MIHICTEPCTBO OXOPOHMU 3/I0POB’AI YKPAIHU
HAKA3
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02 nunHg 2021 poky

IIpo aep>kaBHY peecTparliio (mepepeecTpaniio) JiKapCbKHX 3aco0iB (MeJHYHHX
iMyHOOio/1oriuHNX npenapariB) Ta BHeCeHHsI 3MiH /I0 peecTpaljiiHUX MaTepiasiiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTtpailii) JTikapCbKMX 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376, ab3aily ABaflsiTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilojio)KeHHsS TIpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHU, 3aTBeppKeHOoro rnocraHoBor KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nsi 2015 poky Ne 267 (B pefakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHiX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha /Jep)XaBHy  PpeECTparlifo
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peeCcTpalliiHUX MaTepiajiB, TpPOBeJeHUX
[ep>kaBHUM TIiAMPUEMCTBOM  «Jlep>kaBHUM eKCIepTHUW LieHTp MiHicTepcTBa
OXOPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKU CITiBBiJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, [0 TIPOTIOHYETLCS 0 Jep>KaBHOI peecTpaljii (mepepeectpatiii), II0A0
BHECEHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 Jep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH /I0 peeCTpalliiHUX MaTepianiB

HAKA3Y1O:

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

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeawuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JoAaTokK 2).



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTokK 3).

4. KOHTpOJIb 3a BUKOHAHHAM LJbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa
3 MUTaHb €BponerchKoi inTerpawii Komapigy O.O.

MiHuicTp BikTop JIAIIIKO



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTIOMNYHUX MPENAPATIB), AKI BHOCATLCA A0
AEP)>XABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 02 nunHa 2021 poky Ne 1327

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 30pPOB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne898, 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:

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. L-TPUNTODPAH | kpucTaniyHuii TOB "TK YkpaiHa LaHbTOyY Li3sxe HapoaHa peecTpauisi Ha 5 pokiB - He UA/18811/01/01
nopowuok abo "ABPOPA" Bionoaxumk Pecny6nika niosnsieae
Kpuctanu (cybcraHuis) TekHonomxu Ko., Jta,. Kutaii
y NoABIAHNX
nonieTnIeHoBuUxX
MiLLKax Anas
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
2. BOPTEBIH MOPOLLIOK A5 AypobiHgo IHAjs Opxia Papma IHAisA peecTpauis 5 pokis 3a He UA/18782/01/01
NPUroTyBaHHS dapma NITa CneuieniTi3 Nlimiteq MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
PO34UHY ON15 iH'EKUIA OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
no 3,5 Mr y donakoHi, [0 MNopsagky 3gincHeHHs hapmakoHarnsagy,
no 1 donakony 3 3aTBEPAKEHOro HakasoM MiHicTepcTea
NOPOLUKOM Y OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
KapTOHHI KOpoobLyi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
3. FTACTPOTEK® Tabnetku no 0,2 wr, MpAT YkpaiHa MpAT Ykpaina peecTpadisi Ha 5 pokis 3a He UA/18812/01/01
no 10 TabneTok y "®bapmaueBT "®apmMaLeBTnyHa MepioanyHICTb NOAaHHSA perynsipHo peyenmom nionsi2ae
6nicTepi, no 2 M4yHa hipma hipma "dapHnus” OHOBJ/THOBAHOrO 3BITYy 3 6€3Mneku, BigNoBiAHO
6nictepu B nauuj "NapHuus" [0 MNopsigky 3giiicHeHHst hapmakoHarnsgy,




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
3riiHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku
4. MDKOKEP CycneHsisi opasibHa no AnbneH LLiBeruapi BMPOGHMLITBO, Icnanisa peecTpauisi Ha 5 pokiB 3a He UA/18813/01/01
25 mr/mn; no 30 mny dapma Al a nepBuHHE Ta MepioAnYHICTb NOAAHHS PErynsapHO peyernmom niosnsieae
hnakoHi 3 403yUnMm BTOPVHHE NaKyBaHHsA OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
Hacocom; no 1 Ta BUNyck cepii [0 MNopsgky 3giiicHeHHs hapmakoHarnsay,
(h/1aKOHY Y KapTOHHilA roTOBOrO J1iKapCbKOro 3aTBEepAKeHOro Hakasom MiHicTepcTBa
Kopoobui 3acoby: ENEPAPM, OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
C.J1., IcnaHis; 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTPO/b AKOCTi Ta MiHicTepcTsi tocTuuil Ykpainm 29 ciuHs 2007
BWMYCK Cepii roToBOro poky 3a Ne 73/13340 (y pefakuii Hakasy
nikapcbkoro 3aco6y: MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
®APMANIOEP, C.A., 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
Icnanis; 3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
Mikpo6ionoriyHuii nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
KOoHTponb: BIOJIAB, 6e3neku.
C.J1., IcnaHis
5. OUOTEPINHUA | po3unH ans iH exujif, BiHc IHAjA BiHc BionpogaxTc IHAjA peecTpaduis Ha 5 pokiB 3a He UA/18825/01/01
AHTUTOKCUH He MeHLwe 1000 Bionpogaktc NimiTen MepioAnYHICTb NOAAHHS PErynsipHO peuenmom nionsieae
MO/mn, no 10 may Nimiteq OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
donakoHi, no 1 [0 MNopsgky 3gificHeHHst hapmakoHarnsay,
(h/1aKOHY Y KapTOHHilA 3aTBEpAKEHOro Haka3om MiHicTepcTBa
Kopoobui OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefgakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogNYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6e3neku.
6. NOry®EH® PO34MH opasibHuiA, 100 TOB Ykpaina TOB "KYCYM ®APM" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18814/01/01
mr/mn; no 200 mn y "TNEQ®AP MepioAnYHICTb NOAAHHS PErynsapHO peuyenmom niossieae
CKNsAHOMY (hN1aKoHi 3 MnaTa" OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
KPWILLKOIO 3 KOHTpONEM f0 MopsAaky 3aiicHeHHsA dhapmakoHarnsgy,
NepLLOro BigKPUTTS; 3aTBEPAKEHOro Haka3omM MiHicTepcTea
no 200 M1y CKIssHOMY OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
pNaKoHi 3 KPULLIKOKO 2006 poky Ne 898, 3apeecTpoBaHoOro B
HeJoCTYMNHO ANs MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
BIAKPUTTA AiTbMU. poky 3a Ne 73/13340 (y pefakuii Hakasy
KoxeH thriakoH y MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
KapTOHHIA ynakoBL,i 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
pa3om 3 Wwnpuuem- 3riiHO 3i CTPOKaMK, 3a3HaYeHMmN y
[03aTopoM 06'eMom 5 NepioguYHOCTI NOAAHHST PEry/IiPHUX 3BITIB 3
M Ta agantepom ans 6e3neku.
Lwnpuua
7. MISOMNPOCTO/1 | nopowlok (cybcTaHUist) MpAT YkpaiHa Mipaman Xenckea HOK 06'egHaHe peecTpadisi Ha 5 pokiB - He UA/18815/01/01




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Yy BUrnaal y nakeTax noAagiiHux "®apmaueBT Nimiteq KoponiscTeo nionsieae
MI3BOMNPOCTO/ | nonieTnneHoBUx Ans n4yHa chipma
Y ANCNEPCIT thapmMaueBTUYHOTO "NapHuus”
(1:100 B 3acToCyBaHHs
rINPOMENO3I)
8. HANBY®IH- PO3YNH A5 iH'EKLIN, TOB HB® YkpaiHa TOB HB® YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18816/01/01
MIKPOXIM 10 mr/mMn o 1 mn B "MIKPOXIM" "MIKPOXIM" MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
amnynax, no 5 amnyn OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
y KaceTi, no 2 kacetn y [0 MNopsagky 3gaincHeHHs hapmakoHarnsagy,
nautii 3 KapToHy; no 2 3aTBEPAKEHOro HakasoM MiHicTepcTea
M/ B amnynax, no 5 OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
amnyn y kaceTi y navui 2006 poky Ne 898, 3apeecTpoBaHoro B
3 KapToHY MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHmMn y
nepiogMyYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
9. OKCANINNATWU | KoHueHTpaT ans KONEryMm CnoBavbk BUPOBHULTBO HimeyunHa/ peecTpadist Ha 5 pokis 3a He UA/18817/01/01
H ®APEC PO34rHy gns iHdysi c.p.o. a nikapcbkoro 3acooy, peuis MepioAnYHICTb NOAAHHST PErysAPHO peyenmom nidnsieae
no 5 mr/mn; no 10 mn, Pecny6nik nepBrHHe Ta OHOBJ/IHOBAHOrO 3BITYy 3 6e3Meku, BignoBigHO
20 mn a6o 40 mn a BTOPUHHE NakyBaHHS, [0 MNopsigky 3giiicHeHHst hapmakoHarnsgy,
KOHUeHTpaTy y KOHTPO/Ib SIKOCTI, 3aTBEPMAKEHOro Haka3om MiHicTepcTea
donakoHi; no 1 BUNYCK cepil: OXOPOHW 3,0POB’A YKpaiHu Bif, 27 rpyaHA
onakoHy y Kopoobui TumoopraH ®apmaltiie 2006 poky Ne 898, 3apeecTpoBaHoOro B
vm6X, HimeyunHa; MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BMPOGHMLTBO poky 3a Ne 73/13340 (y pefakuii Hakasy
nikapcbkoro 3acoby, MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
nepBuHHE Ta 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
BTOPWHHE MaKyBaHHS: 3rifHO 3i CTpOKamu, 3a3HavYeHMn y
xeHedpapm CA, nepioguYHOCTI NOAAHHS pPerynspHUX 3BITiB 3
Ipeuis 6e3neku.
10. NAHTOMPON niogpinizat gns My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18818/01/01
PO34MHY A8 iH'EKLR akuioHepHe TOBapuCTBO “"HaykoBo- MepioAnYHICTb NOAAHHST PErYNIAPHO peyenmom nidnsieae
no 40 mr, no 1 TOBapWCTBO BUPOGHNUNIA LIEHTP OHOBJ/IIOBAHOTO 3BITY 3 6e3neku, BigNOBIgHO
hnakoHy B navi "HaykoBo- "BopLuariBcbkuii [0 Mopsaky 3aiicHeHHs dhapmakoHarnsgy,
BMPOGHNYMI XiMmiKo- 3aTBEepAKEHOro Hakasom MiHicTepcTBa
LEeHTp hapmaLeBTUYHNI OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
"BopLuariscb 3asog" 2006 poky Ne 898, 3apeecTpoBaHoro B
KW XiMiKo- MiHicTepcTBi tocTuuii Ykpainm 29 ciuHsa 2007
hapmauesT poky 3a Ne 73/13340 (y pefakuii Hakasy
NYHWIA MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
3asofa" 26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:

3rifHO 3i CTpOKamu, 3a3HaveHmMn y
nepioguMyHOCTi NoAaHHsA perynsipHux 3siTiB 3
6e3neku.




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
11. NOAATPAT TabneTku, BKpUTI TOB "[p. YkpaiHa PoHTic Xennac pevis peecTpauisi Ha 5 pokis 3a He UA/18820/01/01
nNiBKOBOIO Pepgi'c Megikan eHg, MepioAnYHICTb NOAAHHS PeErynspHO peuyenmom niossieae
060/10HKOI0, N0 80 mr, | JlabopaTopi3 dapmaveyTikan OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO
no 14 tabnetok y " Mpopaktc C.A. [0 MNopsgky 3gificHeHHs hapmakoHarnsgy,
6nicTepi; no 2 abo no 3aTBepAXeHOro Hakasom MiHicTepcTBa
4, abo no 6 bnictepis OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHa
Y KapTOHHIli kopoobLi 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
12. MOAATPAT TabneTkn, BKPUTI TOB "[p. YkpaiHa PonTic Xennac peuis peecTpauist Ha 5 pokis 3a He UA/18820/01/02
NNiBKOBOIO Pegngi'c Megikan eHpg, MepiognyHICTb NOAAHHSA PerynsipHo peyenmom niossieae
060/10HKO10, N0 120 Nab6opaTopi3 dapmaveyTikan OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
Mr; no 14 TabneTok y " Mpopaktc C.A. o Mopsigky 3aiicHeHHs hapmakoHarnsgy,
6nicTepi; no 2 abo no 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
4, abo no 6 6nictepis OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
Y KapTOHHIl Kopobui 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
13. PEMIOXXEKT PO34MH ANA iH'EKLN, Amaxkca 1T Benuka OHko lnay CaHai Be TypeuunHa peecTpadist Ha 5 pokis 3a He UA/18821/01/01
25 mr/mn no 0,4 mn BpuTaHis TigpkapeT A.LL. MepioAnYHICTb NOAAHHST PErysAPHO peyenmom nidnsieae
(10 wmr), 0,6 mn (15 OHOBJ/THOBAHOrO 3BITYy 3 6e3Meku, BignoBigHO
mr), 0,8 mn (20 wmr), 1 [0 MNopsigky 3giiicHeHHst hapmakoHarnsgy,
M (25 mr) y 3aTBEPMAKEHOro Haka3om MiHicTepcTea
nornepeaHL0 OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
3arnoBHEHOMY LUNpuLL; 2006 poky Ne 898, 3apeecTpoBaHoro B
no 1 wnpuuy pasom i3 MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BOya0BaHo poky 3a Ne 73/13340 (y pefakuii Hakasy
iH'EKLiIHOIO TONKOIO B MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
KOHTYPHIli YapyHKOBIi 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
ynakosLi; no 1 3riHO 3i CTPOKaMu, 3a3HaYeHnMn y
KOHTYPHIli YapyHKOBIi nepioguYHOCTI NOAAHHS pPerynspHUX 3BITiB 3
yNakoBLi B KAPTOHHIN 6e3neku.
Kopobui
14. TEWKOM/AHIH | nopolwuok (cy6cTaHLis) TOB YkpaiHa NiB30H Mpyn dympKoy Kutaii peecTpauist Ha 5 pokis - He UA/18822/01/01
y MsILLKax "®APMEKC DyKCiHT nidnsieae
NIOMIHIEBUX AN reyn dapmacbiotukan Ko.,
hapmaLeBTU4HOro nra.

3acToCyBaHHA




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
15. TPEHAKCA PO34MH A1 iH'EKUI No Makneoac IHais IMmakyn IHais peecTpauisi Ha 5 pokis 3a He UA/18823/01/01
500 mr/5 mn, (100 dapmacbioT NaiidpcaiieHcn3 MepioAnYHICTb NOAAHHS PeErynspHO peuyenmom niossieae
mr/m) no 5 mn B nkanc Mpueart Mimites OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
amnynax; no 5 amnyn Nimiteq [0 MNopsgky 3gificHeHHs hapmakoHarnsgy,
B KapTOHHIi Kopo6uyi 3aTBepAXeHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
16. DPAKLUIA V nacta (cybcTaHuis) y TOB YkpaiHa TOB "BIO®APMA YkpaiHa peecTpauist Ha 5 pokis - He UA/18826/01/01
(ANbBYMIH) noABiliHMX nakeTax 3 "BIO®PAPMA MNA3MA" nionsizae
nonieTuneny ans MNA3MA" (BUPOBGHULTBO,
thapmaueBTUYHOro nepBUHHE Ta
3aCTOCYyBaHHS BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BWMNYCK Cepil;
KOHTPO/b SIKOCTI)
17. LE®OPT NOPOLLOK A/19 PO3UNHY AHTUBIOT PymyHis TeCTyBaHHs, BUMYCK PymyHis/ peecTpauist 5 pokis 3a He UA/18819/01/02
Ans iH'ekuii abo VKM CA cepii: Kutai peyenmom nionsizae
iHpys3iino 2 1 AHTUBIOTUKW CA, MepioAnYHICTb NOAAHHSA PErynsapHO
NOPOLLKY Y (ONaKoHi; PymyHis; OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO
no 1 a6o no 10 BMPOGHMLTBO [0 MNopsgky 3gicHeHHs hapmakoHarnsagy,
h/1aKOHIB y KapTOHHIi KIHLLeBOro NpoayKTy, 3aTBepKeHOro Hakasom MiHicTepcTBa
nauui nepBUHHE NakyBaHHA, OXOPOHY 340POB’A YKpaiHu Bif 27 rpyaHs
BTOPUHHE NakyBaHHSA: 2006 poky Ne 898, 3apeecTpoBaHoro B
CiHothapm XKutoH MiHicTepcTBi locTuuil Ykpainm 29 ciuHsa 2007
(WeHbwkeH) poky 3a Ne 73/13340 (y pefakuii Hakasy
dapmacsiotukan Ko., MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
Nta., Kntaii 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI MoAaHHsA perynsipHuX 3BiTiB 3
6e3neku.
18. LE®POPT MOPOLLOK A/19 PO3UNHY AHTUBIOT PymyHis BTOPVHHE NakKyBaHHS, PymyHis/ peecTpauist Ha 5 pokis 3a He UA/18819/01/01
ONs iH'eKUii abo VKN CA TecTyBaHHs, BUMYCK Kutaii MepioAnYHICTb NOAAHHST PETYNIAPHO peyenmom nidnsieae

iHpysiino 11
NOPOLLKY Y (ONaKoHi;
no 1 a6o no 10
(h/1aKOHIB Y KapTOHHIi
nauuj

cepit:
AHTUBIOTUKN CA,
PymyHis;

BVMPOGHMLTBO
KIHLLEBOro NpoAyKTy,
NepBUHHE NMaKyBaHHS:

CiHothapm XKutoH

(LeHbwkeH)

dapmacbrotukan Ko.,

OHOBJ/IHOBAHOrO 3BiTYy 3 6e3Mneku, BignoBiAHO
[0 Mopsaky 3aiicHEHH: dhapmakoHarnsgy,
3aTBEPKEHOro HakasomM MiHicTepcTea
OXOPOHY 30POB’A YKpaiHu Bif, 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
Nta., Kntaii 3ri4HO 3i CTPOKaMK, 3a3Ha4YeHMUN y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
19. LE®YPOKCUM | nopowlok A58 po3unHy MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ peecTpauisi Ha 5 pokiB 3a He UA/18824/01/01
KOMBI Ans iH'ekuiid, no 0,75 r akuioHepHe nepBrHHE NakyBaHHsA KuTalicbka MepioAnYHICTb NOAAHHS PErynsapHO peuenmom niosnsieae
y donakoHi; 1 onakoH 3 | TOBapuCTBO PO3UYNHHVIKE,; HapogHa OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
nopoLukom Ta 1 «Jlekxim- BTOPUHHE NaKyBaHHS, Pecny6nika [0 MNopsgky 3giiicHeHHs hapmakoHarnsay,
amnyna 3 XapkiB» KOHTPO/b Ta BUNYCK 3aTBEPAKEHOr0 HakasoM MiHicTepcTea

PO34YMHHMKOM (BOAA
ONs iH'exuii no 10 mn
B amnyni) y 6nictepi,
no 1 6nictepy B naui

cepii roToBoro
nikapcbkoro 3aco6y:
MpuBatHe akLioHepHe
TOBapUCTBO «J1ekxim-
XapkiB», YkpaiHa;
BMPOOHULITBO Ta
NepBUHHE NaKyBaHHS
nopoLuky: PetoHr
®apmacbsrotukan Ko.,
Ntg., Knutainceka
HapopHa Pecny6nika

OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuil Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku

B.o. I'enepanbHOro gupexkropa Jlupekropary

(apmaneBTHYHOrO0 3a0e3meyeHHs

Isan 3AZIBOPHUX




NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

NMEPENIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 02 nunHa 2021 poky Ne 1327

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

KOHTYPHIli YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B NauLii 3

3acTocyBaHHSA", "3acTocyBaHHSA y nepiog,
BariTHocTi abo rogysaHHs rpyaat”, "MobiyHi
peakuii" BignoBigHo Ao iHhopmavi
pedyepeHTHOro nikapcbkoro 3acoby (Amikin

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) NnocBi04Y€eHHs1
1. ANEProann® Kpanni ouHi 0,05 %; no MEJA HimeuunHa BUpO6HUK, ITania/ nepepeecTpaLisi Ha HE0OBMEXEHW TePMIH 3a He UA/4072/01/01
6 abo 10 mny dapma BigNoBiAa/IbHWII 32 | HiMmeyunHa OHOB/EHO iHGhopMmaL,ito B IHCTPYKLIT A5 peuyenmom | miossieae
chnakoHi-KpanenbHuL; M6X eHp BMPOGHMLITBO Me/ZIMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby B
no 1 chnakoHy B Ko. KI Hepo3dacoBaHOl posginax "®apmakonoriyHi BnactusocTi”
KapTOHHI ynakoBui npoaykuii, (yTOuHeHHs iHdoopMmaLii), “MokasaHHa"
nepBuHHE Ta (peparyBaHHs TekCTy), "OcobnmBocCTi
BTOPUHHE 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 403u"
nakyBaHHs, (yTouHeHHs iHdopMmauii), "Mepeao3yBaHHA",
KOHTPO/b AKOCTi: "Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis
TYBINKOKC peecTpauiiHoro Aoche.
DPAPMA C.n.A,, MepioAnYHICTb NOAAHHST PErYNISAPHO
ITanis; BUpOGHMK, OHOBJ/IHOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
BiiNOBIfaNbHWIA 3a Mopsaky 34iicHeHHs hapmakoHarnaay,
BVNYCK Cepil: 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
MEJA dapma 3/10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
'M6X eHpa Ko. K, 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
HimeyunHa Ykpainmn 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHK
370poB'a YKpaiHu Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMM,
3a3HayYeHVMU y NepioANYHOCTI NOAAHHS
perynsipHuxX 3BiTiB 3 6e3neKu.
2. AMIKALMA pO34uH A8 iH'eKUii, ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina nepepeecTpauisi Ha HE0OOMeXeHW TePMiH 3a He UA/15452/01/01
250 mr/mn no 2 mn 3 06MeXeHo OHOBNEHO iHhopmaLito B IHCTPYKLIT A1 peuyenmom | nidssieae
a60 4 mn y hrnakoHax; | 0BMexXeHow BiANOBIAA/ILHICTIO MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
no 1 dpnakoHy B nauui Bignosigaib hipma po3sginax "®apmakosoriyHi BNactTueocTi",
3 KapTOHY; N0 2 MN HicTtO hipma "HoBodhapm- "MokasaHHs" (YTOYHEHHS iHdopMmauiT),
a6o 4 mn y hnakoHax; | "Hosochapm- BiocnHTes" "B3aemogis 3 iHWMMU NlikapCbKMMK 3acobamm Ta
no 5 dpnakoHiB y BiocuHTes" iHWI BMAW B3aemogiji", "OcobmBocCTi
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6e3nekn 3aCTOCyBaHHS Ail040i peYOBUHM.
MepioguyHICTb NOAAHHA PerynsipHo
OHOBJ1HOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
Mopsaky 34iiicHeHHs dhapMakoHarasay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
37,0p0B’'s1 YKpaiHu Big 27 rpyaHs 2006 poky Ne

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KapToHy Injection 100 mg/ 2 ml, B YkpaiHi He
3apeEcTPoBaHuiA).
MepioanyHICTb NOAaHHSA PerynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. ATEHO/MON MOPOLLIOK (Cy6CTaHLis) MpAT YkpaiHa Inka SlabopaTopi3 IHAiA nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/15631/01/01
y nakeTax nogBiAHNX "®apmaueBT NimiTen nionsieae
nosnieTuneHoBux ons n4yHa hipma
thapmaueBTUYHOro "fapHnus”
3aCTOCYBaHHS
4, AT®-JIOHI® Tabnetku no 20 mr; no TOB YkpaiHa TOB Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionseae UA/3121/01/02
10 TabneTok y "®apmaueBT "PapmaueBTnyHa OHoBEHO iHGhopmauito B IHCTpPYKLiT ans peyernma
6nicTepi; no 3 abo 4 N4Ha KOMnaHis MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
6nictepu B KOPO6LL KOMNaHis "®apKoC" po3ginax "lMoka3saHHs"( pegaryBaHHs), "TT06i4HI
"®apKoC" peakuii" BiANOBIAHO A0 OHOBMEHOT iHhopMmaL;i 3
6e3neky 3acToCyBaHHSA Ait040i PEYOBUHM.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
30,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMM Y NepioguyYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
5. AT®-JIOHI® Tabnetku no 10 mr; no TOB Ykpaina TOB Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionseae UA/3121/01/03
10 TabneTok y "®apmaueBT "hapMaueBTUYHA OHoB/EHO iHGhopmauito B IHCTPYKLi anis peuyenma
6nictepi; no 3 abo 4 nyHa KOMnNaHis MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
6nicTepy B KOPOO6L KoMMaHis "®apKoC" po3ginax "lMNokasaHHa"( pegarysaHHs), "Mo6iyHi
"®apKoC" peakuii” BignoBiAHO 4O OHOBMEHOI iHChopmaui 3
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KpanesnbHULeo i
KpWLLKOIO; no 1
h1aKoHy B KapTOHHIi
KopooLi

3rigHO 3 6e3NeKo0 AOMOMDKHUX PEYOBUH B
IHCTPYKLi 415 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3ginax "MokasaHHs"
(YTOUHEHHS (hOPMY/THOBAHHS),
"MpoTnnokasaHHA", "B3aemogis 3 iHWMK
nikapcbkMun 3acob6amu abo iHLWi BUAn
B3aemogiin", "OcobnnBoCTi 3aCcTOCyBaHHA",
"3p4aTHICTb BNAMBATMU Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWMMK
MexaHismamu”, "Mepepo3sysaHHA" Ta "Mo6iYHI
peakuii”.

MepiognyHICTb NOAAHHSA PErynsipHO
OHOB/IIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEpPXEHOro HakazoM MiHiCTepcTBa OXOPOHM
370poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuULji
YkpaiHnu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
34,0p0B'st YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3HayYeHMU y NepioAnYHOCTI NOAAHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
6. BILUWNIH-3 NOPOLLOK (CyMiLLl TOB "TK YkpaiHa PeiioHr KuTai nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/15936/01/01
CTEPUIBHUX "ABpopa" dapmacbioTikan nionsizae
cy6cTaHuiil) B Ko., NiTa.
IOMIHIEBUX BiflOHaxX
ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
7. BILWNMIH-5 MOPOLLOK (CyMiLLl TOB "TK YkpaiHa PeioHr Kutaii nepepeecTpawis Ha HeobmeXxeHuli TepMiH - He UA/15937/01/01
CTepU/IbHUX "ABpopa" PapmacbioTikas niosnsieae
cy6cTaHuiil) B Ko., NiTa.
atoMiHiEBMX BigoHax
ans
chapmaLeBTUYHOro
3acTOCyBaHHs
8. BOBOTUK Kpanni opasibHi, MEOAHA Monbwa MEOAHA ®APMA Monbwa nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 lionsiza UA/11716/01/01
emy/bcisi, 66,66 PAPMA AKLioHepHe OHOB/IEHO iHGhopMaLLito BignoBigHO A0 peyenma €
mr/mn, no 30 mny AKLjOHEepHe ToBapncTBO pedepeHTHOrOo /likapCbKoro 3acoby
chnakoHi 3 NpPo6Koto- ToBapucTBo (ECNYMI3AH® L, kpanni opasibHi, emynbCis) Ta
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
9. BAJICAPTAH- TabneTku, BKpUTI TOB «TeBa YkpaiHa AxTtasic NTA, Manbta/ nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/5463/01/01
TEBA NNiBKOBOO YkpaiHa» ManbTa; Bonrapis OHoB/EeHO iHghopmaLito B IHCTpyKLi ans peyenmom | nionszae
060/10HKO10, M0 40 Mmr, BankaHdapma- MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
no 10 Tabnetok y OynHunus AT, po3ginax "®apmakonoriyHi BnacTuBocTi"
6nicTepi, no 3 abo 9 Bonrapis (oonoBHeHHs iHdopmaii), "MpoTnnokasaHHs",
6nicTepiB y KAPTOHHIl "B3aemogis 3 iHWMMU flikapCbKMMK 3acobamm Ta
Kopobui iHWi BUAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Y NepBof,
BariTHOCTi ab0 rogyBaHHA rpyaa”(YyTOUHEHHS
iHchopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBNEHOI iHthopMaLii pedhepeHTHOro
nNikapcbKoro 3acoby [lioBaH, TabneTky BKpUTI
N1iBKOBOK 060/10HKOI0.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOoB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
10. BA/ICAPTAH- TabneTku, BKPUTI TOB «TeBa Ykpaina AkTasic 1T, Manbta/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/5463/01/02
TEBA nAiBKOBOO YKpaiHa» ManbTa; Bonrapis OHoOBEHO iHGhopmauito B IHCTpYKLi gns peyenmowm nionseae
060/10HKO0, N0 80 Mr, BankaHtapma- MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
no 10 TabneTtok y OynHuus AT, po3ginax "®apmakonoriyHi Bnactusocti*
6nicTepi, no 3 abo 9 Bonrapis (monoBHeHHs iHdopmaLii), "MpoTunokasaHHs",

6nicTepiB y KAPTOHHIl
Kopobui

"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWi BMAy B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHS Y NepBof,
BariTHOCTi abo rogyBaHHs rpyaato” (yTOUHEHHS
iHdhopmadii), "Mo6iyHi peakuii" BiANOBIAHO A0
OHOBJIEHOI IHhopMaLiii pechepeHTHOro
nikapcbkoro 3acoby JiosaH, TabneTKn BKpUTI
NAiBKOBOK 0601I0HKOIO.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpOKamMu,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
11. BAJ/ICAPTAH- TabneTkn, BKPUTI TOB «TeBa YKkpaina AkTasic 1T, ManbTta/ nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH 3a He UA/5463/01/03
TEBA N/1iBKOBOIO YkpaiHa» ManbTa; Bonrapis OHoB/eHO iHGhopMaLito B IHCTpyKLi Ans peyenmom | nionsizae
06010HKO0, No 160 BankaHtapma- MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
mr, no 10 TabneTok y OynHnus AT, posginax "®apmMakonoriyHi BnactusocTi"
6nicTepi, no 3 abo 9 Bonrapis (monoBHeHHs iHdopmaLii), "MpoTunokasaHHs",
6nicTepiB y KAPTOHHIl "B3aemogia 3 iHWMMU NikapCbkMMK 3acobamu Ta
Kopoobui iHWi BMAW B3aemogiin", "OcobmsocTi
3acTocyBaHHA", "3acToCyBaHHSA Y NepPBOL,
BariTHOCTi abo rofyBaHHA rpyaat"(YTOUHEHHS
iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOI iHhopMaLiii pechepeHTHOro
niKkapcbKoro 3acoby [lioBaH, TabneTky BKpUTI
N/1iBKOBOK 060/10HKOI0.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
12. BANCAPTAH- TabneTku, BKpUTI TOB «TeBa Ykpaina AkTasic 1T, Manbta/ nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/5463/01/04
TEBA nNiBKOBOO YkpaiHa» ManbTa; Bonrapis OHOB/EHO iHGhopmaLito B IHCTpyKLi ans peyenmom | nions2ae
060/10HKO10, Mo 320 BankaHdapma- MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
mr, no 10 TabneTok y OynHuus AT, po3ginax "®apmakonoriyHi Bnactmsocti*
6nictepi, no 3 a6o 9 Bonrapis (oonoBHeHHs iHdopmalii), "MpoTunokasaHHs",

6nicTepiB y KAPTOHHIN
Kopoobui

"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWi BUAn B3aemopiii”, "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs Y NepBof,
BariTHOCTi ab0 rogyBaHHA rpyaa”(YyTOUHEHHS
iHchbopmawii), “Mo6iyHI peakuii” BiANOBIAHO A0
OHOBNEHOI iHthopMaLii pechepeHTHOro
nikapcbKoro 3acoby [lioBaH, TabneTky BKpUTI
N/1iBKOBOK 060/10HKOI0.
MepioAnyHICTL NOAaHHSA perynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
YkpaiHu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
13. BEPMOKC® Tabnetku no 100 wmr; TOB Ykpaina NMocomegrkameHT MopTyranis nepepeecTpawis Ha He0BMEeXeHW TEPMIH. 3a He UA/4226/01/01
no 6 TabneTok y "[IKOHCOH i a Cocbenage OHoOBEHO iHGhopmauito B IHCTPYKLii ans peyenmom | nionsieae
6nicTepi; no 1 [xoHCoH TekHika MeJMYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
6nicTepy y KapTOHHIi YkpaiHa" dapmaveyTuka, po3ginax "®apmakoTepaneBTuyHa rpyna"
nauuj C.A. (yTouHeHHs1), "MokasaHHa" (BUIyYeHo
CTPOHriNI0igo3, TeHio3), "MpoTunokasaHHs",
"Oco611BOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHSA Ta A03u" (YTOUYHEHHS), "M06iuHi
peakujii" BigNoBigHO A0 MaTepianis
peecTpauiiHoro JocCbe.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
14. BICMYTY MOPOLLIOK (Cy6CTaHLis) MAT YkpaiHa 5H Mntoc Niobek HimeuunHa nepepeecTpawis Ha HeobmexeHuli TepMiH - He UA/15814/01/01
CYBUUTPAT B MakeTtax "Kuismegnp rmeX nionsiecae
NMOPOLLOK nonieTuneHoBux ons enapar”
(TAB) hapmaLeBTUYHOro
3aCTOCYBaHHSA
15. FEPBANOP cupon, 27,78 mr/5 mn; dapmaLesT Monbwa MEOAHA ®APMA Monbwa nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 Mionsiea UA/15353/01/01
NALW, NPOTU | no 100 My dh/iakoHi; NYHUIA 3aBO, AKLjioHepHe OHOB/EHO iHhopMmaLito y posginax: peyenma €
KALUTHO no 1 cpnakoHy pasom “MONTb®AP ToBapucteo "MpoTunokasaHHsa", "Oco6aMBOCTi
3i LINpULIOM- MA” C. A. 3actocysaHHs", "Mo6iyHI peakuii" IHCTpyKLUii Ans

[03aTOpOM B
KapTOHHIlA KopooLi

MeAMYHOro 3aCTOCYBaHHs NiKapCbKoro 3acoby
BiANOBIAHO A0 6e3nekun 3acTocyBaHHs Aikoyol
peyoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
3/10p0B’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHK
370poB'a YKpaiHu Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMM,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
16. AENAKIH TabneTku, BKpUTI TOB YkpaiHa CAHO®I ®paHuisa nepepeecTpauis Ha 5 pokis 3a He UA/10298/01/01
XPOHO® 300 060/10HKOI0, "CaHodi- BIHTPONM OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
Mr NPOIOHIroBaHol Aji, No ABeHTIC IHOACTPIA MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby B
300 wmr; Ne 100 (50x2): YkpaiHa" posginax "®apmakoTepaneBTuyHa rpyna. Kog
no 50 Tabnetok y ATX" (pegaryBaHHsi TEKCTy 6€3 3MiHV Kogy
KOHTEliHepi, ATX), "dapmakonoriyHi BnactmBocTi"
3aKPUTOMY KPULLIKOIO 3 (peparyBaHHs TEKCTY Ta YyTOUHEHHS iHhopmalLii),
BOJIOrOMNOr/IMHAYEM; "Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis
no 2 KoHTelHepn y peecTpaLiiHoro AocChbeE.
KapTOHHI KOpoobLyi MepioAnYHICTb NOAAHHS PErYSPHO
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
17. AENPNBOKC® | Tabnetku, BKpUTI CTAOA HimeuunHa Bunyck cepiii: HimeuunHa nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/3091/01/01
N/1iBKOBOK 0G0MIOHKOK | ApUHaNMITT CTALA OHOB/EHO iHhopmaLilo B po3ginax peyenmom | niossieae
no 50 mr, no 10 enb Al ApuHaiimiTTens "MpoTmnokasaHHA", "B3aemogia 3 iHWMK
TabneTok y 6nictepi; A, HimeuuunHa; nikapcbkMmn 3acobamu Ta iHLWi BUAm
no 2 a6o 5, a6o 10 Brpo6HMUTBO B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
6nicTepiB y KAPTOHHIl Hepo3hacoBaHoOro "Cnoci6 3acTocyBaHHA Ta 031" (YTOUHEHHS),
Kopoobui npoaykKTy, "Mo6iuHi peakuii" IHCTPYKLii 4158 MegUyYHOro
KOHTPO/Ib Cepili: 3acTOCyBaHHS NiKapcbKoro 3acoby BiANoOBiAHO
PotTeHzopd [0 OHOBNEHOI iHGhopMaLil 3 6e3nekun ajoyoi Ta
dapma 'v6X, [0MOMDKHMX PEYOBWH NiKapCbKOoro 3acoby.
HimeuumnHa; MepioAnYHICTb NOAAHHSA PErynsapHO
MepBuHHE Ta OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
BTOPVHHE Mopsaky 34jiiicHeHHs dhapMakoHarisay,
nakyBaHHs, 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
KOHTPO/Ib cepili: 370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
PotTeHgopd 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
dapma 'vbX, Ykpainun 29 ciyHa 2007 poky 3a Ne 73/13340 (y
HimeuuunHa; pefakuii Haka3ly MiHicTepcTBa OXOPOHU
KoHTponb cepiii: 300pOoB'a YKpaiHu Bifg 26 BepecHs 2016 poky Ne
Na6op /IC CE i 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
Ko. KI, HimeuunHa 3a3HavyeHVMK Y NepiognYHOCTI NoAaHHsA
perynsipHuX 3BiTiB 3 6e3neKu.
18. OENPVNBOKC® | Tabnetku, BKpUTI CTALA HimeuunHa Bunyck cepiii: HimeuyunHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/3091/01/02
NiBKOBOK OGOMIOHKOK | ApLHalMITT CTALA OHOBNEHO iHGhopmaLilo B po3ainax peuenmom | niossieae
no 100 mr, no 10 enb Al ApuHaiimiTTens "[MpoTmnokasaHHa", "B3aemogis 3 iHWyMu
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
TabneTok y 6nictepi; Al', HimeuuunHa; nikapcbkMmn 3acobamu Ta iHLWi BUuau
no 2 a6o 5, a6o 10 Bupo6bHuuTBO B3aemogiin”, "Ocob6MBOCTi 3acTOCyBaHHSA",
6nicTepiB y KApPTOHHii Hepo3acosaHoro "Cnoci6 3acTocyBaHHs Ta f03un" (YTOUHEHHS),
Kopobui npoaykKTy, "Mo6iuHi peakuii" IHCTPYKLii 415 MegUYHOro
KOHTpPO/Ib cepili: 3aCTOCYBaHHS NiKapcbKoro 3acoby BiAnNoBiAHO
PoTTeHgopd [10 OHOB/EHOT iHdhopmaLii 3 6e3neku gjtoyoi Ta
dapma 'm6X, [OMOMDKHMX PEYOBMH NiKapCbKOro 3acoby.
HimeuuunHa; MepioAnYHICTb NOAAHHS PErynsapHO
MepBuHHE Ta OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
BTOPUHHE Mopsaky 34jiicHeHHs hapMakoHarisay,
nakyBaHHs, 3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KOHTPO/b Cepili: 370pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
PotTengopd 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
dapma 'vbX, Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
HimeuumnHa; pegfakuii Hakaly MiHicTepcTBa OXOPOHU
KoHTponb cepiii: 300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
Na6op NIC CE i 996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
Ko. KI', HimeuunHa 3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
19. EK3O4EPUN® PO34MH HaLLKipHUIA 1% CaHpo3 CnoBeHisa BiANoOBigabHUIA 3a ABcTpisi/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 Mionsiea UA/3960/02/01
no 10 mn, 20 mn a6o dapmacbHoTi BUNYCK cepil: CnoBeHis MepioAnYHICTb NOAAHHST PErYSAPHO peyernma €
30 mn y hnakoHi; no 1 Kan3 a.4a. CaHpo3 'M6X — OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
(h/1aKOHY B KapTOHHIlA Bupo6bHunya Mopsaky 34iicHeHHsT hapMakoHarisay,
Kopoobui AinbHUUA 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
AHTWIHDEKUIAHI 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
N3 Ta XimiyHi 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Onepauii KyHgnb Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
(AIXO N3 pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
KyHanb), ABCTpis; 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
BUPOGHUK 996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
npogaykuii in bulk, 3a3HayYeHVMU y NepioANYHOCTI NOAAHHS
nakyBaHHs: perynsipHux 3BiTiB 3 6e3neku.
"no6ochapm
dapmavoiiTie
MpoayKLbAOH3-
yHA
lanaenscresenbLu
at M6X, ABCTpIS;
BiANOBIAaIbHNIA 3a
BUMYCK cepii: Jlek
PapmaueBTUyYHa
KomnaHia 4.4.,
CnoseHis
20. EMOTOH TabneTku, BKpUTI TOB Ykpaina BMPOGHULITBO 3a MopTyranis nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/15643/01/01
nNiBKOBOO «Epcenb NMOBHWUM LMK/IOM: OHOBNEHO iHhopMaLLito B IHCTPYKLUIT Ans peyenmom | nions2ae
060/10HKOH, M0 50 Mmr, dapma ATnaHTiKk Papma — MeAMYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby y
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
no 10 Tabnetok y YkpaiHa» Mpopaycoelu po3ginax "OcobaMBOCTi 3aCTOCyBaHHS",
6nictepi, no 3 dapmaceyTikall, "3acTocyBaHHS y nepiof BariTHOCTi abo
6nicTepn y KapTOHHIl C.A., Moptyranis; roflyBaHHs rpyagr”, "rMo6iyni peakuii”
nauui BMPOGHMLTBO in BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi 3 6e3nekn
bulk, koHTponb Ta Lit040T pevOBUHN.
BMNPOGYBaHHSA MepioAnYHICTb NOAAHHS PErysApHO
cepii: OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
dapmanabop- Mopsaky 3AiicHeHHA hapmakoHarnaay,
MpoayTtoc 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
dapmaceyTikoLu, 340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
C.A., Moprtyranis 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
21. EMOTOH TabneTkn, BKPUTI TOB YKkpaina BMPOBHMLTBO 3a MopTyranis nepepeecTpaisi Ha HeOBMeXeHW TEPMIH 3a He UA/15643/01/02
N/1iBKOBOIO «Epcernb MOBHVM LVK/IOM: OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
060/10HKO10, N0 100 dPapma ATnaHTik dapma — Me[UYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
mr, no 10 TabneTok y YKpaiHa» MpoaycoeLw po3ginax "Ocob6amMBOCTi 3aCTOCyBaHHSA",
6nicTepi, no 3 dapmaceyTikaLl, "3acTocyBaHHs y nepio BaritTHocTi abo
6nicTepy y KapTOHHIl C.A., Moprtyranis; rogyBaHHs rpyaato”, "Mo6iyHi peakuii”
nauuj BMPOGHULTBO in BiAANOBIAHO A0 OHOBNEHOI iHhopMaLi 3 6e3nekn
bulk, koHTponb Ta [ilo40i peyoBMHN.
BMNPO6YBaHHsA MepioAnYHICTb NOAAHHS PErynsapHO
cepii: OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
dapmanabop- Mopsaky 34jiicHeHHs hapMakoHarisay,
MpoayToc 3aTBEPMAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
dapmaceyTikoLu, 340pOoB’A Ykpaiuu Big 27 rpygHa 2006 poky Ne
C.A., MopTtyranis 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
22. IHBYTO/I® PO34UH A5 iH'EKLLN, TOB "HOpis- YkpaiHa TOB "tOpis- Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/4798/01/01
100 mr/mn no 10 mn dapm” dapm"” 3ayBakeHb Hemae. OHOBNEHO iH(hopmaLito B peuyenmom | nionsieae
abo 20 Mny IHCTPYKLiT ANA MeANYHOro 3aCTOCYBaHHSA
donakoHax niKapcbkoro 3acoby y po3ainax

"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHLWi BUAn B3aeMogiii”
Ta OHOBJ/IEHO IH(DOPMALLit0 B KOPOTKilA
XapakTepucTuLi Nikapcbkoro 3acoby y posginax
"MpoTunokasaHHA" , "B3aemopis 3 iHWMMKN

nikapcbkrMy 3acobamu Ta iHWi BUAKW B3aeMOSii
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

3aCTOCYBaHHS fil040i PeYOBUHMU.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370poB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

23.

