 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y meTtogax
BMNPOBYBaHHSA rOTOBOrO /iKApPCbKOro 3acoby (iHLWi 3MiHW Y
MeToJax BUNpobyBaHb (BKIH0Yaum 3aMiHy abo
[ONOBHEHHS)) - 3MiHa Y MeTofax BUNPOo6yBaHHS roOTOBOrO
nikapcbKoro 3acoby, a came 3MiHa npunagy y Metogi
«P0o34nHeHHA TenmicapTaHy» Big npuaagy 3 10NaTTio Ha
npunag 3 KOLMKOM, BK/OYatoum 3MiHWN B yMOBaX
PO3UYMHEHHS, a came LUBUAKICTb 06epTaHHs, foAaBaHHS
PO3UMHHWKY A1 NPUrOTYBaHHA PO3YMHIB 3paska i
cTaHAapTy, 3MiHy npoueayp OUiHKM (BUMIPIOBaHHS) Ta
pO3paxyHKy PO34MHEHOrO Te/iMicapTaHy. BBeAeHHs 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEpMXEHHS. 3MiHun | Tuny
- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NikapcbKoro 3acoby (iHwi 3miHW) - nepeknag MKA
3 pOCIiCbKOT MOBU Ha YKpaiHCbKy MOBY A/151 TPUBEAEHHS Y
Bi4NOBIAHICTb i3 BUMOramu YnHHOI pefakuii Hakazy MO3
Ykpainu Ne 426 Big 26.08.2005 p.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micas
3aTBEpPMKEHHS. 3MiHN | TUNY - 3MiHY WOA0
6e3nekn/edpeKkTNBHOCTI Ta hapmakoHarnsagy. Bunyyenhs
(cvna gji) - BuyyeHHs cunm aii 20 Mr 4ns rotoBoro
nikapcbKoro 3acoby Tenmicta, Tabnetkm no 20 Mr. 3MiHu
BHECEHI [10 iHCTPYKLiT 4519 MEANYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu "Cknag”, "/likapcbka
dhopma/OCHOBHI i3NKO-XiMiYHI BNacTUBOCTI", sika
Hacnigok - y po3ginm "Cnocib 3acTtocyBaHHA Ta fo3un",
"TepMiH npuaaTHocTi". BBeAEeHHS 3MiH NPOTArom 6-Tu
MicALB Nicnsa 3aTBepAKEeHHs

227.

TENMICTA

Tabnetkv no 80 mr
no 7 Tabnetok y
6nictepi, no 2, 4 abo
8 bnictepiB y

KPKA, a.4.,
Hoso mecTto

CnoBeHis

BMPOGHMLUTBO "in bulk”,
nepBrHHE Ta
BTOPUHHE NakyBaHHs,
KOHTPO/Ib Ta BUMYCK

CnoseHis/
MonbLa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun micLa NpoBaMKEeHHS AiANbHOCTI BUPOOHMKA
(BkNtOYaKOUK, 38 HEOBXIAHOCTI, MicLie NPOBeAEHHS

3a
peuernmom

UA/13210/01/03
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KapTOHHI kopobuyj,
no 10 Tabnetok y
6nictepi, no 3 abo 6
6nicTepiB y
KapTOHHI KopooLyi

cepii; KOHTpOb cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BMPOGHMLTBO "in bulk",
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA MonbLa
Cn.3 0.0., MonbLuya;
KOHTpO/b cepii:
Kemina6 g.0.0.,
CnoBeHis

KOHTPO/I0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BigCcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei y
3aTBEpPAKEHOMY [OChE, 260 BUPOGHMKA HOBOT [,OMOMDKHOI
PEYOBUHY (AKLLO 3a3HAYEHO Y [10CbE) - 3MiHa agpecu
MiCLiA NPOBaKEHHS AisNIbHOCTI BUPo6HMKa Topharman
Shandong Co., Ltd., 6e3 chakTn4HOi 3mMiHK Micus
BMpoOHULUTBa API. 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHN.
BunyueHHst BUPO6HMYOI AinbHUL (BKNHOYAOUN AinbHUL
ans A®l, npomixkHOro NpoAyKTy abo roToBoOro /ikapcbKoro
3aco0by, AiNbHUL A8 NPOBEAEHHS NaKyBaHHS, BUPOBOHMKA,
BiANOBIAA/ILHOrO 3a BUNYCK CEpiil, MiCLie NpOBeAEHHS
KOHTPO/IH0 cepii) abo nocTayasibHMKa BYXigHOro
mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLO
3a3Ha4YeHo y A0CLE) - BUTYUYEHHS BUPOOGHMNYOT AiNbHUL i3
Br1acHukom mactep-caiiny KRKA, d.d., Novo mesto ans
npouecy 1 (ROS2) gna A®| TenmicapTany. 3MmiHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MofaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab0 BMNYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMbKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTbCSA Yy BUPOOHULTBI ADI; Ana JONOMKHOI
peyoBuHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakoner) - HoBuiA cepTudikaT Bif BXe 3aTBEpAKEHOr0
BMPOGHMKa. [ogaHHa HOBOro cepTudikaty BignoBigHOCTI
€Bponeiicbkii hapmakonei Bif BXe 3aTBepXeHOro
Bupo6HMKa KRKA, d.d., Novo mesto gns npouecy 2
(ROS1) pna A®l tenmicaptaHy RO-CEP 2015-307-Rev
01. 3miHwn | Tuny - 3miHK 3 skocTi. CepTuddikat
BignoBigHOCTI/ME-cepTudhikaT BiANOBIAHOCTI EBpONEiChKIlt
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyHYEHHS
cepTudpikaTa BifnoBiAHOCTI E€Bponeiichbkiin papmakoner:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkinn hapmakonei) - OHoBeHWA cepTudikar Big
yXe 3aTBepXeHoro BUpo6Huka. NogaHHA OHOB/IEHOIO
cepTudikaTy BiANoBigHOCTI EBponeiickkili hapmakonei Big
BXe 3arBepxeHoro BupobHnka KRKA, d.d., Novo mesto
ans npouecy 2 (ROS1) gna Ad®| TenmicaptaHy RO-CEP
2015-307-Rev 02 (nonepeaHs pepakuis RO-CEP 2015-
307-Rev 01). 3miHu | Tuny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTI/I E-cepTudpikart BignoBigHoOCTi €BponeiicbkKili
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hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTUdliKaTa Bi4NoOBIAHOCTI a60 BUYYEHHS
cepTudpikaTa BignNoBIAHOCTI EBPONENCHKIn hapmakonei:
ana A®l; ansa BuxigHoro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI; ans
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHoBIeHWA cepTudikar Big
yXe 3aTBepXeHOro BUpo6HMKa. MNMogaHHA OHOB/IEHOTO
cepTudikaTy BiANOBIAHOCTI E€Bponeiichbkili hapmakonei Big
BXe 3aTBepxeHoro BupobHuka Alembic Pharmaceuticals
Limited gnsa A®l TenmicaptaHy R1-CEP 2008-217-Rev 04
(3aTBEpAXeHuit R1-CEP 2008-217-Rev 03). 3miHn | Tny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; Ans AOMOMDKHOI
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONECchkili
thapmakonei) - OHOBMeHUIA cepTudikaT Bif yxe
3aTBepAKEHOro BUpo6Huka. MNMogaHHA OHOBIEHOro
cepTudpikaTy BiANoOBIiAHOCTI EBponeiickkili hapmakonei Big
BXe 3aTBepxeHoro BupobHunka Alembic Pharmaceuticals
Limited gns A®| tenmicaptaHy R1-CEP 2008-217-Rev 05
(nonepepfHs pepakuis R1-CEP 2008-217-Rev 04). 3MiHu |
MRy - 3miHK 3 akocTi. CepTudikart BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchbkili
hapmakonei/MoHorpadii. MogaHHsA HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBpoNeiichKiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ans
[LOMOMIKHOT peyoBMHY (cepTuddikaTt BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWIA cepTudikar Big,
yXe 3aTBeppKeHOro BUpo6Huka. MNogaHHs OHOBMEHOTO
cepTudpikaTy BiANOBIAHOCTI E€Bponeiickkili hapmakonei Big
BXe 3aTBepKeHoro BrpobHuka Alembic Pharmaceuticals
Limited gns A®| tenvicaptaHy R1-CEP 2008-217-Rev 06
(nonepepHs pepakuis R1-CEP 2008-217-Rev 05) wo
BK/1HOYAE 3MiHY aZipecy BUPOOHMYOT AiNbHUL, a came
[ofasaHHA ginbHuui 3 agpecoto API Unit-1Il, Plot No. 842-
843, Village Karakhadi Taluka Padra, District Vadodara
India-391 450 Vadodara, Gujarat.
3MiHu | TMNYy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo gofasaHHs AinbHULI, Ha
SKi 3AiICHIETLCS KOHTPO/Ib/BUNPOGYBaHHS cepii) -
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[0AaBaHHA AiNbHULI, Ha 5K 34iCHIOETLCA KOHTPO/b
cepil 4N rotToBOro NpPoAykTy, a came Keminab g.0.0.,
CnoseHis. 3milu | Tvny - 3miHu 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob rOTOBOrO NiKapCbKoro 3acoby.
3MiHa y MmeTogax BUNpobyBaHHSA roTOBOrO J1iKapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BUMPOOYBaHHSA) - He3HauHa 3MiHa y MeToAax KOHTPOI0
AKOCTi «OHOPIAHICTb A030BaHUX OANHULL - OOHOPIAHICTb
BMICTy» FOTOBOrO NiKapCbKOro 3acoby, a came y MeToauky
NpUroTyBaHHA pPo34unHy 3paska. Kpim Toro, getanisoBaHe
npurotysaHHsa 1 M po3unHy NaOH, gogaHi npuMiTku Wwoao
NPUroTYBaHHA PO34MHIB Ta XpomaTorpagiyHmx ymoB,
yTOYHEeHa TeMnepaTypa 3paska Ta iHhopmMaLisi LWoao
TepMiHy NpUAATHOCTI PO3YMHIB, AeTani30BaHi
po3paxyHKoBi hopmynu. BeBegeHHs 3miH npoTsarom 6-m
MiCAUIB MiC/1A 3aTBEpMXEHHS. 3MiHW | Tuny - 3MiHKW 3
sIKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeTogax BMnpobyBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby (He3HavHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) - HE3HAaYHa 3MiHa
y MeTofax KOHTPO/I0 SAKOCTI «laeHTudikalis Ta KinbkicHe
BM3HAYEHHSA» rOTOBOTO /likapCcbKoro 3acoby, a came y
MeTOAVKY NPUroTyBaHHS Po34unHy 3paska. Kpim Toro,
JeTanizoBaHe npurotyBaHHa 1 M po3unHy NaOH, gogaHi
NPVIMITKV LLOA0 NPUrOTyBaHHSA PO3UMHIB Ta
XpomaTorpadiyHmx yMOB, YTO4HEHA TemnepaTypa 3paska
Ta iHdopmMauis LWoA0 TEPMiIHY NPpUAATHOCTI PO3UUHIB,
[JeTanizoBaHi po3paxyHKoBi choopmynv. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB NicNs 3aTBepAKEHHSA. 3MiHK | Tuny
- 3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHU y
mMeTofax BunpobysaHb (BKkHOYaOuM 3aMiHy abo
[OMNOBHEHHS)) - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro
nikapcbKoro 3acoby, a came 3MiHa npunagy y Mmetogi
«P0O34MHEHHA TenmicapTaHy» Big npunagy 3 10naTTio Ha
npunag 3 KOLWMKOM, BK/OYatoun 3MiHN B yMOBax
PO3YMHEHHS, a came LWBMAKICTb 06epTaHHs, fofaBaHHS
PO3YMHHIKKY 4718 NPUTOTYBaHHA PO3YMHIB 3paska i
cTaHAapTy, 3MiHy npoueayp OuiHkM (BUMipOBaHHS) Ta
po3paxyHKy PO34MHEHOro TenmicaptaHy. BBegeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHun | Tuny
- 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToOBOro NikapcbKoro 3acoby (iHWwi 3mMiHK) - nepeknag MKA
3 POCICbKOI MOBW Ha YKpaiHCbKy MOBY A1 MPUBEAEHHS Y
BiANOBIAHICTb i3 BUMOramu YiHHOI pegakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 p.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA. 3MiHK | TUMy - 3MiHM Woao
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6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy. BunyyeHts
(cvna pgji) - BuNy4YeHHs cunm Aji 20 Mr 4Ns rotoBoro
nikapcbkoro 3acoby Tenmicta, Tabnetkm no 20 mMr. 3MiHu
BHeCeHi 10 IHCTPYKLUIi 415 MEeJUYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby y po3ainu "Cknag', "Nlikapcbka
hopma/OCHOBHI (Di3VKO-XiMiuHi BNacT1BOCTI", fka
Hacnifok - y po3ginm "Cnocib 3actocyBaHHA Ta fo3m",
"TepMmiH npugaTHOCTI". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