KNALMA® B.B.

MOPOLLIOK
niogpinisoBaHunii Ans
NPUroTyBaHHsA
pO34uHy A5 iHQy3il
no 500 mr; no 1
h1aKkoHy Y KapTOHHIl
Kopobui

AB6OTT
NabopaTtopi3
m6X

HimeyunHa

Oendhapm CeH
Pewmi

PpaHuis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHoB/EHO iH(hopMaLLito B IHCTPYKUi Ans
MeAMYHOro 3acTOCYBaHHSA /ikapCbKoro 3acoby B
po3ainax "®apmakoTepanesTuyHa rpyna. Kog
ATX " (pegaryBaHHs TekCTy 6e3 3MiHM kogy
ATX), "dapmakonoriyHi BnacTuBocTi"
(peparyBaHHS TEKCTY Ta YTOUYHEHHS iHdopMaLiT),
"MpoTunoka3aHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHLWi BUam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHOCTi abo
rofyBaHHs rpyanr” (pegaryBaHHa TeKCTy Ta
YTOYHEHHS iHdhopMadii), "Cnoci6 3acTocyBaHHs
Ta fo3n" (pegaryBaHHs TekcTy), "HecymicHicTb"
(peparyBaHHs TEKCTY) BiANOBIAHO A0 MaTepiasisB
peecTpaLiiHoro A0cChbe.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/2920/02/01

24,

KNOCTWUNBETI
T®

Tabnetkn no 50 mr; no
10 TabneTok y
donakoHi; no 1
(pNakoHy B KApPTOHHIM
ynaxoBLii

3AT
dapmaLesT
WNYHWIA 3aBOS

ErIC

YropmHa

3AT

dapmavleBTUYHNI

3asog ElC

YropmHa

nepepeecTpais Ha HEOBMEXeHW TEPMIH
OHOB/IEHO iHGhopMmaLito y po3ainax
"Oco611MBOCTi 3aCTOCYBaHHA", "3acTOCyBaHHS y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaAr” (yTouHeHHs iHcpopmaii), "Mo6iyHi
peaxuii” iIHCTPYKLii ANna MeguyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby BifNoBiAHO

3a
peyerimom

He
niosnsicae

UA/4600/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

[0 OHOBJEHOT iHdhopMaL,i Woao 6e3neku
3aCTOCYBaHHSA [il0HOI PEHOBUHMW.
MepioanyHICTb NOAaHHSA PerynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

25.

KOMBICMA3M
®
FTACTPOKOM®
OPT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10; No 10
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepun y
naJi 3 KapToHy

OpraHocuH
Naiid
CaeHcm3
Met. N1A4.

IHgis

EBepTogxeH
Naiicp CaeHcus
NimiTen

IHais

nepepeecTpaist Ha HeOBMEXEeHW TEPMIH
OHoBreHO iHdhopMaLiio y po3ginax "Baaemogis 3
iHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Mepepno3yBaHHs", "Mo6iuHI peakyjii” IHCTPYKLIT
ON9 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BifnoBigHO 40 OHOB/EHOI iHchopmaLii
o0 6e3neku 3aCTOCyBaHHS AiloUMX PEYOBYH.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsieae

UA/15710/01/01

26.

KOMBICMA3M
®
FACTPOKOM®
OPT

TabneTku, BKPUTI
N1iBKOBOIO
06010HKOI0; in bulk:
no 5000 Tabnetok y
noABiNHNX
nonieTnIeHoBUX
nakeTax

OpraHocuH
Naiid
CaeHcus
MeT. N4

IHais

EBepToaxeH
Nalidy CaeHcms
Nimiten

IHais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

He
nionseae

UA/15711/01/01

27.

NEBIHOP

PO34MH ANs iHysili

MNpuBartHe

YkpaiHa

[NpuBatHe

YKpaiHa

nepepeecTpaisi Ha He0O6MeXeHW TEPMIH

3a

He

UA/15477/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20

3acoby ynakoska) nocsi0O4YeHHs1
0,5 %, no 100 mny akuioHepHe akujioHepHe BHeceHo oHOBNeHy iHGhopMaLito B IHCTpyKLito peyenmom | nionsizae
nASAWLi; No 1 nAswuiy | ToBapucTBO TOBapWCTBO ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro
nauuj "IHdysia” "IHdpysia” 3aco6y A0 po3ainis "®apmakonoriyHi
BractmeocTi", "lMpoTunokasaHHs", "B3aemogjs 3
iHLWMMK NiKapcbknuMy 3acobamu Ta iHWi BUAn
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BN/MBaTN Ha
LUBMAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWMMKU MexaHizmamn",
"Cnoci6 3acTocyBaHHsA Ta gosu", "Aitn",
"MepeposysaHHA", "Mo6iyHI peakuii”" BiANOBIAHO
[0 iHhopmaLii pechepeHTHOro Nikapcbkoro
3acoby Tavanic 5mg/ml solution for infusion.
MepiognyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[0poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

28. NIHBAT Kancynu Teepgi, no 25 TOB YkpaiHa nepBrHHa Ta CnoseHis/ nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/15586/01/01
mr, no 10 kancyn y "CaHpo3 BTOpPUHHA PymyHis/ MepiognyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
6nictepi, no 3 YkpaiHa" ynakoBka, [403BiN TypeyuunHa OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
6nicTepy B KOPOO6L Ha BUMYCK cepii: Mopsaky 34iicHeHHs dhapmakoHarisay,

Nek 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
PapmaueBTUyYHa 3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
KomnaHia 4.4., 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
CnoBeHis; Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHA Ta pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BTOPUHHA 300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
ynakoBka: Jlek 996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
dapmaueBTUYHa 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
KomnaHia 4.4., perynsapHux 3BiTiB 3 6e3neku.
CnoseHis;
KOHTPO/b cepil:
C.K. CaHgo3
C.P.J1., PymyHis;
BMPOBHULITBO
Hepo3dgacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,
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6nictepu B KOPO6LL

Ha BUMYCK cepii:
Nex
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis
nepBuHHa Ta
BTOPUHHA
ynakoska: Jlek
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis;
KOHTPO/b Cepil:
C.K. CaHgo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dghacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,

TypeyunHa

Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
TypeyynHa
29. NIHBAT Kancynu Teepai, no 50 TOB Ykpaina nepBuHHa Ta CnoseHis/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15586/01/02
mr, no 10 kancyn y "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYSAPHO peyenmom nionseae
6nicTepi, no 3 YkpaiHa" ynakoBKa, [103BiN TypeuunHa OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
6nictepy B KOpO6L Ha BUMYCK cepii: Mopsaky 34iicHeHHsT hapMakoHarisay,
Nex 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
PapmaueBTUYHA 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
KoMnaHisa 4.4., 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
CnoBeHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHa Ta pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BTOpPUHHA 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
ynakoska: Jlek 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
dapmaueBTUyHa 3a3HaveHMK y NepiognyHOCTI NOAAHHSA
KoMnaHisa 4.4., perynsipHux 3BiTiB 3 6e3neku.
CnoBeHis;
KOHTpO/b cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,
TypeyunHa
30. NIHBAT Kancynv teepgi, no 75 TOB YkpaiHa nepBuHHa Ta CnoseHis/ nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/15586/01/03
Mmr, no 10 kancyn y "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom nionseae
6nicTepi, no 3 YkpaiHa" ynakoBka, [03BiN TypeyuunHa OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
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6nictepu B KOPO6LL

Ha BUMYCK cepii:
Nex
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis
nepBuHHa Ta
BTOPUHHA
ynakoska: Jlek
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis;
KOHTPO/b Cepil:
C.K. CaHgo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dghacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,

TypeyunHa

Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
31. NIHBAT Kancynu Teepai, no TOB YkpaiHa nepBuHHa Ta CnoseHis/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15586/01/05
150 wr, no 10 kancyn "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYSAPHO peyenmom nionseae
y 6nicTepi, no 3 YkpaiHa" ynakoBKa, [103BiN TypeuunHa OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
6nictepy B KOpO6L Ha BUMYCK cepii: Mopsaky 34iicHeHHsT hapMakoHarisay,
Nex 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
PapmaueBTUYHA 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
KoMnaHisa 4.4., 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
CnoBeHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHa Ta pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BTOpPUHHA 3[0pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
ynakoska: Jlek 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
dapmaueBTUyHa 3a3HaveHMK y NepiognyHOCTI NOAAHHSA
KoMnaHisa 4.4., perynsipHux 3BiTiB 3 6e3neku.
CnoBeHis;
KOHTpO/b cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,
TypeyunHa
32. NIHBAT Kancynu Teepgi, no TOB YkpaiHa nepBuHHa Ta CnoseHis/ nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/15586/01/06
200 wmr, no 10 kancyn "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom nionseae
y 6nicTepi, no 3 YkpaiHa" ynakoBka, [03BiN TypeyuunHa OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
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6nictepu B KOPO6LL

Ha BUMYCK cepii:
Nex
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis
nepBuHHa Ta
BTOPUHHA
ynakoska: Jlek
dPapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis;
KOHTPO/b Cepil:
C.K. CaHgo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dghacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,

TypeyunHa

Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
33. NIHBAT Kancynu Teepai, no TOB YkpaiHa nepBuHHa Ta CnoseHis/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15586/01/04
100 mr, no 7 kancyny "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYSAPHO peyenmom nionseae
6nicTepi, no 2 YkpaiHa" ynakoBKa, [103BiN TypeuunHa OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
6nictepy B KOpO6L Ha BUMYCK cepii: Mopsaky 34iicHeHHsT hapMakoHarisay,
Nex 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
PapmaueBTUYHA 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
KoMnaHisa 4.4., 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
CnoBeHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHa Ta pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BTOpPUHHA 3[0pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
ynakoska: Jlek 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
dapmaueBTUyHa 3a3HaveHMK y NepiognyHOCTI NOAAHHSA
KoMnaHisa 4.4., perynsipHux 3BiTiB 3 6e3neku.
CnoBeHis;
KOHTpO/b cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,
TypeyunHa
34. NIHBAT Kancynu Teepgi, no TOB YkpaiHa nepBuHHa Ta CnoseHis/ nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/15586/01/07
225 mr, no 7 kancyny "CaHpo3 BTOPUHHA PymyHis/ MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom nionseae
6nicTepi, no 2 YkpaiHa" ynakoBka, [03BiN TypeyuunHa OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
35. NIHBAT Kancynu Teepai, no TOB Ykpaina nepBuHHa Ta CnoseHis/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15586/01/08
300 mr no 7 kancyny "CaHpo3 BTOPVHHA PymyHis/ MepioanyHICTb NOAaHHSA perynsipHo peyenmom | nionsi2ae
6nicTepi, no 2 YkpaiHa" ynakoBKa, [103BiN TypeuunHa OHOBJ/IKOBAHOrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
6nictepy B KOpO6L Ha BUMYCK cepii: Mopsaky 34iicHeHHsT hapMakoHarisay,
Nex 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
PapmaueBTUYHA 340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
KoMnaHisa 4.4., 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
CnoBeHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nepBuHHa Ta pefakuii Haka3y MiHicTepcTBa OXOpPOHM
BTOpPUHHA 30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
ynakoska: Jlek 996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
dapmaueBTUyHa 3a3HaveHMK y NepiognyHOCTI NOAAHHSA
KoMnaHisa 4.4., perynsipHux 3BiTiB 3 6e3neku.
CnoBeHis;
KOHTpO/b cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
BMPOGHMLITBO
Hepo3dacoBaHOl
npoaykuii: CaHao3
Inak CaHaii Be
Tikapet A.C.,
TypeyunHa
36. NIOTEIHA TabneTkv BariHasIbHi AT "Apaveq Monbuwa AT "Apameq Monbua nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/5244/01/02
no 100 wmr; no 15 Papma” Papma” OHOBNEHO iHGhopmaLito B IHCTPYKLIT A5 peyenmom nionseae

TabneTok y 6nictepi;
no 2 6nictepu pasom 3
ansnikaTopom B
KapTOHHIA Kopo6Li; no
15 TabneTok y
6nictepi; no 2
6nictepn 6e3
annikaTopa B
KapTOHHI KopoobLi

MeAMYHOro 3acTOCyBaHHA /iKkapCbKoro 3acoby B
po3ginax "®apmakonoriyHi Bnactusocti”
(peparyBaHHs TekcTy), "lNoka3aHHA" (YTOUHEHHS
iHbopmauii), "MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK niKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemogiin", "Ocobnusi 3axogmn 6esnekn”,
"Oco6MBOCTI 3acTOCyBaHHS", "3acToCcyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHs TEKCTY Ta yTOUHEHHS iHdhopmaluii),
"3paTHICTb BNAMBATU Ha LWBWUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHismamu'(pefaryBaHHs TekCTy Ta
YTOUYHEHHS iHdopmaLii), "Cnocib 3acTocyBaHHs
Ta fo3n" (pefaryBaHHA TEKCTY Ta YTOUHEHHS
iHdpopmauii), "AiTn" (pegaryBaHHa TekCTy Ta
YTOUYHEHHS iHchopmadii), "MepenosyBaHHA",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopMmawii pedhepeHTHOro nikapcbKoro 3acoby
YTpoxecTtaH, kancynu 100 mr (iHTaBariHanibHe
3aCTOCyBaHHS).

MepiognyHICTb NOAaHHS perynsipHo
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

37.

NIOTEIHA

TabneTkv BariHasbHi
no 50 mr no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

AT "Apawvef,
Papma”

Monbwa

AT "Apavep,
Papma”

MonbLla

nepepeecTpaisi Ha HEOOMEXEHUIA TEPMIH.
OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby B
posginax "®apmMakonoriyHi BnactusocTi"
(peparyBaHHs TekcTy), "lNoka3aHHA" (YTOUHEHHS
iHchopmauii), "MpoTunokasaHHs", "B3aemogis 3
HLIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemMogiin", "OcobnuBi 3axoamn 6e3nekn”,
"Oco6/11MBOCTi 3aCTOCYBaHHSA", "3acTOCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(peparyBaHHsi TEKCTY Ta YyTOUHEHHS iHhopMalLii),
"3[aTHICTb BNAMBATU Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHizmamun"(pefaryBaHHs TEKCTY Ta
YTOYHEHHS iHdhopMadii), "Cnoci6 3acTocyBaHHs
Ta fo3n" (pegaryBaHHs TEKCTY Ta YTOUYHEHHS
iHchopmawuii), "AiTn" (pegaryBaHHs TekcTy Ta
YyTOYHEeHHS iHdopMmadii), "Mepeno3yBaHHA",
"Mo6iuHi peakwyi" BigNOBIAHO [0 OHOBMEHOT
iHchopmauii pechepeHTHOro nikapcbkoro 3acoby
YTpoxecTtaH, kancynu 100 mr (iHTaBariHanibHe
3aCTOCYBaHHS).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/5244/01/01

38.

NIOTEIHA

TabneTkn BariHa/1bHi
no 200 wmr; no 10
TabneTok y brictepi;

AT "Apamves
Papma”

Monbia

AT "Apavep
Papma”

Monba

nepepeecTpauis Ha HeObMeXeHUli TEPMIH.
OHOBNEHO iHhopMaLLito B IHCTPYKLUIT Ans
Me[IMYHOTO 3aCTOCYBaHHSA NiKapCbKoro 3acoby B

3a
peyenmom

He
nionsieae

UA/5244/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
no 2 a6o no 3 po3ginax "®apmakonoriyHi BnacTuBocTi"
6nictepu pasom 3 (peparyBaHHs TekcTy), "TokasaHHSA" (YTOYHEHHS
annikaTopom B incpopmawii), "MpoTrnokasaHHs", "B3aemogdis 3
KapTOHHI Kopo6Lij; no IHLIMMKM nikapcbkMKM 3aco6amMu Ta iHLWi BUan
10 TabneTok y B3aemogiin”, "OcobnmBi 3axoan 6e3nekn”,
6nicTepi; no 2 abo no "Oco611BOCTI 3acTocyBaHHSA", "3acTocyBaHHS y
3 6nictepn 6e3 nepiog, BariTHocTi abo rogyBaHHs rpyaato”
annikaTopa B (peparyBaHHSA TEKCTY Ta YTOUYHEHHS iHdhopmalLi),
KapTOHHilA KOpO6L "3paTtHICTb BNAMBATY Ha LWBWAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWuMn
MexaHizmamun”(pefaryBaHHs TEKCTY Ta
yTOUYHeHHs iHchopmauii), "Cnoci6 3acTocyBaHHS
Ta fo3n" (pefaryBaHHA TEKCTY Ta YTOUHEHHS
iHchopmauit), "OiTn" (pegaryBaHHs TEKCTY Ta
YyTOUYHeHHs iHchopmauii), "MepesosyBaHHs",
"Mo6iyHi peakwyi" BigNOBIAHO [0 OHOBEHOT
iHbopmauii pedhepeHTHOro nikapcbKoro 3acoby
YTpoxecTaH, kancynun 100 mr (iHTaBariHanbHe
3aCTOCYBaHHS).
MepioanyHICTb NOAaHHSA PerynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
39. MET®OPMIH- TabneTku, BKpUTI TOB YkpaiHa Brpo6HMUTBO IHAis/PymyHis nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/15295/01/01
CAHO®DI N/1iBKOBOIO "CaHodi- TabneTtok, OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
06010HKO0, No 500 ABeHTIC nepBuHHe Ta MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
mr, Ne30 (15x2), YkpaiHa" BTOPVHHE po3sginax: "®apmakonoriyHi BnactusocTi”,
Ne120 (15x8): no 15 nakyBaHHs: "MokazaHHs" (peparyBaHHs TEKCTY), "B3aemogis
Tabnetok y 6nictepi, CaHodi IHgjs 3 iHLWKMMK NiKapcbknMmy 3acobamu Ta iHLWi BUAn
no 2 abo no 8 Nimitea, IHais; B3aemogiin", "Cnocib 3acTocyBaHHsA Ta Ao3mn",
6nicTepiB y KAPTOHHIl KoHTponb Ta "[iTn" (yTO4HeHHs iHdopmadii), "Mo6iuHi
Kopobui BUNYCK cepil: peakuii” BignosigHO A0 iHGopMaLii Woao
C.C. «3eHTiBa MEeAMYHOro 3aCToCyBaHHA pedhepeHTHOro
C.A.», PymyHist nikapcbkoro 3acoby (MMHOKODAXK®, TabneTku,
BKPUTI M/1iIBKOBOKO 060MOHKOL0).
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[0poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
40. MET®OPMIH- TabneTku, BKpUTI TOB YkpaiHa Brpo6HMUTBO IHAis/PymyHis nepepeecTpawis Ha HeobMeXxeHuli TepMiH 3a He UA/15295/01/02
CAHO®DI N/1iBKOBOIO "CaHodi- TabneTtok, OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | nionsizae
06010HKO0, No 850 ABeHTIC nepBuHHe Ta MeAMYHOr0o 3aCTOCYBaHHS NikapcbKoro 3acoby y
mr, Ne30 (15x2): no 15 YkpaiHa" BTOPVHHE posginax: "®apmakonoriyHi BnactusocTi”,
TabneTok y 6nictepi, nakyBaHHs: "MokazaHHs" (peparyBaHHs TEKCTY), "B3aemogis
no 2 6nictepu y CaHodi IHgjs 3 iHWKMMK NiKapcbknMmy 3acobamu Ta iHLWi BUAn
KapTOHHI Kopo6Lyj; Nimiten; IHais; B3aemogiin", "Cnocib 3acTtocyBaHHs Ta Ao3mn",
Ne120 (20x6): no 20 KoHTponb Ta "[OiTn" (yTO4HeHHs iHdopmadii), "IMo6iuHi
Tabnetok y 6nictepi, BUNYCK cepil: peakuii” BignosigHO A0 iHGopMaLii Woao
no 6 6nictepis y C.C. «3eHTiBa MEeAMNYHOro 3aCTOCyBaHHA pedhepeHTHOro
KapTOHHIA Kopoo6Li C.A.», PymyHis nikapcbkoro 3acoby (MMHOKODAXK®, TabneTku,
BKPUTI M/1iIBKOBOK 060MOHKOL0).
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
41. MET®OPMIH- TabneTku, BKpUTI TOB YkpaiHa Brpo6HMLUTBO IHAis/PymyHis nepepeecTpawis Ha HeobmeXxeHuli TepMiH 3a He UA/15295/01/03
CAHO®I NNiBKOBOIO "CaHoi- TabneTtok, OHOBNEHO iHhopmaLito B IHCTPYKLIT A1 peyenmom | niossieae
060/10HKO10, 0 1000 ABeHTIC nepBuUHHE Ta MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y
mr, Ne30 (15x2): no 15 Ykpaina" BTOPVHHE posginax: "®apmakonoriyHi BnactueocTi”,
TabneTok y 6nictepi, nakyBaHHs: "MokasaHHA" (peparyBaHHA TeKCTy), "B3aemogis
no 2 6nictepu y CaHodi IHgjs 3 iHLWKMMK NiKapcbknMmy 3acobamu Ta iHLWi BUAn
KapTOHHI Kopo6Lyj; Nimitea, IHais; B3aemogiin", "Cnocib 3acTocyBaHHs Ta A03mn",
Ne120 (20x6): no 20 KoHTposb Ta "OiTn" (yTOUHEHHs iHdopmaLii), "Mo6iuHi
Tabnetok y 6nictepi, BUNYCK cepil: peakuii” BignosigHO A0 iHGopMaLii Woao
no 6 6nictepis y C.C. «3eHTiBa MEeAMYHOro 3aCTOCyBaHHA pehepeHTHOro
KapTOHHI KopoobLi C.A.», PymyHis nikapcbkoro 3acoby (MMHOKODAXK®, TabneTky,
BKPUTI NMNiBKOBOK 0B0MOHKOL0).
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[0poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
42, MOMETAS3OH- cnpeli HazanbHWiA, TOB «TeBa YKkpaina BMPOBHMUTBO 3a Yecbka nepepeecTpaist Ha HeOBMEXeHW TEPMIH 3a He UA/15611/01/01
TEBA cycneHsis, 50 YkpaiHa» MOBHVM LVK/IOM: Pecny6nika/ MepiognyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
MKr/go3y, no 10 r (60 TeBa Yex Benuka OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
[03), y thnakoHi 3 IHpacTpis c.p.o., BputaHis Mopsaky 3ajiicHeHHs dhapmakoHarisay,
[03yH04nM crnpei- Yecbka 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Hacocom Ta Pecnyb6nika; 3[10p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
posnusitoBavem, KOHTPOb cepii 3a 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
3aKpUTUM KOBMaYKoM; NMOKa3HNKOM Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
no 1 chnakoHy B "BU3HaYeHHsA pefakuii Hakazy MiHicTepcTBa OXOPOHU
KapTOHHI Kopoobui MOMETa30HYy 300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
dypoaty y Mmanmx 996), CTaHOBUTL: 3riAHO 3i CTPOKaMMU,
Kpannsx/yacTkax'": 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
MenbbypH perynspHux 3BiTiB 3 6e3neku.
CailHTndik
NimiTen, Benvka
BputaHis
43. HOMIUMH TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/3155/01/01
nAiBKOBOIO HoBso mecTo MecTo OHoBEHO iHGhopmauito B IHCTpYKLT ans peyenmom nionseae
060/10HKO0, Mo 400 MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y
Mmr; no 10 Tabnetok y po3gainax "MokasaHHA" (4ONOBHEHHS
6nicTepi; no 1 abo 2 iHchbopmawii), "B3aemogis 3 iHWMMK NlikapCbKumu
6nicTepy B KApPTOHHIlA 3acobamu Ta iHWi BUamn Baemogiii",
Kopobui "Oco6n1BOCTI 3acTOCyBaHHA",
"MepeposyBaHHn", "MNo6iyHi peakuii" BiANOBIAHO
0,0 OHOB/EHOI iHChopMaL,i 3 6e3nekn
3aCTOCYBaHHS Ail0HOI PEHOBUHM.
MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
3[10pOB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HaveHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
44, OKTAMAAC ZIC | po34uH A5 iHQY3ii, OkTadhapma ABCTpiIst BUPOBHUK, LLIBeuis nepepeecTpaisi Ha He0O6MeXeHW TEPMIH 3a He UA/15584/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
45 - 70 mr/mn; no 200 dapmaveBT BiANOBIAa/IbHUIA 32 MepioanyHICTb NOAAHHSA PerynsipHo peyenmom | nionsizae
M/1 B CTEPU/ILHOMY, nKa BUPOBHMLTBO 3a OHOBJHOBAHOrO 3BiTY 3 6e3Meku, BiANOBIAHO A0
nnactudikoBaHoMy MpoayKTioHC NOBHUM LK/IOM: Mopsaky 34iicHEHHsT dhapMakoHarasay,
KOHTeliHepi A4/15 KPOoBi rec m.6.X. OxTtadapma Ab 3aTBEPXEHOro Haka3oMm MiHICTepcTBa OXOPOHM
3 NoNiBiHIXI0pUAY; 3710p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
no 1 KoHTeliHepy B 898, 3apeecTpoBaHOro B MiHicTepcTBi loCcTuLji
nakeTi 3 MPo3opoi Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
noniamig/nonieTuneHo pefakuii Haka3zy MiHicTepcTBa OXOPOHU
BOI NAiBKuW; Mo 1 370pOB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
nakeTy B KapTOHHIi 996), CTaHOBUTB: 3riAHO 3i CTPOKaMMU,
kopob6ui. Oktannac /T 3a3HaveHMK y NepiognyHOCTi NoAaHHSA
yNaKoBYETLCA B perynsapHux 3BiTiB 3 6e3neku.
OKpeMi KOHTeliHepy 3a
TakvMy rpynamMm KpoBi:
pyna kposi A (I1),
pyna kposi B (l11),
'pyna kposi AB (1V),
pyna kposi O (1)
45, MPOr’MHOPM Kancysm m’'ski no 200 3AT JNutoBcbka NTABOPATOPIOC Icnanis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/15254/01/01
FECTA Mmr; no 15 kancyn «Papmira» Pecny6nika NNEOH ®APMA OHOBNEHO iHhopMaLito B IHCTPYKLIT Ans peyenmom | niosns2ae
M'sIKMX Y 6AicTepi; no 2 C.A. MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y
6nicTepn y navui po3sginax : "®apmakosioriyHi BnacTmsocTi”,
"MokasaHHs" (YTOYHEHHS iHdopMmaLiT),
"Oco61MBOCTI 3aCTOCYBaHHA",
"Mepeno3yBaHHa", "INo6i4HI peakuii” BigNoOBIAHO
00 iHdhopMaLiT LWoA0 MeANYHOro 3aCTOCYBaHHSA
pedepeHTHOro /likapcbKoro 3acoby
(YTpoxecTaH, Kancy/sim BariHaslbHi).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bifg 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepiognyYHOCTI NoJaHHS
perynisipHuX 3BiTiB 3 6e3neKu.
46. NMPOr’MHOPM Kancynu m'siki no 100 3AT JNnToBCbKa NNABOPATOPIOC IcnaHis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/15254/01/02
FECTA mr; no 15 karncyn «dapmira» Pecny6nika JNIEOH ®APMA OHOBNEHO iHGhopmaLito B IHCTPYKLIT A5 peyenmom nionseae
M’SKUX y 6nicTepi; no 2 C.A. MeJMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y
6nictepn y nauui po3ginax : "dapmakonoriyHi BnacTmeocTi",
"MokasaHHa" (YTOUYHEHHS iHdopmaLii),
"Ocob6nMBOCTI 3aCTOCYBaHHSA",
"Mepepno3yBaHHA", "M06IYHI peakuii” BignoBigHO
00 iHhopMaLii LWoA0 MeANYHOro 3aCTOCYBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

pediepeHTHOro /likapcbKoro 3acoby
(YTpoxecTaH, kancynv BariHabHi).
MepioanyHICTb NOAaHHSA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3Meku, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
370p0B’sl YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

47.

CKoONnPUN®

Tabnetkv no 10 wmr, no
10 TabneTok y
6nictepi; no 2
6nictepn abo no 3
6nicTepy y KapTOHHIl
Kopobui

ANKANOIA,
AL Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHIYHA
MakefoHis

nepepeecTpaist Ha HeOBMEXEeHW TEPMIH
OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3gini "3acTocyBaHHA y nepioa BaritTHOCTi abo
roflyBaHHs rpyaaro”(40NoBHEHHS iHdhopmaLii 3
6e3neku) BiANOBIAHO A0 OHOBNEHOI iHChopMaLii 3
6e3nekn 3acTocyBaHHS Ait040i PeYOBUHM.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.

3a
peyerimom

He
nionsieae

UA/4283/01/01

48.

CKonPUN®

Tabnetku no 20 wmr, no
10 TabneTok y
6nictepi; no 2
6nictepu abo no 3
6nicTepy y KapTOHHIl
Kopobui

ANKANOIL,
AL Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

AJTIKANOIO ALL
Ckon'e

Pecny6bnika
MiBHiYHA
MakefoHist

nepepeecTpauis Ha Heo6MeXeHuii TepMiH
OHoOB/EHO iHGhopmaLito B IHCTpYKLT ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3gaini "3acTocyBaHHs y nepiog, BaritTHOCTi abo
rofyBaHHs rpyaaro”(4onoBHEHHS iHdhopMaLii 3
6e3neku) BiANOBIAHO A0 OHOBAEHOT iHopMmaLi 3
6e3neky 3acTocyBaHHA Ail040i PEYOBUHM.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
YkpaiHu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU

3a
peyenmom

He
nionsieae

UA/4283/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
49, CTEPUNNIYM® | poO34uH HaLLKipHWiA, No Bone Xewmi HimeuunHa Bone Xemi TM6X HimeuyunHa nepepeecTpaisi Ha He0BMEeXeHW TEPMIH. 6e3 nionsieae UA/4627/01/01
100 mn, 500 mn, 1000 m6X OHOB/IEHO iHGhopmauito B po3aini “MNokasaHHs" peuyenma
My hriakoHax; no 5 (pefaryBaHHs), a TakoX B po3ginax
Ny KaHicTpax "®apMakonoriyHi BNactMBOCTI" (YTOYHEHHS),
"MpoTmnokasaHHa", "OcobanMBOCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3n"
(yTouHeHHs), "Oitn", "TMo6iuHi peakuii” B
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby BignoBigHO Ao iHchopmauii 3
6e3neku, 3a3Ha4yeHoi B MaTepianax
peeCTpauinHoOro JocheE.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.
50. CTEPUNNIYM® | po34uH HaLLKipHWiA; in Boge Xewmi HimeuunHa Boge Xemi TmM6X HimeyunHa nepepeecTpawis Ha He0OBMeXeHWn TEPMIH. - He UA/0470/01/01
bulk: no 100 mny m6X MepioAnYHICTb NOAAHHS PErynsipHO nionseae
chnakoHi; no 45 OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BiANOBIAHO A0
chnakoHiB y Kopobui 3 Mopsaky 34jicHeHHs hapMakoHarisay,
KapToHy, in bulk: no 3aTBEpKEHOro Haka3omM MiHicTepcTBa OXOPOHHU
500 My chnakoHi; no 37,0p0B’s YKpaiHu Big 27 rpyaHsa 2006 poky Ne
20 chnakoHiB y 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
Kopo6Li 3 KapToHy, in YkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
bulk: no 1000 mny pepakuii Hakasy MiHicTepcTBa 0XOPOHU
donakoHi; no 10 3[,0p0B'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
hnakoHiB y KOpobLi 3 996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
KapToHy, in bulk: no 5 3a3Ha4YeHUMM y NepioguyYHOCTI NoJaHHS
Ny KaHicTpi; no 128 perynspHux 3BiTiB 3 6e3neku.
KaHicTp y kopobui 3
KapToHy
51. TPUOYKTAH TabneTku, BKpUTI TOB Ykpaina TOB "d®apma Ykpaina nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/5030/01/01
MB nNiBKOBOO "ACIHO Crapt” OHOBEHO iHGhopmaLito B IHCTpYKLiT ans peyenmom nionseae
0060/10HKOHO, 3 YKPAIHA" MeANYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby y
MoAMdDIKOBaHUM po3ginax "®apmakonoriyHi Bnactusocti*
BMBINIbHEHHSAM, Nno 35 (yTouHeHHs iHdhopMmaLii), "OcobnmsocTi
Mmr; no 10 TabneTok y 3acTocyBaHHs", "AiTn" (YTOYHEHHs iHhopmalii)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepi; no 3 abo 6 BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi 3 6e3nekn
6nicTepiB y KAPTOHHIl 3aCTOCYBaHHSA Aio4oi Ta AONOMDKHUX PeYOBUH
nauuj; no 20 TabneTok MepioanyHICTb NOAaHHSA PerynsipHo
y 6nicTepi; no 1, 3 a6o OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
4 6nictepn y Mopsaky 34iicHeHHs hapMakoHarisay,
KapTOHHIA navui 3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTB: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3Mneku
52. TPUAYKTAH TabneTku, BKpUTI TOB YkpaiHa TOB "dapma Ykpaina nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/5031/01/01
MB N/1iBKOBOIO "ACIHO Crapt" MepiognyHICTb NOAAHHSA PerynsipHo nionsizae
060/10HKOI0, 3 YKPAIHA" OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
MoANIKOBaAHUM Mopsigky 34iicHeHHs hapmakoHaraagy,
BUBI/SIbHEHHAM, No 35 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
Mr, in bulk: no 7 kry 3710poB’sA YKpaiHu Big 27 rpyaHsa 2006 poky Ne
nonieTnIeHoBMX 898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
naketax Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku
53. TPIMETABON pO34nH opanbHuii 1 X. Ypiak i IcnaHis Brpo6HMUTBO IcnaHis nepepeecTpawis Ha HeobMeXeHnli TepMiH 6e3 niosnsieae UA/3529/01/01
(oNakoH 3 PO34MHOM KomnaHis, Hepo3dghacoBaHOl OHOB/EHO iHGhopmaLito B IHCTpyKLi ans peuyenma
no 150 M1 pasom 3i C.A. npoaykuii, MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
CK/ISIHKOI0-[103aTOPOM nepBuHHa po3gainax "OcobnmBocTi 3acTocyBaHHs", "TMo6iYHI
Talnaketr33r ynakoBka: X. Ypiak peaxuii” BignoBigHO A0 MaTepianis
MOPOLLIKY B KOpPO6Li 3 i Komnanis, C.A., peecTpauiiHoro fochbeE.
KapToOHy IcnaHis; MepiognyHICTb NOAAHHA PerynsipHo
BupobHuuTBO OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Hepo3chacoBaHoi Mopsaky 34jiiicHeHHs dhapMakoHarisay,
npoAykKuii, 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
nepBuHHa 370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
ynakoBka (Tiflbku 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLi
PO34UKH). Ykpainun 29 ciyHa 2007 poky 3a Ne 73/13340 (y
BTopuHHa pefakuii Haka3ly MiHicTepcTBa OXOPOHU
ynakoBka, [,03BiN 300pOoB'a YKpaiHu Bifg 26 BepecHs 2016 poky Ne
Ha BUMyckK cepii): 996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
ITandapmaxo, 3a3HaYeHMK y NepiognyHOCTi NOAAHHSA
C.A., IcnaHis perynspHux 3BiTiB 3 6e3neku.
54. ®/IYOPOYPAL, | po3uuH Ans iH'ekuili 50 MicTtpan AHrnis Xaynt ®apma HimeuunHa nepepeecTpauis Ha HeoGMeXeHuiA TepMiH 3a He UA/15418/01/01
nN- BICTA mr/mn no 5 ma a6o 10 Kenitan BonbgparcxayseH OHOB/EHO iHGhopMmaLito B IHCTPYKLUIT A5 peyenmom | nionsieae
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

M7, abo 20 mn
pO34nHYy ANS iH'EKUI Y
thnakoHax; no 1
chnakoHy y kopobui 3
KapTOHY

MeHepxmeH
T NimiTepq,

m6X

MeAMYHOro 3acCTOCYBaHHS NikapCbKoro 3acoby y
po3ginax "®apmakosioriyHi BNacTuBocTi",
"MpoTunokasaHHa", "Ocobnmsi 3axoan 6e3nekn”,
"B3aemogis 3 iHWVMKU nikapcbkuMu 3acobamu Ta
iHWi BMAy B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocid
3acTocyBaHHA Ta gosun”, "Aitn",
"Mepeno3yBaHHA", "T06GIUHI peakuir™,
"HecymicHicTb" BignoBigHo Ao iHdopmauii
pedhepeHTHOro nikapcbkoro 3acoby Fluroblastin,
solution for injection 50mg/ml, Pharmacia GmbH
(B YkpaiHi He 3apeecTpoBaHuii).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPMAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOoB’A YKpainuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU
300pOoB's YKpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.

55.

XITAKCA

pO34uH opasibHuiA, 0,5
mr/mn no 60 mn, 120
M, 150 mn y dpnakoHi;
no 1 cpnakoHy y
KOMMNEKTi 3 MipHOO
NoXeukoto abo
[03yBasIbHUM
LUNPULLOM Y KapPTOHHIi
Kopobui

AT "Apawvep
dapma”

Monbla

BMPOGHMLTBO 3a
MOBHVM LVK/IOM:
®damap A.B.E.
ABNOH lMnaHT,
pewisi; BMPOOBHUK
BiANoBiAa/IbHWIA 3a
BUNYyCK cepii, He
BK/IOYA0UMN
KOHTpONb: AT
«Afamef,
Papmay, Monbla

peuis/
Monbwa

nepepeectpadisi Ha 5 pokis
OHoB/EHO iHhopMaL,ito BigNoBIgHO A0
pedhepeHTHOro nikapcbkoro 3acoby (Epiyc,
pO34uH opasibHUiA no 0,5 mr/mn) Ta 3rigHo 3
6e3MneKot0 JOMOMDKHUX PEYOBWH B IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3ainax "®apmakosioriyHi BNacTuBocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMun 3acob6amu abo iHWi BUAN
B3aemogiit”, "Ocob6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHs iHdhopmalyi) Ta
"Mo6ivHi peakuir.

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big, 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
30,0p0oB's YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpOKamMu,

6e3
peuyenma

nionsieae

UA/15529/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1

3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapmaneBTHYHOrO 3a0e3meyeHHs

Isan 3AZIBOPHUX




NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 0
PEECTPAUIMHUX MATEPIAJIB, AKI BHOCATbLCA A0 AEPXXABHOI'O PEECTPY JNIIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Big 02 munHga 2021 poky Ne 1327

Kopob6ui; no 1 mn B

Ne Hassa dopma surnycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JNliKapcbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky | peecmpayiliHo2o
3acoby ynakosKa) NnocBi04Y€eHHs1
1. ABEJIOKC® PO34uH ANs iHQy3il, Baiiep Al HimeyunHa Baiiep Al', HimeuunHa HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHuXx MmaTepiasis: 3MiHu | Tuny - 3a UA/4071/02/01
400 mr/250 mn, no 250 (Becb uykn ITanisa BHECEHHS 3MiH O MaTepiasiiB peecTpayiiiHoro gocbe p. peyenmom
M1 PO3UMHY Y BMPOGHMLITBA 3.2.P.7. Cuctema KoHTeliHep/3akynoptoBasibHuWii 3acib, a came
hnakoHax; no 1 (BMPOGHULTBO [oJlaBaHHA HOBOro napameTpy crneundikavii "IHdpayepsoHa
hNakoHy B KAPTOHHIl Hepo3gacoBaHo! cnektpomeTpis” (Identity A (EP)) ans 3a6e3nevyeHHs
nauuj npoaykKuii, NnepBnHHa i€HTUYHOCTI T'yMOBOT KPULLKY 3 BifMoOBIigAHAM METOLOM
yrnakoBka, BTOPUHHa BMNPOBYBaHHS; 3MiHW | TUNY - BHECEHHSA 3MiH 4,0 MaTepiasiB
ynakoBKa, KOHTPO/1b peecTpaujiHoro gocke p. 3.2.P.7. Cuctema
AKOCTI, BUMYCK cepii)); KOHTeliHep/3aKynopioBasibHKi 3aci6, a caMme BUTy4YeHHS 3
PpeseHiyc Kabi ITania Cneuumdpikauii Ans rymoBoi Npo6ku n. «MiHimym
C.P.N., Itanisa MIKpOTBEPAOCTI» 3 BiANOBIAHOK MEXer NPUIAHATHOCTI WoA0
(anbTepHaTuBHWIA rymoBoi npo6ku (Micro-hardness minimum); 3miuu | Tuny -
BUPOBHUK BHECEHHS 3MiH [JO MaTepiasliB peecTpaLiiiHoro gochbe p.
(BMpPOGHMLTBO 3.2.P.7. Cuctema KoHTelHep/3akynopoBasibHWii 3acib, a came
Hepo3dacoBaHol BUyYeHHs 3 Cneuudikauii 418 ryMoBOi MPo6Ku M.
npoAayKLUii, NnepBrHHA «MakcrMym MiKpOTBEpOCTi» 3 BifNoOBIAHOI MEXe
ynakoBka, BTOPMHHA NPUAHATHOCTI LWOA0 ryMoBOi Npobku (Micro-hardness
yMakoBKa, KOHTPO/1b maximum); 3MiHW | TUMy - BHECEHHS 3MiH 40 MaTepianis
AKocTi)); LUTteremaHH peecTpadiiHoro gocke p. 3.2.P.7. Cuctema koHTelHep/
JToHbepnakyHr & 3aKynoproBa/IbHWIA 3acib, a came He3HayHa 3MiHa y MeTogax
Norictiwep Cepsic BMMNPOGYBaHHSA NepBUHHOT ynakoBku /13 (rymoBoi Npo6ku):
e.K., HiveuunHa BBOAMTLCA a/lbTEPHATUBHUIA 4OAATKOBUIA TECTOBWI NPUCTPIi
(anbTepHaTuBHWiA LUTaHreHuMpKy b (measuring device caliper)) ans napameTpis
BMPOGHWK (BTOPMHHA BMCOTU, TOBLUMHU Ta diameTpa
ynakoBKa))
2. AOPEHANIH- | po3u4unH gNns iH'ekuii, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4761/01/01
3400POB'A 1,82 mr/mn, no 1 mn B 06MEXEHO0 06MeXeHo He3HayHa 3MiHa y MeTogax KOHTPoo /13 3a NOKasHUKOM peuyenmom
amnyni; no 10 amnyny | BiANOBiA&/IbHI BiANoBiga/IbHICTIO “CynpoBigHi fgomilkn. HopagpeHaniH Ta 6yab-sika
KapTOHHI KopobLj; no CTHO "®apmMaLeBTnyHa HeigeHTUikoBaHa AOMILLKA”, @ came: KOpUryBaHHs cknaay
1 mn B amnyni; no 5 "papmaueBTu KomnaHis "3gopos'a” pyxomoi dasu (MeToa piguHHOT xpomaTorpadii 4PY, 2.2.29)
amnyn y 6nictepi; N0 2 | 4YHa KOMMaHis
6nicTepn B KapPTOHHIlA "3p0pos'a"




36

a6o 400 mr/20 mny
nakoHi; no 1 a6o 4
h1aKOHW Y KapTOHHIl
KopoobLi

Papma
MaHydhekTypuHr Ko.
14, AnoHis;
Bupo6HULTBO
Hepo3g)acoBaHol
npoaykuii (ons
ynakoBku rno 400 mr/20
M/1), BUNPOGYBaHHSA
KOHTPOJI0 AKOCTI (aNA
ynakoBku rno 400 mr/20
mn):
[xeHeHTek IHK., CLUA;
BUNPOGYBaHHSA
KOHTPO/II0 SKOCTI (4119
ynakoBku rno 400 mr/20
Mn): [IKeHeHTeK [HK.,
CLUA; BunpobyBaHHs
KOHTPO/IH0 AKOCTi: PoLu
®apma Arl',
HimeyuunHa; BropuHe

YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3aABHUKa 419 3AiiCHeHHA hapMakoHarnagy B YKpaiHi, Ko
BOHa BiiMiHHa BifJ, YNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
3gificHeHHs chapmakoHarnsgy (BKIHOUaUM KOHTaKTHI faHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
amnyni; no 10 amnyn 'y
6nictepi; no 1
6nicTepy B KAPTOHHIiA
Kopo6ui
3. A3NTPO NOPOLLOK A5 CaHpo3 CnoBeHis C.K. Canpgos C.P.J1. PymyHis BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/4764/02/02
CAHAO3® opasibHOT CycneHsil, dapmacbioTika OHOBJ/IEHHS METOZiB BUNPOOYBaHHA T. "PO34MHEHHS", a came | peyernmom
200 mr/5 mn o 17,11 n3 g.o. npurotyBaHHs test solution ana 30 ml (nig yac peectpauii
nopowky ansa 20 mn [,04aTKOBOI YyNakoBKu no 24,8 r nopoLuky a8 30 M opasibHOT
OopasibHOI cycneHaii y cycneHsii He 6y NOMWUIKOBO OHOB/IEHI METOAM KOHTPOSTHO
dhnakoHi; no 1 AKOCTI);
hNakoHy Y KOMMIEKTI 3MiHU | TUNY - OHOBNEHHSA MeTOoAIB BUNPO6YBaHHS T. "KinbkicHe
3 afiantepom Ta BM3HAYEHHS", a came NpuroTyBaHHs test solution gns 30 mi
wnpuuom ans (nig, yac peecTpadii Jo4aTKOBOT yNakoBky No 24,8 r NOpoLUKy
[,03yBaHHA Y ons 30 M 0pasibHOT CycneHsii He 6y MOMWUIKOBO OHOBJIEHI
KapTOHHI kopo6uj; no METOAN KOHTPOSIO SKOCTI)
24,8 1 nopoLuKky ans
30 mMn opansHoi
cycnensii y qpnakoHi;
no 1 donakoHy y
KOMM/EKTi 3
afantepom Ta
LUNPULIOM ANS
[03yBaHHA Y
KapTOHHI Kopoo6Li
4, AKTEMPA® KOHUEHTpaT ans ®.XohcpmaHH- | LLBeliapis Brpo6HMLTBO AnoHis/ 3MiHu | TURY - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta 3a UA/13909/01/01
PO34UHY ANst iHQY3il, Na Pow Ntp, Hepo3acoBaHo! cuwA/ thapmakoHarnsagy. BeefeHHs abo 3miHM [0 y3arasibHeHUX peuenmom
20 mr/mn; no 80 mr/4 npoayKuii, NnepBnHHe HimeuunHa/ AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
M abo 200 mr/10 mn nakyBaHHs: Yyrai LLiBeiiuapis y3araJlbHeHUX faHux Npo cuctemy dhapmakoHarnsgy, aMmiHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,
BUMYCK Cepii:
®.XohhmaHH-/1a Pow
N1a, Weeiiyapis

AKTEMPA®

PO3YUH ANS iH'EKLN,
162 mr/0,9 mn; 4
nonepegHL0
HanoBHEHMX LUMpuLa
(koxeH o6’emom 1 M)
Y KapTOHHIli kopoobu; 4
nonepeaHL0
HanoBHEHWX LUMpULA
(koxeH o6’emom 1 mn)
Y KapTOHHIli KopobLi

®.XohpmaHH-
Na Pow ita

LLiBeiuapis

Brpo6HMLTBO
Hepo3acoBaHo!
nNpoAayKLUii, NnepByHHE
nakyBaHHs,
BUNPOOYBaHHA Ha
CTEPUSIBHICTb Ta
GakTepiasibHi
EeHI0TOKCUHWN: BeTTep
Papma-PepTUryHr
rmoX i Ko KT,
HimeuuunHa;
BunpobyBaHHs Ha
CTEpUbHICTb Ta
bakTepiasibHi
EeHAO0TOKCUHN: BeTTep
Papma-depTUryHr
v6X i Ko KT,
HimeuunHa; BetTtep
Papma-depTUryHr
v6X i Ko KT,
HimeuunHa;
BunpobyBaHHs
KOHTPOJI0 SIKOCTI (KpiM
BMNPOGYBaHHA Ha
CTEpUbHICTb Ta
6akTepiasibHi
€HJ0TOKCUHK): PoLu
®apma Arl',
HimeyuunHa; BToprHHe
naxkyBaHHs,
BMMNPOGYBaHHSA
KOHTPO/I0 SIKOCTI (KpiM
BMNPOGYBaHHA Ha
CTEPUIbHICTb Ta
6akTepiasibHi
€HJO0TOKCMHW), BUMYCK
cepii: ®.XoddpmaHH-
Na Pouw Nta,
LLisenuapis

HimeuunHa/
LLiBeiiuapis

3Mminu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3MiHM 0 y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
y3aras/ibHeHUX JaHux Npo cuctemy capmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as9BHUKa A5 34iiCHEHHA dapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa BiJ, YNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
3fificHeHHs chapmakoHarnsagy (BKIHOYarUM KOHTaKTHI faHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-haiina cucrtemu
hapmakoHarnsagy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaii.

3a
peyenmom

UA/13909/02/01

AKTOBETIH

TabneTku, BKPUTI
060/10HKOt0, No 200 mr
in bulk Ne 50x144: no

TOB "Takega
YkpaiHa"

YKpaiHa

FNOBOPAPM
dapmauoliTiwe
MpoAakLH3-yHA

ABcTpisi/
HimeuyunHa

BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA NiKapcbkuiA 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AibHUL

UA/9048/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
50 Tabnetok y XeHngensrecenswadt BMPOBHMLTBA [/15 YaCTUHM ab0 BCbOro BUPOBHMYOro npoLecy
dhnakoHi; no 144 M.6.X., ABCTpIs rOTOBOrO JlikapCbKOro 3acoby (ZiIbHULSA, Ha SKili NPOBOAATLCS
(h/1TaKOHW B KAPTOHHilA (NOKPUTTA LyKPOBOIO 6y fb-sIKi BUPOGHWYI CTagii, 32 BUHATKOM BUMYCKY Cepil,
Kopoo6Li 060/10HKOI, KOHTPO/1b KOHTPOJTIO AIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO NakyBaHHSA, 415
AKOCTI cepil); Takepa HeCcTepu/IbHUX NiKapcbKuX 3aco6iB) 3aMiHa BUPOBHNYOT
AscTpisa F'm6X, OiNbHUL ANS NOKPUTTS LyKPOBOK 060/IOHKOI0 TabneTok:
ABcTpis (rpaHynauis y BBeaeHHS 3MiH poTAroM 6-Tv MicSLB NiCNS 3aTBEPAXKEHHS.
ncesAopo3pigKeHoMY 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
Lapi, KOHTPO/b AKOCTI 3MiHU Y BUPOBGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOTLCA
cepii: "AKTUBHICTb. BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
MocuneHHs 3aco6y (3amiHa abo AofaBaHHA AiNbHUL, Ha SKil
ninoreHesy"); Takega 3[iICHIOETLCSI KOHTPOSIL/BUNPOBYBAHHS Cepii) BBEAEHHS
'mM6X, micue [04,aTKOBOI BUPOOHMYOI AiNTbHUL AN KOHTPOS0 sikocTi 13,
BUPOGHMLTBA 3a BUHATKOM napameTpy «IoCUIeHHs ninoreHesy.
OpaHieHbypr, 3anponoHoBaHo: Globopharm Pharmazeutische Produktions-
HimeuunHa und Handelsgesellschaft m.b.H., Austria (Tno6ocapm
(BMPOGHULTBO dapmauoliTiwe MpogakiwH3-yHA XeHaensrecenswagT m.6.X.,
Hepo3sacoBaHol ABCTpist). BBEAEHHSA 3MiH pOTArom 6-T1 MicAUIB nicns
npoayKuii, NnepBnHHa 3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. [0TOBMIA
ynakoBKa, KOHTPO/1b nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /ikapCbKoro 3acoby
AKOCTI cepii, A03BiN Ha (iHWi 3miHW) nepeknag cneumaikalii Ta MeTo4iB KOHTPO/IO
BMMYCK cepii) akocTi /13 3 pociiicbkoi Ha yKpaiHCbKy MOBY. BBeeHHs 3MiH
pPOTAroM 6-TU MicALIB NicNs 3aTBEPKEHHS
7. ANAKTUH Tabnetku no 0,5 mr, TOB «TeBa YkpaiHa TeBa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepianiB: 3MiHa 3asiBHMKa 3a UA/9595/01/01
no 2 abo 8 TabneTtok y YkpaiHa» c.p.o. Pecny6nika (BnacHvKa peecTpaduiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyennmom
nasawui, no 1 naswuiy Big 23.07.2015 Ne 460): 3MiHu | TUNy - 3MiHM WOA0
Kopo6ui 6e3nekn/edpekTBHOCTI Ta hapmakoHarisgy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVUKa 151 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakKTHI AaHi) Ta/abo 3MiHK Yy
po3MmilLeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
thapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiAnoBigasIbHOI 3a dpapmakoHarnsg
8. ANJAPA Kpem 5 %; no 250 mr B MEJA Ab LLisewjs 3M Xenc Kea Nimiteq , Benuka BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12999/01/01
caule; no 12 cawe B BpuTaHis 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy. peyenmom
KOpO6Lii 3 KAPTOHY BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefAeHHs y3arasibHeHUX AaHnx npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHUKa A/15 34iACHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
hapmakoHarnsagy B YkpaiHi, SKWo0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MmilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHVKaA, BifnoBigaibHOI 3a
hapmakoHarnsga:
MponoHoBaHa pepakuist — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXKEHOI 0C06W, BiANOBiAa/IbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHUX faHWUX KOHTaKTHOT 0co6u
yNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMKeHHA MacTep-tailina cucremm
hapmakoHarnsagy. 3miHa micus 34jiiiCHeHHsT OCHOBHOT
LOifNbHOCTI 3 hapmakoHarnsgy
9. ANMNPA3O0O/IA | Tabnetku no 0,25 wmr, ToBapucTso 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiiB: 3MiHM | TNy - 3a UA/16375/01/01
M-3H no 10 TabneTok y 06MexeHot 0bMexeHot nogaHHs oHoBneHoro CepTtudikaty BignosigHocTi E® ans AdP| | peyenmom
6nictepi; no 1 a6o 3 BignoBiganbHi BigNoBigasIbHICTIO Annpasonam 3anpornoHoBaHa pepakuis R1-CEP 2008-229-
6nictepun y Kopobu,i 3 cTHO "XapkiBcbke Rev 02 Big, gitouoro BupobHuka LAKE CHEMICALS PRIVATE
KapToHYy "XapkiBcbke thapmaueBTUYHe LIMITED, India, Ta, K HaCMi0K YTOYHEHHS HaliMEHyBaHHS Ta
hapmaueBTny nigNPUEMCTBO azpecu BUpobHMKa; 3anponoHoBaHo: Site No. 21M, Attibele
He "3p0poB's Hapoay" Industrial Area Anekal Taluk India — 562 107 Karnataka,
niANPMEMCTBO Bengaluru.
"340poB'a BHeceHHs 3miHn o MKA N3 y po3ain «Cknaax»: MponoHoBaHa
Hapoay" pepakuisi: LAKE CHEMICALS PRIVATE LIMITED, India
10. AJMMPA3O/JIA | Tabnetkn no 0,5 mr no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuXx MmaTepiasis: 3MiHu | Tuny - 3a UA/16375/01/02
M-3H 10 Tabnetok y 06MeXeHOo 06MeXeHo nofaHHs oHosrieHoro CepTudpikaty BignosigHocTi €E® ana APl | peyenmom
6nictepi, no 1 a6o 3 BiANOBIA&/TbHI BiANOBIAA/TIbHICTIO Annpasonam 3anpornoHoBaHa pegakuis R1-CEP 2008-229-
6nictepu y kopobui 3 CTHO "XapkiBcbke Rev 02 Big gitovoro BupobHuka LAKE CHEMICALS PRIVATE
KapToHy "XapkiBcbke thapmaueBTuyHe LIMITED, India, Ta, Sk HACNiAOK YTOYHEHHS HaliMEHYBaHHS Ta
hapmaueBTny nigNPUEMCTBO agpecy BUpobHMKa; 3anponoHoBaHo: Site No. 21M, Attibele
He "3p0poB's Hapoay" Industrial Area Anekal Taluk India — 562 107 Karnataka,
nignpueMCcTBO Bengaluru.
"3a0poB'sa BHeceHHs 3miHM go MKA 13 y po3gin «Cknag»: MponoHoBaHa
Hapoay" pepakuisf: LAKE CHEMICALS PRIVATE LIMITED, India
11. ANbAYPA3N KOHUeHTpaT ans [xeHsaiim  [Higepnanan BetTtep ®apma- Himeuunna/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/8093/01/01
M® PO34MHy AN iHQY3ilA, KOpon B.B. depTiryHr TM6X eHp, Benvka 3MiHK Wo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
100 O4/mn; Ne 1: no 5 Ko.KI" , HimeyunHa BpuTanis/ BBefeHHst ab0 3MiHM [0 y3aralbHEHUX AaHWX MPO CUCTEMY
My thnakoHi; no 1 (KiHLleBE HaMNOBHEHHSA CLIA thapmakoHarnagy (BBefieHHs y3arasibHeHNUX AaHnx npo
hNakoHy Y KapTOHHIN hNakoHiB (NepBuNHHE cucTemy chapmakoHarfisigy, 3miHa ynoBHOBaXKeHoi 0cobu,
KopooLi nakyBaHHs), BiANOBIAA/IbHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
npoBeAeHH:A TeCTy Ha 0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
CTEPWILHICTD); hapmakoHarnisgy B YKpaiHi, SKLLLO BOHa BigMiHHa Big,
[xeHzalim flimiTen, YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
Benuka BputaHis hapmakoHarnagy (BKI4alum KOHTaKTHi faHi) Ta/abo 3MiHu y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
(mapkyBaHHs Ta po3MmilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
BTOPWHHE MakKyBaHHS, 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6U 3aABHUKA,
KOHTPO/Ib AKOCTI /13 BigNoBiga/IbHOI 3a hapMakoHarnsg B YkpaiHi. NponoHoBaHa
(3@ BMK/THOYEHHAM penakuis: XogakiBcbka TeTsiHa BsauecnasiBHa. 3miHa
TEecTy Ha KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0Co6YU
CTEPUNBHICTb), BUMYCK 3a8BHWVKa, BiANOBIAabHOI 3a thapmakoHarnsag, B YkpaiHi
cepii); DxybineHt
XonnictepCriep JI/IC,
CLUA (kiHueBe
HanoBHEHHS (hN1aKoHIB
(nepBuHHE
nakyBaHHs),
NpOBefieHHs TeCTy Ha
CTEePWIbHICTb)
12. AMAHTUVH TabneTkn, BKpUTI TOB "ACIHO YKpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiiB: 3MiHM | TNy - 3a UA/6991/01/01
NAiBKOBOO YKPAIHA" 3MiHM 3 AKkocTi. A®I. KoHTposib A®I - OHOBNEHHSA MacTep- peyenmom
060/10HKO10, N0 100 (paiina Ha A®| AMaHTafuMHy cynbgaTy BUpobHuLTBa Moehs
mr; no 10 TabneTok y Cantabra S.L. IcnaHis, o 06yMOBAEHO BUYYEHHAM
6nicTepi; no 3 abo no nokasHuka «Baxki metanu» (Bepcis O-ADS-2011-s0013);
6 6nicTepis B 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKMii 3aci6.
KapTOHHIM nayui KOHTposb roToBOro nikapcbkoro 3acoby - 3arsepxeHHs MKA
13 ykpaiHCbKOK MOBOO
13. AMBPOKCOAN | cupon, 15 mr/5 mn no My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/0595/01/01
15 50 mn 'y chnakoHi akuioHepHe TOBapucTBO "HaykoBo- nofaHHsa oHoBsieHoro CepTudikata BignoBigHOCTI peyenma
nonimepHomy, rno 1 TOBapuUCTBO BMPOGHNYNIA €sponelicbkiin hapmakonei Ne R1 — CEP 2002 — 117 — REV
dhnakoHy pasom 3 "HaykoBo- LeHTp"BopLuariBcbkuii 02 (nonepepgHs Bepcia CEP Ne R1 — CEP 2002 — 117 — REV
JIOXKOI0 [,03yBasIbHOIO BMPOGHUUNIA Ximiko- 01) ana A®l (Ambpokcony rigpoxnopuay ) Big, BXxe
B nauuj; no 100 mn y LEeHTp hapmaLeBTUYHNI 3aTBepaxeHoro BupobHunka «<ERREGIERRE S.P.A.», ITanis;
donakoHi noniMepHomy "BopLuariscbk 3aBof" 3MiHuM | TUNY - NnogaHHA oHoBneHoro CepTudiikara
ab60o 6aHui noniMepHii; NiA XiMiKo- BiAgnoBigHOCTI E€Bponeiickbkili hapmakonei Ne R1 — CEP 2004 —
no 1 conakoHy a6o no hapmaueBTny 201 — REV 04 (nonepegHs Bepciss CEP Ne R1 — CEP 2004 —
1 6aHui pa3om 3 HWi1 3aBog" 201 — REV 03) ana A®l (Ambpokcony rigpoxiopuay) Big Bxe
JIOXKOI0 [,03yBas1bHOIO 3aTBepxeHoro BupobHuka «Shilpa Medicare Limited», IHais.
B nauuj; no 100 mn y B pamkax 3asBneHoi npoueaypu Bigdynach 3miHa agpecu
dNakoHi CKISAHOMY; NO BUPOBHMYOT AinbHULL, 6e3 3MiHW MicLa BUPOGHMLTBA:
1 chnakoHy pasom 3 3anponoHoBaHo: Plot Ne 1A & 1A'P, 1B, 2, 2A, 2B, 3A to 3E,
JIOXKOI [,03yBasIbHOK 4A, 5A, 4B &5B Deosugur Industrial Area, India-584 170
B nauyj; no 120 mn y Raichur, Karnataka
dhnakoHi noniMepHomy
abo 6aHLi noniMepHii;
no 1 cpnakoHy a6o no
1 6aHuj pa3om 3
JI0OXKOI0 ,03yBa/IbHOK0
B nauuj
14. AMBPOKCO/ | cupon, 30 mr/5 mn no My6nivHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TRy - 6e3 UA/0596/01/01
30 50 mn 'y chnakoHi akuioHepHe TOBapuCTBO "HaykoBo- nofaHHsa oHoBsieHoro Ceptudikara BignoBigHOCTI peyenma
nonimepHomy; no 1 TOBapuCTBO BUPOGHNUUIA €sponevicbkii hapmakonei Ne R1 — CEP 2002 — 117 — REV
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
hnakoHy pasom 3 "HaykoBo- LeHTp"bopLuariBcbkuii 02 (nonepegHs Bepcis CEP Ne R1 — CEP 2002 — 117 — REV
JIOXKOI [,03yBasIbHOK BMPOGHUUNIA XiMiKo- 01) ana A®l (AM6poKcony rigpoxsopuay ) Big Bxe
B nayu; no 100 mny LeHTp thapmaueBTUYHUIA 3aTBepAxeHoro BupobHrka «<ERREGIERRE S.P.A.», ITanis;
dhnakoHi nonimepHomy | "BopuiariBcbk 3aBoa" 3MiHM | TUNY - NoAaHHA oHoBReHoro CepTudiikata
ab60o 6aHLi noniMepHii; NiA XiMiKo- BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1 — CEP 2004 —
no 1 conakoHy a6o no hapmavesTuy 201 — REV 04 (nonepepaHs sepcis CEP Ne R1 — CEP 2004 —
1 6aHuj pa3om 3 HWi1 3aBog" 201 — REV 03) ana A®l (AM6pokcony rigpoxiopuay) Bif, Bxe
JIOXKOI [,03yBasIbHOK 3aTBepKeHoro BupobHrka «Shilpa Medicare Limited», IHais.
B nauuj; no 100 mn y B pamkax 3asiBnieHoi npoueaypu Bigdynack 3miHa agpecun
dh1aKoHi CKNSTHOMY; MO BMPOGHMYOT AinbHNLi, 6€3 3MiHN MiCcLA BUPOGHMLTBA:
1 chnakoHy pasom 3 3anponoHoBaHo: Plot Ne 1A & 1A°P, 1B, 2, 2A, 2B, 3A to 3E,
JIOXKOI0 [,03yBasIbHO 4A, 5A, 4B &5B Deosugur Industrial Area, India-584 170
B navyi; no 120 mny Raichur, Karnataka
donakoHi noniMmepHomy
a60 GaHui noniMepHii;
no 1 conakoHy a6o no
1 6aHui pa3om 3
JIOXKOI0 [103yBa/1bHO0
B nauuj
15. AMBPOKCON | tabnetku no 30 mr; no My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/1437/01/01
Yy 10 TabneTtoK 'y aKujioHepHe TOBapUCTBO "HaykoBo- noAaHHsa oHoBneHoro CepTtudikaty BiAnoBIgHOCTI peyenma
rAPOXNMOPU | 6nictepi; no 2 TOBapUCTBO BMPOGHNYNIA €Bponeiicbkin hapmakonei Ne R1-CEP 2004-201-Rev 03 ans
a 6nictepun y nauui 3 "HaykoBo- LeHTp"bopLuariBcbkuii nitoyoi pevosuH Ambroxol hydrochloride Big Bxe
KapToHYy BMPOGHNUNIA Ximiko- 3aTBepmxeHoro supobHuka SHILPA MEDICARE LIMITED,
LEeHTp hapmaLeBTUYHNI IHAis; 3MiHKW | TNy - nogaHHsA oHoBneHoro CepTudikarty
"BopLuariscbk 3aBopg", YkpaiHa BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2004-
NiA XiMiKo- (BMpPOGHMLTBO 3a 201-Rev 04 ans gitouoi peyosmHu Ambroxol hydrochloride Big,
thapmaueBTUy MOBHWM LWMK/IOM); BXe 3aTBepxeHoro BupobHunka SHILPA MEDICARE
HWi1 3aBoa" ToBapucTBO 3 LIMITED, IHgis. B pamkax 3asiBNeHoi npoleaypu Bigdynach
06MexeHo 3MiHa agpecu BUPOOHUYOI AinbHUL, 63 3MiHW Micus
BignoBiga/bHICTIO BMPOGHMLUTBA: 3anponoHoBaHo: Plot Ne 1A & 1A'P, 1B, 2, 2A,
"ArPO®APM", 2B, 3Ato 3E, 4A, 5A, 4B &5B. Deosugur Industrial Area, India-
Ykpaina 584 170 Raichur, Karnataka; 3miHu | Tuny - nogaHHs
(BMpOGHMLTBO, oHoBsieHoro CepTudikaty BifnoBigHOCTI EBpONECHKIi
nakyBaHHs, BUMYCK thapmakonei Ne R1-CEP 2002-117-Rev 02 ans gjtouoi
cepiii); ToBapncTeo 3 peuosuHn Ambroxol hydrochloride Big Bxe 3aTBepaXeHoro
obMexeHot BMpOGHUWKa Erregierre S.p.A., ITanis; 3MiHu | TURY - BUNyYeHHS
BigNoBigasIbHICTIO i3 cneymdikauii APl ambpokcony rigpoxnopuay nokasHuka
"Hatyp+", YkpaiHa «Baxki meTanv» - npuBeAeHo y BIANOBIAHICTL 40 BUMOT
(KOHTpO/b Ccepiid) MoHorpadii EP; 3miHun | Tuny - 3MiHKM y cneuudikauii Ta
MeToZiB KOHTposto /13 3a noka3HrkoM OAHOPIAHICTb
[030BaHVX OAMHMLE. KOpuUryBaHHS oguHULE BUMIpY
(3anponoHoBaHo: Mae Bignosigaty Bumoram oY, AV < 15%,
pO3paxyHKOBO —BaroBuiA MeETo/) NPUBEAEHHS Y BiAMNOBIAHICTb
[0 3aranbHoi ctatTi (4PY (2.9.40)
16. AMBPONITU cupon, 15 mr/5 mn no AT Bonrapis AT "Cothapma”, Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12426/01/01
H® 100 M1y CKAsiHOMY "Codpapma” Bonrapis noJlaHHA OHOBJ/IEHOro cepTudpikata BiANoBIAHOCTI peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
abo (BMpOGHMLTBO €Bponevicbkinn hapmakonei Ne R1-CEP 2004-201-Rev 04 ans
nonietuneHTepedTan Hepo3gacoBaHo! A®l Ambroxol hydrochloride Bif BXe 3aTBepaxeHoro
aTHoOMy ch/1akoHi; no 1 nNpoAyKuii, NnepBnHHa BMpo6HuKa Shilpa Medicare Limited, IHAia, y Hacnigok 3MiH y
h1akoHy 3 MipHUM Ta BTOPVHHA aapeci BUpOOHNYOT AiNbHWLI 63 3MiHW MiCLSi MPOBaKEHHS
CcTakaH4MKoM B ynakoska); AT nisnbHOCTI. 3anponoHoBaHo: Plot No. 1A & 1A'P’, 1B, 2, 2A,
KapTOHHIM nayui "Codpapma”, bonrapis 2B, 3Ato 3E, 4A, 5A, 4B & 5B Deosugur Industrial Area, India-
(mo3Bin Ha BMNyCK 584 170 Raichur, Karnataka
cepin)
17. AMIHOKANP MOPOLLIOK ANs ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasnis: 3MiHu |l Tuny - 6e3 UA/6566/01/01
OHOBA opasibHOro 06MexeHot obMexeHot 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHUKA peyenma
KNCNOTA 3acTocyBaHHA Mo 1 r1 BignoBiganbHi BigNoBigasIbHICTIO BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
Ne 10: no 1 r y nakeTi 3 cTI0 "®apmMaveBTnyHa BMKOPUCTOBYIOTbCSA Yy BUpOBHUYOMY npoueci AP, abo 3miHa
KOMGiHOBaHOro "®hapmaneBTn KomnaHis "3gopos'a” BMPOGHUKa (BK/KOYaoum, e HeobXigHo, MicLie MpoBeAEeHHS
mMatepiany (6ydneny), YHa KOMNaHis KOHTPO/IH0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
no 10 nakeTiB y "3popos'a” BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHomMy
KOpoo6Li 3 kapToHy; Ne [ocbe)(BBeAEHHS HOBOroO BUPOOHMKa A®| 3 HafaHHSAM MacTep-
10 (2x5):nolry thaiina Ha A®I) - BBE,EHO HOBOTO BNPOGHYKKa ADI
cnapeHoMy nakerTi 3 AwmiHOKanpoHoBa k1cnoTa BMpobHuuTBa Jiangsu Yongan
KOMGiHOBaHOro Pharmaceutical Co., Ltd., China gogatkoBo A0 3aTBepAXEeHOro
mMatepiany (6ydneny), BMPOGHUKa [lepxaBHe nianpMemMcTBo “HaykoBO-AoCNiaHWIA i
no 5 cnapeHux nakeTis MPOEKTHWI IHCTUTYT XIMIYHWUX TEXHONOTIN “XimMTexHonorisa”,
y KOpoOLji 3 KAPTOHY; YkpaiHa.
Ne 10 (2x5):no1ry
crnapeHoMmy nakerTi 3
nonieTNeHoBUM
NOKPUTTAM, Mo 5
cnapeHunx nakeTiB y
KOpOo6Li 3 KAPTOHY
18. AMKECO/N® Tabnetku; no 10 NAT YkpaiHa MAT "Ximdpapm3sasoz Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13574/01/01
TabneTok y 6nictepi; "Ximcpapm3sas "YepBoHa 3ipka" 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenmom
no 2 6nictepun y nauui o4 "YepBoHa BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX nNpo cuctemy
3 KapToHy; no 20 3ipka" dhapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHnX Npo
TabneTtok y 6nicrepi; cuctemy chapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
no 1 6nictepy y nauui BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHoT
3 KapTOHY 0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-thaiina cuctemn dhapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobum,
BiAANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsg,
19. AMKECO/I® cupon 5 % no 100 mn NAT YkpaiHa MAT "Ximdhapm3saBog Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TRy - 6e3 UA/17239/01/01
YHO B 6GaHLj cknsHii; no 1 "Ximchapm3sas "YepsoHa 3ipka" noJiaHHA OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI peyenma
6aHLi pa3om 3i opf "YepsoHa €sponeiicbkiii hapmakonei Ne R1-CEP 1997-022-Rev 07 gns
CTakaHOM [03yH4uM Yy 3ipka" [ito40i pevoBUHM KapboUMCTETHY Bif, BXXe 3aTBepAKeHOro
nadui 3 KapToHy; No BMpoGHUKa Bretagne Chimie Fine (BCF), ®paHuis, y Hacnigok
100 mn B 6aHLji BBE/IEHHS TEPMiHY NEPEKOHTPOIO 24 MiCALLi Ta NOKa3HMKa
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
noniMepHiii; no 1 «Baxki meTanun»
6aHLi pa3om 3i
CTakaHOM MipHUM y
navuli 3 KApToOHY
20. AMOKCUWK/A | nopoLUOoK A/1s PO3UUHY CaHpo3 CnoBeHis CaHpo3 M'mM6X - ABCTpiIs BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/7064/03/01
B® 4ns iH'exuin, 500 dapmachbtoTika BupobHunya ginbHuus 3MiHa AONYCTUMMX MEX BCTAHOBNEHNX y cneundikauii nig yac | peyernmom
Mr/100 wmr, 5 donakoHiB n3 g.o. AHTWiHdEKUIHI TN3 BMPOGHULITBA rOTOBOTO /iKAPCLKOro 3acoby - A5 CyMiLli
3 NOPOLLKOM B Ta XimiuHi Onepaduii npomixHoro npoaykty Amoxicillin sodium & Potassium
KapTOHHI KOPOOL KyHanb (AIXO M3 Clavulanate (5:1) Sterile, cniBBigHOLIEHHS Ail04MX PEHOBUH
KyHasib) 3MiHeHi 3 4.6-5.4 Ha 4,5-5,5(w/w); 3MiHu | Tuny - BBEAEHHS
anbTepHaTnBHoro metogy HPLC Method 2(Internal HPLC
Method) 415 TeCTyBaHHS KiNlbKiCHOrO BMICTY CTEPU/IbHOT
CyMiLLi; 3MiHU | TUNY - BBEAEHHS a/IbTEPHATUBHOIO METOAY
Method 2(In-house Method) ans TecTtyBaHHA CynyTHIX
OOMILLOK CTEPW/IBHOI CYMiLLi; 3MiHW | TRy - 3MmiHa Y
cneuudikayii nakyBasibHOro Matepiasny (a/1toMiHiEBI KOBNAaYKM)
NS NPOMDXHOTO NPOAYKTY
21. AMOKCUK/IA | nOpoLUOK A/19 PO3UHUHY CaHpo3 CnoBeHis CaHpo3 M'm6X - ABCTpIs BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7064/03/02
B® ons iH'exuin, 1000 dPapmacbioTika Brpo6Huya ainbHuus 3MiHa AONYCTUMUX MeX BCTAHOBJIEHNX Y crieundikaLii nig yac | peyernmom
Mr/200 wmr; 5 cpnakoHis n3 Aa.Aa. AHTWiH(DEKUIHI TN3 BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby - A1 CyMmiLlli
3 NOPOLLKOM B Ta XimiuHi Onepauii npomixxHoro npoaykty Amoxicillin sodium & Potassium
KapTOHHIA KopooLi KyHanb (AIXO N3 Clavulanate (5:1) Sterile, cniBBigHOLWEHHS 404X PEHOBUH
KyHA/b) 3MiHeHi 3 4.6-5.4 Ha 4,5-5,5(w/w); 3MiHu | TUNy - BBEAEHHS
anbTepHaTBHoro metogy HPLC Method 2(Internal HPLC
Method) ons TecTyBaHHS KiNlbKiCHOro BMiCTY CTepPU/IbHOT
CyMiLLli; 3MiHU | TUNY - BBEAEHHS a/IbTEPHATUBHOTO METOAY
Method 2(In-house Method) ans TecTyBaHHS CynyTHIX
[LOMILLIOK CTEPU/IbHOT CyMiLLi; 3MiHK | TUny - 3MiHa Y
crneundikaLii nakyBanbHOro Matepiany (antoMiHiEBI KOBNAYKM)
AN NPOMDKHOTO NMPOAYKTY
22, AHAIPENIAL Kancynu Teepai no 0,5 3eHTiBa, K.C. Yecbka BMPOGHMLTBO "in bulk", IcnaHis/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX MmaTepianis: 3MiHa 3asiBHMKa 3a UA/17240/01/01
3EHTIBA mr; no 100 kancyn y Pecny6nika nepBuHHe Ta HimeuunHa/ (BnacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 | peyenmom
naswyi; no 1 naswuyi y BTOPVHHE NaKyBaHHs, Yecbka Big 23.07.2015 Ne 460). BBeeHHS 3MiH MPOTAroM 6-Tu micsuiB
KapTOHHIM navui XiMiKO-pi3nyHe Pecny6nika nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK Woa0

TECTyBaHHS,
BignoBigae 3a BMNyckK
cepii: CIHTOH
XICMAHIA, C.1.,
Icnanisi; BTOPUHHE
nakyBaHHs:
PotteHgopg ®apma
v6X, HimeyunHa;
XiMiKO-pi3nyHe
TecTyBaHHA: KBIHTA-
AHANITUKA c.p.o.,
Yecbka Pecnybnika

6e3neku/ethekTUBHOCTI Ta thapmakoHarnsagy. BeegernHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHMX NPO cUcTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHaris4y; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnaay (BK/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLEeHHI MacTep-haiina cuctemun thapmakoHarnsay).
3MiHa yNnoBHOBaXKEHOI 0C06YM 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnsg. firova pegakuis: CopiHa JliaHa MNato /
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Sorina Liana Paiu, MD. lNMponoHoBaHa pegakuis: /liogmuia
®ininosa, MD / Ludmila Filipova, MD. 3MiHa KOHTaKTHUX SaHUX
yMNoBHOBaXeHOT 0cobu, BignoBifanbHOI 3a hapmakoHarnsg,.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BignoBigasibHOT 3a 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa MicLie3HaxoMKeHHs MacTep-
thaiina Ta iioro Homepa. 3MiHa MicLs 34iliCHEHHS OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsagy.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BY
nikapcbKkoro 3aco6y. 3MiHU BHECEHI W00 Ha3Bw J13.
3arsepaxeHo: AHAIPESIA A/IBOMEH. 3anponoHosaHo:
AHATPENIA 3EHTIBA. BBefeHHs 3MiH MPOTAroM 6-Tu MicsL,iB
nicns 3aTBepKeHHs.

23.

AHATPENIA,
3EHTIBA

Kancynm Teepgi no 1
mr; no 100 kancyny
nasawui; no 1 naswuiy
KapTOHHIM nayui

3€eHTiBa, K.C.

Yecbka
Pecny6nika

BMPO6HMUTBO "in bulk”,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
Ximiko-tpisnuHe
TecTyBaHHs,
BignoBigae 3a BUNyck
cepii: CIHTOH
XICMAHIA, C.N.,
IcnaHis; BTOpUHHE
naxkyBaHHs:
PoTTengopd Papma
M6X, HimeuunHa;
Ximiko-tpisnuHe
TecTtyBaHHA: KBIHTA-
AHAJITUKA c.p.o.,
Yecbka Pecnybnika

IcnaHisi/
HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpaduiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BBeeHHs1 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3arBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araJlbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPOo cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLeHHI MacTep-ghaiisia cucteMu papmakoHarnsgy).
3MiHa yNoBHOBaXXeHOI 0CObM 3asBHUKA, BiANOBiAa/IbHOI 3a
thapmakoHarnsg. fitoya pegaxuisi: CopiHa JliaHa Mato /
Sorina Liana Paiu, MD. lNMponoHoBaHa pegakuis: /liogmuia
®ininosa, MD/ Ludmila Filipova, MD. 3MiHa KOHTaKTHUX AaHWX
yMNOBHOBaXeHOT 0cobu, BignoBiganbHOI 3a hapmakoHarnsg,.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BignoBigasIbHOT 382 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa MicLie3HaxoMKeHHs! MacTep-
thaiina Ta iioro Homepa. 3MiHa MicLs 34iliCHEHHA OCHOBHOI
LiSiNbHOCTI 3 hapmakoHarniagy.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BY
NiKapcbKoro 3acoby. 3MiHM BHeCeHi Woao Ha3su /13.
3arsepgxeHo: AHATPENIL AJIBOIMEH. 3anponoHoBaHo:
AHATPENIA 3EHTIBA. BBefeHHs 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepKeHHs.