228.

TENMMICTA HD
80

Tabnetku no 80
Mmr/25,0 mr, no 7
Tabnetok y 6nictepi;
no 2 a6o 4, a6o 8,
a6o 12, abo 14
6nictepiB y
KapTOHHI kopobuy;
no 10 Tabnetok y
6nictepi; no 3 abo 6,
a6o 9, a6o 10
6nictepiB y
KapTOHHI KOpo6Lyi

KPKA, a.4.,
HoBo mecTo

CnoseHis

KPKA, a.4a., Hoso
MecTo

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny
- 3MiHa HaliMeHyBaHHS Ta afpecyn MicLA NPOBaXXEHHS
AiSNbHOCTI BUPOOHMKA BUXigHUX MaTepianis Ta
MPOMIDXHOIO NMPOAYKTY, L0 BUKOPUCTOBYETLCA Y
BMPOBHMLTBI aKTUBHOI pevoBUHU TenMicapTaHy (npouec 2)
3 Ningbo Chemgoo Pharma Tech Co., Ltd., Linjiang
Industry district of Haimen City, Jiangsu province, Chine,
KuTali Ha Haimen City Chemgoo Pharma Co., Ltd, 1
Qiandaohu Road, Linjiang industry district of Haimen City,
Jiangsu Province, Kutaii y 38'A3Ky i3 BUpOGHMNYO0
HeobXigHicTio. Micle po3TallyBaHHA BUPOGHUYOI AiNbHULL
Ta AISNbHICTb 3a/IMLLATLCA HE3MIHHUMU; 3MiHW | TUny -
3MiHa agpecu Miclsi NPOBapKEHHS AiSNIbHOCTi BUPOOHMKA
Topharman Shandong Co., Ltd., 6e3 dakTu4Hoi 3MiHn
Micus BUpo6HuuTBa AdI: MNponoHoBaHa pejakLis:
Topharman Shandong Co., Ltd. No. 49, Wenshuibeilu,
Xin'an District, Anqui city, Weifang City, Shandong
Province, 262123, P.R. China; 3miHu | Tvny - nogaHHs
HOBOro cepTudikaTy BiANOBIAHOCTI EBpONEeiiChkKit
thapmakonei Bif, Bxe 3aTBepaxeHoro Bupo6Hunka KRKA,
d.d., Novo mesto ans npouecy 2 (ROS1) gns Adl
TenmicaptaHy RO-CEP 2015-307-Rev 01; 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTuddikaty BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Bif BXe 3aTBepXeHOro
Bupo6Huka KRKA, d.d., Novo mesto ans npouecy 2
(ROS1) ons A®l TenmicaptaHy RO-CEP 2015-307-Rev 02
(nonepegHs pegakuis RO-CEP 2015-307-Rev 01); 3miHu |
TUNYy - NOAAHHA OHOBJ/IEHOIO CepTUaiKaTy BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Bif BXe 3aTBepKEHOr0
BMpo6HuKa Alembic Pharmaceuticals Limited ana Adl
TenwvicaptaHy R1-CEP 2008-217-Rev 02 (3aTBepgXeHuii
R1-CEP 2008-217-Rev 01); 3miHu | TUNy - nogaHHA
OHOBJ/IEHOrO cepTudpikaTy BigNoBigHOCTI EBpoNeichKii
thapmakonei Big, BXe 3aTBepA)KeHoro Bupo6Hvka Alembic
Pharmaceuticals Limited ana A®l TenvicaptaHy R1-CEP
2008-217-Rev 03 (nonepeaHs pepakuis R1-CEP 2008-
217-Rev 02); 3MiHu | TUNY - NOA4AHHSA OHOB/IEHOTO
cepTudikaTy BiANoBigHOCTI EBponeiickkili hapmakonei Big
B)Xe 3aTBepxeHoro BupobHunka Alembic Pharmaceuticals

3a
peyenmom

UA/15860/01/01
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Ne
n/n

NliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Limited gns A®| tenmicaptaHy R1-CEP 2008-217-Rev 04
(nonepegHs pepakuia R1-CEP 2008-217-Rev 03); 3MiHK |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponeiicbkill hapmakonei Bif BXe 3aTBepXeHOro
BMpo6HMKa Alembic Pharmaceuticals Limited gns A®l
TenwvicaptaHy R1-CEP 2008-217-Rev 05 (nonepegHs
pepakuis R1-CEP 2008-217-Rev 04); 3MiHu | Tuny -
nepeknag MKS 3 pociliicbkoi MOBM Ha YKpPaiHCbKy MOBY
AN NPUBEAEHHS Y BiAMOBIAHICTb i3 BAMOraMm YMHHOT
pepakuii Hakazy MO3 Ykpainu Ne 426 Big 26.08.2005 p.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLKEHHS; 3MiHW | TUMY - NOAAHHA OHOB/IEHOTO
cepTudpikaTy BiANOBIAHOCTI E€Bponeiickkili hapmakonei Big
BXe 3aTBepKeHoro BupobHuka Alembic Pharmaceuticals
Limited gns A®l tenmicaptaHy R1-CEP 2008-217-Rev 06
(nonepegHs pepakuis R1-CEP 2008-217-Rev 05), wo
BK/1IOYAE 3MiHY aZipecy BUPOOHMYOT AinbHUL, a came
[ofasaHHA ginbHuui 3 agpecoto API Unit-1Il, Plot No. 842-
843, Village Karakhadi Taluka Padra, District Vadodara
India-391 450 Vadodara, Gujarat

229.