3a
peyenmom

UA/17240/01/02

24,

AHANbLIH

Tabnetkm no 0,5rno 6
a6o no 10 Tabnetok y
6nictepax

MAT
"Ximthapm3as
o[ "YepsoHa

3ipka”

Ykpaina

MAT "Ximdhapm3sasog
"UepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny -
3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy

dhapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo

6e3
peyenma

UA/8299/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
cuctemy hapmakoHarnsgy, 3MmiHa ynoBHOBakeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHUKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkioyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeHOI 0cobm,
BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
25. AHANbIH PO34UH ANS iH EKLi TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14166/01/01
500 mr/mn, no 2 mn B Papm” 3MiHM BHECEHI [0 IHCTPYKLIT 4151 MeAMYHOro 3acToCcyBaHHA Ta | peyernmom
amnyni; no 5 amnyn y KOPOTKOI XapaKTepUCTMKM NiKapCbKoro 3acoby y po3ginu
KOHTYPHIli YapyHKOBI "B3aemogis 3 iHWVMU NikapcbKMK 3acob6amu Ta iHLWi BUan
ynakoBLi; no 2 B3aemogiit”, "OcobnmBocCTi 3acTocyBaHHs", "Mo6iuHI peakwii”
KOHTYPHIi YapyHKOBI BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyoi
YMakoBKM B nauLli peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS
26. AHrINEKC- cnpeii 4ns poToBoi ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10126/01/01
3400POB'A NOPOXHWHK Nno 30 mn 06MeXeHo 0bMexeHo 3MiHa Ha3Bu Ta agpecy BUpobHuka APl XnopbytaHony peyenma
y 6an0Hi 3 KnanaHom- BignoBiganbHi BigNoBiAa/IbHICTIO remirigpart, 3MiH Yy MiCLLe3HaxoMKeHHi BUPOOHUYOT AiNbHUL He
HacocoM, HacafKolo- cTI0 "®apmMaLeBTnyHa Bia6ynocs; 3anponoHosaHo: ATUL BIOSCIENCE LTD., India
posnunoBayem; no 1 "papmaneBTn KoMnaHisa "3gopos'a” (PLOT N-37, ADDITIONAL AMBERNATH INDUSTRIAL
6asiIoHy B KapTOHHIl YHa KOMNaHis AREA., MIDC, ANAND NAGAR MMR ZONE-Il, AMBERNATH
Kopo6ui; no 50 mny "3popos'a" (EAST) 421 506, MAHARASHTRA, INDIA, AMBERNATH

hnakoHi 3 opasibHUM
po3nuaoBabHUM
NpUCTPOEM; Nno 1
(h1aKoHY B KapTOHHIi
KopoobLi

(EAST) — 421506, Taluka: Ambernath Taluka, District: Thane-
Zone6, India; 3miHn | Tuny - 3miHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii
hapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAEeHHS Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWOi HauioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneumdikauisx, nos'asaHa
3i 3miHamu B 1Y, abo €Bponelicbkiit hapmakonei, abo iHLii
HaujioHasnbHIli thapmakonei gepxasu €C); CynyTHS 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BuNpobyBaHHs APl abo BMXiZHOrO MaTepiany/npomMiKHOro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLIEC
BUPOOHMLTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPAKEHUX METoAax
BMNPOGYBaHHSA) - 3MiHW Y cnevumdikalisx Ta metogax
KOHTponto A®| XnopbyTaHosy remirigpart Big BupobHuka M3
3a NokKasHUKOM «laeHTudikaulis», «MikpobionoriyHa umcToTax,
«Jlomilkn A i B», «KinbkicHe BU3HauYeHHs», 3rifiHO BUMOT
MoHorpadii EP Ta AdY; 3MiHK | TRy - HE3HAYHI 3MiHN Y
MeToAax KoHTponto A®l XnopbyTtaHony remirigpar 3a
NOKa3HNKOM «3a/IULLKOBI KifIbKOCTi OpraHiYHUX PO3YNHHUKIB:
[OMNOBHEHHA METOAUKN NapaMeTpaMun XxpomaTorpadivuHor
CUCTEMMW, 3MiHWN B YMOBaX NpUAATHOCTI XpoMaTorpadoivHoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
cMCTEMM Ta PO3PaxyHKOBUX dropmyiax
27. AHIHOBATI cnpeii Ans poToBoi Peppep IcnaHis Peppep IcnaHis BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepianiB: TEXHIYHY 6e3 UA/10543/01/01
NOPOXHMHK; No 10 mn IHTepHacioHan IHTepHacioHasb, C.A. NOMM/IKY BUMPaB/IEHO B TEKCTI MapKyBaHHS BTOPVHHOT peyenma
a60 20 MmN 'y dor1aKoHi; b, C.A. yMakoBKM NiKapCbKOro 3acoby Ans ynakoBku - 20 M1 B MYHKTI
no 1 cpnakoHy pasom 3 16. IHchopMmaLisi, sika HaHOCUTbLCA WpudToM Bpaiins.
nepopasibHUM 3anponoHoBaHo: 16. IHdopmMaLis, siKa HaHOCUTLCA WPUTOM
[,03aTopoM Y KOpobLi Bpaiina aHriHoBar 20 M1 cnipeii 415 POTOBOI MOPOXHUHW.
3a3HayeHe BUMNpaB/IeHHA BiANoBigaEe apxiBHUM maTtepianam
peecTpauinHoro Aocbe
28. APBUTE/Ib Tabnetku no 20 mr, no MIKPO NABC IHais MIKPO JIABC IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18379/01/01
10 Tabnetok y NIMITEL NIMITEL 3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peuenmom
6nictepi, no 3 KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
6nicTepy B KOpoo6Lii 3 roTOBOrO JlikapCbKoro 3acoby (3MiHa KiflbKOCTi 0AMHULb
KapToHy; no 7 (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa nosa
TabneTok y 6nictepi, AianasoHoM 3aTBepAyKeHNX PO3MIpIB yNakoBKW - BBEAEHHS
no 2 abo 4 6nictepn y [04aTKoBOro po3mipy ynakosku Nel4 (7x2), Ne28(7x4), Neld
KOpo6Li 3 KapTOHY; NO (14x1); No28 (14x2); No56(14x4), Ne98(14x7)y 6nicTepi B
14 TabneTtoK 'y Kopobui 3 kapToHy ans /13 no 20 wmr, 40 wmr, 80 mr, 6e3 3MiHK
6nictepi, no 1,2,4 abo NepBMHHOIO NakyBaslbHOro mMarepiasy, 3 BiANoBigHUMMN
7 6nicTepis B KOpPOOL,i 3MiHamMu B po34ini YnakoBka. 3MiHVU BHECEHI B iHCTPYKLi0 AN
3 KapTOHY MefMYHOro 3acTocyBaHHs /13y p. "YnakoBka" sik HacnifoK -
nosiBa f10faTKOBOro NakyBaHHS
29. APBUTENDb Tabnetkun no 40 mr, nNo MIKPO NNABC IHAisa MIKPO JIABC IHAiA BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/18379/01/02
10 TabneTok y NIMITEL NIMITEL 3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuit 3aci6. Cuctema peyenmom
6nictepi, no 3 KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
6nictepu B KOpoo6Lii 3 roTOBOrO /1iKapCbKOro 3acoby (3MiHa KifIbKOCTi OANHULb
KapTOHy; no 7 (Hanpuknag TabneTok, aMnyn TOLLO) B yNakoBLi:) - 3MiHa nosa
TabneTok y 6nictepi, [iana3oHOM 3aTBepXeHNX POo3MipiB YNakoBKW - BBELEHHS
no 2 abo 4 6nictepu y [04aTKoBOro po3mipy ynakosku Neld (7x2), Ne28(7x4), Nel4
KOpo6Li 3 KAPTOHY; MO (14x1); No28 (14x2); Ne56(14x4), Ne98(14x7)y 6nicTepi B
14 TabneTtok y Kopo6Li 3 kapToHy ans /13 no 20 wmr, 40 wmr, 80 mr, 6e3 3MiHK
6nictepi, no 1,2,4 a6o NepBMHHOIO NakyBaslbHOro Matepiay, 3 BiANOBIAHUMYU
7 6nicTepis B KOpPoOL,i 3MiHamM¥ B pO34i/i YnakoBka. 3MiHVM BHECEHI B iHCTPYKLjit0 ANs
3 KapTOHY MeAMYHOro 3acTocyBaHHA J13 y p. "YnakoBka" ik HacnifokK -
nosiBa f10jaTKOBOrO NakyBaHHS
30. APBUTE/b Tabnetku no 80 mr, no MIKPO NNABC IHgjs MIKPO NIABC IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/18379/01/03
10 TabneTtoky NIMITEL, NIMITEL 3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
6nictepi, no 3 KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa po3Mipy ynakoBKu
6nicTepy B KOpoo6Lii 3 rOTOBOrO JliKapCbKoro 3acoby (3MiHa KiIbKOCTi OAMHMLb
KapToHy; no 7 (Hanpuknag TabneTok, aMmnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
TabneTok y 6nictepi, AianasoHoM 3aTBepAyKEHNX PO3MIPIB YyNakoBKW - BBEAEHHS
no 2 abo 4 6nictepn y [04aTKOBOro po3mipy ynakoBku Nel4 (7x2), Ne28(7x4), Nel4
Kopo6Li 3 KapTOHY; No (14x1); Ne28 (14x2); Ne56(14x4), Ne98(14x7)y 6nicTepi B
14 TabneTtoK 'y Kopob6ui 3 kapToHy a5 /13 no 20 wmr, 40 wmr, 80 mr, 6e3 3MiHK
6nictepi, no 1,2,4 abo NepPBMHHOIO MakyBasIbHOro Marepiasy, 3 BiANoBigAHUMMN
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
7 6nicTepis B KOpOOLi 3MiHaM¥ B po34i/ii YnakoBka. 3MiHVM BHECEHI B iHCTPYKLtO A5
3 KapTOHY MeAMYHOro 3acTocyBaHHA f13 y p. "YnakoBka" sk HacnifokK -
nosiBa f10jaTKOBOr0 NakyBaHHS
31. APBUTE/b Tabnetku no 40 mr, no MIKPO NNABC IHgjisa MIKPO JIABC IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianiB: yTOUHEHHA 3a UA/18379/01/02
10 Tabnetok y NIMITEL, NIMITEL HanucaHHA ynakoBoK B Haka3si MO3 Ykpainu Ne 832 Big peyernmom
6nictepi, no 3 28.04.2021 B npoueci BHECEHHS 3MiH (3MiHM | Tuny -
6nicTepy B KOpoo6Lii 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecun
KapToHy; no 7 3asiBHUKA (BNacHMKa peecTpaLiiiHoro noceigueHHs)). Pefakuis
TabneTok y 6nictepi, B Hakasi - no 10 TabneTtok y 6nicTepi, no 3 6nictepn B KOPOOLi
no 2 abo 4 6nictepu B 3 KapTOHy; Mo 7 TabneTok y 6nictepi, no 2 abo 4 6nictepn y
KOpo6Li 3 KapTOHY; NO KopobLi 3 KapToHy; no 14 Tabnetok y 6nictepi, no 1,2,4 a6o 7
14 TabneTok y 6nicTepiB B kOpobLi 3 kapToHy. BipHa pegakuis - no 10
6nictepi,no 1, 2,4 Ta6neTok y 6nictepi, no 3 6nictepy B KOPOOGL,i 3 KAPTOHY.
abo 7 6nictepis B
KOpo6Li 3 KApTOHY
32. APBUTE/Ib Tabnetku no 80 mr, no MIKPO NABC IHais MIKPO JIABC IHais BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHSA 3a UA/18379/01/03
10 Tabnetok y NIMITEL, NIMITEL HanMcaHHA ynakoBoK B Haka3i MO3 YkpaiHu Ne 832 Big peyenmom
6nictepi, no 3 28.04.2021 B npoueci BHECEHHS 3MiH (3MiHM | Tuny -
6nicTepy B KOpoo6Lii 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
KapToHy; no 7 3asiBHUKA (BNacHMKa peecTpaLiiiHoro noceigyeHHs)). Pefakuis
TabneTok y 6nictepi, B Hakasi - no 10 TabneTtok y 6nictepi, no 3 6nictepn B KOPOOLi
no 2 abo 4 6nictepu B 3 KapTOHy; Mo 7 TabneTok y 6nictepi, no 2 abo 4 6nictepn y
KOpo6Li 3 KapTOHY; NO KopobLi 3 KapToHy; no 14 Tabnetok y 6nictepi, no 1,2,4 a6o 7
14 TabneTok y 6nicTepiB B kOpobLi 3 kapToHy. BipHa pegakuis - no 10
6nictepi,no 1, 2, 4 Ta6neTok y 6nictepi, no 3 6nictepn B KOPOOL,i 3 KAPTOHY.
abo 7 6nictepis B
KOpo6Li 3 KAPTOHY
33. APBUTENb Tabnetku no 20 mr, nNo MIKPO NABC IHais MIKPO NIABC IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX MmaTepianiB: yTOUHEHHSA 3a UA/18379/01/01
10 TabneTtoK y NIMITEL NIMITEL HanMcaHHA ynakoBoK B Hakasi MO3 YkpaiHu Ne 832 Big peyenmom
6nictepi, no 3 28.04.2021 B npoueci BHECEHHA 3MiH (3MiHM | TNy -
6nictepy B KOpoo6Li 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
KapToHy; no 7 3as1BHUKA (BN1aCHVKa peecTpaviiiHoro noceigueHHs)). Pepakuis
Tabnetok y 6nicrepi, B Hakasi - no 10 TabneTok y 6nictepi, no 3 6nictepn B KOpobL,i
no 2 abo 4 6nictepu B 3 KapTOHy; Mo 7 TabneTok y 6nictepi, no 2 abo 4 6nictepn y
KOpo6Li 3 KapTOHY; NO KopobLi 3 KapToHy; no 14 TabneTok y 6nictepi, no 1,2,4 abo 7
14 TabneTok y 6nicTepiB B KOpobLi 3 kapToHy. BipHa pegakuis - no 10
6nictepi,no 1, 2,4 Ta6neTok y 6nictepi, no 3 6nictepn B KOPOOL,i 3 KAPTOHY.
abo 7 6nicTepis B
KOpo6Li 3 KAPTOHY
34. APUMPA30N | tabnetku no 10 mr; no TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15765/01/01
® 10 TabneTtoKy YKPAIHA" 3MiHU 3 AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro | peyenmom
6nictepi; no 1, 3 abo 6 NiKapCbKOro 3acoby - OHOB/IEHHS BXXe 3aTBEPMAKEHUX METO/iB
6nicTepiB y KAPTOHHIl KOHTPOJIH0 SIKOCTi Nikapcbkoro 3acoby, a came: BUKNafeHHs
nauui TEKCTY AepXXaBHOK MOBOH 3rigHO CyYacHUX BUMOT
35. APUMPA30/ | Tabnetkn no 15 mr; no TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15765/01/02
® 10 Tabnetok y YKPAIHA" 3MiHM 3 AIKOCTi. [OTOBWIA Nikapcbkumii 3aci6. KOHTPOsIb rOTOBOMO | peyernmom
6nictepi; no 1, 3 abo 6 NiKapCbKOro 3aco6y - OHOB/IEHHS BXE 3aTBEPMKEHNX METO/iB
61icTepiB Y KAPTOHHIN KOHTPOJIH0 SIKOCTi likapcbKoro 3acoby, a came: BUKNaAeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

nauuj

TEKCTY AiepXKaBHOK MOBOHO 3rifHO Cy4YacHMX BUMOT

36.

ATAKAHA
nntoc

Tabnetkun no 16
mr/12,5 mr no 14
TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHI KOopoo6Li

AcTpa3eHeka
AB

LLBeuis

Bupo6HuuTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHa Ta
BTOPWHHA YNaKoBKa,
BUMYCK Cepii:
AcTpa3eHeka Ab,
Lseuis;
Bupo6HuK,
BignoBigasibHWi 3a
nakyBaHHS Ta BUMYyCK
cepii: AcTpa3eHeka
vM6X, HimeyunHa

LLseuis/
HimeuyunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOBHMLTBA [/151 HACTUHM abo BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NikapCcbKoro 3acoby (4iIbHMUSA 419 BTOPUHHOTO
nakyBaHHs1) BBeZieHHs1 f0AaTKOBOT BUPOOHUYOI cPyHKLT
«BTOPUHHE NaKyBaHHA» /15 BXe 3aTBEPAXEHOT0 BUPOGHUKA
AcTtpa3eHeka AB, LLIBeLjis. BBeAeHHSA 3MiH NpOTArOM 6-Tu
MicALIB MiC/1A 3aTBepKEHHS. 3MiHM | TNy - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3aMiHa abo
BBEJEHHS 404aTKOBOI AiNIbHUL BUPOOHULITBA 4718 YaCTVHN
a60 BCbOro BUPOGHMYOro NPOoLLeCy rOTOBOTO /iKapCbKOro
3acoby (4inbHULA ANA NePBUHHONO NakyBaHHA) BBeeHHS
[,04aTKOBOT BUPOGHNYOT (RYHKLT «MEePBUHHE MaKyBaHHS» A5
BXeE 3aTBepxeHoro BupobHuka Actpa3eHeka AB, Llseuis.
BBeeHHS 3MiH NPOTAroM 6-Tu MicALIB NiCNA 3aTBEPKEHHS.
3MiHn | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa iMMopTepa/3MiHK, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS AiNbHULi, Ha AKil
34iCHIOETLCS KOHTPOL/BUNPOGYBaHHSA cepii) BBeaeHHs
[0[aTKOBOT BUPOBGHMNYOI hYHKLT «KOHTPOJ/Ib IKOCTi» A/15 BXe
3aTBepAKeHoro BUpo6Huka Actpa3eHeka Ab, LLBeuist.
BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA BUPO6GHKMKA, LU0 Bignosigae 3a
BBE3€EHHs Ta/abo Bunyck cepii) - Bkroyatoun
KOHTpONb/BMNPOGYBaHHSA cepii - BBeAeHHA 4oAaTKoBOl
BMPOGHUYOT OYHKLiT «BUNYCK Cepii» AN BXe 3aTBEPKEHOro
BMpo6HUKa AcTpa3eHeka AB, LUselis. 3MiHM BHECEHO B
IHCTPYKL,iO 419 MeANYHOro 3aCTOCyBaHHS LLOA0
HaliMeHyBaHHS Ta MiCLle3HaX04KeHHS BUPOOHUKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. 3aTBeppKEHHA HOBOrO TEKCTY
MapKyBaHHS YNakoBKW nikapcbkoro 3acoby A1a BUpPo6HMKa
AcTtpa3eHeka AB, LLIBeLjis. BBeAeHHSA 3MiH NpOTArOM 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS.

3a
peyenmom

UA/7620/01/01

37.

ATEHO-NON

NopoLUOK (CybCTaHLis)
y nakeTax noAgiiH1x
nonieTNeHoBUx gns
chapmaLeBTUYHOro
3aCTOCyBaHHSA

MpAT
"papmaneBTn
yHa thipma
"AapHuus”

YKpaiHa

KonpaH Pecepy
Nab6opaTtopis JlimiTeq,

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
A0faBaHHA anlbTEPHATMBHOIO METOAY aHaslisy BUSHaUYeHHS
NnokKasHMka «3a/ILLKOBI KiSIbKOCTi OpraHiyHNX PO34UNHHUKIB»,
6e3 BMKOpUCTaHHA napodasHoi NpMUCTaBku Ta 3
BMKOPUCTaHHSAM refito B AKOCTi ra3y-Hocisl, HOpMyBaHHS
po3ainy 3anvweHo 6e3 3MiH i BiANOBIAaE HOPMYBaHHIO
BMPOOHUKA

UA/16312/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
38. ALIEEPBIH po3uuH no 30 mn abo dapmaueyTiL ABcTpist dapmaueyTile ABCTpIs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 6e3 UA/10200/02/01
80 MmNy chnakoHi 3 e dabpik habpik MoHTaBiT 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy - peyenma
posnunaosayem; no 1 MoHTaBIT M6X 3MiHV BHECEHO B TEKCT MapKyBaHHS YNakoBKW /iKapCbKOro
hN1akoHy B ynakoBLi 6X 3aco6y. TepmiH BBeAeHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
39. BENOrEHT Ma3b no 15ra6o 30 r Benyno, nikn Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TRy - 3a UA/10920/02/01
y Ty6i; no 1 Ty6i B Ta KOCMeTuKa, KOCMETUKa, A.4. noAaHHs oHoBneHoro cepTudikaty CEP (R1-CEP 2003-232- | peyenmom
KapTOHHII nayui a.n. Rev 02) Bif yxe 3aTBepAxeHoro BupobHuka Farmabios SPA,
Italy ana A®l 6etameTasoHy gvnponioHaTy. 3anponoHOBaHO:
CEP - R1-CEP 2003-232-Rev 02; 3miHu | Tvny - He3Ha4yHa
3MiHa y aHaNiTUYHOMY MeTO/i BU3HAYEHHS PO3Mipy YaCTUHOK
A®| 6eTameTasoHy gunponioHaTy (Mg Yac BUMIpIOBaHHS
3pasKy, TpUBaSIICTb Y/IbTPA3BYKY 3MiHEHA 3 2 XBU/IMH [0
MaKCUMyM 2 XBW/IWH); 3MiHM | TUNY - nogaHHA HoBoro CEP
(R1-CEP 2003-232-Rev 01) ana A®l 6eTameTasoHy
AvnponioHaTy Bifg HOBOro BUpPOGHYMKa (f0MoBHeHHS) Farmabios
SPA, Italy; 3miHu | TMny - BBEAEHHS nepioay NOBTOPHOIO
BMNpo6yBaHHA 5 pokie Ana APl 6eTameTasoHy avnponioHart
BMPO6GHMUTBA HOBOrO BUpo6HMKa Farmabios SPA, Italy
40. BEMAHTEH® | ma3b 5 %; no 3,51 abo Baiiep LLBeiiuapis M peH3ax HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/4157/02/01
no30r,a6o 100y KoHcblomep MpogykTioHc MM6X PO3LWMPEHHS HMKHBOT MeXi y cneundikauii M13 Ha TepmiH peyenma
Ty6i; no 1 Ty6i y Kep Al NpUAAaTHOCTI 3@ NOKa3HNKOM «KiflbKicHe BU3HAYEHHS» 3 4,75-
KapTOHHIA Kopoo6Li 5,25 % Ha 4,50-5,25 %. [laHa 3miHa He BMN/MBaE Ha SKiCTb Ta
6e3neky nikapcbkoro 3acoby
41. BEMNAHTEH® | cnpeii HalKipHWiA, Baiiep LLiBeiuapis NixteHxenbat M16X HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/7805/02/01
nnroc po3umH no 30 My KoHcblomep dapmauoliTiwwe BHECEHHS 3MiH A0 po3gainy 3.2.P.3.1 BupobHuku, a came: peyenma
dnakoHi 3 Kep Al Ddabpik [0JaBaHHsA agpecu BUPOGHNYOI AibHUL, Ha SKil
posnpuckyBayem Ta 3[iICHIETLCA MIKPOBGIONOTiYHMIA KOHTPOSIb AIKOCTI cepil
NAacTUKoBOH Lichtenheldt GmbH, Pharmazeutische Fabrik, Lichtenheldt
KPWLLKOO; Mo 1 GmbH- Werk II, Justus-Liebig-Weg 1, 23812 Wahistedt,
h1aKoHY B KapTOHHIi Germany; 3miHu | TUNy - BHECEHHA 3MiH [0 po3giny 3.2.P.3.1
Kopoo6Li Bupo6HukuM, a came: 3MiHa agpecu BupobHuka Lichtenheldt
GmbH, Pharmazeutische Fabrik, Germany, 6e3 3miHV Micusi
BMpOGHMLTBA. 3anponoHoBaHo Lichtenheldt GmbH- Werk |
Industriestrasse 7-11 23812 Wahlstedt Germany
42. BOHAOPOHAT | koHueHTpart gns ATHac ®apma Benuka Beiimeiig MNNC, Benuka BHeceHHs 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/5557/01/01
® PO34uHy ANs iHQy3il, FOK Nimite, BpuTaHis Benvka bpuTaHis BpuTanis/ 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta papmakoHarnsgy - peuyenmom
6 Mr/6 mn no 6 mn (BTOPWHHE NakyBaHHS, HimeuyunHa BHECEHHS 3MiH 0 po3ainy “MapkysaHHsA" MKA 113"
KOHUEeHTpaTty y BUMYCK cepii); PoLu 3anpornoHoBaHo: MapkyBaHHS. BianosigHO [0 3aTBEPAXEHOrO
chnakoHi 3i ckna; no 1 [iarHocTnke Mm6X, TEKCTy MapkyBaHHsA. OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKu
h/1aKOHY Y KapTOHHIl HimeuunHa nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
Kopoo6Li (BMpOGHMLTBO 3a 3a3Ha4YeHHs OAVHNLb BUMIpOBaHHSA y cuctemi Sl
NOBHUM LMK/IOM)
43. BOPTE30MI NOPOLLOK A5 MicTtpan AHrnis CiHgaH ®apma C.P.N PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/15234/01/01
B-BICTA NpUroTyBaHHsA Kenitan BBEJEHHS 404ATKOBOro BUpo6Hnka APl 6optesomié — TEVA | peyernmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
PO34UNHY A1 iH KL MeHempKMeHT CZECH INDUSTRIES S.R.O. (TCI) TAPI DIVISION, TEVA
no 3,5 mr; 1 donakoH 3 Nimiten GROUP, 3 HagaHHAM DMF
MOPOLLKOM Y
KapPTOHHI KOpooL
44, BPEHEM NOPOLLOK A/191 PO3UUHY Bpykc IHais Bpykc /labopaTopic IHais BHECEHHS 3MiH [10 peeCTpaLjiiiHMX MaTepianiB: BUNPaB/IeHHs 3a UA/17558/01/01
1000 018 i1 ekyiii, no 1000 NabopaTtopic Nimiteq TeXHIYHOT nomunkn y MKA, sika 6yna gonyuieHa npu peyenmom
Mr 1 chnakoH 3 Nimiteq peecTpauii N3 (Haka3 Ne 1772 Big 12.08.2019 p.), npu
NOPOLLKOM Y nepeHeceHHi iHpopmalii 3 peecTpauiitHoro aocke (p.3.2.P.5.2)
KapTOHHI KOPOOL [0 MEeTOoZiB KOHTPOSIO SIKOCTi 3a M. 9 «BmicT HaTpito» 6y/10
HeBiIPHO BKa3aHO HaBavkKy Kauito xiopugy B «Po34mH A»Ta
po3paxyHKoBili oopmyni 6yno nponytieHa iHgopmauis  LE
(cepepHa maca/HoMiHasIbHA KiNbKICTb HaTpito xnopugy, 90,2).
3a3HayeHe BUMNpaB/IeHHSA BiAMOBigAE apxiBHUM MaTepiaiam
peecTpaLiiHoro Aocbe
45, BPU3ANbL® Kpansi OuHi, AT "®dapmak” YKpaiHa AT "®apmak" YKpaiHa BHECEHHS 3MiH [J0 peecTpaLjiitHux maTepianis: 3MiHu Il Tuny - 3a UA/14749/01/01
cycnensis, 10 mr/mn BBEAEHHSA a/IbTEPHATVBHOI YNakoBku, a came dnnakoH (Pk2-5) | peyenmom
no 5 mn y cnakoHi; no nonietuneHosuii (LDPE) eMHicTio 5 MmN, npobka-kpanesibHULA
1 donakoHy y nauui 3 (LDPE) Tvn ®k2.2. Ta Kpu1LLKa 3 KOHTPO/IEM NEepPLLOro
KapToHY BiakpnTTa (HDPE) Tun ®k-2, BUpo6HmKa TOB «®apmMmmaru»,
YKkpaiHa (3aTBeppkeHa ynakoBka: piakoHu nonieTuneHosi
EMHICTIO 5 MN, KpanenbHULA NonieTusieHoBa Ta KpuLLKa
rBYHTOBA 3 KOHTPO/IEM MEPLUOro PO3KPUTTA dhipmun
Gerresheimer Boleslawiec S.A., MonbLua)
46. BA3E/IH masb no 30 r y Ty6i; no MAT Ykpaina MAT "Ximthapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 6e3 UA/8304/01/01
1 Ty6i B navyj 3 "Ximcpapmsas "YepBoHa 3ipka" 3MiHM WoAo 6e3neku/edheKkTBHOCTI Ta chapmakoHarnagy. peyenma
KapToHYy o "YepBoHa BBeeHHst @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
3ipka" hapmakoHarnsigy (BBeAEeHHs y3araslbHEHUX faHWX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWNX YNOBHOBaXeHOI 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
47. BAJIMICAP TabneTku, BKPUTI Makneogc IHAjia Makneogc IHAjA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16186/01/03
160 nNiBKOBOK PapmacboTUK dapmacbloTukanc 3MiHM Woao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsagy - peuenmom
060710HKot0, Mo 160 anc Nimiteq Niviten BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13:
mr, no 30 TabneTok y 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpXeHOro
dhnakoHi; no 1 TEeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
h1aKoHy B KapTOHHIi YNakoBKM NiKapCbKoro 3acoby LWof0 3a3HauYeHHs MiXXHapOAHMX
Kopo6ui; no 90 no3HayeHb OAMHULb BUMIPIOBaHHSA. BBeEHHS 3MiH NPOTAromM
TabneTok y onakoHi; 6-T1 MicsAUIB NicNs 3aTBEPIKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
no 1 donakoHy B
KapTOHHI kopobuj; no
10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepn y KapTOHHiIl
Kopoo6ui
48. BAJ/IMICAP TabneTkun, BKPUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16186/01/04
320 nNiBKOBOK dapmacboTHK dapmacbloTukanc 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy - peuenmom
o060510HKo0, No 320 anc Nimiteq, Niviten BHECEHHS 3MiH A0 po3ainy «MapkyBaHHs» MKA N13:
Mr, no 30 TabneTok y 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOr0
dhnakoHi; no 1 TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
h1aKoHy B KapTOHHIi YyNakoBKM NiKapCbKOro 3acoby LWo0 3a3HaYeHHSA MiXXHapOAHMX
Kopo6Li; no 90 no3HavyeHb OAVHVLbL BUMIPIOBaHHA. BBeAeHHS 3MiH NpoTArom
Tabnetok y hnakoHi; 6-Tn MicsAUIB NicNs 3aTBEPIKEHHS
no 1 dnakoHy B
KapTOHHI kopo6uj; no
10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHIl
Kopobui
49, BAJ/IMICAP TabneTkun, BKPUTI Makneogc IHAjs Makneogc IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16186/01/01
40 NnNiBKOBOKO PapmacbTHK dPapmacbloTukanc 3MiHM WoAo 6e3nekn/edeKTBHOCTI Ta papmakoHarnsgy - peyenmom
060/10HKO10, M0 40 Mr, anc Nimiteq NimiTen BHECEHHS 3MiH [0 po3ainy «MapkyBaHHsa» MKA N3:
no 30 TabneTok y 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKEHOrO
dhnakoHi, no 1 TEKCTY MapKyBaHHS. 3MiHV BHECEHI B TEKCT MapKyBaHHS
h1aKoHY Y KapTOHHilA YyNaKkoBKM NiKapCbKoro 3acoby LWoA0 3a3Ha4YeHHA MKHapOAHMX
ynakosLi; no 10 no3HayeHb OAVHWLb BUMIPIOBaHHSA. BBefeHHs 3MiH NpoTsarom
TabneTok y 6nictepi, 6-Tn MicAUiB nicnsA 3aTBEPKEHHSA
no 1 a6o 3 6nictepn y
KapTOHHI Kopoo6Lli
50. BA/IMICAP TabneTku, BKPUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16186/01/02
80 NAiBKOBOO PapmacboTHK PapmacbloTukanc 3MiHY LWoA0 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy - peyenmom
060/10HKO10, Mo 80 Mr, anc Jlimiteq Nimiteq BHECEHHS 3MiH [0 po34iny «MapkyBaHHsa» MKA N3:
no 30 TabneTok y 3anpornoHosaHo: MAPKYBAHHSA 3rigHo 3aTBEpKEHOro
hnakoHi; no 1 TEKCTYy MapKyBaHHs. 3MiHWN BHECEHI B TEKCT MapKyBaHHS
hNakoHy B KApPTOHHIl YNaKoBKM NiKapCbKOro 3acoby LWOA0 3a3HauYeHH MdKHapOAHWX
Kopob6ui; no 90 no3Ha4yeHb OAVHWLbL BUMIPIOBaHHA. BBeAeHHS 3MiH NpOTArom
TabneToK y do/1akoHi; 6-TV MicALiB NiCNsA 3aTBEPKEHHS
no 1 cpnakoHy B
KapTOHHI kopobuj; no
10 Tabnetok y
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHiIl
Kopoo6ui
51. BAHCTA® niogpinizat gns Aypo6iHao IHgjs Aypo6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/17479/01/01
PO34uHy ANs iHQy3il, $apwma /114 NimiTen 3MiHV BHECEHO A0 IHCTPYKLii ANA MeAMYHOro 3aCTOCyBaHHs | peyernmom
1000 wmr; 1 donakoH 3 nikapcbKoro 3acoby y po3ainu: "Bsaemogis 3 iHwWmMn
NOPOLLKOM Y nayLi NiKapCbkUMM 3acob6amm Ta iHLWIi BUAM B3aEMogiin",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
"Ocob6nmBoCTi 3acTocyBaHHs", "MobiuHI peakwii” BignoBigHO A0
OHOB/IEHOI iHchopMaLLii 3 6e3neku Ajtoyoi pevyoBuHU. BBeaeHHA
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS
52. BEPAMAMINI- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/3582/01/01
OAPHMLUA nNiBKOBOK "papmaneBTn "®apmMaueBTNyHa 3MiHa Ha3BW hipMU-BUPOGHMKA Aito40T peyoBrHU Bepanaminy | peyernmom
060/10HKO10, M0 80 Mr, yHa cthipma ipma "OapHuus” rigpoxnopug Piramal Enterprises Limited, India, 6e3 3miHn
no 10 TabneTok y "NapHuus” Micus BUpo6HuUTBa. 3anponoHoBaHo: Piramal Pharma
KOHTYPHIli YapyHKOBI Limited, India
ynakosLi; no 5
KOHTYPHUX
YapyHKOBUX YNakoBOK
y nauui
53. BEPAMAMINI- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3582/01/02
OAPHMUA nNiBKOBOK "papmaneBTn "®apmMaLeBTNyHa 3MiHa Ha3BU hipMU-BUPOBHMKA Aito40i peyoBrHN Bepanaminy | peyernmom
060/10HKO10, 10 40 Mr, yHa chipma ipma "JapHuus” rigpoxnopug Piramal Enterprises Limited, India, 6e3 3miHn
no 10 TabneTok y "OapHnus” Micusl BUpo6HUUTBa. 3anponoHoBaHo: Piramal Pharma
KOHTYPHIli YapyHKOBI Limited, India
ynakosLi, no 2
KOHTYPHIi YapyHKOBI
yNakoBKM B NauyLli
54, BEPMOKC® Tabnetkn no 100 wmr; TOB YkpaiHa JNllocomegnkameHTa MopTyranis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 3a UA/4226/01/01
no 6 TabneTok y "[)KOHCOH i Cocbepane TekHika AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
6nictepi; no 1 J[XoHcoH PapmaveyTtuka, C.A. MiCLA NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
6nicTepy y KapTOHHIl YkpaiHa" rOTOBOrO NiKapCbKOro 3acoby, BK/IOYAKUUN AiNbHAL BUMYCKY
nauui cepii abo micLe NpoBeAeHHSI KOHTPOSIIO SKOCTI. (AisiNbHICTb, 3a
AKY BiAMNoOBiAae BUPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUNYCK Cepiit)
- 3MiHa agpecu Micusa NPOBaKeHHs AisSIbHOCTI BUPOOHMKa
NMocomegrkameHTa Cocbegane TekHika ®apmaveyTuka, C.A.,
MopTyranis, 6e3 3MiHW MicLs BUPO6HULITBA. 3MiHW BHECEHO B
IHCTPYKL,iIO 419 MeMYHOro 3aCTOCyBaHHS LLOA0
MiCLie3HaxoAKeHHS1 BUPOGHMKa 3 BiANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHs YNakoBKW JliKapCbKOro 3acoby
55. BIBANNEPIO | kpansi ouHi 0,2 % no CEHTICC IHgjs CEHTICC ®APMA IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/15939/01/01
n 25mvny PAPMA MBT. NBT. NTA. 3MiHa Ha3Bu BUpPOGHMKa AD| (ononataguHy rigpoxnopuay), peuyenmom
nnacTUKOBOMY nTa. 6e3 3MiHN MicLA BUPOGHMLTBA: 3anponoHOBaHO:
dnakoHi 3 CRYSTAL PHARMA S.A.U., Planta API no esteroides, Spain /
KpanesibHuLeto, no 1 KPICTAT ®APMA C.A.Y., MnanTa Alll HO ecTepoigec, IcnaHis
h/1aKOHY Y KapTOHHIl
nauuj
56. BISAH Tabnetkn no 2 mr, no Baiiep Al HimeuunHa | Baiiep Baiimap Tm6X i HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/11260/01/01
14 TabneTok y Ko. KI 3MiHM BHECEHO A0 IHCTPYKL,ii AN18 MeAMYHOro 3aCTOCYBaHHS peyernmom
6nictepi, no 2 nikapcbknx 3acobiB Ao po3ginis "dapmakonorivyHi BnacTueocTi"
6nicTepy B KapTOHHIiA ("PapmakogmHamika™) Ta "Cnocib 3acTocyBaHHA Ta 4o3mn"
navu,i BiAMNOBIAHO A0 MaTepianiB peecTpauiiHoro focke. BeegeHHs
3MiH NPOTAroM 4-X MiCALB Nicns 3aTBepAKeHHS




53

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
57. BO/NIbTAPEH | Tabnetkn HoBaprTic LLiBeiuapis HoBaprtic Carnik, lga | TypeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/9383/02/01
® racTpope3nCTEeHTHI No dapma Al Be Tapim YpyHnepi ITania 3MiHW BHECEHO B iHCTPYKLit0 4151 MEAVYHOIO 3aCTOCYBaHHSA peuyenmom
25 mr no 10 TabneTok CaH. Be Tik. A.C., nikapcbkoro 3acoby Ao po3giny "OcobnmsocTi 3acTocyBaHHS"
y 6nictepi; mo 3 TypeuumnHa; HoBapric Ta pefaroBaHo po3gin "MobiyHi peakuyji”. BBeAeHHS 3MiH
6nictepy B KOpoo6Li 3 dapma C.n.A., ITanis NPOTArom 6-Tv MicAILiB MiCNs 3aTBEPKEHHS
KapToHYy
58. BO/NIbTAPEH | Tabnetku Hosaprtic LLsenuapis Hosaprtic Carnik, lga | TypeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu Il Tuny - 3a UA/9383/02/02
® racTpope3nCTEHTHI No dapma Al Be Tapim YpyHnepi ITanisa 3MiHV BHECEHO B iHCTPYKLitO0 4719 MEAMNYHOIO 3aCTOCYBaHHS peyenmom
50 mr no 10 Tabnetok CaH. Be Tik. A.C., nNiKapcbKoro 3acoby A0 po3ainy "OcobnMBOCTi 3aCTOCYBaHHA"
y 6nictepi; no 2 TypeuuunHa; HosaprTic Ta pefarosaHo po3gin "Mo6iuHi peakuji”. BBeAeHHS 3MiH
6nicTepy B KOpoo6Lii 3 dapma C.n.A., ITanisa npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEeHHS
KapToHYy
59. BOJIbTAPEH | po3unH ans iH'exuii, Hosapric LBeiuapia | Jlek DapmacbioTUKanc CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/9812/01/01
® 75 mr/3 mn; no 3 mn B dapma Al a.4., CnoseHis, LLiseiiuapis 3MiHV BHECEHO A0 IHCTPYKLi 419 MeAUYHOT0 3acTOCYBaHHSA | peyenmom
amnyni; no 5 amnyn y Hosaprtic ®apma nikapcbkoro 3acoby Ao po3ainis "Ocob/MBOCTi 3aCTOCYBaHHS",
KOpo6Li 3 KapTOHY LTeliH AT, LBeiiuapis "Mo6iyHI peakui”. BBeAeHHA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
60. BYHAEXIN Masb no 15 r abo no TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/7236/01/01
30 ry Ty6i, no 1 Ty6i B "HaykoBo- BUPOGHMYA 3MiHa B yMOBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby. peyenma
nauuj BMpO6HMYA hapmaueBTMyHa 3anponoHoBaHoO: B opuriHasibHIl ynakoBLj npy TemnepaTypi
hapmaueBTny KomnaHis "EVM", Big +2°C no +8°C. 3MiHM BHeCeHi B po3fin "YMOBY 36epiraHHsa"
Ha KommnaHis YkpaiHa B IHCTPYKL,iIO 419 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
"ENM" (BMPOGHMLTBO Ta 3acoby, sK HacNifoK - BignoBigHI 3MiHW Y TEKCTi MapKyBaHHS
KOHTPO/Tb AKOCTI; yNakoBKM MikapcbKoro 3acoby. BeefeHHA 3MiH NpoTarom 3-x
BUMYCK cepii) MiCALIB MiCNA 3aTBEPKEHHSA
61. FACTPO- Tabnetkn Ans TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/0432/01/01
TEBA CMOKTaHHs, no 6 YKpaiHa» OnepeinwHs MonaHg 3MiHuM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
TabneTok y 6nictepi; BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
no 5 a6o no 10 dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
6nicTepis y kopobLi cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHoT
0ocobu 3 dhapmakoHarnaay 3asiBHUKa A5 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy (BkIoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHI MacTep-ghaiina cuctemmn dpapmakoHarnsagy) 3miHa
YMOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMoBigabHOI 3a
thapmakoHarnag. ditova pegakuis: rit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANoBiga/IbHOI 3a hapmakoHarnsg. 3MiHa 3asaBHUKa
(BnacHvKa peecTpauiiiHOro NocBig4eHHs)
62. FEHOTPOIMMIH | nopowok MOAN3EP CWA NOBHUIA LMK Benbrisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/11798/01/01
® niocpinizoBaHnii Ta IHK. BMPOGHULITBA, BUMYCK HimeuyunHa 3MiHW BHECEHO B iHCTPYKLitO 4719 MEANYHOIO 3aCTOCYBaHHS peyenmom
PO3YMHHUK ANsi cepii: Ndpaiizep NiKapcbKoro 3acoby Ao po3ginis "®apmMakoiorivHi
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n/n

JliKapcbKo20

Hassa

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

PO3YUNHY ANS iH'EKLLA
no 16 MO (5,3 mr); 1
nonepegHL0
HanoBHeHa pyuka, Lo
MicTuTb 1
[BOKaMepHWiA
KapTpumx (nepegHs
Kamepa 3 MOPOLLKOM
Ta 3a/iHA kamepa 3
PO34MHHMKOM Nno 1,14
M/ (M-Kpes3os, MaHiT
(E 421), Boga ans
iH'EKUNA)), Y KAPTOHHIA
Kopobui; 1
nonepegHL0
HanoBHeHa pyuka, o
MicTuTb 1
[BOKaMepHWiA
KapTpuox (nepegHs
Kamepa 3 MOPOLLKOM
Ta 3a/HA kamepa 3
PO34MHHMKOM Nno 1,14
M/ (M-Kpe3os, MaHiT
(E 421), Boga ans
iH'EKUIA)), Y KAPTOHHI
KopobLi 3i CTUKepOM

MeH ek yprHr
Benbriss HBP, Benbris;
BMPO6HULTBO in bulk,
KOHTPO/Tb AKOCTI,
nepBUHHE MakKyBaHHS:
Betep dapma-
®epTuryHr N'mo6X i Ko.
KI', HimeuunHa

BnacTmsocTi", "MNpoTunokasaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaat” Ta "MobivHi peakuii”.
BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MICNA 3aTBEPKEHHSA

63.