TENMMICTA H

40

Tabnetku no 40
mr/12,5 wmr, no 7
Tabnetok y 6nictepi;
no 2 a6o 4, a6o 8,
abo 12, a6o 14
6nictepiB y
KapTOHHI kopobuy;
no 10 TabneTtok y
6nictepi; no 3 abo 6,
abo 9, a6o 10
6nictepiB y
KapTOHHI KopooLyi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, 4.4., Hoso
MecCTO

CnoBeHis

BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny
- 3MiHa HaliMeHyBaHHA Ta agpecyn MicLA NPOBaAXEHHS
LiSiNbHOCTI BUpOOHMKa BUXiAHMX MaTepianis Ta
MPOMiXXHOrO NPOAYKTY, L0 BUKOPUCTOBYETLCS Y
BMPOGHUWLTBI aKTUBHOT peYOBMHU Te/MicapTaHy (npolec 2)
3 Ningbo Chemgoo Pharma Tech Co., Ltd., Linjiang
Industry district of Haimen City, Jiangsu province, Chine,
Kutaii Ha Haimen City Chemgoo Pharma Co., Ltd, 1
Qiandaohu Road, Linjiang industry district of Haimen City,
Jiangsu Province, Kutaii y 38'A3Ky i3 BUpOGHMNYOI0
HeobxigHicTio. MicLe po3TallyBaHHSA BUPOGHMNYOT AiNbHUL
Ta [iANbHICTb 3a/IMWLAIOTLCA HE3MIHHUMU; 3MiHW | TURY -
3MiHa agpecu Micus NPOBapKEHHS AisNbHOCTI BUPOOHMKA
Topharman Shandong Co., Ltd., 6e3 hakT14HOi 3MiHN
Micus Bupo6HuuTBa A®Il: NponoHoBaHa pefakLuis:
Topharman Shandong Co., Ltd. No. 49, Wenshuibeilu,
Xin’an District, Anqui city, Weifang City, Shandong
Province, 262123, P.R. China; 3miHu | TMny - nogaHHs
HOBOro cepTucpikaty BignNoOBIAHOCTI €BpONEChKiii
hapmakonei Bif, BXe 3aTBepAKeHoro BupobHuka KRKA,
d.d., Novo mesto ans npouecy 2 (ROS1) ans Adl
TenwvicaptaHy RO-CEP 2015-307-Rev 01; 3MiHu | Tuny -
noJaHHA OHOBJ/IEHOro cepTuddikaty BiAnoBIAHOCTI
€Bponeiicbkili hapmakonei Bif BXe 3aTBEpKEHOr0
BnpobHmkKa KRKA, d.d., Novo mesto gnis npouecy 2
(ROS1) pna A®l tenmicaptaHy RO-CEP 2015-307-Rev 02
(nonepefHs pegakuia RO-CEP 2015-307-Rev 01); 3MiHu |

3a
peuernmom

UA/15859/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

TUMY - NOAAHHSA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Bif BXe 3aTBepXEHOro
BMpo6Huka Alembic Pharmaceuticals Limited ana Adl
TenwvicaptaHy R1-CEP 2008-217-Rev 02 (3aTBepgXeHuii
R1-CEP 2008-217-Rev 01); 3MiHu | TUNY - NnogaHHA
OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI EBPONENCHKIi
thapmakonei Big, BXe 3aTBepA)KeHoro Bupo6Hvka Alembic
Pharmaceuticals Limited ana A®l TenvicaptaHy R1-CEP
2008-217-Rev 03 (nonepeaHs pepakuis R1-CEP 2008-
217-Rev 02); 3MiHM | TUNY - NOJaHHS OHOBJ/IEHOTO
cepTudpikaTy BiANoBIigHOCTI E€Bponeiickkili hapmakonei Big
BXe 3aTBepxeHoro BupobHunka Alembic Pharmaceuticals
Limited gns A®| tenmicaptaHy R1-CEP 2008-217-Rev 04
(nonepegHs pepakuia R1-CEP 2008-217-Rev 03); 3MiHK |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei Bif BXe 3aTBepXeHOro
BMpo6HMKa Alembic Pharmaceuticals Limited gns A®l
TenwvicaptaHy R1-CEP 2008-217-Rev 05 (nonepegHs
pepakuis R1-CEP 2008-217-Rev 04); 3MiHu | Tuny -
nepeknag MKS 3 pociliicbkoi MOBM Ha YKpPaiHCbKy MOBY
AN NPUBEAEHHS Y BiAMOBIAHICTb i3 BAMOraMm YMHHOT
pepakuii Hakazy MO3 Ykpainu Ne 426 Big 26.08.2005 p.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPLKEHHS; 3MiHM | TUMY - NOAAHHA OHOBIEHOTO
cepTudikaTy BiANoOBIgHOCTI E€Bponeiickkili hapmakonei Big
BXe 3aTBepKeHoro BupobHuka Alembic Pharmaceuticals
Limited gnsa A®l tenmicaptaHy R1-CEP 2008-217-Rev 06
(nonepegHs pepakuis R1-CEP 2008-217-Rev 05), wo
BK/1HOYAE 3MiHY aZipecy BUPOOHMYOT AinbHUL, a came
[ofasaHHA ginbHuUui 3 agpecoto API Unit-1Il, Plot No. 842-
843, Village Karakhadi Taluka Padra, District Vadodara
India-391 450 Vadodara, Gujarat

230.

TEUEHTPUK®

KOHUEeHTpaT ans
PO34MHY Ans
iHdpy3iin no 1200
Mr/20 mn, no 20 mn
y thnakoHi; no 1
hNakoHy B
KapTOHHI KOpo6Lyi

®.XothdpmaHH-
Na Pow /114,

LLiseiiuapi
a

Brpo6HMUTBO
Hepo3dhacoBaHo|
NpoAYyKLUii, NepBUHHE
nakyBaHHs,
BMNpPO6YyBaHHs
KOHTPOJIO AKOCTI:
Pow fiarHocTuke
M6X, HimeuunHa;
Bupo6bHuuTBO
Hepo3dacoBaHol
NPOAYKLii, NepBNUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs,
BMNpPO6YyBaHHs
KOHTPOJHO SKOCTI,

Himeuunxa/
LLBeiiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu ||
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
chapmakoHarnsgy. 3MiHM y TepaneBTUYHUX NOoKa3aHHAX
(BopaBaHHA HOBOro TepaneBTUYHOIO NOKa3aHHs abo 3MiHa
y 3aTBepAXEHOMY MoKa3aHHi) - 3MiHW BHECEHO A0
IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKAPCbKOro
3acoby Ao po3ainy "MokasaHHA" (404aBaHHA HOBOMO
TepaneBTUYHOTO NoKa3aHHA: AL'0BaHTHE NiKyBaHHA Y
pexumi MoHOoTepanii nicns pesekuii Ta ximiotepanii Ha
OCHOBI Npenaparis NaaTuHW Aopocaux naujeHTis i3 HAKP/
II-11IA cTagji 3 ekcnipecieto PD-L1 > 1 % nyxXMHHUX
KNITWH), SIK HACNIAOK, YTOYHEHHS Ta AOMNOBHEHHS
iHchopmauii B po3ginax "dapmakonoriyHi BnacTuBocTi',
"Ocob6nmBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHA Ta
£o3n", "MNob6ivHi peakuii". BBeAeHHS 3MiH NPOTAroM 6-T1

3a
peuernmom

UA/15872/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BWMYCK Cepil: MicSLiB NicNs 3aTBEPAYKEHHS
. XodpdpmaHH-/15 Polu
N4, Wsenuapis
231. | TIBOPTIH® PO34UH OpasTbHUIA, TOB "tOpis- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasis: 3MiHK | TUny 6e3 UA/9941/01/01
ACNAPTAT 200 mr/mn; no 100 Papm” - 3MiHW BHECEHO B TEKCT MapKyBaHHS yNaKkoBKU peyenma
Mn abo 200 mny nikapcbKoro 3acoby, a camve: n. 16 IHGOPMALLIA, AKA
thnakoHi; no 1 HAHOCUTCSH LIPUGTOM BPANA — BUNYyUYeHHs
h1akoHy 3 MipHOIO OfMHULLb BUMIPIOBaHHA 3a cUCTEMOIO Sl, 3a3Ha4eHnx
JIOXKOI0 B nauLj 3 natuHuueto. [lonoBHeHHs n. 17. IHLWE TexHiuHoto
KapToHy; No 5 mn iHhopMmaLieto BUpo6HUKa. TepMiH BBEAEHHS 3MiH
abono 10 mn B NpoTArom 6 MicALiB NicNs 3aTBEPIKEHHS
0[IHOL,030BOMY
KOHTeliHepi; no 10
0/HOZ,030BMX
KOHTeliHepiB Y
nakertax 3
noniMepHoI NNiBKK 3
Hanucowm; no 1
nakeTy B nauyu, 3
KapTOHY
232. | TPABATAH® Kpanni ouHi, 40 HoBapric LLIBeliyapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiB: 3miHu | Tuny 3a UA/12422/01/01
MKr/MA, No 2,5 mny dapma Al a - 3asiBHVKOM HafjlaHO OHOBJ/IEHUIA NS1aH ynpaBiHHA peyenmom
dNaKkoHi- pu3nkamu Bepcis 10.0. 3MiHN BHECEHO [0 YacTuH |
KpanesibHuyji; no 1 "3arasnibHa iHchopmauia®, Il "Cneuyncpikauis 3 6esnekn”, Il
abo no 3 dpnakoHu- "MnaH 3 chapmakoHarnagy”, 1V "Mnaxu wono
KpanenbHuLi B nicnApeecTpayiiHnx gocnimxkeHs edpekTuBHocTi", V
NPOMIXHIlA ynakoBLii "3axoau 3 MiHimMi3auii pu3ukis”, VI "Pe3toMe nnaHy
3 chonbru B KOpoO6L ynpasiHHA pusmkamun®, VII "Lopatkn” y 38’a3Ky 3
3 KapToHYy pekomeHpauismm PRAC wwofo 6e3neku 4jto4oi peqyoBuHu;
OHOBJIEHHS CTPYKTYpM MYP 3rigHO 3 BUMoramu Ao
CraHgapTusoaHoro chopmarty MNMypP
(EMA/PRAC/613102/2015 Rev.2 accompanying GVP ,
Module V Rev.2, Human Medicines Evaluation Guidance
on the format of the risk management plan (RMP) in the
EU —in integrated format)
233. | TPUHOMIA® Karncynv Teepgi no deppep Icnanis deppep Icnanis BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 3a UA/15409/01/01
100 mr/20 mr/5 wr; IHTepHauioHan IHTepHauioHanb, C.A. - MO4AaHHS OHOB/IEHOrO cepTudikaTa BignoBigHOCTI peyenmom
no 7 kancyny b, C.A. €sponelicbkili hapmakonei Ne R1-CEP 2001-210-Rev 05
6nicTepi; no 4 ans A®l kucnotu aueTuacaniumnoBol Big Bxe
6nictepu B 3aTBepaxeHoro BupobHrka SHANDONG XINHUA
KapTOHHi Kopo6bLy PHARMACEUTICAL CO., LTD., CHINA. Ak Hacnigok
BW/TyYEHHS OJHIET BUPOOHUYOI AinsiHku 14 Dongyi Road
Zhangdian Distrsct China-255 005 Zibo, Shandong
Province;
3MiHM | TUMY - NOAAaHHA OHOBMIEHOTO cepTudiikara
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei Ne R2-CEP
1993-007-Rev 05 gns A®| kucnotu avetTuncaniymaiosoi
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BiJ BXe 3aTBepmxeHoro BupobHuka NOVACYL, France;

3MiHK | TUNY - NOAAaHHS OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne RO-CEP
2012-035-Rev 04 gns A®| atopBacTaTviHy KasibLito
TpurigpaTy Bif BXe 3aTBepaKeHoro BupobHuka TEVA API
INDIA PRIVATE LIMITED, India. Ak Hacnifok 3miHa Ha3Bu
Ta agpecy NpoBaXeHHS AisiNIbHOCTI BUPOGHMKa
npomixHoro npogykty ANHUI JINQUAN
BIOTECHNOLOGY CO.LTD., China Ta gogasaHHs
BMPOGHMKa nMpoMixHoro npoaykty JJANGSU ALPHA
PHARMACEUTICAL CO., LTD., China; 3miuu | Tuny -
noAaHHA OHOBMIEHOTO cepTudikara BignoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2012-035-Rev 00
ons A®l aTopBacTaTuHy KaulbLiito Tpurigparty Bif, Bxe
3aTBEpAXeHoro Bupo6Huka TEVA API INDIA PRIVATE
LIMITED, India; 3miHu | Tvny - nogaHHs OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi EBponeiickbkiit hapmakonei Ne
RO-CEP 2011-234-Rev 02 gnia A®| atopsactatuHy
KanbLjto TpUrigparty Bif BXe 3aTBEpAXEeHOro BUPOOHUKa
Ind-Swift Laboratories Limited, India. fk Hacnigok
BW/TYYEHHS OLHOr0 3 BUPOOHWKIB NMPOMIKHOTO NPOAYKTY
ARCH PHARMALABS LIMITED, India;
3MiHK | TUNY - NOAAaHHS OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne RO-CEP
2011-234-Rev 03 gns A®| atopBacTaTviHy KasibLito
TpurigpaTy Bif BXe 3aTBepKeHOro BupobHuka Ind-Swift
Laboratories Limited, India. Ak Hacnigok BUnyYeHHs
O[HOTO0 3 BMPOGHWKIB MPOMiXXHOrO NpoaykTy ESSIX
BIOSCIENCES LIMITED, India; goaaBaHHsi BUPOGHUKIB
npomixHoro npoaykty VIJAYASRI ORGANICS LIMITSD,
India, Ind-Swift Laboratories Limited, India Tfa OMKAR
CHEMICALS, India; 3miHu | TUNY - NOgaHHA OHOBIEHOIO
cepTudikaTa BignoBigHOCTI €Bponeiickin dhapmakonei Ne
R1-CEP 2011-234-Rev 00 gna A®| atopBacTatuHy
KauibLiito TpUrigparty Bif, Bxe 3aTBepAXeHOro BUPo6HMKa
Ind-Swift Laboratories Limited, India; 3minu | Tuny -
noAaHHA OHOB/IEHOTro cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2011-234-Rev 01
Ans A®| atopBacTatuHy KanbLijio Tpurigpary Bif Bxe
3arBepmxeHoro Bupo6bHuka Ind-Swift Laboratories Limited,
India; 3miHu | TMNY - NogaHHA OHOBJIEHOro cepTuddikara
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2011-234-Rev 02 gns A®| atopBacTaTviHy KasibLito
TpurigpaTty Bif BXe 3aTBepaKeHOro BupobHuka Ind-Swift
Laboratories Limited, India; 3miHu | Tuny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeichkii
hapmakonei Ne R1-CEP 2003-026-Rev 03 ans Adl
Paminpuny Big BXe 3aTBEpPIKEHOr0 BUPOGHMKA

ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD.,
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