FEHOTPOMNIH

®

MOPOLLIOK
niogpinizoBaHWin Ta
PO3YMHHKK AN
PO3UnHY A1 iH KL
no 36 MO (12 mr); 1
abo 5 nonepeaHbO
HanoBHEHWX PYYOK,
Lo MicTaTb 1
[BOKaMepHuii
KapTpuapK (nepegHs
Kamepa 3 MopOLLKOM
Ta 3a4HA Kamepa 3
PO34YMHHMKOM no 1,13
M (M-Kpe30s1, MaHiT
(E 421), Boga ans
iH'EKUN)) KOXHa, Y
KapTOHHI kopobuj; 1
abo 5 nonepeaHbO
HanoBHEHWX PYYOK,
Lo MicTaTb 1
[BOKaMepHuii
KapTpuax (nepegHs

NMeAN3EP
IHK.

CLIA

NOBHUIA LMK
BUPOGHMLITBA, BUMYCK
cepii: Mdpaiizep
MeHtoekuypuHr
Benbria HBP, Benbris;
BMpo6HULTBO in bulk,
KOHTPO/Ib SIKOCTI,
NepBUHHE MaKyBaHHS:
BeTtep dapma-
®epTuryHr MmoX i Ko.
KI, HimeuunHa

Benebrisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu Il Tuny -
3MiHN BHECEHO B iHCTPYKL,it0 A1 MELMYHOIO 3aCTOCYyBaHHS
niKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnacTmsocTi", "MpoTunokasaHHs", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaato” Ta "MobiuHi peakwyii”.
BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB Nic/a 3aTBePAKEHHS

3a
peyerimom

UA/11798/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
Kamepa 3 NopOLLKOM
Ta 3a4HA Kamepa 3
pPO34MHHMKOM no 1,13
M (M-Kpe3os1, MaHiT
(E 421), Boga ans
iH'EKLiA)) KOXHa, Y
KapTOHHIA Kopoo6Li 3i
CTVKEpoM
64. FENAPUA3NH PO34nNH NS iH EKLii TOB Ykpaina TOB "beliysiH KesiH Kutaii BHECEHHS 3MiH [0 peecTpauiiiHux matepiasis: 3minu |l Tuny - 3a UA/15589/01/01
® no 20 mn B amny/ii; No "BAJIAPTIH TexHonogxi Leiip- 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHUKA peyenmom
10 amnyn y KapTOHHii PAPMA" XonpiHr Ko." BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
nauui BMKOPUCTOBYIOTLCS Y BUPO6HMYOMY npoueci ADI, abo 3miHa
BMPOGHUKa (BK/KOYaoum, e HeobXigHo, MicLie MpoBeAEeHHS
KOHTPO/IH0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHomy
[0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®l) - BBEEHHA A0AATKOBOr0 BUPOo6HUKa AdI
MOHOaMOHiIto rriympusnHaTt Jiangsu Tiansheng Pharmaceutical
Co., Ltd. China (3aTBepgxeHo Xinjiang Tianshan
Pharmaceutical Ind. Co., Ltd. China), 3 nogaHHam macTep-
dhariny Big HOBOro BUPOGHMKA.
65. FINEHIA Kancynu Teepai no 0,5 Hosapric LLiBeiuapis BMPOGHMLITBO, LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/11704/01/01
Mr; MO 7 Kancyny dapma Al KOHTPOJIb SIKOCTI, 3MiHM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay. peuenmom
6nictepi; no 1 nakyBaHHs: 3MiHa y KOpOTKiil XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
6nicTepy B KapTOHHIiA HosaprTic ®apma MapKyBaHHS Ta iHCTPYKLiT 4715 MeANYHOro 3aCTOCyBaHHS Ha
Kopobui; no 14 kancyn LWTeliH Al niacTasi perynsipHoO OHOBJ/IOBAHOrO 3BITY 3 6e3neku

y 6nictepi no 2
6nicTepy B KapTOHHIiA
KopoobLi

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbkoro 3acoby B micnspeecTpaviliHvii nepios, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOB&XEHNM OpraHom) 3MiH1 BHECEHO A0
IHCTpPYKLUIiT 415 MEAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
00 posgainis "OcobmnsocTi 3acTocyBaHHs", "Mo6iyHI peakuii”
BiAgnoBigHO 0 pekomeHgauii PRAC woao BMnaakie iHdeku;i,
cnpvyYnHeHoi Bipycom naniziomu nwogmHu (Brl). BeegeHHs
3MiH NPOTAroM 6-Tu MiCALB NicNs 3aTBEpPMKEHHS. 3MiHM | Tuny
- 3MiHu Woao 6e3nekn/ed)eKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpOTKiil XxapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii A1 MEAMYHOT0 3aCTOCYBaHHA Ha
nifcTasi perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaviiiHvin nepiog, abo Ak
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BifnoBigHO
00 nnaHy negiatpuyHmx gocnimxkeHs (PIP) (3MiHY y3rogpkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHUM opraHoM) 3MiHN BHECEHO A0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYyBaHHS NikapCbKoro 3acoby
00 po3ginis "OcobnmBocCTi 3acTocyBaHHS", "I06IYHI peakwi”
BiANOBIAHO A0 pekomeHAauii PRAC w040 BMNaAKiB po3BUTKY
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky | peecmpayiliHo20

nocsio4YeHHs

3acoby

ynakosKa)

HimeuyunHa

NiMdOM Pi3HUX BUAIB Ta ayTOIMYHHOI reMOIITUYHOI aHeMi.
BBefeHHs1 3MiH NPOTAroM 6-Tu MicALIB NiCNA 3aTBEPKEHHS.
3Minn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
MeAUYHOro 3aCToCcyBaHHA Ha NifgcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
pocnigkeHb 3 6e3neky 3acToCyBaHHS JikapcbKoro 3acoby B
nicnspeecTpawiiinii nepiog, abo sk pe3ynbTar OLiHKM 3BITY 3
AOCnipKeHb, NPOBeAEHNX BiANOBIAHO A0 NaHy negiaTpuyHux
pocnipkeHs (PIP) (3MiHY Y3rof)XeHo 3 KOMNETEHTHUM
YNOBHOBaXEHUM opraHoM) 3MiHN BHECEHO A0 IHCTPYKLiT Ans
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHA" (YTOMHEHHS iHGbopMaLii Wwoao
nposefeHHss MPT), "Cnoci6 3acTocyBaHHs Ta f4o3n"
(YyTO4YHeHHs1 npaBun npuiiomy kancyn). BeegeHHs 3miH
NPOTAroM 6-TW MiCALB Nicna 3aTBepmXeHHS. 3MiHn Il Tuny -
3MiHN Wopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii 415 MeANYHOro 3aCTOCyBaHHA Y
3B’AA3KY i3 HOBVMM AaHUMU 3 SKOCTI, AOKNIHIYHUMMU, KIIHIYHUMIN
JaHuMun Ta gaHvmu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3ginis "®apmakosioriyHi BNacTuBocTi'”,
"MpoTunokasaHHs", "OcobaMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHsA rpyaar”,
"MepepnosysaHHsa", "Mo6iyHI peakuii”. BBefeHHS 3MiH NpoTArom
6-Tn MicALiB nicnsA 3aTBepKeHHs. 3MiHu || Tuny - 3MiHK Wopao
6e3nekn/edheKTUBHOCTI Ta papMmakoHarnsagy. 3mMiHm y
TepaneBTUYHNX NOKa3aHHAX (4of4aBaHHA HOBOrO
TepaneBTWYHOTO NoKasaHHA abo 3MiHa y 3aTBepKeHOMY
nokasaHHi) 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MeAUUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3giny "MokasaHHs",
Ta, SIK HacnigokK, Ao po3Aisis "®apmakonoriyHi BlacTmBocTi”,
"Oco61BOCTI 3acTocyBaHHS", "Crnocib 3acTocyBaHHS Ta
posun”, "Oitn", (3aTBepaxeHo: be3neka Ta ethekTUBHICTb
3acTocyBaHHs npenapaTy ineHia gitam (Bikom Big 0 go 18
POKiB) He BCTaHOB/MEHI. HasBHI faHi He AalTb 3MOrv HagaTu
pekomeHAau,i WoAo A03yBaHHS.; 3anpornoHoBaHo: besneka ta
ehbekTVBHICTb 3acTocyBaHHSA npenapary lnexisa gitam (Bikom
[0 10 pokiB) He BCTaHOB/IEHI. HasiBHUX faHUX HEMAE. ICHYOTb
obMeXeHi fjaHi 3acTocyBaHHs npenapary Aitam Bikom Big 10
80 12 pokis.), "Mo6iyHi peakuji”. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.
BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny -

3a

UA/11261/01/01

66.

JNAKCAC ®

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKOt0, No 500

MKr; no 10 TabneTok y

ACTPA3EHEK
A AB

Lsewis

Takega M'mM6X

3MiHM WoAo 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy -
BHECEHHS 3MiH 0 po3ainy «MapkyBaHHs» MKA N13:

peyerimom

3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBEpakKeHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nictepi; no 3 abo no TEKCTy MapKyBaHHA. OHOBJ/IEHHSI TEKCTY MapKyBaHHS YMakoBK/
9 6nictepiB y niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
KapTOHHI Kopoo6Lli 3a3HavyeHHs OAMHULb BUMIpOBaHHS Y cucTemi Sl
67. AAOTOMILN niodgpinizoBaHuii Mictpan AHrnis MEJAIYEM, C.A,, Icnanis/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/18452/01/01
H-BICTA NOPOLLOK A/151 PO3UYUHY Kenitan IcnaHist (KOHTpob ITania BHECEHHS 3MiH Yy MaTepiany peecTpauiiiHoro A0CbEe Ha peuenmom
Ans iH'ekuii abo MeHemXMeHT AKOCTI cepii (kpim nikapcbknii 3aci6 JanTomiuuH-Bicta, niodinisoBaHnii nopoLlok
iHcpysii no 350 mr; 1 Nimiteq MiKpO6iosorivHMX 0115 pO34VHY An1S iH'eKLin abo iHdysiin no 350 mMr a6o no 500
NakoH 3 MOPOLLUKOM Y NoKasHWKIB) Ta Mr p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKkynoproBasibHUiA 3aci6, a
navu,i BiANoBigasIbHUIA 3a came BBE[IEHHSI a/IbTEPHATNBHOI NPO6KN 3 GPOMOBYTNNOBOT
Bunyck cepii); MIKIHC rymu (npobku Datwyler Lyo FM 257/2, sixa Bxe 6yna
PAPMA, C.A., IcnaHia 3aTBEPXEHOI Y NEPBUHHIl peecTpaLii npoaykty B €EC Ha
(BTOPUHHE [0[aToK A0 3aTBepAkeHol npobkn Datwyler Lyo FM 457/ 0
nakyBaHHs); XIKMA Omniflex3G; 3anponoHoBaHo:
ITANIA C.N.A., ITanis Stopper of bromobutyl rubber Datwyler Lyo FM 457/ 0
(BMPOGHMLTBO Omniflex3G, Stopper of bromobutyl rubber Datwyler Lyo FM
nikapcbkoro 3acoby, 257/2
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b SIKOCTi cepii)
68. OANOTOMILUU niogpinizoBaHuii MicTtpan AHrnis MEZIYEM, C.A,, IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/18452/01/02
H-BICTA NOPOLUOK AN PO3UNHY Kenitan IcnaHist (KOHTpoNb ITanis BHECEHHS 3MiH Y MaTepiann peecTpaLiiHoro 4ocbe Ha peyernmom
Ans iH'ekuii abo MeHeXMeHT AKOCTI cepil (Kpim nikapcbkuii 3aci6 JanTomiuuH-BicTa, niodinisoBaHnii mopoLuok
iHcpysiii no 500 mr; 1 Nimiten MiKpOG6ionoriyHnxX 05 pO34MHY NS iH'eKLid abo iHdysii no 350 mMr a6o no 500
h1aKoH 3 MOPOLLUKOM Y nokKasHukiB) Ta Mmr p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKkynoproBasibHUiA 3acib, a
nauui BiNOBifa/IbHWIA 32 came BBefleHHS a/ibTepPHATVBHOI NPOOKM 3 6POMOGYTNNI0BOI
Bunyck cepii); MNIKIHC rymu (npobkn Datwyler Lyo FM 257/2, sika Bxe byna
®APMA, C.A., IcnaHis 3aTBEPKEHOI0 Y NEPBUHHIM peecTpauii npoaykty B €EC Ha
(BTOPUHHE [0[aToK A0 3aTBepakeHoi npobku Datwyler Lyo FM 457/ 0
nakyBaHHs); XIKMA Omniflex3G; 3anponoHoBaHo:
ITANIA C.N.A., ITanisa Stopper of bromobutyl rubber Datwyler Lyo FM 457/ 0
(BUpPOGHMLTBO Omniflex3G, Stopper of bromobutyl rubber Datwyler Lyo FM
nikapcbkoro 3acoby, 257/2
nepBUHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/1b SIKOCTI cepii)
69. AEKCTEMN TabneTkn, BKpUTI AT YkpaiHa AT "KNIBCbKI Ykpaina BHECEHHS 3MiH 40 PEeECTPaLiiHNX MaTepiastiB: 3MiHM | TNy - 6e3 UA/18367/01/02
NnNiBKOBOKO "KNIBCbKWN BITAMIHHUIA 3MmiHa «TepMiHy npugaTHoOCTi» Ha «[lepiog NepekoHTPONo» peyenma
060M0HKOI0, N0 400 Mr | BITAMIHHWM 3ABO4" A®I. 36inblUeHHs nepiogy nepekoHTponto APl Ha OCHOBI
no 10 TabneTok y 3ABO[" pesynbTaTiB AOC/iAKEHb B JOBrOCTPOKOBMX YMOBaX
6nictepi, no 1 36epiraHHs. MponoHoBaHa pefakuis: Mepiog nepekoHTposto. 3
6nictepy y nayu,j pokKu
BBegeHHs 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
70. AEKCTEMN TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKINIA Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/18367/01/01
NNiBKOBOK "KNIBCbKWUN BITAMIHHUIA 3MiHa «TepMiHy NpuaaTHOCTI» Ha «[lepiod NepeKkoHTPO/IO» peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
o060s10HKo0, No 200 mr | BITAMIHHAN 3ABO[A" A®I. 36inblueHHs nepiogy nepekoHTpono APl Ha OcHOBI
no 10 TabneTok y 3ABOL" pe3ynbTaTiB AOC/iAKEHb B JOBFOCTPOKOBUX YMOBaX
6nictepi, no 1 36epiraHHA. MponoHoBaHa pefakuis: Mepiog nepekoHTponto. 3
6nictepy y nauui poku
BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBePIAXEHHSA
71. AENAKIH TabneTkun, BKPUTI TOB "CaHodpi- | YkpaiHa CaHodpi BiHTpon ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/10298/01/01
XPOHO® 300 | 060/10HKOt0, ABeHTIC IHpacTpia 3MiHW BHECEHO A0 IHCTPYKLi ANA MeMYHOro 3aCTOCYBaHHA | peyernmom
Mmr NPOSIOHrOBaHOI Aii, No YkpaiHa" nikapcbKoro 3acoby fo posginis "B3aemogis 3 iHWMMK
300 mr; Ne 100 (50x2): nikapcbknMun 3acobamu Ta iHWi BUAW B3aeMogiii"
no 50 TabneTtok y (ecTporeHBMicHi npenapatu), "OcobnBOCTI 3acTOCyBaHHA"
KOHTeliHepi, (ecTporeHBMmicHI npenapatu), "3acTocyBaHHA Y nepiog,
3aKPUTOMY KPULLIKOHO 3 BariTHOCTi abo rogyBaHHs rpyaato” (eCTPOreHBMICHI
BOJIOrONOr/IMHAYEM; npenapartu), "Cnocié 3acTocyBaHHA Ta 403K" (eCTPOreHBMICHI
no 2 KOHTenHepn y npenapartu), "MobivHi peakuii” (po3nagm 3 60Ky HUPOK Ta
KapTOHHIA KOopoo6Li CEYOBUBIAHOrO TPaKTy YacTo: HETPUMAHHS ceui); 3MiHu Il Tuny
- 3MiHV BHECEHO [0 IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BnactmsocTi”, "MpoTunokasaHHs", "B3aemogis 3 iHWMu
nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,
BariTHoCTi abo rogyBaHHs rpyaaro”, "Crnocib 3acTocyBaHHS Ta
nosu"
72. AENAKIH® cupon, 57,64 mr/mn; TOB "CaHodpi- | YkpaiHa HOHiTep Niksig, ®paHuina BHECEHHS 3MiH 40 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/3817/01/01
Ne 1: no 150 mny ABeHTIC MaHydekuypiHr 3MiHM 3 KocTi. MeanyHi npucTpoi. 3MiHa NPUCTPOIB ANna peyenmom
dhnakoHi; no 1 YkpaiHa" BMMIpIOBaHHA 4031 ab0 BBEAEHHS NiKapCbKoro 3acoby
hakoHy 3 403YyUUM (mopasaHHA abo 3aMiHa NPUCTPOLO, AKMIA HEe € HEBI'EMHOI0
NPUCTPOEM B YacTVMHOK NEPBUHHOI yNakoBku) - MpucTpiii, skuii mae CE-
KapTOHHIA Kopoo6Li MapKyBaHHs! - BHeCeHHs1 3MiH [0 MaTepianiB peecTpawiiiHoro
pocee, p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoploBasbHui
3acib, a came BBElEHHA HOBOrO NPUCTPOIO A/18 BUMIPIOBaHHSA
0031, 3 iHWKM po3mipoMm, 6e3 3MiHK cknagy maTepiany
NPUCTPOIO (LUNpYLA) 3aMiCTb 3aTBEPAXKEHOIO (3aTBEPLKEHU
npuCTpiii Mae 06’em 5 M, HOBUIA 6 MT); HOBMIA NPUCTPIN
rpagyiiosaHuii Big 10 Mr o 260 Mr, L0 3p06UTb MOX/TMBUM
BBEJEHHS peKOMeHA0BaHOI MiHiMasibHOI 403K (10 Mr) Ha
BiMiHY Bifi iCHYKO4Oro (BiACYTHE rpafyoBaHHs 418 0O3YBaHHA
10 wr), 3 BIANOBIAHUMU 3MiHAM [0 P. «YNakoBKa»: 3MiHN
BHECEHI A0 iIHCTPYKLi 418 MegUYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby Ao po3ginis "Cnoci6 3acTocyBaHHs Ta
nosun", "Ynakoska". BBeeHHs1 3MiH NpoTAroM 6-Tu micsauis
nicns 3aTBepApkKeHHs.
73. AENAKIH® cupon, 57,64 mr/mn; TOB "CaHothi- | YkpaiHa lOHiTep Niksig PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3817/01/01
Ne 1: no 150 mny ABeHTIC MaHydbekuypiHr BUAAUIEHHS NOKa3HUKIB «3anax» Ta «3MillyBaHHICTb 3 peyenmom
dnakoHi; no 1 YkpaiHa" rniyeprvHom» 3i cneymdikadii 4ONOMDKHOT peYOBUHN

pNaKoHy 3 A03YHUNM

rifipOKCKAY HaTPItO; 3MIHU | TUMY - 3BY)XXEHHS IONYCTUMUX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
NPUCTPOEM 3 3a nokasHukamu «KapboHatn» Ta «3anizo» y cneumdikadii
npo6Kol-afanTopom B [0MOMDKHOT PEYOBUHMW HATPIO rigpokcuay; 3miHu | Tuny -
KapTOHHI Kopoo6Lli BUAa/IEHHSA 3i cneumdikalii Ha 4ONOMIXHY PeYOBUHY HATPI0
rigpokcmay napameTpy «Baxkki meTaniu»; 3miHu | Tuny -
He3HauHi 3MiHW Y 3aTBepKeHNX MeTofax BUNpobyBaHHs, a
came BUNPOGYBaHHA Ha rpaHWUyYHWiA BMICT X/10puAiB, cynbdaris
i 3as1i3a [OMNOMIKHOI PEYOBUHM HATPIO TigpoKecmAay; 3MiHu 11
TUMY - PO3LUMPEHHA BUMOT cneuydikaLlii 3a MoKasHUKOM
«Xnopuan» Ta «Cynbatn» 15 AONOMKHOI pEHOBUHN
rigpokcuay Hatpito
74. AWA3ENEKC PO34UH ANs iH ek, 5 AT "Kanuekc" Nartsis BCi cTagii CnosayuuHa BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/15321/02/01
® Mr/MA no 2 Mn B BVMPOGHNYOTrO / NatBis 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
amnyni; no 5 amnyn B npouecy, Kpim BANYCKY BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
YapyHKOBIli ynakoBLii cepii: XBM ®apma hapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHuX Npo
(niggoHi); no 2 abo 66 C.p.o., CnoBayumnHa; cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
YapyHKOBUX YNaKkoBOK BMPOGHUK, SKWiA BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
(nignoHiB) y navyi 3 Bignosigae 3a BMNyck 0cob6u 3 chapmakoHarnsay 3asaBHUKa 151 34iIACHEHHS
KapToHYy cepii, BKIOYaum hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
KOHTpPO/Tb YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
cepii/BMNpobyBaHHs: hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
AT "lpiHgekc", Natsis po3MmiLLeHHi macTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asBHMKA,
BignoBigasbHOI 3a hapMakoHarnsg B YkpaiHi. NponoHoBaHa
pegakuis: MapTuHuyk Oner BonogmmMmumpoBuy. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
3asBHMKa, BIANOBIAA/ILHOT 3a hapmakoHarnsaz YkpaiHi
75. AOKTOP NbOASHUKK, No 4 TOB YKpaiHa HOHiK dapmacbioTuKan IHais BHECEHHS 3MiH 4O peecTpaviliHnx MaTepianis: 3MiHu | Tuny - 6e3 UA/6077/01/01
MOM® 3 NbOASAHUKN Y CTPUNI; "[)KOHCOH i JNlabopaTopis 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
ArigHAM no 5 ctpunis y J[KOHCOH (BipfineHHs dipmu KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
CMAKOM KapTOHHI KOpOOL YkpaiHa" "Ix. B. Kemikan3s eHp, rOTOBOTO JIiKAPCLKOro 3acoby (BUTyYEHHS YNakoBKW NEBHOMO
PapmacbloTUKan3 po3mipy)
nta.") BW/IYYEHHS BUAIB NakyBaHb, siki 3apeecTpoBaHi Ha faHuii
MOMEHT, a/ie He BUrOTOBASIOTLCS | HE 3aBO3ATLCA B YKpaiHy.
3MiHM BHECeHi B po3ginu "Ynakoska" Ta "Kateropis Bignycky" B
IHCTPYKLiO 4118 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
y 3B"A3KY 3 BUTyYEHHSIM NMEBHMUX PO3MIPIB YNakoBOK Ta 5K
HacnifokK - BUNYyYeHHS TEKCTY MapKyBaHHS BifnoBigHUX
ynakoBOK. BBeieHHs 3MiH NpPOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS.
76. AOKTOP NbOASAHUKM 1O 4 TOB YkpaiHa FOHiK dPapmacboTuKan IHais BHECEHHS 3MiH 0 peecTpayiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/2410/01/01
MOM® 31 NbOAAHUKN Y CTPUMI; "[IXOHCOH i Na6opaTopis 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
CMAKOM no 5 ctpunis y J[KOHCOH (BiagineHHs cpipmm KOHTelHep/3aKynoptoBasibHMIA 3acib. 3MiHa po3Mipy ynakoBKu
AHAHACA KapTOHHIA Kopoo6Li YkpaiHa" "Ix. B. Kemikan3s eHp,

PapmacboTuKan3
Nt

rOTOBOTO NKApCbKOro 3acoby (BUIy4eHHsS ynakoBK1 NEBHOTO
po3mipy)
BW/TYYEHHS BUAIB NaKyBaHb, siki 3apeeCcTpoBaHi Ha gaHui
MOMEHT, a/le He BUTOTOB/SIKOTHLCS | HE 3aBO3ATLCS B YKpaAiHy.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3MiHM BHeceHi B po3ginv "Ynakoska" Ta "Kareropis Bignycky" B
IHCTPYKLiO ANA MeAUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
y 3B"A3KY 3 BUJTYYEHHSIM NEBHWUX PO3MIPIB YNakoBOK Ta 5K
HaCcnifoK - BUNyYeHHSI TEKCTY MapKyBaHHS BifnOBigHUX
ynakoBOK. BBefleHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS.
77. AOKTOP NbOAAHVKM Mo 4 TOB YkpaiHa FOHik ®apmacbloTukan IHAis BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/2409/01/01
MOM® 3I NbOASHUKN Y CTPUNI; "[I>KOHCOH | Nab6opaTopi3 3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema peyenma
CMAKOM no 5 ctpunis y JXoHCOoH (BiggineHHs dipmun KOHTeliHep/3akynopoBasibHW 3aci6. 3MiHa po3mipy ynakosku
AMENBbCUHA | KapTOHHIli KOpoO6Li YkpaiHa" "Ix. B. Kemikans eHg rOTOBOrO /1iKapCbKOro 3aco0by (BU/Ty4YEHHS yNaKkoBK/ NeBHOro
PapmacbloTUKan3 po3mipy)
nra.") BWyYEHHS BUAIB NakyBaHb, SiKi 3apeecTpoBaHi Ha JaHuii
MOMEHT, a/le He BUrOTOB/ISAIIOTLCS | HE 3aBO3ATLCA B YKpaiHy.
3MiHM BHECEHI B po3ainu "Ynakoska" Ta "Kateropis Bignycky" B
IHCTPYKLiI0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
y 3B"A3KY 3 BUIYYEHHAM NEBHVX PO3MIPIB YNakoBOK Ta 5K
HacnifoK - BUNYyYEHHSI TEKCTY MapKyBaHHS BifnoBigHUX
yrnakoBOK. BBeieHHS 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
78. AOKTOP NbOASHUKM MO 4 TOB YkpaiHa FOHiK dapmacbioTuKan IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/2412/01/01
MOM® 3I NbOAAHUKN Y CTPUMI; "[IXOHCOH i Na6opaTopis 3MiHn 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
CMAKOM no 5 ctpunis y JbKOHCOH (BiogineHHs dipmu KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
NMMMOHA KapTOHHIA Kopoo6Li YkpaiHa" "Ix. B. Kemikan3s eHp, rOTOBOIO JIiKAPCLKOro 3acoby (BUyYEHHS YNakoBKWN NEBHOMO
PapmacboTrKan3 po3mipy)
nrp.™) BU/yYEHHS BUAIB NaKyBaHb, siKi 3apeecTpoBaHi Ha JaHuii
MOMEHT, a/ie He BUrOTOB/ISIIOTLCS | HE 3aBO3ATLCS B YKpaiHy.
3MiHV BHeCeHi B po3ainn "YnakoBka" Ta "KaTeropis Bignycky" B
IHCTPYKUiO AN MeANYHOro 3aCTOCYBaHHA /liKapCbKoro 3acoby
y 3B"A3KY 3 BUIyYEHHAM NEBHMX PO3MIPIiB YNakoBOK Ta 5K
HacnifokK - BUMYyYEHHS TEKCTY MapKyBaHHS BifnoOBigHNX
ynakoBOK. BBeleHHs 3MiH NpPOTArom 6-Tn MicsALiB nicns
3aTBEPAKEHHS.
79. AOKTOP NbOASHUKM MO 4 TOB YkpaiHa HOHiKk dapmacbloTuKan Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx MaTepiasis: 3MiHu | Tuny - 6e3 UA/2408/01/01
MOM® 3I NbOASAHUKN Y CTPUNI; "[)KOHCOH i JNabopaTtopis 3MiHu 3 siKocTi. [oToBWMIA Nnikapcbkuii 3aci6. Cuctema peyenma
CMAKOM no 5 ctpunis y J[XoHcoH (BigpineHHs dipmu KOHTelHep/3aKynoproBasibHWIA 3aci6. 3miHa po3Mipy ynakoBKu
MA/TMHU KapTOHHI KOPOOL;i YkpaiHa" "Ix. B. Kemikans eHp, rOTOBOTO JIiKAPCLKOro 3acoby (BUTyYEHHS YyNakoBKM NEBHOMO
PapmacbloThKan3 po3mipy)
nrp.") BU/TYYEHHS BUAIB NakKyBaHb, AKi 3apeecTpoBaHi Ha AaHuii
MOMEHT, a/ie He BUTOTOB/ISIIOTLCS | HE 3aBO3ATLCA B YKpaiHy.
3MiHM BHECeHi B po3ginu "Ynakoska" Ta "Kateropis Bignycky" B
IHCTPYKLi0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
y 3B"A3KY 3 BUIYYEHHAM NEBHVX PO3MIPIB YNakoBOK Ta 5K
HacnifoK - BUNYyYeHHSI TEKCTY MapKyBaHHS BifnoBigHUX
yrnakoBoK. BBeJeHHS 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
80. AOKTOP NbOASHUKM MO 4 TOB YkpaiHa FOHiK dapmacbioTuKan IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/2411/01/01
MOM® 31 NbOAAHUKA Y CTPUMI; "[IXOHCOH i Na6opaTopis 3MiHK 3 siKkoCTi. TOTOBWIA Nnikapcbkuid 3aci6. Cuctema peyenma
CMAKOM no 5 ctpunis y L[DKOHCOH (BiggineHHs dpipmm

KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3MiHa po3Mipy ynakoBKu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
nonyHuuyi KapTOHHI KOopoo6Li YkpaiHa" "Ix. B. Kemikans eHg rOTOBOrO /1iKapCbKOro 3acoby (BW/Ty4YEHHS yNakoBKM NEBHOro
PapmacbloThKan3 po3mipy)
nra.") BU/TYYEHHS BUAIB NakKyBaHb, SKi 3apeecTpoBaHi Ha AaHui
MOMEHT, a/1ie He BUrOTOB/ISAIOTLCS | HE 3aBO3ATLCA B YKpaiHy.
3MiHM BHECeHI B po3ginu "Ynakoska" Ta "Kateropis Bignycky" B
IHCTPYKLiI0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
y 3B"A3KY 3 BUIYYEHHAM NEBHVX PO3MIPIB YNakoBOK Ta 5K
HacnifokK - BUNYyYeHHS TEKCTY MapKyBaHHS BifnoBigHUX
ynakoBOK. BBeieHHS 3MiH NpOTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
81. AOKTOP NbOASHUKMN MO 4 TOB YkpaiHa FOHiK dapmacboTuKan IHais BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/6076/01/01
MOM® I3 NbOAAHUKN Y CTPUMI; "[IXOHCOH i NabopaTopis 3MiHn 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
®PYKTOBUM | no 5 cTpuniB y [bxoHCcoH (BippineHHs dipmun KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa po3mipy ynakoBKu
CMAKOM KapTOHHIA Kopoo6Li YkpaiHa" "Ix. B. Kemikan3s eHp, rOTOBOIO JIIKAPCbKOro 3acoby (BUyYEHHS YNakoBKW NEBHOIO
PapmacboTrKan3 po3mipy)
nrp.") BWyYEHHS BUAIB NakyBaHb, SiKi 3apeecTpoBaHi Ha JaHuii
MOMEHT, a/ie He BUrOTOBASIIOTLCS i HE 3aBO3ATLCS B YKpaiHy.
3MiHM BHECEHI B po34inn "YnakoBka" Ta "Kateropis Bignycky" B
IHCTPYKLi0 415 MeANYHOTo 3acTOCyBaHHS NiKapCbKoro 3acoby
Yy 3B"A3KY 3 BUIYYEHHAM NEBHMX PO3MIpIiB YNaKoBOK Ta 5K
HacnifokK - BUYyYEHHS TEKCTY MapKyBaHHS BifnOBIigHNX
yrnakoBOK. BBeeHHS 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPAKEHHS.
82. AONOBEHE renb; no 20ra6o 50, TOB "TeBa YKpaiHa Mepkne M'vbéX, HimeyunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TRy - 6e3 UA/5565/01/01
a6o 100 r B Ty6i; no 1 YkpaiHa" HimeuyunHa noJaHHA OHOBJ/IEHOro cepTudpikara BiAnoBiAHOCTI peyenma
Ty6i B KOpPO6L,i (BMPOGHNLTBO €Bponeiicbkiit hapmakonei Ne R1-CEP 2003-197-Rev 08 ans
Hepo3chacoBaHoro A®I| enapuH HaTpIlo Bif, BXe 3aTBEPAXKEHOr0 BUPOGHMKa
NpoayKTy, NepBUHHA Yantai Dongcheng Biochemicals Co., Ltd., China, y Hacnigok
Ta BTOPWHHA BUJTyYEHHS NOCTaYasIbHWKIB HEOUMLLEHOTO renapuHy Henan
ynakoBKa, KOHTPO/1b Zongpin Food Share Co., Ltd., Shifang Leli Fuyang Biology
cepii); Mepkne Mm6X, Co., Ltd., Xiangyanh City Zhiyao Bio-Technology Co., Ltd.;
HimeuuunHa (£03Bin Ha 3MiHa HallMeHyBaHHs1 BUPOGHMKa NPOMIDXKHOrO NpoAyKTy Linyi
BUMYCK cepii) Xincheng Jinluo Meat Products Co., Ltd. Ha Linyi Xincheng
Jinluo Meat Products Group Co., Ltd. 6e3 3MiHu Micus
NpOBa/PKEHHSA AiSSIbHOCTI
83. EBEPCENT wamnyHb 2% no 25 BPOC NT/[, Ipeuis BPOC NTA Ipeuis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 6e3 UA/8776/01/01
M1 abo 60 mn, abo 3MiHM Woao 6e3neku/edheKTBHOCTI Ta chapmakoHarnsay. peyenma
120 mny BeefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX PO cucTemy
n1acTUKoBOMY dhapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHnx npo

dhnakoHi; no 1
(p1aKOHY Y KapTOHHilA
Kopoo6ui

cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAANbHOI 3a 34jiICHEHHS hapMmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsay 3asiBHUKa 415 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBifa/IbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bko4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0c06Y YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBiga/IbHOI 3a dpapMakoHarnsa B YkpaiHi. MponoHoBaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
pepakuisi: IsacbkoBa Anna BacuniBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag B YKpaiHi
84. EK3OAEPUN PO3YUH HaLLKipHWIA 1 CaHpos CnoBeHis BiANOBIga/IbHUI 32 AscTpisi/ BHECEHHS 3MiH A0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/3960/02/01
® % no 10 mn, 20 mn dapmacbioTika BUnyck cepii: CaHao3 CnoseHis 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y peyenma
a6o 30 mn y chnakoHi; n3 a.a. v6X — BupobHuua BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
no 1 dprakoHy B OinbHULA BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
KapTOHHIA KOpooLi AHTWiHDEKUIAHI TN3 3acoby (3amiHa abo fofaBaHHA BUPO6HKMKA, LU0 Bignosigae 3a
Ta XimiuHi Onepauii BBE3€EHHA Ta/abo BMNyck cepii) - He BkIovaroum
KyHane (AIXO N3 KOHTPO/b/BMNPOGYBaHHS cepii - BBEAEHHS 404aTKOBOro
KyHab), ABCTPis; BMPOOHUKa, LLLO BiANOBiAaE 3a BUMYCK cepii Jlek
BMPOGHMK NPOAYKLT in dapmaueBTMyHa KoMMaHia 4.4., CnoseHia / Lek
bulk, nakyBaHHs: Pharmaceuticals d.d., Slovenia. 3mMiHV BHeCEHI B IHCTPYKL,il0
rno6odpapm 015 MeanyHOro 3actocyBaHHA 13 y p. "BMPOGHUMK",
dapmavoiiTie "Micue3HaxomKeHHs! BUpo6HMKa Ta ioro agpeca micus
MpoAayKLbIAOH3- YHA, NPOBaXEHHS AiS/IbHOCTI" 3 BiANOBIAHUMY 3MiHAMU B TEKCTI
lrangenscresenswadT MapKyBaHHS1 YNakoBOK. BBeleHHs 3MiH NpoTArom 6-Tu MicsLiB
M6X, ABCTpIs; nicns 3arBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAao
BiANOBIga/IbHUI 32 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
BUMYCK cepii: Jlek BHeceHHs 3MiH 40 po3ainy “MapkyBaHHa” MKA /13"
PapmaneBTUyHa 3arBepakeHo: Mapkuposka. TekcT npunaraeTcs
KomnaHis A.4., 3anponoHoBaHo: MapknpoBka. CornacHo yTBepX4eHHOro
CnoseHis TekcTa MapkupoBku. OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAVHNLE BUMIPIOBaHHSA Y cucTemi Sl. BBeaeHHS
3MiH NPOTArOM 6-TW MiICALIB Nic/A 3aTBEPAKEHHS. 3MiHY | TUny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaUU AiNIbHAL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOSIIO AKOCTI. (AisfbHICTb, 3a
AKy BiANOBIAa€e BUPOGHMK/IMNOpTep, BKOYA0UM BUMYCK Cepiid)
3MiHa Ha3BW BUPOGHMYOI AiNbHUL, WO BIAMNOBIAAE 3a BUMYCK
cepii, 6e3 3MiHN MicLA BUPO6HMLUTBA. BBEAEHHS 3MiH
NpOTSArom 6-TM MicsALiB Nic/1A 3aTBEPAKEHHS.
85. EKNIPA® NOPOLLOK A/1A BEPNIH-XEMI | HimeuunHa IHoacTpiac IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15563/01/01
DKEHYEWP® | iHransuii, 322 Al dapmaceyTikac 3MiHN HallMeHyBaHHS AiNbHWL, BIANOBIAA/ILHOT 32 peyernmom
MKr/no3y, no 30 o3 Anwmipan C.A. MikpoHi3auito A®| aknigmHito 6pomig, 3 «Micron Technologies
NMOPOLLKY B iHFranATopi; Limited» Ha «Catalent Micron Technologies Limited». Agpeca
no 1 inransatopy B OiNbHULI 3aMLIAETECSA HE3MIHHOK; 3MiHW | TUMY - 3MiHK
Nnn1acTMKOBOMY NakeTi HaliMeHyBaHHA BUPO6HUYOI AinbHULi ans A®l 3 «RANKE
B KOpPOOLii 3 KAPTOHY, QUIMICA, S.L.» Ha «RANKE QUIMICA, S.A.», po3TalloBaHoi
no 60 A03 NopoLLKy B 3a agpecoto Ctra Nacional Il, Km. 593, 08740 Sant Andreu de
iHransaTopi; no 1 a6o 3 la Barca, Barcelona, Spain. Agpeca BUPO6HUYOI AinbHNLj Ta
iHranaTopu B BCi BUPOGHMYI onepaLii 3anvwarTbC HE3MIHHUMU; 3MiHK |
naacTVKOBOMY MakeTi TUMY - 3MiHW HaliMeHyBaHHSA BUPOGHWYOT AinbHuLi ans Ad| 3
KOXEH y Kopobuj 3 «RANKE QUIMICA, S.L.» Ha «RANKE QUIMICA, S.A.»,
KapTOHY po3TawoBaHoi 3a agpecoto Ctra. Granollers-Girona (C-35),
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Km 58.85, 08470 Sant Celoni, Barcelona, Spain. Bupo6Huua
AiNbHUUS Ta BCi BUPOGHMUI onepauii 3a/mwarTbes
HE3MIHHUMW; 3MiHW | TUNy - BBEAEHHS HOBOI AinbHnLi RANKE
QUIMICA, S.A., po3TalwuioBaHoi 3a agpecoto Ctra Nacional Il,
Km. 593, 08740 Sant Andreu de la Barca, Barcelona, Spain,
[e 3AiiCHIETLCA MiKpPOHi3aLis; 3MiHu | Tuny - 3amiHa
BMpo6Huka Derivados Quimicos S.A. — Ceuti ginbHuuero
Derivados Quimicos S.A. — Alcantarilla, BuxigHoro npoaykty 1-
6pomo-3-theHoKeNponaH, L0 BUKOPUCTOBYHOTLCA Y
BMPOGHMYOMY npoueci A®I; 3miHu | TUNy - 3amiHa BUPOGHMKa
BUXIZAHOro NpoaykTy 2-6pomoTioheH Zhejiang Shou&Fu
Chemical Co Ltd Bupo6Hukom Jiagxi Renming Pharmaceutical
Co. Ltd., W0 BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npotieci Adl;
3MiHM | TUNY - HE3HAaYHI 3MiHKU Y npoLeci BUpo6HuLTBa AdI,
30Kpema KopuryBaHHs napameTpiB npoLecy MikpoHisauii 3a
[0MOMOroK CTPYMEHEBOTO BUXPOBOIO M/IMHA; 3MiHW | Tuny -
He3HauHi 3MiHM y npoueci BupobHuuTBa Ad®l, 30kpema
BNPOBaKEHHA NapameTpiB NpoLecy MikpoHisauii 3a
ZI0MOMOroI0 CTPYMEHEBOIO BUXPOBOTO MJIMHA, 3aCTOCOBHUX
Ons HoBOI AinbHULI Ranke Quimica (Sant Andreu de la Barca
— SAB); 3MiHU | TUNY - BBEEHHS a/IbTEPHATUBHOTO PO3MIpY
cepii NPOMKHOro NPOAYKTY METWIAUTIEHINTNIKONAT 4NN
ninbHMUi Ranke Quimica (Sant Andreu de la Barca — SAB);
3MiHY | TUNY - BBEAEHHS a/lbTEPHATUBHOMO PO3Mipy cepil
NPOMDKHOr0 NPOAYKTY akniAnHilo 6poMig HEMIKPOHIZ0BaHWIA;
3MiHU | TUNY - BBEAleHHA a/ibTepHaTUBHOIo po3mipy cepii 50 kr
(Makcmmym 55 kr) A®| akniguHito 6pomig MikpoHizoBaHui [0
NMOTOYHOrO 3aTBEPKEHOr0 po3Mipy cepii 15 kr; 3miHun | Tuny -
3MiHy [0 po3giny 3.2.S.4.1 «Cneuudpikauisi»: 4ONOBHEHHS
KOHTPOJI0 OpraHiyHnX PO3UYMHHUKIB NOKa3HMKOM «[lloxigHa
6pomonponokcunponiny (E)» 3 4ONYCTUMOIO MEXel0 «He
6inbLL HiX 0,10 %» SIK NepioAMYHOrO KOHTPOJIH, L0
NPOBOANTLCA HA NEPLUNX TPbOX KOMEPL,AHAX MOC/iOBHNX
cepisix, @ NoTIM — Ha KOXHill AeCSATIil NOCNifOBHIA KOMEpLiiHii
cepit;
3MiHM | TURY - 3MiHK Ao po3giny 3.2.S.4.1 «Cneumdikanis»:
[0noBHeHH: creumdikayii Ha A®| nokasHMKOM «MeTaHomM»;
3MiHM | TUNY - 3MiHK 8o po3giny 3.2.S.4.1 «Cneuudpikauis»:
[0MNoBHeHHA crieymdikanii Ha APl nokasHMKOM «Tonyon»;
3MiHW | TUMY - OHOB/IEHHS METOANKN BU3HAYEHHS 3aUTULLKOBUX
PO3YMHHVKIB 3 METOI0 BpaxyBaHHS TakoX MeTaHony i Tonyony;
3MiHM | TUNY - HE3HAYHI 3MiHW Yy 3aTBEPAKEHOMY METOA)
KifibkicHoro aHanisy BEPX a5 BU3Ha4YeHHs O4HOPIAHOCTI
BMBINbHEHMX 0,03 (OB/) i ouiHK1 03U APIGHNX YACTUHOK
(844), 30kpema 3miHW XpomatorpadiuHX yMOB; 3MiHuW | Tuny -
[0AaBaHHA a/lbTEPHATUBHOIO NocTavasibHUKa KOMMIEKTYHUNX
Genuair - Gerresheimer Horsovsky Tyn, Czech Republic go
BXe 3arBepkeHoro Gerresheimer Regensburg GmbH,
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Germany; 3MiHW | TUNY - AONOBHEHHSA TEKCTY MapKyBaHHS
yNakoBOK BiANOBiAHWMYW MO3HAYEHHSAMU OAUHULb
BVIMIpIOBaHHA NaTUHULELD 3rigHO 3 MiDKHApOAHOK CUCTEMOIO
oavHnup (S1). 3miHn Ao po3ainy «MapkyBaHHs» MKA 3.
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLi WoA0 3a3HaYeHHA OANHULIb
BMMIpIOBaHHS y cuctemi Sl; 3miHu Il Tuny - TexHiYHa 3MiHa
iHranaTopa (3miHa hopMu Ta po3Mipy KOMMNOHEHTIB BUXPOBOI
OCHOBW | MYHALLUTYKA) 3 METOI 3HWKEHHS PU3NKY HAKOMWYEHHS
nopoLuky. Kpim Toro, po3gin 3.2.P.7 «Cuctema
KOHTelHep/3akynopoBasibHWiA 3aci6», neped)opmMaToBYETHCS B
OKpeMi YacTMHM AN cneuudikaliii, aHaniTMYHNX METOAVIK,
BVMPOGHWKIB Ta aHanisiB cepil
86. ENIMAT TabneTkn, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14138/01/01
nNiBKOBOKO dapmachbtoTika dapmacstoTikanic ITg, 3MiHM 3 AKOCTI. F0TOBWIA NliKapPCbKMii 3aci6. KOHTPO/Ib FOTOBOIO | peyernmom
060/10HKOI0, No 50 mr, nc ntg nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS
no 10 TabneTtok y roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
6nictepi, no 10 3aTBEPMAKEHNX MeToAax BUNPoBbyBaHHS) - 3MiHU Y MeTOAWL;
6nicTepiB y KAPTOHHIN BM3HA4YEeHHS MokasHvka «CynpoBigHi AoMiwkun». Joaaetbes
KOpo6Li OMUC NPUrOTyBaHHS PO34MHY NnaLe6o Ta po3unHy
PO34YMHHWKIB, BiANOBIAHO BiAKOpUroBaHa NpoLeaypa BBeAEHHS
pO34uHIB. JoAaloTbCA NPUMITKM LLOAO PO3paxyHKiB,
cTabinisauii cuctemm Ta NPUroTyBaHHA PO3UMHIB
87. ENIMAT TabneTkun, BKPUTI ToppeHT IHAjs ToppeHT IHAis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14138/01/02
NnNiBKOBOKO dPapmacbioTika $apmacbloTikasic J1Tg, 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTpOib rOTOBOMO | peyenmom
060/10HKOH0, o 100 nc Nt nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
mr, no 10 TabneTok y rOTOBOTO JliKAPCbKOro 3acoby (He3HayHa 3MiHa y
6nictepi, no 10 3aTBEPIAXEHUX MeToAax BUNpobyBaHHS) - 3MiHU Y MeToAWLj
6nicTepiB y KAPTOHHIl BM3HAUYEHHS nokasHuka «CynpoBigHi LOMILLKW». [JoAaeTbCs
Kopoo6Li OnnC NPUroTyBaHHA PO34MHY Naaue6o Ta po3unHy
PO34YMHHKKIB, BifMNOBIAHO BigKOpUroBaHa npoueaypa BBeAeHHsS
po3uuHiB. [JoAat0TbCs NPUMITKM LLOAO PO3PaxyHKIiB,
cTabinisaujii cuctemm Ta NPUroTyBaHHSA PO3UnHIB
88. EPAKCHC NOPOLLOK 47191 PO3UYUHY Mcpaiizep IHK. CWA dapmais i AnmKoH CLA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12190/01/01
Ans iHgysili no 100 KomnaHi 1/1C 3MiHM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyernmom

Mmr; 1 dolakoH 3
MOPOLLKOM B
KapTOHHI ynakoBLi

3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOrO
TepaneBTWYHOTO NokaszaHHA abo 3MiHa y 3aTBepiKeHOMY
nokasaHHi) - 3MiH/ BHECEHO B iHCTPYKLitO 4118 MEANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby 40 po3ginis
"®apmakonoriyHi BnactusocTi”, "lMoka3aHHs" ( JogaHe HoBe
nokasaHHs: "JlikyBaHHS iHBa3\BHOIO KaHAWMAO03Y Y AiTeli Bikom
Big 1 micsaua Ao < 18 pokiB (guB. po3ginm "OcobmBoCTi
3acTocyBaHHs" Ta "®apmakoguHamika")). "OcobnmnBocCTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta gosun'”, "Oitn",
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"Mepepo3yBaHHs", "Mo6iuHI peakuii” 3rigHO 3 pe3ybTatamu
negiatpnyHux gocnimxkeHb A8851008, a Takox gofaHa
OHOBJIEHA iHGhopMaLis LWoa0 6e3nekn 3aCTOCyBaHHS
OOMOMDKHMX PeqyoBUH A0 po3giny "OcobnmnBocCTi
3acTocyBaHHA. BBeeHHA 3MiH NPOTArom 6-Tv MicsiLiB nicns
3aTBEPKEHHS.
89. EPAKCUC MOPOLLIOK A1 PO3YUHY NMeANIEP CLA dapmavis i AnmxoH CWA BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12190/01/01
Ans iHgysili no 100 mr IHK. KomnaHi N1/1C 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy - peuenmom
1 donakoH 3 MOPOLLKOM 3MiHV BHECEHO B iHCTPYKLitO0 A/19 MEANYHOIO 3aCTOCYBaHHS
B KQpPTOHHI ynakoBLi nikapcbKoro 3acoby Ao po3zinis "Oco6nBOCTi 3aCTOCYBaHHA"
Ta "Cnocib 3acTocyBaHHA Ta 031" 3ri4HO 3 OHOB/IEHOID
iHhopmauieto LLoA0 6e3nekn 3acToCyBaHHS Ajiloyoi Ta
[OMOMIKHMX pevoBUH. BBeAEHHS 3MiH MPOTAroM 6-TW MicsL,iB
nicnsa 3aTBepaKeHHs
90. EP/TIOTUHIB TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka PEMELIKA NTA Kinp BHECEHHS 3MiH 0 peecTpauiiHux maTtepianiB: TeEXHIYHA 3a UA/18180/01/01
3EHTIBA NnNiBKOBOKO Pecny6nika nomusika (3rigHo Hakady MO3 Big 23.07.2015 Ne 460): peyenmom
060/10HKO10, o 100 TexHiYHy NOMWUIIKY BUNPaBAEHO B iIHCTPYKLIT 4158 MeguyHoro
mr; no 10 TabneTok y 3actocyBaHHsa /13 y p. "Ckniag”
6nictepi, no 3
6nicTepun y KapTOHHiIl
navi
91. EPNOTUHIB TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka PEMEAIKA NTA Kinp BHECEHHS 3MiH [10 peecTpaLiliHiX MaTepianiB: TeXHIYHa 3a UA/18180/01/02
3EHTIBA nNiBKOBOKO Pecny6nika nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): peyernmom
060/10HKOH0, Mo 150 TexHiYHy NOMWUJIKY BUNPaBAEHO B iIHCTPYKL,iT 415 MeguyHoro
Mr; no 10 TabneTok y 3actocyBaHHsa /13 y p. "Ckniag”
6nictepi, no 3
6icTepn y KapTOHHIN
navui
92. EPNOTUHIB TabneTkun, BKPUTI 3eHTiBAa, K.C. Yecbka Pemegika NTa Kinp BHECEHHS 3MiH 10 pPEECTpaLiiiHUX MaTepianiB: BUNPaBIEHHS 3a UA/18180/01/01
3EHTIBA NAiBKOBOO Pecny6nika TexHiuHoi nomunkn y MK4, sika 6yna gonyuieHa npm peyenmom
060/10HKoOt0, Mo 100 peectpauii N3 (Haka3 Ne 1562 Big 08.07.2020 p.), npu
mr; no 10 TabneTok y nepeHeceHHi iHhopmauii 3 peecTpauiiiHoro gocke (p.3.2.P.5.1
6nictepi, no 3 Ta p.3.2.P.5.2) B MKA. Y cneuundikauii Ta MeTogax KOHTPOsI0
6nicTepn y KapTOHHiIl HEBIpHO 3a3HayeHo iHhopmaLio y po3aini "OfgHOPIAHICTb
nauui [030BaHNX 0AMHMLB" (3a3HaveHo: L2x0.01)M; 3amicTb:1-
L2x0.01)M); po3gin "laeHTudikalis epnoTmHiby" (3a3HaueHo:
70:20:30 (o/0); 3amicTb: 70:30 (0/0)). 3a3HayeHe BUNpaB/IeHHSA
BifJNOBIAAE apxiBHMM MaTepianam peecTpauiiHoro focbe
93. EPNOTUHIB TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka Pewmegika NITa Kinp BHECEHHS 3MiH 10 peECTpaLiliHiX MaTepianiB: BUNPaB/eHHS 3a UA/18180/01/02
3EHTIBA nNiBKOBOK Pecny6nika TeXHiYHOT nomunnkn y MK4, sika 6yna gonyLieHa npu peuenmom

060/10HKO0, Mo 150
Mr; no 10 TabneTok y
6nictepi, no 3
6nicTepn y KapTOHHIN
nauuj

peecTpauii N3 (Haka3 Ne 1562 Big 08.07.2020 p.), npn
nepeHeceHHi iHchopmav,ii 3 peectpauiitHoro gocbe (p.3.2.P.5.1
Ta p.3.2.P.5.2) B MKA. ¥ cneuudikauii Ta MeTofax KOHTPOSI0
B po3Aini «Onnc» HEBIPHO BKa3aHO NMO3HAYKa
(3a3HaueH0:«100»; 3amicTb: «150») Ta giameTp Tabnetkn
(3a3HauveHo: 8,9 MM+5% (8,5-9,3) MM; 3amicTb:10,5 MM+5%
(10,0-11,0) mm) ; po3gin "OAHOPIAHICTb A030BaHWX OfWHULIB"
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(3a3HauveHo: L2x0.01)M; 3amicTb:1- L2x0.01)M); po3gain
"loeHTudpikauis epioTuHIGY" (3a3HadveHo: 70:20:30 (o/o);
3amicTb: 70:30 (0/0)). 3a3HayeHe BUNpaBEHHA BignoBigae
apxiBHMM MaTepiasiaM peecTpauiiiHoro Aocbe
94. EYTUPOKC TabneTkn no 25 Mmkr; Mepk Xenckea |HimeuunHa Mepk Xenckea KraA HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/8388/01/01
no 25 TabneTtok y KraA 3MiHM BHECEHO A0 IHCTPYKUIT 415 MEAMYHOTO 3aCTOCYBaHHS peyernmom
6nicTepi; no 2 abo no nikapcbKoro 3acoby Ao po3zinis "Oco6nBOCTi 3aCTOCYBaHHA"
4 6nictepu B Ta "Mo6iyHi peakuii" BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
KapTOHHI Kopoo6Li 6e3nekun Ajtloyoi Ta JONOMDKHUX PEYOBUHW. BBEAEHHSA 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEeHHS
95. EYTUPOKC TabneTkn no 50 Mkr; Mepk Xenckea |HimeyunHa Mepk Xenckea KraA HimeuyunHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/8388/01/02
no 25 TabneTok y KraA 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEAMYHOTO 3aCTOCYBaHHS peyernmom
6nicTepi; no 2 abo no nikapcbKoro 3acoby Ao po3zinis "Ocob6nBoCTi 3aCTOCyBaHHA"
4 6nictepun B Ta "Mob6ivHi peakuii" BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
KapTOHHI KOopoo6Li 6e3neku Ajtloyoi Ta AONOMDKHUX PEYOBVHW. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNS 3aTBEPIKEHHS
96. EYTUPOKC TabneTkn no 75 MKr; Mepk Xenckea |HimeuunHa Mepk Xenckea KraA HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHix MaTepianis: 3MiHu | TUny - 3a UA/8388/01/03
no 25 TabneTok y KraA 3MiHM BHECEHO A0 IHCTPYKUii 415 MeANYHOro 3acToCyBaHHs peyenmom
6nicTepi; no 2 abo no nikapcbKoro 3acoby Ao po3zinie "OcobnBoCTi 3aCTOCyBaHHA"
4 6nictepu B Ta "MobiuHi peakuii" BigNoBigHO A0 OHOBEHOI iHhopMmaLii 3
KapTOHHI KOpOOL; 6e3rnekun 4jtyoi Ta AOMOMDKHUX PeHOBUHW. BBegeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNA 3aTBEPYKEHHS
97. EYTUPOKC Tabnetkn no 100 Mmkr; Mepk Xenckea |HimeuunHa Mepk Xenckea KlraA HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/8388/01/04
no 25 TabneTok y KraA 3MiHWN BHECEHO A0 IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
6nictepi; no 2 abo no nikapcbKoro 3acoby Ao po3zinis "Ocob6nBoOCTi 3aCTOCyBaHHA"
4 6nictepu B Ta "MobiuHi peakuii" BigNOBIg4HO A0 OHOB/EHOI iHhopMaLii 3
KapTOHHI KopooLi 6e3neku Ajloyoi Ta AJONOMDKHUX PEYOBVHN. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
98. EYTUPOKC Tabnetkn no 125 wmkr; Mepk Xenckea |Himeuunna Mepk Xenckea KraA Himeuunna BHECEHHS 3MiH [J0 peecTpauLiiiH1X maTepianis: 3miHu | Tuny - 3a UA/8388/01/05
no 25 TabneTok y KraA 3MiHWN BHECEHO A0 IHCTPYKLiT 4719 MEeANYHOro 3acTOCYyBaHHS peyenmom
6nictepi; no 2 abo no nikapcbKoro 3acoby o po3ainis "OcobaMBOCTI 3aCTOCyBaHHA"
4 6nictepun B Ta "MobiuHi peakuii" BigNOBIg4HO A0 OHOBEHOI iHhopMaLii 3
KapTOHHIA KOopooLi 6e3neku Ajloyoi Ta JONOMDKHUX PEYOBUHN. BBEAEHHS 3MiH
NPOTArom 6-Tv MicAILiB MicNs 3aTBEPIKEHHS
99. EYTUPOKC Tabnetkn no 150 mkr; Mepk Xenckea | Himeuunna Mepk Xenckea KraA Himeuunna BHECEHHS 3MiH [J0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/8388/01/06
no 25 TabneTok y KraA 3MiHM BHECEHO A0 IHCTPYKUii 415 MenYHOro 3acTocyBaHHs peyernmom
6nictepi; no 2 abo no nikapcbKoro 3acoby o po3ainis "OcobnMBoCTi 3aCTOCyBaHHSA"
4 6nictepun B Ta "MobiuHi peakuii" BigNoOBigHO A0 OHOBEHOI iHhopMaLii 3
KapTOHHI Kopoo6Li 6e3neku Ajloyoi Ta JONOMDKHUX PEYOBUHN. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

100.

3EPKANIH®

PO3YUH HaLLKIpHWiA, 1
% no 30 MmNy
CKNsAHOMY hNakoHi; no
1 donakoHy B
KapTOHHIA Kopoo6Li

AppaH-
[aneHcbKuit
Na6oparopiii
a.a.

Xopsartis

AppaH-IaneHcbkuin
Na6oparopiit 4.4.

XopBarTisi

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny -
nofaHHA OHOBJIEHOro cepTuddikaty BignoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2000-041-Rev 06 Big,
3aTBepAKeHOro BupobHuka A®I KningamiyuHy rigpoxnopuay
BMpOGHMLUTBA Union Quimico Farmaceutica, S.A. (Uquifa
S.A)), Icnanis (3aTBEpAXEHWI cepTudikaT BigNOBIAHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2000-041-Rev 05).
OHoBneHa Bepcisa CEP 6yna HagaHa nicns ouiHkM iHopmaii
BiIHOCHO Ajtoyoi Bepcii MoHorpadii 0582 €sp.Papm. Ha
Clindamycin hydrochloride

6e3
peyenma

UA/12443/01/01

101.

3IK/TAPA

Kpem 3,75 % no 250
Mr B calue, rno 14
calle B ynakosLi

MEJA AB

LLseuis

3M Xenc Kea Nimitepq,

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MiLLEeHHI MacTep-thaiina cuctemn dhapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX yNMOBHOBaXKEHOI 0co6w, BiANOBIAa/IbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0co6u
yMNoBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
AISNbHOCTI 3 dpapmakoHarnagy

3a
peyenmom

UA/15272/01/01

102.

30/IEQPOHO
BA
KUCNOTA-
BICTA

KOHLLeHTpaT Ans
PO34nHy ANns iHQysil,
4 mr/5 mn, no 1
donakoHy 3
KOHLeHTpaToM y
KapPTOHHI KOpooOLj

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

AkTasic ITania C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNacHVKa peecTpaLiiHoro nocBig4YeHHs1) 3miHa
afpecu 3asBHUKa

3a
peyenmom

UA/14456/01/01

103.

IBYMEHT

renb, No 50 ry Ty6i Ne
1y navuyi

MAT
"Ximchapm3sas
o/ "YepBoHa

3ipka”

YkpaiHa

MAT "Ximchapm3asog,
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
3MiHK LWo[0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
BBefeHHst ab0 3MiHM [0 y3aralbHEHUX AaHWX PO CUCTEMY
thapmakoHarnagy (BBefieHHs y3arasibHeHUX AaHnx npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/ILHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarniagy 3asBHUKa ANs 34iRCHEHHS
hapmakoHarnisgy B YKpaiHi, SKLLLO BOHa BigMiHHa Big,
YNOBHOBaXXEHOI 0C06MU, BiNOBigaNbHOI 3a 3/iiCHEHHS

6e3
peyenma

UA/17281/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy

104.

IBYMPOM _
NS BITEN

CyCneH3isi opasibHa,
no 100 mr/5 mn, no
100 mn, 150 mn abo
200 My hnakoHi; no
1 donakoHy y
KOMM/IEKTI 3i
LUNPWLLOM-403aTOPOM
no 5 M1 B KAPTOHHIW
Kopoo6Li

tOHina6, /rl,
CLA

CWA

Bupo6HuuTBO,
nepBUHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK Cepii roToBOro
nikapcbkoro 3aco6y:
®apmacbeppa
MaHydekuypiH, C.J1.,
Icnanis; Bupo6bHuuTBO,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BMNYCK cepii roToBOro
nikapcbkoro 3acoby:
Lencapm Bnagen
B.B., HigepnaHaw;
KoHTponb skocTi (3a
BUHATKOM
Mikpo6iosnoriyHoro
KOHTPO/I10), BANYCK
cepii rotoBoro
NPOAYKTY:
dapmanigep, C.A.,
Icnanis; Bupo6bHuuTBO,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Tb SKOCTI:
Epnedapm, C.J1.,
Icnanis; Bunyck cepii
rOTOBOrO NPOAYKTY:
TOB HOC dapmauis,
MonbLya;
AnbTepHaTnBHa
OinbHUUA ANA
npoBefeHHs
MikpobionoriyHoro
KOHTpONto (cy640roBip
3 BUPOBHMKOM
dapmanigep, C.A.):
Biona6 C.J/1., IcnaHis

Icnanis/
Higepnangu
/

MonbLa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
AZMIHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaUUN AiNbHAL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOSIO AKOCTI. (AisaNbHICTb, 3a
AKY BiANOBIAa€e BUPOGHWK/IMNoOpTep, BKIOYA0UM BUMYCK Cepiid)
3MiHa agpecu Micus NPoBaKeHHA Ais/IbHOCTI BUPOOHMKa
dapmacbeppa MaHydekuypiH, C.J1., IcnaHisi, 6e3 3MiHn micus
BMPOGHMLITBA.

BBefeHHS 3MiH NPOTAroM 6-Tu MicALIB NiCNA 3aTBEPKEHHS.

6e3
peyenma

UA/15878/01/01

105.

1I30MNMPUHO3

Tab6neTkn no 500 mr,

TOB «TeBa

YKpaiHa

Bupo6HULTBO

Moptyranis/

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3miHa 3asiBHUKa

3a

UA/8389/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
VH no 10 TabneTok y YkpaiHa» Hepo3dacoBaHo| YropumHa (BnacHviKa peecTpauiiHoro noceigveHHs): 3miHv | Tuny - 3miHn | peyenmom
6nictepi; no 1, a6o 2, npoAayKLUii, NnepBrHHa oo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
abo 3, abo 5 6nictepis ynakoBka, BTOPUHHA a60 3MiHN [0 y3arasibHeHVX AaHUX Npo cuctemy
y KOpo6Lj ynakoBka, [03Bin Ha thapmakoHarnagy (BBeAEeHHS y3arasibHeHVX AaHNX Npo
BMNYCK cepil, cucTemy hapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoobu,
KOHTPO/Ib Cepiii: BiiNOBIAANbHOI 3a 3jiICHEHHS hapMmakoHarnsay; KOHTaKTHOI
Ny3omegikameHTa 0co6u 3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS
TekHikan thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif,
dapmauesTikan YNOBHOBaXXeHOI 0c0o6M, BiANOBIfaIbHOT 3a 34iiCHEHHS
Cocbegage, C.A., thapmakoHarnagy (BK/4Yak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
MopTyranis; BropuHHa pO3MilLeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3MiHa
ynakoBka, [,03Bif1 Ha YNOBHOBaXeHOT 0COOM 3asBHUKA, BiAMNOBIfa/IbHOI 3a
BUMYCK cepii: AT thapmakoHarnag. fitoua pefakuis:
dapmayleBTUYHNI Orit Stern-Maman. NponoHoBaHa pefakuis: buctposa OkcaHa
3aBsof TEBA, BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobm
YropuwmHa; KoHTposb 3a8BHVKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
cepiii: IHdhocaymxi -
IHCTITYTO AXI
®dapmaceo i IHoBaceo
im Cayxi YHinecoan,
Npa., Moptyranis
106. | IMBPYBIKA Kancynu no 140 wmr; no TOB YkpaiHa KataneHTt CTC, IHK., cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/14220/01/01
90 a6o 120 kancyn'y "[IXOHCOH i CLUA (Bnpo6HMLTBO LLiseiiuapis 3MiHM BHECEHO A0 IHCTPYKUiT AN8 MEeAMYHOro 3aCTOCYBaHHA | peyenmom
dhnakoHi; no 1 [bxoHCcoH Hepo3dacoBaHoro nikapcbkoro 3acoby Ao po3ainis "Oco6/MBOCTi 3aCTOCYBaHHS",
(pN1aKoHY Y KapTOHHilA YkpaiHa" NpPOAYKTY, KOHTPONb "Mo6iuHi peakuyii” BignosigHoO oo pekomeHaaLii PRAC EMA
navu,i skocTi); Cinar AT, LLIOAO PU3NKY BUHUKHEHHS LEepebpoBacKyNspHNX YCKIaAHEHb.
LLiBefiuapis BBefeHHsI 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS;
(BMPOGHULTBO 3MiHu |l TUNYy - 3MiHWM BHECEHO A0 IHCTPYKUIT A1 MegnyHoro
Hepo3cacosaHoro 3aCTOCyBaHHA NikapcbKoro 3acoby [0 po3ainis
NpoAyKTY, KOHTPO/b "®apmakonoriyHi BractuBocTi", "B3aemogis 3 iHW1Mm
saKkocTi); Cinar AT, nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
LLiseiuapis (nepBuHHE "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,
Ta BTOpVHE BariTHOCTi abo rogyBaHHs rpyaato”, "TobiuHi peakwyii”.
nakyBaHHs, BUMYyCK BBeeHHs 3MiH NPOTAroM 6-Ty MICALIB NicNsa 3aTBEPMAKEHHS;
cepii) 3MiHuM Il TMNy - 3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyYHOro
3acTocyBaHHS MikapcbKoro 3acoby [0 po3giny
"apmMakonoriyHi BnacTneocTi” WoA0 faHuX NigCyMKOBOro
aHanisy gocnigpkeHHsa PCYC-1112-CA. BeegeHHS 3MiH
NpPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHM |l Tuny -
3MiHW BHECEHO A0 IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby Ao po3ainy "MobivHi peakwyii” woao
OHOBJIEHHSA AaHNX Ha MiACcTaBi OCTaTOYHUX pe3y nbTaTiB
pocnimpkeHHs PAM 3038-1. BBeAeHHS 3MiH NpoTAromM 6-tu
MiCALIB MiCNA 3aTBEPIKEHHSA
107. | IHBAH3® niocpinizat ans Mepk Wapn i |LUBeiuapis Hepo3dhacoBaHa ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9179/01/01
PO3YUMHY AN151 iH'EKLLIIA Joym IAEA NpoAyKLUisi, NepBUHHE Higepnanan AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu | peyernmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

no 1r, 1 cknauuii
pN1aKOH Y KapTOHHIlA
Kopoo6ui

m6X

nakyBaHHs, BTOPUHHE
nakyBaHHs!, KOHTPO b
Ta BUNycK cepii:
SAPEBA Mipabens,
®paHuif; BTOPUHHE
nakyBaHHS
(anbTepHaTuBHWIA
BUPOBHUK): Mepk
Wapn i floym B.B.,
HigepnaHgu

MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOro NMikapcbkoro 3acoby, BKIYaUK AiNbHUL BUMYCKY
cepii abo micue NnpoBefeHHs KOHTPOIO AKOCTI. (AisaNbHICTb, 3a
AKY BiAMNOBIgAa€e BUPOGHMK/IMNOPTEp, BKIOYAUM BUMYCK
cepiid). 3MiHa Ha3BM Ta agpecu BUpo6HuKa M3,
BiANOBIAA/ILHOrO 3a BUPOGHMLTBO Hepo3dhacoBaHOi NpoayKLii,
nepBUHHE NakKyBaHHs, BTOPUHHE NaKyBaHHSA, KOHTPO/b Ta
BUNYCK cepii, 6e3 3MiHV MicLs BUPOBHULTBA. 3MiHW BHECEHO B
IHCTPYKLO 4719 MeANYHOro 3aCTOCYyBaHHS 040
HaliMeHyBaHHSA Ta MiCLie3Hax0MKeHHA BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby.

BBeAEeHHS1 3MiH MPOTArOM 6-TU MICSLIB NiCNs1 3aTBEPAKEHHS.

108.

IHFTANINT-H

cnpeii Ans poToBoi
NOPOXHUHK, No 30 1y
6as10Hi; No 1 6anoHy 3
posnuoBayem Ta
3aXMCHMM KOBMayKoMm
y nautli 3 KapToHy

TOB
"Mikpochapm"

YkpaiHa

TOB "Mikpochapm”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasnis: 3MiHu Il TUny -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPO6HUKA
BMXiHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BMKOPUCTOBYIOTLCSA Y BUpOBHMYOMY npoueci ADl, abo 3miHa
BMPOGHMKa (BK/IKOYalOuK, Ae HeobXigHo, MicLie NpoBeAEeHHS
KOHTpOsIto sikocTi) A®I (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHA HOBOroO BUPOOHMKa A®| 3 HagaHHsAM macTep-
thaiina Ha A®I) - CynyTHs 3MiHa - 3MiHU 3 SKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONYCTUMUX MEX, BU3HaUeHuX y cneuudikalisx Ha Ad®l, abo
BWXiAHWA/NPOMIDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuLTBa A®I (iHWi 3MiHM) - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoAyKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa ADI (iHWi 3MiHW Y
MeToAax BUNPOo6yBaHHS (BKHOYaoun 3amiHy abo
[0noBHeHHs) AD| abo BYXiZHOro/NPOMIKHOrO MPOAYKTY) -
BBE[EHHS afibTepHaTUBHOIO BUpPoOHUKa ans APl
Cynbatiazon Hatpito rekcarigpart - TOB "dapmxim”, YkpaiHa.
Ak Hacnigok, 3MiHM y cneyndikauii Ta MeTogax BUNpobyBaHHS
3a nokasHukamu "laeHtudikayin”, "CynposigHi OMILLKK",
"Btpata B Maci npu BucyLuysaHHi", "KifibkicHe BU3HaYeHHA"
BiANOBIAHO AOKYMEeHTaL,i 3anponoHOBaHOro BUPOOHNMKA.
3aTtBepmxeHo: Lab.Ofichem b.v., HigepnaHaw.
3anponoHoBaHo: Lab.Ofichem b.v., Higepnanan; TOB
"Papmxim”, YkpaiHa.

6e3
peuyenma

UA/0938/01/01

109.

IHAAMN®

Tabnetku no 1,25 mr
no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LC Mpara
a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -

3MiHU 3 AkocTi. APl BUpobHULTBO - Bifbynach 3miHa pegaxuii

ASMF Brpo6Huka A®I 3 Bepcii IP-QS1-Ed.01-EU (Nov. 2012)
Ha Bepcito IP-QS1-Ed.08-EP (Sep. 2019)

3a
peyenmom

UA/4237/02/02

110.

IHAAN®

TabneTkn no 2,5 mr no
10 TabneTtoky
6nictepi; no 3 abo 6

NMPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEZA.LC Mpara
a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu Il Tuny -
3MiHM 3 siKoCTi. A®l. BUpo6HMUTBO - Bigbynack 3mMiHa pegakLii
ASMF Bupo6Huka A®I 3 Bepcii IP-QS1-Ed.01-EU (Nov. 2012)

3a
peyenmom

UA/4237/02/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIN Ha Bepcito IP-QS1-Ed.08-EP (Sep. 2019)
Kopoobui
111. | IHAOMETAL, Masb, no 40 ry Ty6i; NAT YkpaiHa MAT "Ximdpapmsasoz Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/8581/01/01
MH NnoC no 1 Ty6i B nauui 3 "Ximchapm3sas "YepsoHa 3ipka" 3MiHK Wo[o 6e3nekn/eteKTUBHOCTI Ta hapmakoHarisay. peyenma
KapToHYy o "YepBoHa BeefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
3ipka" dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHUKa 151 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXXEHOT 0cobm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
112. | IHPNTYBAK® cycneHsisa ans AGGOTT HigepnaHgn | koHTposnb «final bulk» | HigepnaHgu BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu | Tuny - 3a UA/13027/01/01
(INFLUVAC®) | iH'ekuiii; no 0,5 mn Bionomxikans (cTepunbHicTb Ta 3MiHu 3 SKoCTi. FoTOBMIA NiKapcbkuii 3aci6. 3MiHW y peyenmom
BAKUUHA cycnexsii ans iH'ekuin B.B. 6akTepiasbHi BUPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
ana y norepegHbo €HAO0TOKCUHN); BMPOBGHMUTBA AN151 YaCcTUHU abo BCbOro BUPOGHNYOro npoLecy
MPO®INAKT HanoBHEHOMY nepBrHHe Ta roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHM) 3a3Ha4YeHHs
VKU revny, 0lHOpPa30BOMY BTOPWHHE NakKyBaHHSA BMPOGHUKIB NMiKapcbKoro 3acoby Ta ix yHKLi y
MOBEPXHEB | wnpuuj; no 1 a6o 10 'N3; koHTpob cepil PeecTpaduiiniHomy nocsigyeHHi Ta MeTogax KOHTPOSIKO SKOCTi y
nin LUNPULIB Yy KAPTOHHIl N3 (kpim BiANOBIAHOCTI A0 MaTepianiB peecTpauiiHoro 4ocke. 3MiHu |
AHTUIEH, KopoobLi iaeHTudikauii Ta TMny - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpob
IHAKTUBOBA KifIbKiCHOTO roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis
HA BM3HAUYEHHs cneumdikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro

remMartoTuHiHy (FA);
TeCT Ha CTabiflbHICTb);
BUnyck cepii MN3:
AG60TT Bionoaxikans
B.B., HigepnaHaw;
BMPO6HMLTBO «final
bulk»; koHTponb «final
bulk» (kpim TecTy Ha
CTEPW/IbHICTDL);
KOHTpONb cepii M3
(izeHTudpikauis Ta
KifIbKiCHE BU3HAYEeHHSA
remMartoTuHiHy (FA),
6akTepiasibHi
€HJOTOKCUHM): ABGOTT
Bionogxikans 6.B.,
HigepnaHngu

3ac00y (3BY)XEHHS [ONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikaLii Ha nikapcbki 3aco6u, AN AKX OTPUMYETBCSA
[03BiN Ha BUNYyCK cepii Big 0iLiiiHOro perynsaTopHoro opraHy)
3BYXEHHS ONYCTUMUX MeX ANns napameTpy «MikpobionoriyHa
yncToTa: bakTepianbHi eHA0TOKCMHM» Y cneuudikaLisx Ha
Final bulk Ta Final lot 3 2200 U of endotoxin per ml Ha <200 U
of endotoxin per ml. 3miHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax 36epiraHHs roToBOro Nikapcbkoro
3aco6by (3miHa y 3aTBepKeHOMY NPOTOKOAi CTabiNbHOCTI)
3MiHM 4,0 3aTBEPAXEHOro NMPOTOKO/TY CTabiNbHOCTI WoA0
3a3HayveHHs iHhopmaL,ii Npo TePMiH NPUAATHOCTI FOTOBOrO
nikapcbkoro 3aco6y. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTHOCTI abo ymoBax 36epiraHHs roToBOro NikapcbKoro
3acoby (3miHa y 3aTBepKeHOMY NPOTOKOAi CTabiNbHOCTI)
BunyueHHsi 3 nporpamu BUBYEHHS cTabinbHocTi N3
Heob0B’sI3KOBOro AocnimkeHHs «time out of refrigerator»:
cTabinbHicTb 13 nicns nonepeAHbLOro 36epiraHHs NPOTArom 3
TWXKHIB Npn Temnepatypi 21+2?C/AH (absolute humidity).
3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA JTiKAPCLKMIA 3aci6.
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n/n

Hassa
JliKapcbKo20
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Homep
peecmpayiliHo2o
nocsio4eHHs

CtabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo ymoBax
36epiraHHsA roTOBOrO /likapCbKoro 3acoby (3MiHa y
3aTBEPAKEHOMY MPOTOKONI CTabiNbHOCTI) 3MiHa KiHLEeBOT
TOYKM TECTYBaHHS B MPOTOKO/i BUBYEHHS CTabiNIbHOCTI 3 78
TUXHIB Ha 65 TUXHIB

113.

IXTION

Ma3b 10 % no30ry
Ty6i; no 1 Ty6i y nauui
3 KApTOHY

MAT
"Ximcpapmsas
of "YepsoHa

3ipka”

Ykpaina

MAT "Ximdhapm3sasog
"YepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHst 260 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3milLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHKX YNOBHOBaXeHOI 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy

6e3
peyenma

UA/0056/01/01

114.

KAAYET 5/10

TabneTku, BKPUTI
nNiBKOBOK
060/10HKO0, M0 5
Mmr/10 mr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopoo6Li

AnmkoH HOC 1
nnc

CLIA

Mdpaiizep
MeHogeK ypUHr
[Jonuneng MmoX

HimeuyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianiB: 3MiHa 3asBHUKa
(BNnacHuKa peecTpauiiHoro noceigyeHHs)(3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): BBeAeHHS 3MiH NpoTArom 9-Tu Micauis
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo
3MiHM A0 y3arasibHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHMX AaHUX NPO cUcTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapMakoHarnsagy; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHvKa A5 34iNCHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-ghaiina cuctemmn papmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3[jicHeHHs chapmakoHarnagy: [itova pegakuis: ®paHcyasa
[Oyma-CinnaH/ Francoise Dumas-Sillan. MponoHoBaHa
pegakuis: bap6apa [e bepHapgai/ Barbara De Bernardi.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6Y 3asBHNKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.

3a
peyenmom

UA/5635/01/02

115.