China; 3miHu | TUNY - NogaHHS OHOBMIEHOTO cepTudiikata
BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2001-297-Rev 04 gna Ad®l Paminpuny Big Bxe
3aTBepmxeHoro BupobHuka SANOFI-AVENTIS
DEUTSCHLAND GMBH, Germany;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikara
BiAMOBIAHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2001-297-Rev 05 ana A®l Paminpuny Big BXe
3aTBepaxeHoro Bupo6Hnka SANOFI-AVENTIS
DEUTSCHLAND GMBH, Germany. Sk Hacnigok
[ofaBaHHA BUPOOHUKIB MpoMiXHOro npoaykty Kaneka
Corporation, Japan Ta Chuo Kaseihin Co., INC, Japan;
3MiHM | TUMY - NOAAaHHA OHOBNIEHOTO cepTudikara
BiANOBIgHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2001-297-Rev 06 gna Ad®l Paminpuny Big Bxe
3aTBepmxeHoro BupobHuka SANOFI-AVENTIS
DEUTSCHLAND GMBH, Germany; 3miHu | Tuny -
nogaHHsa Hosoro [E-cepTudikara BignoBigHOCTI
€Bponelicbkin hapmakonei Ne R1-CEP 2010-043-Rev 00
AN AONOMDKHOT PEYOBUHW XeNnaTuHy Bif, HOBOTO
BMpo6bHMKa Rousselot Peabody Inc., USA; 3miHu | Tuny -
nogaHHs oHosneHoro E-cepTucikaTa BiANoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-045-Rev 04
AN AONOMDKHOT PEYOBUHM XENaTuHy Bif BXe
3aTBepmxeHoro BupobHnka TESSENDERLO GROUP N.V;
3MiHKM | TUNY - NogaHHA oHoBneHoro E-cepTudikata
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2005-217-Rev 01 ansa fONOMKHOI PeYOBUHM XeNnaTuHy
Bif, BXe 3aTBepxeHoro Bupo6Huka Nitta Gelatin Inc;
3MiHM | TUNY - NogaHHa oHoeneHoro E-cepTucpikata
BiAMOBIgHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2005-217-Rev 02 ans fONOMDKHOI PEHOBUHM XenaTuHy
Bif BXe 3aTBepmkeHoro BupobHuka Nitta Gelatin Inc;
3MiHM | Tuny - Buny4YeHHs E-cepTudikata BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-027-Rev 02
L1151 LOMOMIXKHOI PEYOBUHM XenaTtuHy BUPOGHMKa
Rousselot SAS, France; 3miHu | Tuny - BunyyeHHs Ne-
cepTudpikaTa BignosigHOCTi EBponeiickkiit hapmakonei Ne
R1-CEP 2001-332-Rev 02 g5 fOMNOMDKHOI PE4YOBUHM
XenatuHy BupobHuka Rousselot Argentina SA, Argentina;
3MiHK | TUNy - BUNy4YeHHs ME-cepTudpikarta BiANOBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2002-110-Rev 00
AN JONOMDKHOI PEUYOBWHM XenaTuHy BupobHuka PB
Gelatins; 3miHu | TUNy - BUNy4YeHHs ME-cepTudpikara
BiANOBIAHOCTI €Bponeiicbkili hapmakonei Ne R1-CEP
2003-172-Rev 01 ansa fONOMKHOI PEYOBUHM XeNnaTuHy
BMpo6HUKa GELITA GROUP; 3MiHu | TUny - BUNyYeHHS
E-cepTudbikata BignosigHocTi EBponelichbkin hapmakonel
Ne R1-CEP 2004-247-Rev 00 as1a AONOMIXKHOI pe4yoBUHA
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n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayitiHo2o

nocsBi0O4YeHHs

3acoby

xenaTuHy Bupo6Huka Nitta Gelatin Inc., Japan; 3miHu |
TUny - BUNyyYeHHs ME-ceptucpikata BignosigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2004-320-Rev 00
AN JONOMDKHOI peYOBUHM XenaTuHy BupobHuka Nitta
Gelatin Inc.

3a

UA/5350/01/01

234.

TPUCENTON

Tabnetku no 100
mr/20 mr, no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
nauui 3 KapToHy

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliinHMx maTepiasis: 3MiHK | Tuny
- 3MiHW BHECEHO A0 IHCTPYKUii 4N MegnyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ziny:
"Oco6n1BOCTI 3acTocyBaHHS", W00 6e3neku
3aCTOCYBaHHSA [it0H0i pe4OBUHM BiAMNoBIAHO A0

pekomeHpauili PRAC. MpepacTtasnexi 3MiHK B iHhopMallii 3

6e3neku LWoA0 BHECEHHS 3MiH Ta AONOBHEHDb Y PO3A4ini
NPOEKTY IHCTPYKLT A48 MeANYHOro 3aCTOCYBaHHS
"Oco6MBOCTI 3acTOCyBaHHS" Ha NiacTaBi pekoMeHaauili
PRAC, MOXyTb 6yTV pekoMeHA0BaHi [0 3aTBEPMKEHHS Ta
BHECEHHS B iHCTPYKL,i0 419 MEANYHOIO 3aCTOCYyBaHHS
NiKapcbKoro 3acoby; cynyTHA 3MiHa - 3MiHU LW040
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BHeceHHs
abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB BuAadi
peecTpauiiHoro nNocBig4YeHHs, BkoYaoun MNnax
ynpas/iHHA pu3nkamu (3acToCyBaHHS TEKCTY, SKWi
MOrOKEHNI 3 KOMNETEHTHAM OpPraHoM) - OHOB/IeHO lMnaH
ynpas/iHHA pusmkamu, Bepcisa 1.1 ans nikapcbkoro 3acoby
TpucenTton, Tabnetkn no 100 mr/20 mr; no 10 TabneTok y
6nicTepi; No 2 6icTepu y Nayi 3 KAPTOHY.
3MiHV BHeceHi Ao YacTuHm Il «Cneundikais 3 6e3nekm»
(Mogyni CVII, CVIII), yactuHum Il «MnaH 3
hapmakoHarnagy», 4actuHu V «3axoau 3 MiHiMisaui
pu3KnKiB», YacTuHK VI «Pe3tome nnaHy ynpas/iHHSA
pusnkamm»

peuernmom

3a

UA/5350/01/02

235.

TPUCENTON

Tabnetku no 400
mr/80 mr, no 10
TabneTtok y 6nictepi;
no 2 6nictepn y
nauj 3 KapToHy

MpuBartHe
aKujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKkXiM -
Xapkis"

YKpaiHa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepianis: 3MiHK | TUny
- 3MiHV BHECEHO A0 IHCTPYKUiT NS MeanyHoro
3acTOCyBaHHS MikapCcbKOro 3acoby Ao po3giny:
"Oco61MBOCTI 3acTocyBaHHS", o0 6e3neku
3acToCyBaHHA Ajitoy0l PevoBUHN BiAMNOBIAHO A0

pekomeHgauin PRAC. MNMpeactasBnieHi 3mMiHM B iHGhopMaLii 3

6e3neku o0 BHECEHHA 3MiH Ta [ONOBHEHb Y PO34ini
NPOEKTY IHCTPYKLI A1 MeANYHOTO 3acTOCyBaHHSA
"Oco6MBOCTI 3aCTOCyBaHHA" Ha NigCTaBi pekomeHgau,in
PRAC, MOXyTb 6yTV pekOMeH0BaHi 10 3aTBEPAKEHHS Ta
BHECEHHS B IHCTPYKLilO 415 MeANYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby; CynyTHs 3MiHa - 3MiHK W040
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BHeceHHs
ab60 3MiHa(M) [0 3060B'A3aHb Ta YMOB Bugadi
peecTpaLiiniHOro NocBiA4eHHs, BKIoYatoun MnaH