KAMbL|IIO
FMIOKOHAT

Tabnetkun no 500 wr,
no 10 TabneTok y
6nictepi; no 1 a6o 10
6nicTepiB B nauuj 3
KapToHy; no 10
Tabnetok y 6nictepax

MAT
"Ximchapm3as
o[ "YepsoHa

3ipka"

YKpaiHa

MAT "Ximdhapm3saBog
"YepsoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TRy -
3MiHM Woao 6e3nekun/edheKTBHOCTI Ta chapmakoHarnagy.
BeefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX PO cucTemy
dhapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHnx npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAANbHOI 3a 34jICHEHHS hapMmakoHarnsay; KOHTaKTHOI
0co6u 3 dhapmakoHarnsay 3asiBHVKa Ans 34iNCHeHHs
chapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXeHOi 0cobK, BiANOBifa/IbHOT 3a 3AiIICHEHHS

6e3
peyenma
Neo10, Ne
10x1; 3a
peyenmom
— Ne 100

UA/8474/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy
116. | KAMETOH- cnpeit opoMyKO3HUA ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 6e3 UA/2288/01/02
3400POB'A no 25 r y 6anoHi 06MEXEHOI0 06MeXeHo 3MiHa Ha3BW Ta agpecun BMPOo6HuMka APl XnopbyTtaHony peyenma
POPTE 3abe3neyeHomy BignoBigasibHi BignoBiga/bHICTIO remMirigpar, 3MiH y MicLLe3HaxoMKeHHI BUPOOHUYOI AiNbHUL He
KnanaHom-Hacocom, CTIO "®apmaveBTUyHa Biabynocs. 3anponoHosaHo: ATUL BIOSCIENCE LTD., India
HacagKoto- "®dapmaneBTn KomnaHis "3gopos'a” (PLOT N-37, ADDITIONAL AMBERNATH INDUSTRIAL AREA
posnuaoBayem Ta YHa KOMNaHis ., MIDC, ANAND NAGAR MMR ZONE-Il, AMBERNATH
3aXMCHMM KOBMaYKOM,; "3popos'a” (EAST) 421 506, MAHARASHTRA, INDIA, AMBERNATH
no 1 6as10Hy y KopoobLi (EAST) — 421506, Taluka: Ambernath Taluka, District: Thane-
3 KapToHy; o 40ry Zone6, India; 3MiHu | TUny - 3miHK 3 AkocTi. CepTuddikat
hNakoHi 3 opasibHUM BianosigHocTI/FE-cepTudikat BignosigHOCTI €Bponeiichkii
po3NUABaSIbHUM hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 HeOobXiAHICTO
NPUCTPOEM Ta npUBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
3aXMCHMM KOBMaYKoM,; €Bponeiicbkoi thapmakonei, abo iHLWOT HaLioHasIbHOI
no 1 cpnakoHy y hapmakonei gepxasu EC (3miHa y cneumdikauisx, NoB'a3aHa
KOpOO6Lii 3 KapTOHY 3i 3miHamy B 1®Y, abo E€Bponelicbkiin hapmakonei, abo iHLwii
HaLjioHasbHIli chapmakonei gepxasu €C); cynyTHs 3MiHa -
3MiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX MeTodax
BMNPO6YBaHHSA) - 3MiHU Y cneundikauisx Ta metogax
KoHTponto APl XnopbyTaHosy remirigpart Big BupobHuka M3
3a NOKa3HUKOM «laeHTudpikaLis», «MikpobionoriyHa uicToTax,
«Jomilwkm A i B», «KifbkicHe BU3HAUYeHHs», 3rigHO BUMOT
MoHorpadii EP Ta AdY; 3MiHU | TUNy - HE3HAYHI 3MiHW Y
MeTogax KoHTponto Adl XnopbyTaHony remirigpar 3a
MOKa3HNKOM «3a/TULLKOBI KifIbKOCTi OpraHiyHnX PO34MHHUKIB»:
[IOMNOBHEHHA METOAVKM NapameTpaMu xpomaTorpadivuHol
cMcTeMU, 3MiHM B yMOBax NpuAaTHOCTI xpomarorpadivuHol
CUCTEMM Ta PO3PaxyHKOBUX dropmynax
117. | KAHTAB Tabnetkn, 16 mr/12,5 HOBEN INAY | TypeuyunHa HOBE/T I/IAY CAHAI TypeyuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14433/01/01
nnoc Mr no 14 Tabnetok y CAHAI BE BE TIOXAPET A.LL. BUyYeHHS BUPOOHWMKiB AD| kaHfecapTaHy uunekcetun Ulkar | peyenmom
6nicTepi, no 2 abo 6 TIOIKAPET Kimya Sanayi ve Ticaret A.S., Turkey Ta Teva Pharmaceutical
6nicTepiB y KAPTOHHIl A.LL. Industries Ltd., Israel; 3anponoHoBaHo: Zhejiang Tianyu

ynakoBLi

Pharmaceutical Co., Ltd., Kutaii; Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutai; 3MiHu | Tuny - nogaHHs
OHOBJIEHOIO cepTudpikaTa BiAnoBigHOCTI EBponechkili
dhapmakonei Ne RO-CEP 2013-256-Rev 02 gns gjtouoi
peyoBuHu Candesartan cilexetil Big BXe 3aTBep)KeHOro
BUpo6HMka ZHEJIANG TIANYU PHARMACEUTICAL CO.,
LTD., Kutait; 3miHun | Tuny - nogaHHss OHOBEHOTO cepTudiikaTa
BignoBigHOCTI €Bponelicbkili hapmakonei Ne R1-CEP 2013-
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256-Rev 00 ans gitovoi peyosrHy Candesartan cilexetil Big,
BX€ 3aTBepaxeHoro BupobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii; 3miHu | Tuny -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2013-256-Rev 01 ans
aitoyoi pevoBuHn Candesartan cilexetil Big Bxe
3aTBepmxeHoro BupobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutait; 3miHu | Tny- nogaHHs
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichkil
dhapmakonei Ne R1-CEP 2013-256-Rev 02 ons gjtovoi
peyoBuHu Candesartan cilexetil Bi BXe 3aTBepAKEHOr0
BMpobHuka ZHEJIANG TIANYU PHARMACEUTICAL CO.,
LTD., Kutaif; 3miHu | TUny - nogaHHs OHOB/IEHOTO cepTuddikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2011-
309-Rev 02 gnsa gitoyoi peyoBuHn Candesartan cilexetil Big
BXe 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., Kutaii

118.

KAHTAB
nntoc

Tabnetku, 32 mr/12,5
Mr no 14 TabneTtok y
6nictepi, no 2 a6o 6
6nicTepiB y KAPTOHHIN
yrakoBLi

HOBE/ INAY
CAHAI BE
TIIXKAPET
A.LL.

TypeyunHa

HOBEN I/IAY CAHAI
BE TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny -
BUy4eHHS BUPOOHWMKiIB AD| kaHaecapTaHy uunekcetun Ulkar
Kimya Sanayi ve Ticaret A.S., Turkey Ta Teva Pharmaceutical

Industries Ltd., Israel; 3anponoHoBaHo: Zhejiang Tianyu
Pharmaceutical Co., Ltd., Kutaii; Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutaii; 3MiHu | TUny - nogaHHs
OHOBJ/IEHOrO cepTudikaTa BiANoBIAHOCTI €BpONENChbkili
dhapmakonei Ne RO-CEP 2013-256-Rev 02 ans gjtovoi
peyoBuHu Candesartan cilexetil Bi BXe 3aTBEpKEHOIO
BMpobHuka ZHEJIANG TIANYU PHARMACEUTICAL CO.,
LTD., Kutaif; 3miHu | TUny - nogaHHs OHOB/IEHOTO cepTuddikata

BiANOBIgHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2013-

256-Rev 00 gnsa gitoyoi peyoBuHm Candesartan cilexetil Big

BXe€ 3aTBepaxeHoro BupobHuka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutai; 3miHu | Tuny -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€Bponevicbkinn hapmakonei Ne R1-CEP 2013-256-Rev 01 ans
aitoyoi pevosuHu Candesartan cilexetil Big Bxe
3aTBepAKeHoro Bupo6Hnka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutai; 3miHu | Tuny -
nofiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€Bponeiickkin hapmakonei Ne R1-CEP 2013-256-Rev 02 ans
aitoyoi peyoBrHy Candesartan cilexetil Big Bxe
3aTBepxeHoro Bupo6Hrka ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutait; 3mitun | Tuny -
noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-CEP 2011-309-Rev 02 ans
aitoyoi pevoBuHn Candesartan cilexetil Big Bxe
3aTBepmxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., KuTaii

3a
peyerimom

UA/14434/01/01

119.

KAPBOMNAT

KOHLIeHTpaT Ans

EBEBE

ABCTpist

EBEBE dapma

AscTpisi/

BHECEHHS 3MiH 10 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny -

3a

UA/4960/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
NH "EBEBE" PO34uHy ANs iHQy3il, dapma lec.m.6.X. Hor. KT, HimeuyunHa 3MiHM WoAo 6e3neku/edhekTBHOCTI Ta thapmakoHarnagy. peyenmom
10 mr/mn no 5 mn (50 Fec.m.6.X. ABcTpist; Nabop /1C BBeneHHs1 a0 3MiHM [0 y3ara/ibHeHUX JaHuUX Npo cucTeMy
Mmr), a6o no 15 mn Hdor.KI CE & Ko. KT, thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
(150 wr), a6o no 45 HimeuunHa (KOHTpONb cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
M (450 mr), abo no cepii (nogatkosi BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
60 mn (600 mr) y AinbHuui); MM 0co6u 3 chapmakoHarnaay 3asBHVKa A5 34iNCHEHHS
dhnakoHi; no 1 Mikpob6ionoriwec hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Big,
dhnakoHy B KOpO6Li Mptochnabop M6X, YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 34iiCHEHHS
ABCTpif (KOHTPOSIb thapmakoHarnagy (BK4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
cepii (opaTkosi po3MilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
OinbHULL) 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHVKa, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: David J Lewis, B.Sc (Hons), Ph. D.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHNKA,
BiAANOBIAa/IbHOI 3a thapmakoHarnsg. 3MiHa KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0C06U. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0coby YNoBHOBaXXEHOI 0CO6Y 3asiBHMKA, BIAMNOBIAa/IbHOT 3a
3AilicHeHHA hapMakoHarnagy B YkpaiHi. 3miHa micus
3[iACHEHHS1 OCHOBHOT AISNIbHOCTI 3 hapMakoHarisgy. 3MiHa
MicLie3HaxXoMmKeHHA MacTep-ghaiina cuctemu hapmakoHarnagy
Ta iioro Homepy
120. | KAPAIOBION | kpanni opasbHi; no 25 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16005/01/01
® M1 a6o no 50 mn, abo dapmaLeBTuy dapmaueBTUYHa 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy - peyenma
no 80 mn, a6o no 100 Ha chabpuka habpvka "Biona" 3MiHV BHECEHO B TEKCT MapKyBaHHS YNakoBKW /liKapCbKOro
My dhlakoHax 3 "Biona" 3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
npobkoto- 3aTBEPAKEHHS
KpanesnbHuLEe Ta
KPULLIKOKO; MO 25 M/
a6o no 50 mn, abo no
80 M1, a6o no 100 mn
y dhnakoHi 3 NpobKoto-
KpanenbHuLeto Ta
KPWLLIKOIO; Mo 1
donakoHy y nayui
121. | KATEOXKE/Nb | renbno125ry PapmaueyTiw ABCTpist dapmaueyTiwe ABCTpis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4660/01/01
3 rohpoBaHoMy LLUNpULLi- e dabpik habpik MoHTaBIiT 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
NIJOKAIHOM | T1y6i; no 1 MoHTaBiT rM6X BBefeHHs1 ab0 3MiHM [0 y3ara/lbHEHUX AaHWX PO cucTemy
rocppoBaHomy vM6X dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo

Lwnpuuy-Ty6i y
6nictepi; no 1, abo no
5, abo no 25 6nictepis
Y KapTOHHIli KopoobLi

cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA ddapMakoHarnsaay; KOHTakTHoT
0co6u 3 chapmakoHarnsgy 3asaBHVKa s 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy (BkIoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-thaiina cuctemn dhapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOU 3asiBHNMKA,
Bi4noBiga/IbHOI 3a dhapMakoHarnsa B YkpaiHi. NMponoHoBaHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

pegakuis: MpuweHko Hatanis OpecTiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarag B YKpaiHi

122.

KETOCTEPU
n

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKO0, M0 20
TabneTok y 6nictepi;
no 5 6nictepis y
KapTOHHI Kopoo6Li

®peseHiyc
Kabi

[oiiunang,
6X

HimeuyunHa

Nabecdans
Nab6opaTtopioc Anmipo,
C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny -
He3HayHa 3MiHa y 3aTBepXeHOMYy MEeTOAj BUNPoOyBaHHSA 3a
nokasHukom «laeHtudikauis XiHoniHOBOro xoBToro E 104»;
3MiHK | TUNY - foAaBaHHA a/lbTEPHATVIBHOIO BN1ACHOTO MeToay
GC, BupobHuka N3, ana BunpobyBaHHA Ha BMICT
3a/IMLLKOBOTr0O po3ynHHMKa MetaHon B A®I L-TpuntodiaH,
BMpo6HuuTBa Kyowa Hakko Bio Co; 3miHuM | Tuny - OHOB/IEHHSA
CEP Ha A®I nisnHy aueTarT Bif, 3aTBep)KEHOTO BUPOOHMKa
Evonik Rexim S.A.S. R1-CEP 2010-155-Rev 01 (nonepegHs
pepakuis R1-CEP 2010-155-Rev 00). BignosigHo o CEP
Big6ynacs 3amiHa Ha3BM NPOMIXHOrO BUPO6HMKa 3 Ajinomoto
Eurolysine S.A.S Ha Ajinomoto Animal Nutrition Europe

3a
peyenmom

UA/2403/01/01

123.

KOAENCUH

Tabnetku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B nauu;j
3 KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
BBEJEHHS 4,04aTKOBOro BUPO6HMKa AP| HaTpito
rigpokap6oHaty Solvay Operations France, ®paHuis i3
nogaHHam CEP R1-CEP 2004-252-Rev 01. He3HauHe
YTOUHEHHSA y p. «CKknaa», a came: BUAa/IeHO HeOOXIAHICTb
nepepaxyHKy HaTpito rigpokap6oHaTy Ha 100 % HaTpito
rigpokap6oHar; 3MiHu | TUny - BBEAEHHS B cneyudikauiio
aKTMBHOI cybCTaHLiT HaTpIto rigpokap6oHaT BUPOBHULITBA
Solvay Operations France, ®paHLis NPUMITKM 32 NOKa3HUKOM
«lgeHTndikauis» : - 1 fonyckaeTbCs NPOBOAUTY TECT METOA0M
PamaHiscbkoi cnektpomeTpii (EP 2.2.48). Mpoueaypa
npoBefeHHs TeCTy Ta Bifbip Npob onucaHi y BignoBigHNX
COIT; 3MiHW | TUNY - BUKNAAEHHA METO/IB KOHTPOJIIO AKOCTI Ha
NiKapchbKii 3aci6 yKpaiHCbKOK MOBO; 3MiHW | TUMY - 3BYXEHHS
MeX A1 BEPXHbOI MEXi KifIbKICHOro BU3HAYEHHS KOAETHY
npoTArom TepmiHy npugaTtHocTi (5 % Bifg HOMiHaIbHOTO
BMICTY). HMXHA Mexa 3anmiaeTbes HeamiHHo (10 % Big,
HOMIHa/IbHOTO BMICTY); 3MiHU | TUnNy - 3MiHa hOpMy/TtOBaHHSA
BUMOT A0 NOKa3HUKa «Po34nHeHHs» 13 - BUKIloYeHa
iHcbopMmaList Mo KpMTEpisiM NPUAHATHOCTI CTENEHIO PO3YMHEHHS
N0 TPbOM PiBHSAM, OCKifIbKM L BUMOTM onucaHi y AdY 2.9.3, Ha
Ake AAETbCSA NOCUAaHHA B METOLAaX KOHTPO/IO

3a
peyenmom

UA/11812/01/01

124.

KOAETEPM H

Tabnetku, no 10
Tabnetok y 6nicrepi;
no 1 6nictepy y
KOpo6Li 3 KapTOHY

ToBapucTso 3
obmexeHor
BignoBiganbHi
CTIO
"XapkiBcbke
hapmaueBTny
He
nignpueMcTBo
"300poB'Aa

YkpaiHa

ToBapucTBO 3
0bMexeHo
BiANoBiga/IbHICTIO
"Xapkiscbke
hapmaueBTnyHe
nigNpPUEMCTBO
"30poB's Hapoay"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
nogaHHsa Hosoro CEP Ne RO-CEP 2016-295-Rev 03 gns A®|
KogdeiHy dpocdhaTy remirigpary Bif HOBOro BUPOOHMKA
Macfarlan Smith Limited, CnonyyeHe KoponiscTso (AiNbHULSA
Annan) go Bxe 3arBepgxeHoro Macfarlan Smith Limited,
Cnony4yeHe KoponiscTso (ainbHuua Edinburg), sik Hacnigok
3MiHM y crieuymdikavii Ta meTogax koHTposno APl 3a
NMOKa3HNKOM «3aJ/TULLKOBI KiSIbKOCTi OpraHiYHNX PO3YNHHUKIB;
3MiHW | TMNY - NogaHHA OHOB/IEHOTO cepTudiikara

3a
peyenmom

UA/3563/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
Hapoay" BiANoBIgHOCTI €Bponeiickkili hapmakonei Ne R1-CEP 1999-
053-Rev 03 ans gitoyoi pevosuHy Codeine phosphate
hemihydrate Big BXxe 3aTBepxeHoro BnupobHvika Macfarlan
Smith Limited, Cnony4yeHe KoponiBcTBo (ginbHuusa Edinburg)
125. | KPATAN Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3866/01/01
Tabnetok y énicrepi; akuioHepHe TOBapuCTBO "HaykoBo- 3MiHM 3 AKOCTI. FOTOBUIA NikapCbKMii 3aci6. 3MiHN y peyenma
no 2 6nictepn y navuj; TOBapUCTBO BMPOGHUYMIA LEHTP BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/Itoyatoumn gianasoH
no 60 a6o no 90 "HaykoBo- "BopLuariBcbKuii po3Mipy cepil) roToBOro nikapcbKoro 3acoby (36iNbLUeHHA A0
TabneTok y BMPOGHNUNIA Ximiko- 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM PO3MIPOM) - 36i/1bLUEHHS
KOHTeliHepi; no 1 LEeHTp hapmaLeBTUYHNI po3wmipy cepii 13 MNponoHoBaHa pegakuis Po3mip cepii 602,8
KOHTEliHepy B nauLli "BopLuariscbk 3aBof" Kr (548,000 Tuc. Tabnetok) Ne 10x2 27,400 Tuc.nak. Ne 60
Wit Ximiko- 9,133 Tnc.nak. Ne 90 6,089 Tuc.nak; 3miHu | TURy - BUIYYEHHS
thapmaueBTUy 3 MaTepianiB peecTpauiiHoro gocke ynakosku in bulk: no 1000
HWi1 3aBoa" TabneTok B naketax nonietuneHosux /13
126. | KCAJNKKOPI kancynu no 200 mr; no NPAN3EP CLWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiastiB: 3MiHM | TRy - 3a UA/14081/01/01
10 kancyn y 6nictepi; EVY.CL.ML. MeHodek4ypuHr BUAANEHHSA 3 po3ainy gockbe 3.2.A.2. iHchopmaii Wwoao peyenmom
no 1 aéo no 6 KOPMOPEWLL Loiunena MmeX KOMMOHEHTIB HETBAPWHHOIO NOXOMKEHHS; 3MiHM | Tvny -
6nicTepiB Y KAPTOHHIN H BUAAIEHHSA TeCTy laeHTudikalia 3i cneundikaii KOHTPOIO
KopooLi [ONOMDKHMX peyvoBUH BUpo6HUKoM 13 ans
HechbapmakoneinHnx 060/10HOK Kancyn
127. | KCANKOPI kancynu no 250 mr; no MNPANIEP CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 3a UA/14081/01/02
10 kancyn y 6nictepi; EVY.CLML. MeHodek4ypuHr BUAANEHHS 3 po3ainy gockbe 3.2.A.2. iHhopmauii Wwoao peuyenmom
no 1 a6o no 6 KOPMOPEWLL [Joiiuneng M6X KOMMOHEHTIB HETBAPWUHHOIO NOXOMKEHHS; 3MiHM | TNy -
6/1icTepIB Y KAPTOHHIN H BUAIEHHSA TecTy laeHTudikauia 3i cneundikayii KOHTPOsIo
KopooLi [ONOMDKHMX peyvoBUH BUpo6HUKom 13 ans
HechapmakoneinHnx 060/10HOK Kancyn
128. | KYTIBEUT™ Kpem 0,05 %; no 15ry | MnakcoCmiTKn Benuka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/2677/02/01
Ty6i; no 1 Ty6i y AlH EkcnopT BpuTaHis dPapmacbioTukans C.A. 3MiHM Woao 6e3nekun/edheKTUBHOCTI Ta chapmakoHarnaay. peuyenmom
KapTOHHI ynakoBL,i Nimiteq BBeneHHs1 ab0 3MiHM A0 y3arasibHEHUX JaHUX NPO CUCTEMY
dhapmakoHarnsgy (BBefileHHs y3araslbHeHUX AaHnx npo
cuctemMy chapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiiNOBIAANbHOI 3a 3[jiiCHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 dhapmakoHarnagy 3asBHuUKa AN5 34IACHEHHS
thapMakoHarnagy B YkpaiHi, KL BOHa BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obK, BiANOBIfaIbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asiBHYVIKA, BifnoBigaibHOI 3a
thapmakoHarnsag;:
MponoHoBaHa peaakuis — [ip. MeHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHWUX AaHuX
YNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,.
3MiHa HoMepy Ta MiCLe3Hax0MKeHHs1 MacTep-gaiina
129. | KYTIBEUT™ Masb 0,005 %; no 15r nakcoCwmitKn Benuka "nakcoCmiTKnsiiH MNonblua BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasliB: 3MiHM | Tvny - 3a UA/2677/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

y Ty6i; no 1 1y6i y
KapTOHHI ynakoBLi

AiH ExkcnopT
Nimiten

BputaHis

PapmacbioTukan3 C.A.

3MiHM WoAo 6e3neku/edhekTBHOCTI Ta thapmakoHarnagy.
BBeeHHs1 @60 3MiHM [0 y3arasibHeHUX JaHuX Mpo cucTemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHNX Npo
cuctemy hapmakoHarnsgy, 3MmiHa ynoBHoBaKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnaay 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy (BK4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHVKa, BifnoBigaibHOI 3a
hapmakoHarnsga:

MponoHoBaHa pefakuis — Ap. MeHc-Ybpix LitermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHOT 0cobu, BignoBifanbHOI 3a hapmakoHarnsg,.
3mMiHa HOMepy Ta MiCLe3HaxoMKeHHs1 macTep-daiina

peyerimom

130.

NAMITPUN

Tabnetkn no 25 mr, no
30 TabneTok y
dhnakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHapa

BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny -
3MiHN WoA0 6e3nekn/edpeKTNBHOCTI Ta hapmakoHariagy -
OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKM /liKapCbKoro 3acoby
3 BHECEHHAM iHdhopmaLii WoA0 3a3HavYeHHA OAUHULIb
BMMIipIOBaHHSA Y cuctemi Sl. BHeceHHs 3miH go po3giny MKA:
MapkupoBka. NponoHoBaHa pejakLis: Mapkuposka B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapK1pPOBKN. TepMiH
BBE/IEHHS 3MiH — NPOTArOM 6-TU MIiCALIB NiCNA 3aTBEPIAXEHHS

3a
peyenmom

UA/2656/01/01

131.

NAMITPUN

Tabnetku no 100 wmr,
no 60 TabneTok y
dhnakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuXx MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsgy -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby
3 BHECEHHAM iHhopMaL,ii LWo0 3a3HAaYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BHeceHHs 3MiH 40 po3ainy MKA:
MapkupoBka. MNponoHoBaHa pegakLis: Mapkuposka B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKUpOBKU. TepMiH
BBEJEHHS 3MiH — NPOTAroM 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS

3a
peyenmom

UA/2656/01/02

132.

NAMITPUN

Tabnetkn no 150 mr,
no 60 TabneTok y
dhnakoHax

dapmacaiHc
IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TRy -
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy -
OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby
3 BHECEHHAM iHhopMaL,ii LWoJ0 3a3HAaYeHHA OAVHULIb
BMMIpIOBaHHA y cuctemi Sl. BHeceHHA 3MiH g0 po3giny MKA:
Mapkuposka. MNponoHoBaHa pefakLis: Mapkuposka B
COOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM MapKUpOBKU. TepMiH
BBEJEHHS 3MiH — NPOTAroM 6-Tu MiCALIB MicNs 3aTBEPIKEHHS

3a
peyenmom

UA/2656/01/03

133.

NEBIUATAM

PO34MH opasibHWiA, 100
mr/ma no 300 mny
donakoHi; no 1

TOB "ACIHO
YKPAIHA"

YkpaiHa

Bnydapma-IHgycTpia
dapmacsbioTika, C.A.,
MopTyranisa (aHani3 Ta

MopTyranis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
BBe/leHHs1 J0AATKOBOrO BNPO6HMKa APl neseTupavetamy
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutaii, B sikoro

3a
peyerimom

UA/11396/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
hN1aKoHy y KOMMIEKTI BUMYCK Cepiif); HasBHMn CEP Ne R1-CEP 2012-325-Rev 00; 3miHu | Tuny -
3 MipHUM LUNPULLOM Y dapmaniabop- [OMNOBHEHHS cneumdikalii HOBYM NOKa3HUKOM «Po3mip
KapTOHHIiA ynakoBLi MpoayTtoc yacTok» (d10 NMT 30 pm; d50 NMT 120 pm; d90 NMT 220
dapmacstoTikoc, C.A., um) ana Ad®l nesetupauetam BupobHuuTea Zhejiang Huahai
MopTyranis Pharmaceutical Co., Ltd., Kutai;
(BpPOGHMLTBO, 3MiHW | TNy - 4ONOBHEHHS p. 3.2.S.4.2. AHaNITUYHI METOAVKN,
ynakoBka) HOBOK MeTOAMKO BUsHaveHHs «Ethyl carbomate» gnsa Adl
nesBeTMpaleTam BUpobHuUTBa Zhejiang Huahai
Pharmaceutical Co., Ltd., KuTaii; 3miHu | TUny - BUNy4eHHs
Bpo6Huka A®l HETERO LABS LIMITED, IHgis
134. | NEBONET TabneTkun, BKpUTI O-p Peppi'c IHais [O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/9474/01/01
nNiBKOBOKO Nab6opaTtopic Nab6opaTopic /Tg, 3MiHM BHECEHI A0 IHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS peyenmom
o060510HKoto, no 250 nrp Brpo6Huya AinbHuus - nikapcbKoro 3acoby y po3ainu "OcobnmnBOCTi 3aCTOCyBaHHSA",
mr, no 10 TabneTok B Il "Mo6iyHi peakui™ BigNOBIAHO L0 OHOB/EHOT iHhopmaLlii 3
6nictepi; no 1 6e3nekn Aito4oi pevoBrHN. BBeAEHHS 3MiH NpoTArom 6-Tu
6nicTepy y KapTOHHIi MiCALIB MIiC/1A 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHW BHECEHO A0
Kopoobui YyacTuH V «3axoam 3 MiHimizaLii pusukis», VI «Pestome nnaHy
yNpaBiHHA pU3nKamu», y 3B'a3Ky i3 OHOB/IEHHUMMA
pekomeHpauismu PRAC. BBegeHHS 3MiH NpoOTArom 6-Tu
MicsILiB nicns 3aTBepKEHHS
135. | IEBONIET TabneTkun, BKPUTI O-p Peppi'c IHAjia [O-p Peppj'c IHAjA BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9474/01/02
nNiBKOBOK Nab6opaTtopic Na6opaTopic /Tg, 3MiHW BHECEHI A0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS peuenmom
o60n10HKot0, no 500 nrp Brpo6Huya AinbHuus - nikapcbKoro 3acoby y po3ainun "OcobnmnBOCTi 3aCTOCyBaHHA",
Mmr, no 10 TabneTok B 1l "Mo6iyHi peakuii" BigMOBIAHO 4O OHOBMEHOI iHChopMmaLii 3
6nictepi; no 1 6e3nekun Ajtoyoi pevyoBuHY. BBeeHHS 3MiH NpOTAroM 6-Tn
6nicTepy y KapTOHHIi MiCALIB MIiCNA 3aTBEPKEHHS; 3MiHM | TUMY - 3MiHW BHECEHO A0
KopooLi YyacTuH V «3axofm 3 MiHimizaLii pusukis», VI «Pe3tome nnaHy
YNpaB/iHHS pU3nMKamm», y 3B's13Ky i3 OHOB/IEHHUMU
pekomeHgauismu PRAC. BeegeHHS 3MiH NpOTArom 6-Tu
MicsILiB MicNs 3aTBepPOKEHHS
136. | NEBOJIET TabneTkn, BKpUTI O-p Peppi'c IHais [O-p Pepgj'c IHgis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TRy - 3a UA/9474/01/03
NnNiBKOBOKO NabopaTtopic Na6opaTopic /N114, 3MiHW BHECEHI [0 IHCTPYKUIT 415 MeAUYHOIo 3aCTOCYBaHHSA peuyenmom
060/10HKO0, N0 750 nrp, Brpo6Huya AinbHuus - nikapcbKoro 3acoby y po3ainun "OcobnmnBoCTi 3aCTOCyBaHHA",

mr, no 5 a6o 10
TabneTok y 6nictepi,
no 1 6nictepy y
KapTOHHI KOpOOL;

"Mo6ivHI peakui™ BigNOBIAHO [0 OHOB/IEHOT iHChopmaii 3
6e3neku Ailo4oi pevoBrHN. BBeAEHHS 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS; 3MiHW | TUMY - 3MiHW BHECEHO A0
YyacTuH V «3axoam 3 MiHimisauii pusukie», VI «Pestome nnaHy
YNpaB/iHHA pU3nKamu», y 3B’s13Ky i3 OHOB/IEHHUMU
pekomeHpauismm PRAC. BBefeHHS 3MiH NpOTArom 6-tu
MicsILiB MicNsi 3aTBEPAYKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
137. | NEBOMAK TabneTkun, BKPUTI Makneogc IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/15561/01/01
750 NMiBKOBOKO dapmMacbloThK dapmMacbloTUKasIC 3MiHU LWoAo 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnagy. peyenmom:
060/10HKOI0, N0 750 anc Nimiteq, Niviten BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX MPO cucTemy Ne 10
mr, no 10 TabneTok y thapmakoHarnagy (BBeAEeHHS y3arasibHeHVX AaHNX Npo (10x1);
6nictepi, no 1 cucTemy hapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoobu, mifibKu 0151
6nicTepy B KAPTOHHIiA BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarsay; KOHTakTHOI  |3acmocysa
ynakosLi; no 10 0co6u 3 chapmakoHarnsgy 3asBHVKa 415 34iACHEHHS HHA B
Tabnetok y 6nictepi, thapMakoHarnagy B YkpaiHi, KL BOHa BifAMiHHA Bif, ymosax
no 10 6nicTepis y YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS cmayioHapy
KapTOHHI ynakoBL,i thapmakoHarnagy (BK/4vakum KOHTaKTHi AaHi) Ta/abo 3miHny | Ne 100
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) - (10x10)
3MiHa YNOBHOBaXKEHOI 0CO6U 3asiBHYVIKA, BifnoBigaibHOI 3a
3pificHeHHs hapmakoHarnsay: MNponoHoBaHa pegakuis: Dr.
Ashish Mungantiwar. 3MiHa KOHTaKTHUX JaHWUX YNOBHOBAXEHO!
0ocobu, BigNoBifabHOI 3a 34iiCHEHHA hapMakoHarisay.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay B YkpaiHi:
MponoHoBaHa pepakuis: Kyunba TeTaHa BascunisHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0C06M YNOBHOBaXXEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3miHa Homepa macTep-haiina cuctemu
chapmakoHarnsgy
138. | IEBO®JIOKC | nopoLuok (cy6cTaHuis) TOB "TK YkpaiHa LaHtoii LI3nHCuHb KuTali BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - - UA/10977/01/01
AUNHY y NoABIAHNX "Apopa" dapmacsiotukan Ko., 3MiHn 3 aKkocTi. A®I. CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
FEMIMIAPAT nonieTuIeHoBKX nTa BMNpo6yBaHb/nepioay 36epiraHHa abo yMoB 36epiraHHs AdI
Milkax ons (3a BiACYTHOCTI y 3aTBEpPIXEHOMY A0ChE cepTudpikata
hapmaLeBTUYHOIO BiANOBIAHOCTI E€Bponeiichbkili hapmakonei, Lo BkIoYae nepiog,
3acToCyBaHHS NOBTOPHOrO BMNPOoOYyBaHHS) (Nepiog NOBTOPHOIO
BUNPOo6yBaHHs/Nepios, 36epiraHHs) - 36iMbLUEHHS a60
BBEEHHS nepioay NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHsa Ha OCHOBI pe3ynbTaTiB AOCMIAXEHb Y peasIbHOMY
yaci - 3miHa nepiofy 36epiraHHa Ha nepios NOBTOPHOTO
BunNpobyBaHHA A®PI. 36inblUeHHS nepiogy NOBTOPHOTO
BMNpobyBaHHA APl Ha OCHOBI pe3ynbTaTiB [OC/iIKEHDb Y
peasibHOMY Yaci. BHeceHHs 3MiH Ao po3ainy MKA 13 «Mepiog,
nepekoHTponto»: fitoya pegakuis: 15. TepmiH 36epiraHHs. 3
poku. MNponoHoBaHa pepakuis: 15. MNepiog nepekoHTposio. 4
POKMU.
139. | NEFA/IOH® NOpOLLOK N5 po3unHy | MEJA dapma | HimeuyunHa BMPOGHUK, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/6747/01/01
SIL Ans iHdysili no 350 'M6X eHp Ko. BignoBiganbHWiA 3a 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy. peyenmom
Mr; 4 dolakoHu 3 Kl BMNYCK cepil: BBeneHHs1 a60 3MiHM [0 y3arasibHEHUX JaHuUX NPo cucTeMy
nopotukom (no 598,5 MAJAYC M'm6X, thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnx npo
Mr 'y dpriakoHi) y HimeuunHa; BUpOGHUK, cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
KOpo6Li 3 KapTOHY BiANoBiganbHUii 3a BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapMakoHarnsgy; KOHTakTHOT
BMPO6HULTBO in bulk, 0cob6u 3 chapmakoHarnsgy 3assBHUKa 15 34iACHEHHS
HanoBHEHHS Ta hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
nakyBaHHs: BAI YNOBHOBaXEHOI 0C06W, BiANOBiAA/ILHOI 32 31iiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Xeanc Kea 'm6X,
HimeyunHa,;
a/lbTepHaTUBHWIA
BMPOOHUK/BTOPUHHE
nakysaHHa: MAJAYC
'm6X, HimeyunHa

thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asiBHYVIKA, BifnoBigaibHOI 3a
thapmakoHarnsag;:

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKEHOI 0coby, BifNOBiAa/IbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0co6u
yNOBHOB&XEHOT 0C06M, BifnoBigansHOI 3a hapMakoHarnsag B

YKpaiHi.
3MiHa MicLe3HaxoMmkeHHs1 MacTep-daiina cucremu
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy

140.

NETPO30/-
TEBA

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO10, 2,5 Mr; No
10 TabneTtoky
6nictepi; no 3
6nictepun y Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTI,
BUMYyCK cepili: TeBa
dapmauesTikan
IHpacTpi3 N1T4.,
I13painb; nepsrHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BUMNYCK cepiii: AT
dapmaueBTUYHUN
3aBof TEBA,
YropLmHa

I3pains/
YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianiB: 3MiHa 3asBHUKa
(BnacHvka peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne460): 3MiHN BHECEHI W00 HAa3BW 3asBHMKA
Ha TUTYIbHIli CTOPIHLi TEKCTY MapKyBaHHS ynakoBok J13. 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHM J0 y3arasibHEHUX
AaHuxX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3aranbHeHUx faHvx npo cuctemy chapmakoHarnagy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKA AN19 3AiiCHeHHA hapMakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHa Bif, YNOBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHeHHs hapMakoHariaay (BK/IYatoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnisgy) 3miHa yNnoBHOBaXXEHOT 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag [itova pegakuis: Orit
Stern-Maman. NponoHoBaHa pefakLis: buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobm
3as1BHVKA, BignoBigabHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/13315/01/01

141.

NIHEKC®

Kancynu Teepai, no 32
Kancynu y cpaakoHi; no
1 cpnakoHy B
KapTOHHI KopobLj; no
8 kancyn y 6nictepi;
no 2, a6o no 4; abo no
6 6nicTepiB y
KapTOHHI Kopoo6Li

CaHpo3
dapmachbtoTika
n3 a.o.

CnoseHis

Nek ®apmauesTnyHa
KomnaHis g.4.,
CnoBeHis ( BUNyck
cepii); ek
PapmaLeBTUYHa
KomnaHis a.4.,
CnoseHis
(Bpo6HMLTBO in bulk,
nakyBaHHs)

CnoseHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK 3 AKocTi. ADIl. KoHTposb APl 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNpoGyBaHHSA
(BKtoYatouM 3aMiHy abo fonoBHeHHS) AD| abo
BUXiAHOTO/NPOMIXHOrO NPOAYKTY) - 3MiHa aHaliTUYHOT
npoueaypv A5 KisibKiCHOTO BU3HAYEHHS Ta igeHTudikau,i
MOJIOYHOKMCNNX BakTepiii Ta GidhifobakTepilii B aKTUBHIN
cybcTaHLUii. BBeeHHsA 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/14267/01/01

142.

NOrecT®

TabneTku, BKPUTI
060/10HKOI0, N0 21
Tabnetuiy 6ictepi 3
KasieHaapHo
Lkasoto; no 1

Baiiep Al

HimevunHa

Baiiep Al', HimeuunHa
(nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BUNYycK cepii); baviep
Bavimap 'm6X i Ko.

HimeuunHa/
®paHuisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy -
3MiHM BHECEHI A0 iHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS

nikapcbKoro 3acoby Ao po3ainy "OcobnmMBoCTi 3acToCyBaHHS"

OHOBJIEHO iH(hopMaLlieto 3 6e3nekn A1 NiKapcbknx 3acobis,

3a
peyenmom

UA/4859/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nictepy y navui KrI, HimeuunHa AKi MiCTATb FOPMOH&/IbHI KOHTPAaLLENTUBY BifNOBIgHO A0
(BMPOGHULTBO pekomeHaauii PRAC. BBefieHHS 3MiH NpoTArom 3-x MicsLiB
npogykuii in-bulk , nicns saTBepmkeHHs
KOHTpO/b cepii);
[enbtapm Ninnb
C.A.C., dpaHuis
(BMpOGHMLTBO 3a
NOBHVM LIMK/IOM)
143. | NOPATAAWH | TabneTtku no 10 mr; no TOB Ykpaina TOB "AcTpacapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 6e3 UA/2610/01/01
10 TabneTtoky "AcTpadpapm" 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkwii 3acib. KoHTposb rotoBoro | peyenma
6nictepi; no 1 a6o 10 nikapcbKoro 3acoby. 3MiHa napameTpiB cneyudikadii Ta/abo
6nicTepis B KOPOOL A0NYCTUMUX MEX FOTOBOTO /iKapCbKOro 3acoby - BHECEHHSA
3MiH o Cneumdikauii /13, a came: 3mMiHa pyTUHHOCTI
npoBefeHHs aHanisy MBY (6yae npoBoAMTUCS KOXHY 3 cepito,
ane He pifLe ofHoro pasy B pik)
144. | NOPATAAUH | cupon, 5 mr/ 5 mn no ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/0100/02/01
-300POB'A 100 M1y hnakoHi; no 06MEXEHO BMPOBGHULTBA, 3MiHM 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema peyenma
1 dpnakoHy 3 MipHOtO BiANOBIA&/TbHI KOHTPO/Ib SKOCTI, KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa nocTavanbHUKa
JIOXKOI0 B KOPOOL 3 CTHO BMNYCK Cepil: nakyBa/lbHWNX MaTepianiB abo KOMMIEKTYUUX (SKLLO
KapToHy; no 5 mn abo "®apmaLeBTu ToBapucTBO 3 3a3HayeHo B A0Cbe) (3amiHa abo fofaBaHHSA NocTavalbHUKA);
no 10 mn y caLue; no YHa KOMNaHis 0bMexeHo CynyTHS 3MiHa
20 cawe y kopobu;j 3 "3popos'a” BiANoBiga/IbHICTIO - 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. Cuctema
KapToHy "®apmMaLeBTnyHa KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa dhopmu abo
KoMnaHis "3gopos'a”, PO3Mipy KOHTEiHEpa Y 3aKynopPBasIbHOIO 3acoby
YkpaiHa; BCi cTagii (NepBWHHOI ynakoBkuM) (HeCTepUbHI Nikapcbki 3acobm) -
BMPOBGHULTBA, BBEEHHSI HOBOro BMPOOHUKA thriakoHiB nonimepHux (Pri-125)
KOHTPO/Ib SIKOCTI: TOB «Crartyc», YkpaiHa [oAaTKOBO [0 3aTBEePKEHNX
ToBapucTBO 3 BMPO6HWKIB TOB «MPO®IMNNIACT NTA», YkpaiHa Ta TOB
06MmeXeHo «MnacTxim», YkpaiHa. KinbkucHuii Ta sikicHuin cknagm
BiANOBIAA/TIbHICTIO nakyBa/lbHOro Matepiasny h1akoHy He 3MiHUBCS; BUPOOHMKN
"XapkiBcbke KPULLOK 10 HOBOro (o1akoHy 3asmLLEeHi 6e3 3MiH. Sk Hacnifok,
thapmaueBTUyHe He3HauHi 3MiHM rabapuTHNX PO3MipiB dh1aKOHIB
nignpYeEMCTBO
"340poB’A Hapoay",
YKpaiHa
145. | NOPATEK® crpeli HasaNbHWUIA, TOB YkpaiHa TOB "Mikpochapm"” Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux matepianis: 3MiHu | Tuny - 6e3 UA/17398/01/01
no3oBaHuii 0,05 %, no "BAJIAPTIH 3MiHu 3 sKoCTi. FOoTOBMIA NiKapcbkuid 3aci6. 3MiHN y peyenma
10 ry donakoHi 3 PAPMA" BMPOGHULTBI. 3MiHK Y NpoLeci BUPO6HULITBA FOTOBOMO

posnuntoBayem, no 1
dhnakoHy y nauuii

nikapcbKoro 3acoby, BK/IOUaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHCS NPV BUPOGHULITBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y nNpoLeci BUPOOHULITBA) - BHECEHHSA
3MiH o po3gainy 3.2.P.3. Mpouec BUpobHMLTBA NiKapCbkoro
3acoby, 3okpema: - Ha Ctagii 2 MpuroTtyBaHHs i oinbTpavis
PO3UMHIB - 3MEHLLIEHO KiNbKICTb 3arpy3ok 3 4-x go 1-i 3arpysku
06yMOB/IEHO 3aMiHOI0 peakTopa MEeHLLOro 06'eMy Ha peakTop
6inbLIoro 06'emy (po3mip cepii 3aNNLWMBCA HE3MIHHWIA); - HA
Cragii 1 MNigrotyBaHHa CYPOBMHYM - 3a3Ha4eHa Mifrotoska
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BOAM OYULLEHOT ans onepauii 2.2. MNpurotyBaHHsA OCHOBY; - Ha
onepauii 2.1. MNpurotyBaHHS BOAHOTO PO34MHY KOMMOHEHTIB -
3MiHeHa TemnepaTypa po3umHeHHs (3 30-35° C Ha 30-40° C).
3anponoHoBaHUii TemnepaTypHUli PexuM He Npu3BoAnTb [0
HeraTMBHOro BM/IMBY Ha AKICTb NPOAYKTY, Tak ik BOAHWIA
PO34MH KOMMOHEHTIB 3aBaHTaXYETbCA B OCHOBY, fika Harpita
0o Temnepatypu 55 — 60° C. 3MiHeHWIA NoOpsiAoK 3arpy3ku
KOMMOHEHTIB - CoYaTKy 3arpy)atTb BOAY OUMLLEHY; - HA
onepadii 2.3. 3miLLyBaHHSA OCHOBU 3 BOAHUM PO34YMHOM
KOMMOHEHTIB - 3a3Ha4YeHuii Yac nepemillyBaHHS KOMMOHEHTIB
nepes oxonoMKeHHAM A0 Temnepatypu 20-25° C; - onepauis
2.4. dopmyBaHHSA cepii - BUjasieHa y 3B'A3ky 3 yCTAHOBKOO
peakTopy 6inbLioro 06'eMy; Ha BCix TEXHOMOTIYHMX onepauisx
BMPOBHMYOro Mnpouecy 3asHauyeHo

146.