ynpaeniHHs! pU3nKaMm (3aCTOCYBaHHS TEKCTY, sIKUiA

peyenmom
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MOrOKEHNI 3 KOMNETEHTHAM OpPraHoM) - OHOB/IEHO lMnaH
ynpas/iHHA pusnkamu, Bepcia 1.1 ans nikapcbkoro 3acoby
TpucenTton, Tabnetkn no 400 mr/80 mr; no 10 TabneTok y
6nicTepi; No 2 6iicTepu y nayli 3 KAPTOHY.
3MiHM BHeceHi Ao YacTuHu Il «Crneundikais 3 6e3nekm»
(Mogyni CVII, CVIII), yactuhum I «MnaH 3
thapmakoHarnsgy», 4actuHu V «3axoau 3 MiHiMisaw,i
pu3KnKiB», YyacTuHK VI «Pe3tome nnaHy ynpas/iHHA
pusnkamm»
236. | TPUCO/b PO34uH ANs iHQy3ild; TOB "tOpis- Ykpaina TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny 3a UA/13806/01/01
no 200 mn a6o 400 dapm” - 3MiHK 3 sIKOCTi. TOoTOBUIA Nikapcbkuii 3aci6. Cuctema peyenmom
M/ Y NAsiLKax KOHTelHep/3akynoptoBasibHMI 3aci6. 3miHa po3Mipy
yNaKkoBKM rOTOBOrO NiKapCbKOro 3acoby (BUTyYEHHS
yNakoBKM NEBHOTO PO3MipY) - BUMYyHYEHHS ynakoBok no 200
M Ta 400 MA Y KOHTelHepax noniMepHuX, 3 BiAMOBIgHUMMN
3MiHamMu y po3aini «Ynakoska» MKA /13:
3MiHV BHeceHi B po3ain "Ynakoska" iHCTPYKUii ans
MeAUYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby Ta B po3g4in
6.5. "Tun Ta BMICT NepBUHHOT yNakoBKN" KOPOTKOT
XapakTepucTuKn NikapcbKoro 3acoby y 3B"A3Ky 3
BW/TYYEHHAIM MEBHOTO PO3MIpY YNakoBOK, K HACMiAOK -
BUJTYYEHHS TEKCTY MapKyBaHHS BifMOBIAHNX YaKOBOK.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
237. | YNbTPEKC kancynu no 150 mr PiBochapm CA | Lseiiuapi Pisodhapm CA LBeiiuapis BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | TUny 3a UA/14647/01/01
no 8 kancyny A - 3MiHV BHECEHO [0 IHCTPYKLT 415 MeaUYHOro peyenmom
6nictepi; no 2 3aCcTOCyBaHHSA NiKapCbKoro 3acoby y po3ginu:
6nictepu y "Ocob6nmBoCTi 3acTocyBaHHSA", "TMo6iuHi peakuii”
KapTOHHi KopobLyi BiANOBIAHO [0 OHOBMEHOT iHhopMaLlii 3 6e3neku Ailyoi
peyoBuHY
238. | YNIbTPEKC kancynu no 300 mr PiBochapm CA | Lseliuapi Pisochapm CA LBeliuapis BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/14647/01/02
no 8 kancyny b - 3MiHW BHECEHO [0 iHCTPYKLT A58 MeAnYHOro peyenmom
6nicTepi; no 2 3acToCyBaHHA NikapcbKoro 3acoby y po3ginu:
6nictepn y "Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peaku,ii”
KapTOHHI Kopo6Li BiANOBIAHO [0 OHOBNEHOT iHhopMaLii 3 6e3neku Ail4oi
peyoBuHY
239. | YHINAT Kpani O4Hi, po34nH TOB "YHivep, CnoBaubk | TOB "YHimeg ®apma” CnoBaubka | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTepiasis: 3MiHu | Tuny 3a UA/14038/01/01
50 mkr/mn, no 2,5 dapma” a Pecny6nika - BHECEHHS 3MiH B 3aTBEPAKEHUI NPOTOKON AOC/iIKEHHS peyenmom
My d1aKkoHi- Pecny6nik ctabinbHocTi: NMponoHoBaHa pepakuis: 3.2.P.8.2.
KpanenbHuui; no 1 a MpoTokon nicnsapeecTpauiiHoro BUBYEHHS cTabinbHOCTI Ta
hnakoHy- 3a60B’A3aHHA LWOA0 CTabifIbHOCTI. JocnimKeHHs
KpanesnbHuLi B CTabiNIbHOCTI: OBrOCTPOKOBE
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI Kopo6Ly YMoBM 36epiraHHs: 53 °C IHTepBas TeCTyBaHHS:
(micaui):3, 6, 12, 18, 24 NapameTp: MNMoBHa cneundikaLis —
SK 44-09/K. OgHa napTis roToBOI NPOAYKLji Ha pik byae
PO3MiLLlyBaTVCA Ha NOCTIlHI cTabinbHOCTI BigNoBIiAHO A0
BuMor GMP. 3.2.P.8.1.1 YMOBW JOC/iKEeHHS
cTabinbHOCTI. [l0BrOCTPOKOBI BUNPO6YBaHHS.
JocnipkeHHs cTabibHOCTI BUKOHYHOTb BignoBigHo o ICH
Q1A(R2) (CPMP/ICH/2736/99). MpopgyKT focnifpkysanun B
opuriHasbHiIl ynakosui npu Temneparypi 5 °C +3 °C.
3pasku nikapcbKoro 3acoby OLiHIOBa/IN Ha BXOA;;
MopanbLui aHanisn 6ynu nposeaeHi yepes 3,6,9,12, 18,
24, 36 micsuis
240. | ®EMIBAT Kancysnu sariHasibHi Mera TainaHg LipneHp MNpobioTikc [anis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | Tuny 6e3 UA/15239/01/01
no 10 kancyn B Ty6i; | JlaiicbcalieHci3 eHa EHsnmc A/C - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenma
no 1 ty6iy Mabnik afpecy MicLa NPOBaMKEHHS AisNbHOCTI
KapTOHHI Kopo6Lyi KomnaHi BMPO6GHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
NimiTen BKJ/HOYA0UM AiNbHWLI BUNYCKy cepii abo micue
NpoBeLEHHS KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOpTEp, BK/IOUAUM BUMYCK Cepiid)
- 3MiHa Ha3BM Ta YTOYHEHHS agpecu BupobHuka M3, 6e3
3MiHV MicLst BUPO6HMLTBA. 3MiHWM BHECEHO B IHCTPYKLitO
AN MeAMYHOro 3aCTOCYBaHHA LWOAO HaliMeHyBaHHA Ta
MiCLLe3HaxX0MKEHHS BUPOOHMKA 3 BiANOBIAHNMY 3MiHAMU Y
TEeKCTi MapKyBaHHS1 YNaKkoOBKU fikapCbKoro 3acoby.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPAXKEHHS
241. | ®/IABAMEA® TabneTky Wwunyyi no BEPNIH-XEMI | HimeuyunHa BepniH-Xewmi Al, HimeuunHa BHECEHHS 3MiH 4,0 peecTpavliiHnx maTtepiasis: 3miHu | Tuny 6e3 UA/3591/03/01
MAKC 60 mr no 10 Al HimeuunHa (BMPOGHUK, - 3MiHW BHECEHI [10 iHCTPYKLiT 4151 MeaNYHOro peuenma
TABNETKA TabneTtok y Ty6i; no LLIO BUKOHYE BUMYCK 3acToCyBaHHS NikapcbKoro 3acoby y po3ain "Oco6mMBoCTi
wmnydi 1 Ty6i B KApTOHHIl cepii); Fepmec ®apma 3acTocyBaHHA" BigNoBigHO 40 iHChopMal,ii Woao 6e3nekn
Kopoo6Li 'vm6X, HimeuunHa [ONOMDKHOT peqyoBMHN. BBeeHHS 3MiH NpoTArom 6-1u
(BMPOGHUYIK, LLIO MicsLiB Nicns 3aTBEpAYKEHHS
BUKOHY€E BUPOOHNLTBO
"in bulk", nakyBaHHs,
KOHTPO/b SKOCTI)
242. | ®NIAMIAE3 rerbno20r, 30T, OPIrAHOCUWH OAE EHK'106 ETikans IHgjsa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHK | Tuny 6e3 UA/12794/01/01
FENb 40 r a6o 1001 B NAN®CAEHC MpaiiBit MimiTes - 3MiHW BHECEHO A0 IHCTPYKUii 4N MegnyHoro peuenma
namiHoBaHii Ty6i; no | U3 (E® 3ET 1) 3acToCcyBaHHA NiKapcbKoro 3acoby Ao po3giny
1 Ty6i B KAPTOHHIl "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHS
KopooLi rpyaar” wono 6esnekn 3acTocyBaHHs Aito4oi peqyoBuHN
BiNOBIAHO [0 pekomeHAaauin PRAC. BBeaeHHs 3MiH
NpoTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | Tvny -
3MiHM BHECEHO A0 IHCTPYKUIT 4151 MegnyHoro
3acToCyBaHHA Nikapcbkoro 3acoby Ao po3giny “MobiyHi
peakujii” Lwoao 6e3mnekn 3acTocyBaHHS Ajt40i PeUOBUHM
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHs 3MiH
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
npoTArom 6-Tu MicALiB Nicns 3aTBepAKEHHS
243. | ®/IOKCIYM® PO34KH ANs iHdys3ild, MAT YkpaiHa MAT "Tanunucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHMx maTepianis: 3MiHK | TUNYy 3a UA/11163/01/01
5wmr/mano 100 mny | "KuiBmeanpen - 3MiHK 3 AkocTi. ADI. CTabinbHicTb. 3MiHa nepiogy peyenmom
nnsawui, no 1 apar" NOBTOPHMX BMNPOGyBaHb/nepiody 36epiraHHA abo yMoB
naswWwui B navwi 36epiraHHs A®I (3a BiACYTHOCTI Y 3aTBEPIKEHOMY [0CHE
cepTudpikaTa BignoBiAHOCTI EBpoONeEChKiin dhapmakoner,
LLIO BK/THOHYAE Nepiog NOBTOPHOrO BUNpoOyBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHA/Nepios 36epiraHHs) -
36inblUeHHA abo BBeAEHHS Nepiogy NOBTOPHOMO
BMNpobyBaHHA/Nepiogy 36epiraHHA Ha OCHOBI pe3ynbTaTiB
LOChiMKeHb Y peasibHOMY Yaci - 36i/IbLLEHHS nepiogy A0
npoBefeHHs NOBTOPHMX BUNPOGyBaHb Ha Ad|
neBodh/IOKCaLUMHY remirigparty Ha OCHOBI aHVX BUPOGHUKa
A®| «Shangyu Jingxin Pharmaceutical Co., Ltd.», Kutai.
3anponoHoBaHo: Po3gin 3.2.S.7 CTtabinbHicTb
MepekoHTposb Yepes 48 micAuis
244. | ®OKYCUH® Kancynu Teepgi 3 TOB "CaHoi- YkpaiHa C.C."3eHTiBa C.A" PymyHis BHECEHHS 3MiH 10 peeCTpavLiiiHnx maTepianis: 3MiHuW | TUNY 3a UA/3876/01/01
MoauchikoBaHM ABEHTIC - 3MiHa yMOB 36epiraHHs /13. 3anponoHoBaHo: 36epiratn peyenmom
BUBI/IbHEHHAM M0 YkpaiHa" npw Temnepartypi He Bulle 25 ° C C. 3MiHN BHECEHI B
0,4 mr; Ne 90 (10x9): IHCTPYKL,il0 A8 MeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
no 10 kancyny 3acoby y po3ain"ymoBu 36epiraHHs" 3 BignoBigHMMM
6nicTepi; no 9 3MiHamMW B TEKCTi MapKyBaHHS ynakoBOK
6nictepiB y
KapTOHHI KOpoO6Lyj;
Ne 90 (15x6): no 15
Kancyn y 6nictepi;
no 6 6nictepis y
KapPTOHHI Kopobui
245. | oPOMINIA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3MiHuW | TUNY 3a UA/5026/02/01
N/iBKOBOO HoBso mecTo mecTo, CnoBeHis - HE3HaYHa 3MiHa y BUpPO6H1YOMy npoueci N3 - peyenmom
060/10HKO0, No 250 (BMPOGHMLTBO "in [ofaBaHHA HEBENWKOI KiNbKOCTI onyaptoBaya (Tanbk)
Mr; no 7 TabneTok y bulk", nepBuHHe Ta nicns asn po3nuaeHHs; 3MiHK | TUMY - He3HayHa 3miHa y
6nicTepi; no 2 BTOPUHHE NakyBaHHS, BMPO6HMYOMY npoteci 13 - 3mMiHa nocnigoBHOCTI
6nictepu B KOHTpONb cepii Ta [ofaBaHHA [ONOMDKHUX PEYOBUH;
KapTOHHi Kopo6bLy BUNYycK cepii); KPKA, 3MiHW | TUNY - HE3HAaYHa 3MiHa Yy BUPOBGHMYOMY MpoLeci
A.4., Hoso mecTo, N3 - gofaBaHHs iHWOro TNy cuTa; 3MiHM | Tuny -
CnoBeHis (KOHTPO/Ib nogaHHa oHossieHoro CEP Ne R1-CEP 2004-148-Rev 06
cepii) ana A®| knapuTpoOMILMHY Bif, BXXE 3aTBEPL)KEHOTO
BMpOG6HMKa Ind-Swift Laboratories Limited IHgjs
(3arBepaxeHo: R1-CEP 2004-148-Rev 05); 3MmiHu | Tuny -
nogaHHa oHossieHoro CEP Ne R1-CEP 2007-307-Rev 02
Ana Ad®| kNapuTPOMILMHY Bif, BXe 3aTBEPAXXEHOIO
BMpo6HMKa ZHEJIANG GUOBANG PHARMACEUTICAL
CO., LTD. KuTaii (3atBepgxeHo: R1-CEP 2007-307-Rev
01); 3miHuM | TURY - NogaHHa oHoBneHoro CEP Ne R1-CEP
2007-307-Rev 03 ana A®| kKnapuTpoMmiuuHy Bif, BXe
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)
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Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBepmkeHoro BupobHuka ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD. Kutaii (3atBepaxeHo: R1-
CEP 2007-307-Rev 02);
3MiHW | TUNY - 3aTBEPMAXEHHSA METOAiB KOHTPOIO A1
nikapcbKoro 3acoby ®POMINIA®, TabneTkn, BKPUTI
NNiBKOBOK 060/10HKO0, M0 250 Mr a6o no 500 mr
YKpaiHCbKOK MOBOW. BBeeHHS 3MiH NpoTarom 6-Tu
MiCALB Nicnsa 3aTBepMKEHHS; 3MiHM | TUNY - 3MiHW Y
BMPO6HMLTBI 13 — BBEAEHHS (hakTopu3aLlii 4715 roToBoro
npoaykTy. KinbKicTb K1apUTPOMILMHY Ja€ETbCs 3
ypaxyBaHHAM TOr0, L0 TEOPeTUYHUIA aHani3
KNapuTpoMmiunHy ctaHoBuTb 100 %. BBegeHHSs 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBEpMAKEHHS

246.

PPOMINIA®

TabneTku, BKPUTI
naiBKOBOIO
060/10HKOt0, No 500
Mr; N0 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI KopooLyi

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4., Hoso
mecTo, C/10BeHis
(BUPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b cepii Ta
Bunyck cepir); KPKA,
n0.40., HoBo mecTo,
CnoBeHis (KOHTPO/Ib
cepii)

CnoBeHis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | TUNYy
- He3HayHa 3MiHa y BUpo6bHU4omy npoueci M3 -
[ofaBaHHA HEBEJVKOI KiNbKOCTI onyaptoBaya (Tanbk)
nicnsa asn po3nuaeHHs; 3MiHW | TUny - He3HavyHa 3MiHa y
BMPO6GHUYOMY npoueci 13 - 3miHa NocAifOBHOCTI
[ofaBaHHA [JOMOMDKHUX PEYOBUH;
3MiHM | TUNY - HE3HaYHa 3MiHa Y BUPOOHUYOMY NpoLieci
N3 - gogaBaHHs iHWOro TNy cuTa; 3MiHn | Tuny -
nogaHHs oHossieHoro CEP Ne R1-CEP 2004-148-Rev 06
onsa APl knapuTPOMILMHY Bif, BXe 3aTBEPKEHOrO
BMpO6HMKa Ind-Swift Laboratories Limited IHgjis
(3arBepaxeHo: R1-CEP 2004-148-Rev 05); 3miHu | Tuny -
nogaHHa oHossieHoro CEP Ne R1-CEP 2007-307-Rev 02
ans A®| knapuTpOMILMHY Bif, BXe 3aTBEPAKEHOrO
BMpo6HMKka ZHEJIANG GUOBANG PHARMACEUTICAL
CO., LTD. Kutaii (3aTBepgxeHo: R1-CEP 2007-307-Rev
01); 3miHn | TMNY - nogaHHA oHoBieHoro CEP Ne R1-CEP
2007-307-Rev 03 ana A®| knapuTpomiuuHy Bif, BXe
3aTBepmxeHoro Bupo6Huka ZHEJIANG GUOBANG
PHARMACEUTICAL CO., LTD. Kutaii (3atBepaxeHo: R1-
CEP 2007-307-Rev 02);
3MiHW | TUMY - 3aTBEPAYKEHHA METOLIB KOHTPOIIO A1A
nikapcbkoro 3acoby ®PPOMINIA®, TabneTkun, BKpUTI
nNiBKOBOK 060/10HKO0, Mo 250 Mr a6o no 500 mr
YKpaiHCbKOK MOBOK. BBeAEHHS 3MiH NPOTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS; 3MiHM | TURNY - 3MiHN Y
BMPOGHMUTBI 13 — BBeAEHHS (hakTopu3aLlii 4515 roToBoro
npoaykTy. KinbkiCTb KNapuTPOMILMHY AA€ETbCS 3
ypaxyBaHHSIM TOT0, L0 TEOPETUYHWI aHali3
KnapuTpoMmiunHy ctaHoBuUTb 100 %. BBeeHHS 3MiH
NPOTArom 6-Tv MIiCAILIB MiCNs 3aTBEPYKEHHS

3a
peyenmom

UA/5026/02/02

247.

LE®OMNEPA30
H KOMBI

NMOPOLLIOK A5
PO34MHY AN iH'EKLL

TOB
"AcTpadapm”

YKpaiHa

TOB "AcTpadhapm” ,
YKpaiHa (nakyBaHHs i3

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasis: 3miHu | Tuny
- AONOBHEHHA cneundikauii 13 nokasHNMKOM "MeXxaHiuHi

3a
peyenmom

UA/18511/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1000 mr/1000 wr, dopmu in bulk HCIMC BK/IIOUEHHS - BUAUMI YacTku" (Esp. ®apm., 2.9.20);
no 1 a6o no 10 Xebeit XyamiH 3MiHU | TUNY — BHECEHHS 3MiH A0 cneumdikauii M3,
hnakoHiB y dapmacbloTikan 30Kpema: 3BYXXEHHS KpUTepIiB MPUAHATHOCTI 3a
KapTOHHI Kopo6Li KomnaHi flimiTes, nokasHnkoM «CTOPOHHI AoMiWKku» (EBp. ®apm 2.2.29);
Kutaid) 3MiHW | TUNY - BHECEHHA 3MiH A0 MeToaiB BUNPO6yBaHHsA
['N13, 30kpema: - 3a NoKasHUKOM "pH": BUNpaBieHHs
TEXHIYHOT NOMWJIKW B ONWUCY METOAMKY; - 38 NOKA3HUKOM
"CTOPOHHI AOMILLKM": 3a3HAaYeHHSA NPO6OoNIArOTOBKM A/1A
BM3HAYEHHA AOMilKM C; NpUBEAEHHA METOANKNA [0 BUMOT
MoHorpadii EP; - 3a nokasHukamy "MexaHiuHi BK/HoYeHHS"
Ta "KinibKicHe BU3HAYeHHS": NpUBEAEHHS METOAMKM 0
BUMOT MoHorpacii EP; 3miHu | Tuny - 36iAbLWEHHHS
AianasoHy po3mipy cepii /13 gna gosysaHHs 1000
Mr/1000 mr 3 "Big 27 000 o 40 800 chnakoHiB" Ha po3mip
"Big 18000 o 114600 dpnakoHis"
248. | LE®PYPOKCUM | nopowiok ans AHTUBIOTUK PymyHis BTOPVHHE NakKyBaHHS, PymyHis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18774/01/01
PO3YUMHY A5t iH'EKLi n CA TEeCTyBaHHs, BUMYCK KuTai TMNy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN Y peyenmom
abo iHdysii 1,5 r; no cepii: BMPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AibHNL
1 a6o 10 chnakoHiB y AHTUBIOTUKWN CA, BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOro
KapTOHHIN nayui PymyHis; npoLecy roToBoOro /ikapcbkoro 3acoby (AinbHuuUs ons
BMPOGHMLTBO, BTOPWHHOIO NakyBaHHs) BBeAeHHS 4OAATKOBOI AibHUL,
nepBuHHE Ta 0151 BTOPUHHOrO nakyBaHHA CiHodhapM XKuioH (LLeHbuxeH)
BTOPUHHE MaKyBaHHA: dapmacstotukan Ko., N14., Kutait
CiHochbapm >KutoH
(WeHbwKeH)
®apmacsroTukan Ko.,
Nta., Kutai
249. | UANPODNOKC | po3uvH Ans iHdys3ii, TOB "tOpis- YkpaiHa TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH [JO peecTpauiinHmx maTepianis: 3MiHu | Tuny 3a UA/3643/01/01
ALVH 2 mr/mn; no 100 mn Papm” - 3MiHK 3 sIKOCTi. TO0TOBUIA Nikapcbkuii 3aci6. Cuctema peyenmom
a6o 200 mny KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa po3Mipy
nnaawuyj; no 1 yNaKkoBKM rOTOBOrO NiKAPCbKOro 3acoby (BUTyYEHHS
NAAWL Yy nayui; no yNakoBKM NEBHOI0 PO3MIpY) - BUYyYeHHS ynakosok no 100
100 mn a6o 200 mn M1 Ta 200 M1y KOHTelHepax NoniMepHuX, 3 BignoBigHMK
Y NAALWKax 3MiHamMu B po34i/i «YnakoBka». 3MiHW BHECEHI B pO34in
"YnakoBka" iIHCTPYKLT A/ MEANYHOrO 3aCTOCYyBaHHSA
nikapcbkoro 3acoby Ta B po3gin 6.5. "Tun Ta BMICT
NEepBUHHOI YNaKoBKN" KOPOTKOT XapakTepuCTUKN
NiKapcbKoro 3acoby y 38"A3KYy 3 BUTYYEHHSAM NEBHOIO
PO3Mipy YNakoBOK, Ik HACMIAOK - BU/TyHYEHHS TEKCTY
MapKyBaHHS BifMnoBigHMX YNaKkoBOK. BBegeHHS 3MiH
NpoTArom 6-Tu MicALiB NicNs 3aTBepAKeHHS
250. | ULMPAM3A KOHLeHTpaT Ans Eni Ninni HigepnaH Eni Ninni eHg CLA/ BHECEHHS 3MiH O peecTpavjiiiHiX maTepianis: 3MiHu || 3a UA/16889/01/01
pO34mHy ans HepnepneHg an Komnani, CLUA ITania/ TUNY - 3MiHU BHECEHO [0 TEKCTY IHCTPYKLiT AN18 MeAU4HOro peyenmom
iHdpysiid, 10 mr/mn; B.B. (BpO6HMLTBO Ipnangis/ 3acTocyBaHs iikapcbkoro 3acoby o po3giny "MobiuHi
no 10 mn ta50 mny nikapcbKoro 3acooby, Benuka peakuii"
thnakoHax, no 1 nepBrHHA yNakoBkKa, BputaHis/
1akoHy B KOHTPO/b Ta Icnanis/




165

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

KapTOHHI ynakoBLi

TecTyBaHHSA
cTabinbHOCTI
nikapcbkoro 3acoby);
Eni Ninni Itanis
C.M.A., Itanis
(KOHTpO/b AKOCTI
nikapcbKoro 3acoby);
Eni Ninni Kikceiin
Nimiten, lpnaHgis
(KOHTpONb AKOCTI
niKapcbKoro 3acoby);
IMKnoH Cuctems J1/1C,
CLUA (koHTpOsb SIKOCTI
Ta TeCTyBaHHA
CTabifIbHOCTI
nikapcbKoro 3acoby);
KoBaHc Jlabopatopi3
NimiTen, Benvka
BpuTtaHis (koHTposib
SAAKOCTI JTiKapCbKOro
3aco6y); flinni C.A.,
Icnania (BTOpMHHA
ynakoBka,
MapKyBaHHS,
KOHTPO/b, BAMYCK
cepii nikapcbkoro
3acoby); flinni ®paHc,
®paHuisa
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
Yapnb3 Pisep
Na6opaTtopi3 AipneHp,
Nimiten, lpnaHgis
(KOHTpONb AKOCTI
niKkapcbKoro 3acoby)

®paHuisa

251.

LUNTA®DIH

niodpinizat gna
PO34MHY Ans
iHdpys3iii, 1000 Mr

1 cknAHWA hnakoH 3
niodpinizatom; no 1
hnakoHy y
KapTOHHI ynakoBLi

Emkyp
PapmacbioTika
nc nTg,

IHais

Emkyp
dapmacsbtoTikasnc ftg,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu |
My - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micLa NPoBaMKeHHS AiANbHOCTI
BMPOGHUKa/iMNopTepa roToBOro JlikapCbkoro 3acooy,
BK/IOYAK0uM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/OYAKOUM BUMYCK Cepiii)
3MiHa agpecu Bupo6Huka 13 Emkyp dapmachioTikanc
Nta, IHAis, 6e3 3MiHM Micus BUpoOHULTBA: BBeAEHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

3a
peuernmom

UA/16204/01/01
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B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapManeBTHYHOr 0 3a0e3meyeHHs IBan 3A/IBOPHUX



AopaTtok 4
[0 Hakasy MiHicTepcTBa OXOpPOHU

3popoB’a  YkpaiHu «[po  pepxaBHY
peecTpauito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeguuHNX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH Ao
marepianis»
Big, 23 rpyaHa 2021 poky Ne 2852

peecTpauiiiHux

MEPENIK
NIKAPCbKUNX 3ACOBIB, AKUM BIAMOB/IEHO B AEP)XABHI/ PEECTPALYlI, NIEPEPEECTPALLli TA BHECEHHS 3MIH A0 PEECTPALJINHNX
MATEPIANIB
Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6HUK KpaiHa rNiocmasa lMpoyedypa
n/n NliKapcbKo20
3acoby
ETAHO/170% | po3uuH, no 100 mn TOB "®apma YkpaiHa TOB "®apma YkpaiHa HTP Ne 41 Big BigmoBUTK y 3aTBep/KEHHi - BUNPAaBMEHHA TEXHIYHOI NOMUIIKK,
y thnakoHax Yepkac” Yepkac” 25.11.2021 HE PEeKOMEeHAoBaHe [0 3aTBEepPKEeHHs BHACNILOK HEBIANOBIAHOCTI

HajaHux MaTepianis nyHkTy 2.4. Po3giny VI Mopagky npoBefeHHs
eKCnepTu3n peecTpaliiiHuxX MaTtepianiB Ha fikapcbki 3acobu, Lo
noJaloTbCs Ha [lepxaBHy peecTpaLilo (nepepeecTpaLii), a Takox
eKkcnepTu3M marepianiB Npo BHECEHHA 3MiH [0 PeecTpauiiHnx
martepianis NpOTArom aii peecTpauiiiHoro NocCBigYEHHS,
3aTBepxeHoro Hakazom MO3 Ykpainu Big 26.08.2005 Ne 426

B.o. I'enepanbHoOro gupekropa /lupekropary
(hapManieBTUYHOTr0 3a0e3neueHHs

Isan 3AJIBOPHUX
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