JTIO®I-500

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, No 500
Mr; no 5 TabneTok y
6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopoo6Li

Inka
Na6opatopis
Nimiteq

IHais

Inka Nabopatopi3
NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
ynakoBku (NiATBEPAKYETLCS AaHUMU PeasibHOro Yacy) -
36iNbLUEHHA TEPMiIHY NMPUAATHOCTI FOTOBOTO /iKapCbKOro
3ac00y Ha OCHOBI MNO3WUTVBHYX Pe3y/bTaTiB JOBrOCTPOKOBUX
pocnimpkeHb cTabinbHOCTI Y peasibHOMY Yaci: 3aTBepaKeHo:
TepmiH NnpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
npugaTHocTi 3 poku. TakoX 3MiHVM BHECEHi B IHCTPYKLi0 A1
Mean4YHOro 3actocyBaHHs 13 y p. "TepMiH npugartHocTi”.
BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPKEHHSA

3a
peyerimom

UA/16367/01/01

147.

MAUNXEN

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 400 Mmr
no 28 TabneTok y
dhnakoHi, no 1
hNakoHy B KApPTOHHIl
ynakoBLi

MaiinaH
Nab6opaTtopi3
Nimiteq

IHAjia

MaiinaH /labopatopi3s
NimiTen

IHAjA

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHnX Npo
cuctemMy chapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHvKa A5 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0COOU 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag;:

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHWX yNOBHOBaXKEHOI 0cobw, BiANOBIAa/IbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0cobu
YyNOBHOBaXEHOT 0C06M, BignoBigansHOI 3a hapMakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHs1 OCHOBHOT

3a
peyenmom

UA/18369/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
AISNBHOCTI 3 dpapmakoHarnagy
148. | MAUXEMN TabneTkn, BKpUTI MaiinaH IHais MaiinaH /labopatopi3s IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18504/01/01
onn NAiBKOBOO Na6opatopis Niviten 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOH0, Mo 400 NimiTen BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX MPO cCUcTemy
Mr/100 mr, no 28 hapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHuX Npo
TabneTok y hnakoHi; cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
no 1 donakoHy B BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
KapTOHHI ynakoBLi ocobu 3 dhapmakoHarniaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnag.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHWX yNMOBHOBaXKEHOI 0co6y, BiANOBIAa/IbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0co6u
yMNoBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg B
YkpaiHi. 3MiHa MicLe3HaxoMkeHHs1 MacTep-haiina cucremu
hapmakoHarnsgy. 3miHa Micus 3iiiCHeHHs1 OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy
149. | MAKPOIron NOPOLLIOK (CybcTaHLis) TOB "TK YkpaiHa Asecta ®apma IMBT., IHais BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - - UA/15027/01/01
4000 y NoABiAHUX "ABpopa" nra. 3MiHa agpecu BupobHuka APl Asecta ®apma M.T., /174,
nonieTuIeHoBmxX IHAiA, 6€3 3mMiHn Micua BUPOBHMLTBA; 3anponoOHOBAHO:
Milkax gns Brpo6Hnumnii maigaHumk Ne 2, nigpo3gin Ne 189/1, 189/2,
hapmaLeBTUYHOIO 191/2, 191/6, 194, nowToBe BigaineHHA AnoHae, Tanyka —
3aCTOCyBaHHA Bikpamrag, okpyr Manrxap, 421 303, MaxapawTpa, IHgis. Plot
No. 2, Gut no 189/1, 189/2, 191/2, 191/6, 194 At& Post -
Alonde, Taluka — Vikramgad, Dist.- Palghar — 421303,
Maharashtra, India
150. | MENbAOHIN NopoLLOK (cybcTaHUis) AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 0 peecTpayiiiHux matepianis: 3MiHu | Tuny - - UA/15074/01/01
y nakeTax noAgiiHmnx AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
nonieTuNeHoBMX A5 3asiBHMKA (B/1aCHMKA PEECTPALiiHOro NOCBIAYEHHS) 3MiHa
chapmaLeBTUYHOro Ha3ByW Ta agpecu 3asBHUKa. BBeeHHA 3MiH NpoTArom 6-Tn
3aCcTOCyBaHHA MicsLiB nicnsA 3aTBepKeHHs. 3MiHu | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu Micust
NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKA (BK/THOYaoun, 3a
HeoObXiAHOCTI, MicLle NPOBEeAEHHS KOHTPOO AKOCTI), abo
BMacHuKa mactep-chaiina Ha Adl, abo noctavyasibHMKa
Adl/BnxigHoro matepiasny/peareHTy/npoMixXHOro NPoAyKTy, LU0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO Y OCLE
Ha flikapcbkunii 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
Jocbe, abo BUPOOHKKa HOBOT JONOMIDKHOI PEYOBUHM (SIKLLLO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3a3HayeHo y AOCbE) 3MiHa Ha3BW BUPobHUKa APl. BeegeHHs
3MiH NPOTAroM 6-TW MiICALIB Nic/A 3aTBEPAXEHHSA. 3MiHY | Tuny
- 3MiHK 3 sKocTi. A®l. BUpo6HULTBO. 3MiHW B NPOLIECI
BMPOGHMLUTBA AD| (He3HaYHa 3MiHa Y NpoLeci BUPO6HMLTBA
A®I) BHeCEHHS 3MiH B npolec BupobHuLTBa A®I MenbaoHil,
30Kpema: - Ha cTagji "OgepXaHHa BOLHOIO PO3UnHY
MenbAoHit0": BUTYYEHHS BUKOPUCTaHHA akTUBOBAHOTO
BYTI/I/IA; NPW HanpawoBaHHi cyOGCcTaHLii iH'eKLiHOT sikoCTi
BBEEHO [0faTKOBUIA KOHTPOSIb OTPUMAHOTO BOLHOTO PO34UHY
MeNbAOHII0 Ta KOpUryBaHHA B NpoLeci BUPOOHMLTBA
nokasHuka pH 3a 4OnNoMOorot KMCI0TU NboAsAHOI OLTOBOI a60
pO34nHy HaTpito rigpokeuay (npu HeobXigHOCTI);

- Ha cTagii "OTpuMaHHA MenbAoHil0": BUTyYeHHS
BUKOPVCTaHHA akTMBOBAHOTO BYTiNAA. CynyTHS 3MiHa - 3MiHM 3
AKoCTi. A®Il. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMNX MeX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCA Y NPOLECI
BMPO6HMLTBA ADI (iHWi 3MiHKM) 3MiHK | TNy - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeTofdax BunpobyBaHHs APl abo
BVXiHOro Martepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUPo6HuUTBa ADI (iHWi 3MiHN Y
MeToAax BUNPOoOyBaHHS (BKHOUYakum 3aMiHy abo
[0MNoBHEHH:) AD| abo BUXiAHOro/NPOMIKHOrO NMPOAYKTY)
BHECEHHS 3MiH 40 p.3.2.S.2.4. KOTposib KpUTUYHKX CTagji i
NPOMIXHOI NPOAYKLIT, 30Kpema: Ha cTagii "OTpuMaHHs
BOAHOIO PO34MHY ME/b/OHIK" 3a3HaUYEHHS NPUMITKU 3a
nokasHukoM "pH" - "NpoBOANTLCSA TiNbKW NPY HaNpawoBaHHi
cy6CTaHUil iH'eKLiiHOT siKoCTi".

151.

MEPIOHAN

MOPOLLIOK
niogpinizoBaHWin ans
NpUroTyBaHHs
PO34UNHY A5 iH'EKLLA
no 75 MO, 1 cknsanwuit
h/1aKOH 3 NOPOLLKOM
Ta 1l amnyna 3
PO3UYMHHWKOM (PO3U4UNH
xnopugy Hatpito 0,9%)
no 1 M1y KapTOHHIN
Kopo6ui, no 10
KOPOGOK Y KapTOHHIi
navu,i

IBCA IHCTUTYT
Bioximik C.A.

LLsenuapis

IBCA IHCTUTYT Bioximik
C.A.

LLiseiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHst @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXeEHOI 0C06W, BiANOBIAALHOI 32 3iiCHEHHS
hapmakoHarnsay (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHVKA, BifnoBigabHOI 3a
3AiicHeHHs hapmakoHarnsgy: MponoHoeaHa pegakuisa: Chiara
Godina. 3miHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT 0CcobM
3asBHKa, BiANOBIAAILHOI 3a 34iiCHEHHS (hapMakoHarnaay.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBAXKEHOT OCOOU 3asIBHYMKA,
BiANOBIAa/IbHOI 3a 34iicCHEHH: hapMmakoHarnsay B YKpaiHi:
MponoHoBaHa pefakuin: CowwHikoa Anna MNeTpisHa. 3miHa

3a
peyerimom

UA/10964/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KOHTaKTHUX JaHWUX KOHTaKTHOI 0C06M YNOBHOBaXXEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YKpaiHi
152. | MEPIOHAN MOPOLLIOK IBCA IHcTuTyT |LUBeiuapia | IBCA IHcTuTyT Bioximik | LUBeiiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/10964/01/02
niogpinizoBaHWin Ans Bioximik C.A. C.A. 3MiHM Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peuenmom
NPUroTyBaHHs BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
PO3YUHY ANS iH'EKLLA thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHnX npo
no 150 MO; 1 cknsiHwmia cucTemy hapmakoHarnsgy, 3miHa ynosHoBaXeHoi 0coou,
h1aKOH 3 MOPOLLKOM BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapMmakoHarnsgy; KOHTakTHOT
Ta 1 amnyna 3 ocobu 3 dhapmakoHarnagy 3asBHuKa AN 34iIACHEHHS
PO3UYMHHUKOM (PO34MH hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifMiHHA Bif,
xnopugy Hatpito 0,9%) YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iAICHEHHS
no 1 M1y KapTOHHIl thapmakoHarnagy (BK/4Yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Kopo6ui, no 10 po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
KOPO6GOK y KapTOHHIi 3MiHa YNOBHOB&XXEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a
nauu,i 3pjicHeHHs1 hapMakoHarsay: NMponoHoBaHa pefakuis: Chiara
Godina. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0cobu
3asBHWVKa, BiANOBIAAbHOI 3a 34iCHEHHSA thapMakoHarnagy.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis: CowHikoBa Anna MNeTpiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
3asBHUKA, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YKpaiHi
153. | METUNNPEL | Tabnetku no 4 mr, no TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3183/01/01
HIBONMOH-®dC | 10 Tabnetoky YKPAIHA" 3MiHW BHECEHI A0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS peuenmom
6nictepi; no 3 nikapcbKoro 3acoby y po3giny "dapmakonoriyHi BnactusocTi",
6nictepu y nauui "B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi BUAn
KapTOHHIl B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHA", "3acTocyBaHHs Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaato”, "Cnocio
3acTocyBaHHsA Ta fo3u", "MobiyHi peakuyii” BignosigHo 40
iHcbopmaii pedhepeHTHOro nikapcebkoro 3acoby MEAPO/.
BBeaeHHS 3MiH NpoTArom 3-X MiCALIB MiCNsA 3aTBEPAKEHHS
154. | METUNNPEL | Tabnetku no 8 mr, no TOB "ACIHO YkpaiHa TOB "®apma Crapt Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3183/01/02
HIBONTOH-®C | 10 Tabnetoky YKPAIHA" 3MiHV BHECEHI [10 IHCTPYKLIT 4719 MEeANYHOro 3aCTOCYyBaHHS peyenmom
6nictepi; no 3 niKapcbKoro 3acoby y po3ginm "®apmakosiorivyHi BnacTMBocTi",
6nictepun y nauui "B3aemogis 3 iHWKMU NikapcbknMK 3acob6amu Ta iHLi BUan
KapTOHHIi B3aemMogiin", "OcobnBOCTi 3aCTOCyBaHHA", "3acToCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpygato”, "Cnocio
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii” BignosigHo 40
iHcbopmawii pedhepeHTHOro nikapcebkoro 3acoby MEAPO/.
BBefeHHS 3MiH NpOTSArom 3-X MiCAUIB NiCNs 3aTBEPAKEHHS
155. | METUNYPAL, | cynosuTopil TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/11698/01/01
nn- pekTasnbHi, 500 Mr no "®APMEKC reymn 3amiHa BUpobHuka ans APl Metunypauun High Hope Int'l peyenma
PAPMEKC 5 cynosuTopiiB y reyn" Group Jiangsu Medicines & Health Products Imp. & Exp. Corp.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
CTpvni; No 2 cTpunu B Ltd., China Ha TOB "®APMXIM", YkpaiHa (BignoBiganbHuii 3a
nauui 3 KapToHy [O0UNLLEHHS, CYLLUIHHA, NaKyBaHHS, BUMYyCK cepii), Xait Xoyn
IHT"n Mpyn Li3sHcy MegiciHec eHp Xens MpogykTe ImMn. eHs
Ekcn. Kopn. /ITa, KnuTaii (BUrOTOBMIEHHHSI TEXHIYHOTO MPOAYKTY)
156. | METOHAT® Kancynu no 250 mr no TOB YkpaiHa MAT "MoHchapm" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/11399/01/01
10 kancyn y 6nictepi; "papmaneBTu ALMIHICTpaTMBHI 3MiHN. 3MiHa Ha3BU NikapcbKoro 3acoby - peyenmom
no 5 6nictepiB y navui YHa KOMNaHis 3MiHu BHeceHi woao Haseu /13. 3atBepaxeHo: METOHAT
3 KapToHYy "CAJNIOTAPIC (METONAT) 3anponoHoBaHo: METOHAT® (METONAT).
" BBefeHHst 3MiH NPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MmiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiH1) BHECEHHS 3MiHX [0 po3Ainy
“MapkyBaHHsA" MKA N13: 3aTBepaxeHo: MapkyBaHHSA
NepBMHHOT Ta BTOPVHHOI YNakoBKky. 3anponoHoBaHo: 3rifHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKM iKapCbKOro 3acoby 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS! OAMHUL BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.
157. | MET®OPMIH- | TabneTtku, BKpUTI TOB "CaHothi- | YkpaiHa C.C. «3eHTtiBa C.A», PymyHisa/ BHeceHHs 3MiH A0 peecTpauiliHix Matepianis: 3miHu | Tuny - 3a UA/15295/01/01
CAHO®I nNiBKOBOK ABeHTIC PyMyHis (KOHTponb Ta IHais AAMIHICTpaTMBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHALLI peuenmom
060/10HKOH0, Mo 500 YkpaiHa" Bunyck cepii); CaHodi

mr: Ne 30 (15x2), Ne
120 (15x8): no 15
TabneTtok y 6nictepi,
no 2 abo no 8
6nicTepiB y KAPTOHHIl
Kopoo6Li

IHgia NimiTeq, IHAais
(BMPOGHULTBO
TabneTok, NnepBrHHe
Ta BTOPWHHE
nakyBaHHs)

(Bkntovaroun ginbHuLi ans APl NpoOMiXKHOTO NpoaykTy abo
roTOBOrO /liKapCbKOro 3acoby, AiNbHNL 4719 NPOBEeAEeHHS
nakyBaHHs, BUPOGHMKa, BigNOBifaNIbHOTO 3a BUMYCK Cepil,
MiCLie NpoBeAEHHS KOHTPO/IIO cepii) abo noctayasibHuKa
BUXiZHOTO MaTepiasy, peareHTy abo AOMOMiXHOI PEeYOBUHM
(SIKLLO 3a3Ha4YeHOo Y 0CbE)

BW/TyYEHHSI BUPO6HUKaA An15 Aitoyoi peyoBmHU Metformin
Hydrochloride USV PRIVATE LIMITED. (CEP 1997-
049).3miHn | TUny - 3MiHK 3 siKocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponelichkii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudgikaTa BignNoOBIAHOCTI ab0 BUy4YeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ana
BUXiQHOIo MaTepiasny/peareHTy/npoMixXHOro NpoayKTy, L0
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; A8 [ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei) - OHOBMEHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTudiikaTa BignosigHoCTi EBponelickbkiin dhapmakonei Ne R1-
CEP 2011-328-Rev 02 (3aTBepaxeHo: R1-CEP 2011-328-Rev
01) gnsa gitoyoi pevouHu Metformin Hydrochloride Big Bxe
3aTBepAKeHOro BupobHnka EXEMED PHARMACEUTICALS.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI a60 BUIYyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans

BYVXifHOro Martepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peuvoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - Houii cepTudpikaT Bif HOBOro BUPOGHMKa
(3amiHa abo [OMOBHEHHS) NoJaHHS HOBOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2008-
043-Rev 05 ans gitouoi pevoBmHy Metformin Hydrochloride Big
HoBoro Bmpo6Huka SHOUGUANG FUKANG
PHARMACEUTICAL CO,, LTD., China

158.

MET®OPMIH-
CAHO®I

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOH0, Mo 850
mr: Ne 30 (15x2): no
15 TabneTtok y
6nictepi, no 2
6nicTepn y KapTOHHIN
Kopo6ui; Ne 120
(20x6): no 20
Tabnetok y énictepi,
no 6 6nictepiB y
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

C.C. «3eHTiBa C.A.»,
PymyHis (KOHTponb Ta
BUnyck cepii); CaHodi
IHaia NimiTeq, IHAiA
(BMpPOGHMLTBO
TabneTok, NepBuHHE
Ta BTOPWHHE
nakyBaHHs)

PymyHis/
IHgis

BHeceHHs 3MiH A0 peecTpauiliHnx martepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Bovatoum ginbHuUi ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO /iKaPCbKOro 3acoby, AiNbHULi 415 NTPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BigNOBiganibHOro 3a BUMYCK Cepil,

MicLle NpoBeAEHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXifHOro martepiany, peareHTy abo A0NOMiKHOT peYOBUHN
(SKLLO 3a3HAYEHO Y A0ChE)

BWUTyYEHHS BUPOBHMKA 15 Aitoyoi pevoBuHY Metformin
Hydrochloride USV PRIVATE LIMITED. (CEP 1997-
049).3miHn | TURY - 3MiHK 3 sikocTi. CepTudikaT
BiagnosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI ab0 BUIyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns AdI; ans
BVXiHOrO Marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHNI cepTudikaT Bif yxe
3aTBEPAKEHOI0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTI E€Bponeiickbkiii papmakonei Ne R1-
CEP 2011-328-Rev 02 (3aTBepgxeHo: R1-CEP 2011-328-Rev
01) ansa gitovoi peyosmHK Metformin Hydrochloride Big, Bxe
3aTBepxeHoro BupobHnka EXEMED PHARMACEUTICALS.
3MiHn | TURY - 3MiHn 3 axocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BifnoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTtucbikaTa BiANOBIAHOCTI 260 BUNYyYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ans
BUXIQHOrO MaTepiasy/peareHTy/npoMiXHOro NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHULTBI AD|; 4515 AONOMDKHOT
peyoBuHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo [OMOBHEHHS) NoJaHHS HOBOTO cepTudikara
BiAgNoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP 2008-
043-Rev 05 ans gitouoi pevosuHy Metformin Hydrochloride Big
HoBOro BMpo6Huka SHOUGUANG FUKANG
PHARMACEUTICAL CO., LTD., China

3a
peyerimom

UA/15295/01/02

159.

MET®OPMIH-
CAHO®I

TabneTkn, BKpUTI
NaiBKOBOO

TOB "CaHodi-
ABEHTIC

YKpaiHa

C.C. «3eHTiBa C.A.»,
PymyHis (KOHTpOnb Ta

PymyHis/
IHgis

BHeceHHs1 3MiH A0 peecTpauiliHix Matepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. BuayyeHHs BUPOGHUYOI AinbHULI

3a
peyenmom

UA/15295/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

060/10HKOt0, Mo 1000
mr: Ne 30 (15x2): no
15 Tabnetok y
6nictepi, no 2
6nicTepn y KapTOHHiIl
Kopo6ui; Ne 120
(20x6): no 20
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI KopooLi

YkpaiHa"

Bunyck cepii); CaHodi
IHais Nimiteq, IHAjA
(B1POGHMLTBO
TabneTok, NnepBuHHE
Ta BTOPWHHE
nakyBaHHs)

(Bkntovaroun ginbHnLi ans Adl, NpoMiXKHOTO NpoaykTy abo
roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs1, BUPOGHUKA, Bi4NOBIAANLHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayasibHuKa
BUXiAHOrO MaTepiany, peareHTy abo AOMOMDKHOI pevoBUHM
(KO 3a3HaYeHOo Y A0CbE)

BW/TyYEHHSI BUPOOHUKa 4715 Aitoyoi peyoBmHY Metformin
Hydrochloride USV PRIVATE LIMITED. (CEP 1997-
049).3MiHu | TURY - 3MiHK 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTtucbikaTa BiANOBIAHOCTI 260 BUNYYEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: s A®l; ana
BUXiQHOro MaTepiasny/peareHTy/npoMixXHOro NPoAyKTy, L0
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikart BiAMOBIAHOCTI €BpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPAKEHOTO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi EBponelickbkiin hapmakonei Ne R1-
CEP 2011-328-Rev 02 (3aTBepaxeHo: R1-CEP 2011-328-Rev
01) gnsa gitoyoi pevouHu Metformin Hydrochloride Big Bxe
3aTBepxeHoro BupobHnka EXEMED PHARMACEUTICALS.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTuduikaTa BifnNoBiAHOCTI abo BUNyYeHHs cepTudpikara
BifNoBigHOCTI €Bponelickkili hapmakonei: ana Adl; ans
BVIXiJHOrO Matepiany/peareHTy/npoMiKHOro NMPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; A58 LONOMKHOT
peyoBMHM (CepTUikaT BiANoBIgHOCTI EBpoNechbkili
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHUKaA
(3amiHa abo AONOBHEHHS) NOAAHHS HOBOrO cepTudikaTa
BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 2008-
043-Rev 05 gns gitoyoi pevouHn Metformin Hydrochloride Big
HoBoro BMpo6Huka SHOUGUANG FUKANG
PHARMACEUTICAL CO., LTD., China

160.

MUPLEEPA®

PO34UH ANS iH EKLi
no 75 mkr/0,3 mn; 1
nonepeaHbLo
HanoBHEHWIA LNpULY
pasoM 3 rosikow Ans
iH'EKUi Y KAPTOHHIN
yrakoBLi

®.XohpmaHH-
Na Pow ita

LLiBeiuapis

Bioecceli-Nlabop dtop
6ionoriwe AHaniTik
'm6X, HimeuunHa
(BnpobyBaHHs
KOHTPOJH0 AKOCTI
aKTUBHOCTI Ans
BM3HAYEHHS (TiNbKK
BUNPOGYBaHHSA
meTogom 6ionoriyHoro
aHanisy "AKTVBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHI

HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsamy -
3MiHM BHECEHO B TEKCT MapKyBaHHS YNaKOBKU /liKapCbKoro

3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16434/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk Kpaina

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Muwi" gns
LoCNiMKEeHHsA
cTabinbHOCTI)); PoLww
[LiarHocTrke M'vbX,
HimeuunHa
(B1POGHNLTBO
Hepo3dacoBaHo|
npoAayKLuii, NnepBrHHe
nakyBaHHs, BTOPMHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO AKOCTI (3a
BUHATKOM
BUNPOGYBaHHSA
MeToA0M 6iof10riYHOro
aHanisy "AKTVBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LoCNiMKEeHHsA
cTabinbHOCTI), BUNYCK
cepii); ®.XocdpmaHH-
Na Pouw Jita,
LBeliuapis
(BMpOGHMLTBO
Hepo3acoBaaHol
NpoAyKLUii, NepBUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO AKOCTI (3a
BUHATKOM
BUNPOGYBaHHSA
MeToA0M 6iof10riYHOro
aHanizy "AKTVBHICTb in
vivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LoCNiMKEeHHsA
CTabinbHOCTI))

161.

MUPLEEPA®

PO34UH ANS iH EKLi
no 50 mkr/0,3 mn, 1
nonepeaHbLo
HanoBHEHWIA LNpuLy
pasoM 3 ro/sikow Ans
iH'EKUi Y KAPTOHHIN
yMakoBLi

®.XohpmaHH-
Na Pow ita

LLiBeiuapis

HimeuunHa/
LLiBeiiuapis

Bioecceli-Nlabop dtop
6ionoriwe AHaniTik
'm6X, HimeuunHa
(BnpobyBaHHs
KOHTPOJH0 AKOCTI
aKTUBHOCTI Ans
BM3HAYEHHS (TiNbKK
BUNPOGYBaHHSA
mMeTogom bionoriyHoro

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy -
3MiHM BHECEHO B TEKCT MapKyBaHHS YNaKoBKU JliKapCbKoro

3acoby. BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/16434/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

aHanisy "AKTVBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LoCNiMKEHHsA
cTabinbHOCTI)); Poww
[LiarHocTrke M'vbX,
HimeuunHa
(B1POGHNLTBO
Hepo3dacoBaHo|
npoAayKLuii, NepBrHHe
nakyBaHHs, BTOPMHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO AKOCTI (3a
BUHATKOM
BUNPOGYBaHHSA
MeToA0M 6iof1oriYHOro
aHanisy "AKTVBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHIl
Muwi" gns
LoCNiMKEHHsA
cTabinbHOCTI), BUNYCK
cepii); ®.XocdpmaHH-
Na Pouw ita,
LBeliuapis
(BMpOGHMLTBO
Hepo3acoBaaHol
NpoAyKLUii, NepBUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO AKOCTI (3a
BUHATKOM
BUNPOGYBaHHSA
MeToA0M 6iof1oriYHOro
aHanizy "AKTVBHICTb in
Vvivo, Ha
HOPMOLMTEMIYHIlA
Muwi" gns
LoCNiMKEHHsA
CTabinbHOCTI))

162.

MIO3M

MOPOLLOK AN1A
NpUroTyBaHHs
KOHLeHTpaTy ans
PO34uHy ANs iHQy3il
no 50 mr; 1 donakoH 3
NMOPOLLKOM Y

[bkeH3aiim
Opon B.B.

HinepnaHvgn

[xeHsaiim lpnaHg
NimiTes, lpnaHais
(HanoBHEHHS
chnakoHiB Ta
BUPOGHULTBO
KiHLLEBOro NPOAYyKTY,

IpnaHgis/
Benbris

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 3@ 3AiiCHEHHSA ddapmakoHarnsgy; KOHTakTHol

3a
peyenmom

UA/11618/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHIM nayui MapKyBaHHs Ta 0co6u 3 chapmakoHarnsgy 3asaBHVKa 15 34iACHEHHS
nakyBaHHs1, KOHTPO/1b thapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
akocTi N3, Bunyck YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
cepii); JxeH3ainm thapmakoHarnagy (BK/4Yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
dnaHpepc 686a, po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
Benbrist (BUPOGHULTBO 3MiHa KOHTaKTHOI 0Cc06M YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
AC, npurotyBaHHs BiANOBIAa/IbHOI 32 hapMakoHar/isg B YkpaiHi. [ponoHoBaHa
po3uuHy N13 ans pepakuisn: Xogakiscbka TeTsHa BavecnasiBHa. 3MiHa
niodpinisadii) KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOI 0CO6M
3as1BHMKA, BifgnoBiga/IbHOI 3a dhapMakoHarnsg B YKpaiHi
163. | MOAEN/b TabneTkun, BKpUTI TOB «TeBa YkpaiHa Bupo6HULTBO HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3MiHa 3asBHMKa 3a UA/13449/01/01
AHTU nNiBKOBOKO YKpaiHa» Hepo3gacoBaHol Xopsaris (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyenmom
060/10HKO10, Mo 21 noAykKuii, nepBuHHa Ta Big 23.07.2015 Ne460: 3miHu | Tuny - 3miHK Wwoao
Tabnetuiy énictepi; BTOPWHHA YNakoBKa, 6e3nekn/edpeKTUBHOCTI Ta thapMakoHarnisgy. BeegeHHs abo
no 1, aéo no 3, abo no KOHTpO/b cepii: Xaynt 3MiHM A0 y3arasibHeHUX JaHuX Npo cuctemy hapmakoHarnsgy
6 6nicTepiB y KOpooOLi dapma MioHcTep (BBEAEHHS y3araslbHEHUX AaHWX NMPO cucTemy
M6X, HimeuyuunHa,; hapMakoHarnagy, 3mMiHa ynoBHOBaXXeHO! 0cobu,
[lo3Bin Ha Bunyck BiANOBIAA/IbHOI 3a 34iiCHEHHA ddapMmakoHarnsagy; KOHTakTHOT
cepii: MNIBA 0co6u 3 chapmakoHarnsgy 3asaBHVKa A5 34iACHEHHS
XpBaTtcka 4.0.0., thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
Xopsartis YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3MiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. fitova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHMX JaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BignoBiga/bHOI 3a dpapmakoHarnsg
164. | MOKCU®DNOK | po3unH gns iHdysiid, MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16553/01/01
C-IH®Y3IA® 400 mr/250 mn; no 250 aKujioHepHe TOBapuUCTBO "lHdy3isa" 3MiHM Y cneumndikauii A®| y 3B'A3Ky 3 NpyBEAEHHS 40 BUMOT | peyernmom
MY naswi, no 1 TOBapucTBo MoHorpadii EP; 3miHu | Tvny - 3MiHK A0 MeToAiB
nAsAWLi B naywi; no "IHdoy3ia" BUNPOBYBaHHSA 3a NOKa3HUMKOM «CynpoBigHi AOMILLKM» Y
250 mn y nakeTi 3B'A3KY 3 OHOB/IEHHSAM MeToankn (BEPX) 3 ypaxyBaHHAM
nosimepHomy, no 1 BMMOT MOHorpadii EP Ta OHOBNIEHHAM CTaH4apPTHUX 3paskKiB;
nakeTy noniMmepHomy B 3MiHu |l Tuny - 3miHa y cneuudpikauii 13 y 3B'A3Ky 3i
npo3opomy OHOB/IEHHAM MeToauku (BEPX), 3 ypaxyBaHHSAM BUMOT
NnnacTMKOBOMY NakeTi MoHorpadii EP, ICHQ3B (R2) (impurities in New Drug
Ta naJui Product), 3anponoHoBaHo: 6yAb-ska AOMillKa - He GinbLue
0,15%, cyma fomilok - 0,2%
165. | MOKCU®DNOK | po3uuH ans iHdysii, MpuBaTHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16553/01/01
C-IH®Y3IA® 400 mr/250 mn; no 250 aKujioHepHe TOBapUCTBO "lHDy3is" 3MiHU WoAo 6e3neku/eeKkTUBHOCTI Ta thapmakoHarnagy. peyenmom
MY NAswyi, no 1 TOBapucTBO 3MiHa y KOpOTKiil XapaKTepuCTULLi NiKapCbKoro 3acoby, TeKCTi
nAsAWwui B naywi; no "IHdy3ia" MapKyBaHHA Ta IHCTPYKLi A/19 MeANYHOro 3aCTOCYBaHHSA Ha

250 mn y nakeTi
nosimepHomy, no 1
nakeTy nosliMepHoMy B
npo3opomy

niacTasi perynsipHoO OHOB/IOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigkeHb 3 6e3neKkn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pesynbTaT OLiHKV 3BITY 3 AOC/IDKEHb, MPOBEAEHNX BiAMNOBIAHO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

NAacTUKOBOMY NakeTi
Ta naJui

[0 nnaHy negiatpuyHnx gocnigxerb (PIP) (3MiHy y3romkeHo 3
KOMMNEeTEeHTHUM YMOBHOB&XXEHUM OpraHoMm); CynyTHSA 3MiHa -
3MiHM Wwopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(u) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBig4YeHHs, BKYaoum MNnaH ynpasniHHA
pr3nKamm (3aCTOCYBaHHS TEKCTY, KU NOTOMKEHWIA 3
KOMMETEHTHVMM OpraHoM)- 3MiHW BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y po3ginu:

"Ocob6nmBocCTi 3acTocyBaHHs", "Mo6iYHI peakwii" BignoBigHO A0

OHOBJIEHOI iHhopMaLil 3 6e3nekn Ailo4oi peYoBUHM; 3MiHY |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
JocnimpKeHb 3 6e3neky 3acTOCyBaHHS NikapCbKoro 3acoby B

nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM 3BTy 3

AoCnifpKeHb, NPoBeAEeHNX BIANOBIAHO A0 NAaHy negiatpuyHnx

pocnipkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM); CYnyTHS 3MiHa - 3MiHU LWoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BHeceHHs1 abo
3MmiHa(n) fo 3060B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
NoCBiAYEHHS, BKoYatoun MnaH ynpasaiHHA pu3nkamu
(3acTocyBaHHsI TEKCTY, SIKWIA NOTOKEHUIA 3 KOMNETEHTHUM
OpraHomMm) - 3MiHU BHECEHi A0 iIHCTPYKLi 415 MeguyHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainu: "OcobamMBocCTi
3actocyBaHHs", "lMNo6iyHi peakujii" BiANOBIAHO 4O OHOBMEHOT
iHchopMmawii 3 6e3nekun fjtoyoi pevyoBUHN

166.

MOHTEN

TabneTku XyBasibHi,
no 4 wmr, no 7
TabneTok y 6nictepi,
no 4 6nictepun B nauLi

My6niyHe
aKujioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNUNI
LeHTp
"BopLuariscbk

NiA XiMiKo-

thapmaueBTUy
HWi1 3aBoa"

YKpaiHa

My6niyHe akuioHepHe
TOBapUCTBO "HaykoBo-
BUPOGHNUNI LIEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3aBof", YkpaiHa
(dbacyBaHHs i3 hopmm
"in bulk" BUpoGHWKIB
CaHiko H.B., benbris;
CiHTOH XicnaHia C.J/1.,
IcnaHis)

Ykpaina/
Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2012-115-Rev 01) ans
[il040T peYOBUHN MOHTENYKACTY Bif, BXXe 3aTBEpLKEHOro
BMpo6Hmka Dr. Reddy's Laboratories Limited, IHgis, y Hacnigok
3MiH B agpeci BUPOOGHWYOT AinibHNLi 6€3 3MiHN MicuA
NpoBapKEHHS AisnbHOCTI. 3anponoHosaHo: CTO-Unit V,
Miryalaguda Taluk Tripuraram Mandal, Nalgonda District India-
508 207 Peddadevulapalli Village, Telangana

3a
peyenmom

UA/16297/02/02

167.

MOHTEN

TabneTkun XyBasbHi,
no5wmr,no7
TabneTok y 6nictepi,
no 4 6nictepun B nauLi

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNIA
LEeHTp
"BopLuariscbk

YKpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3aBof", YKpaiHa

Ykpaina/
Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
noAaHHA OHOBMIEHOro cepTudiikaTa BifnoBiAHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2012-115-Rev 01) ans
[il040T peYOBUHN MOHTENYKACTY Bif, BXEe 3aTBEPLKEHOro
BMpo6bHuMka Dr. Reddy's Laboratories Limited, IHgis, y Hacnigok
3MiH B aapeci BUPOGHMYOT AiNbHNLi 6€3 3MiHN MicuA
NpoBa/pPKEHHS AifNIbHOCTI. 3anponoHoBaHo: CTO-Unit V,

3a
peyenmom

UA/16297/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
NiA XiMiKo- (dbacyBaHH# i3 hopmu Miryalaguda Taluk Tripuraram Mandal, Nalgonda District India-
thapmaueBTny "in bulk" BUpoOGHWKIB 508 207 Peddadevulapalli Village, Telangana
HWi1 3aBog" CaHiko H.B., Benbrisi;
CiHToH XicnaHia C.J1.,
IcnaHis)
168. | MOHTEN TabneTkun, BKPUTI My6niuHe Ykpaina My6niuHe akuioHepHe Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/16297/01/01
NAiBKOBOO akKujioHepHe ToBapucTBO "HaykoBo- Benbrisi noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBigHOCTI peyenmom
060/10HKO10, 1Mo 10 wmr; TOBapUCTBO BMPOGHUYUIA LLEHTP €Bponeiicbkiit hapmakonei Ne R1-CEP 2012-115-Rev 01 ans
no 7 TabneTok y "HaykoBo- "BopLuariBCbkuii Ai040T PEYOBVHM MOHTE/YKaCTY Bif, BXe 3aTBEpPAKEHOro
6nictepi; no 4 BMPOGHUUNIA Ximiko- BMpo6HMKa Dr. Reddy's Laboratories Limited, IHgjs, y Hacnigok
6nictepu B nauLi LeHTp papmaLeBTUYHNI 3MiH B agpeci BUPOBGHWNYOI AiNbHULi 6€3 3MiHU Micus
"BopLuariBcbk 3aBog", YkpaiHa NpOoBaKEHHNA AiSNbHOCTI. 3anponoHosaHo: CTO-Unit V,
NiA XiMiKo- (dhacyBaHHs i3 hopmu Miryalaguda Taluk Tripuraram Mandal, Nalgonda District India-
thapmaueBTny "in bulk" BUpo6HUKIB 508 207 Peddadevulapalli Village, Telangana
HWi 3aBog” CaHiko H.B., Benbrisi;
CiHToH XicnaHia C.J1.,
IcnaHis)
169. | HATPIO pO3unH ANs iHdysil B. bpayH HimeuunHa | B. BpayH Megikan CA, Icnanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9611/01/01
xnoenagy 0,9 %; no 100 mny Menb3yHreH IcnaHisi; b. BpayH HimeyunHa 3MiHM WoAo 6e3nekn/edeKTBHOCTI Ta papmakoHarnsgy - peyenmom
PO34/H donakoHi; no 20 Al Menb3yHreH Al', OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby.
IBOTOHIYHWN | chnakoHiB y KapTOHHI HimeuunHa BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHSA
0,9% B. Kopo6ui; no 250 mn, (BMpOGHMLTBO,
BPAYH ab6o no 500 mn, abo no nepBrHHA Ta
1000 mn'y dhnakoHi; BTOPWHHA YNaKkoBkKa,
no 10 chnakoHiB y Bunyck cepii); b.
KapTOHHIA Kopoo6Li BpayH Menb3yHreH
Al', HimeuunHa
(KOHTpO/Ib cepil)
170. | HEWPOPYBIH | Tabnetku BKpWTI TOB «TeBa YkpaiHa AupHo dapma Al LliBeliuapisa/ | BHECEHHS 3MiH A0 peecTpaliiiHUX MaTepianis: 3MiHa 3asBHUKA 6e3 UA/1950/02/01
™.dOPTE NNiBKOBOKO YkpaiHa» LLIBeliapisi; HimeyunHa (BnacHuKa peecTpauiitHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyenma
NAKTAB 060/10HKOI0; Mo 10 Brpo6HMLTBO Big 23.07.2015 Ne 460). 3MiHu | TUNy - 3MiHW W80
Tabnetok y 6nictepi; Hepo3dhacoBaHOro 6e3nekn/edpekTBHOCTI Ta thapMakoHarnsgy. BeegeHHs abo

no 2 6nictepu B
KapTOHHIA Kopoo6Li

NMPOAYKTY, KOHTPO/1b
SIKOCTI, fO3BI/T HA
BUMYCK Cepii:
AunHo dapma AT,
LBeiiuapis; MepBuHHA
Ta BTOPUHHA
ynakoska: ALVHO
®apma Arl',
LLeliuapia; KoHTponb
AKOCTI:

HHAC Na6op O-p
Xolicnep Mv6X,
HimeuunHa;
foparkosa
nab6opartopis, Wo
npuiMae yyactb B

3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHaris4y; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOB&XXEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bk/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cuctemun thapmakoHarnsay).
3MiHa yNnoBHOBaXKEHOI 0C06YM 3asiBHMKA, BiAMNOBIAA/IbHOT 32
hapmakoHarnsag. fivoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX JaHWX YNMOBHOB&XXEHOI 0CO6M 3asBHIKa,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPO/Ti SIKOCTi:
YHTeP3yXYHICIHCTUTYT
Xennenep MvbX,
HimeyunHa
171. | HE®POOON® | TabneTku, BKPUTI TOB YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 4O peecTpaviiHnX MaTepianis: 3MiHu | Tuny - 6e3 UA/15033/01/01
o60osoHKoto, no 10 "®hapmaneBTn AZMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU likapcbKoro 3acoby - peyenma
Tabnetok y énictepi; YHa KOMMNaHis 3miHa Ha3Bu N13: 3atBepaxeHo: NEPHRODOL / HE®PO4O/.
no 6 6nictepis y nauyi | "CAIOTAPIC 3anponoHoeaHo: HEGPOO/I® / NEFRODOL. BeegeHHs
i3 KapTOHY " 3MiH NpOTArom 6-Tu MicALiB Nicns 3aTBepMKeHHS. 3MiHW | Tuny
- 3MiHK Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
(iHwWi 3miHW) BHeceHHs 3MiH Ao po3giny “MapkyBaHHA" MKA
N3: 3aTBepmkeHo: MapKkyBaHHA TeKCT MapKyBaHHSA NMepBUHHOT
Ta BTOPUHHOT ynakosku J13. 3anponoHoBaHo: MapKyBaHHsA
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. OHOBEHHS
TEKCTY MapKyBaHHs yNakoBKW NikapCbKoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYEeHHA OANHULLb
BMMIptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTArom 6-tu
MicsILiB Mic/1a 3aTBepAKEHHS.
172. | HOBAIPA TabneTkn, BKpUTI €BPO IHais $AC Nimiteq, IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - - UA/6702/01/01
HEO nNiBKOBOKO NANOKEP 3MiHa agpecu BUpo6Huka A®| (CungeHadiny untpary)
060/10HKO0, NOo 50 Mr MPABIT Rakshit Drugs Pvt. Ltd., India, 6€3 3MiH1 MicLA BUPOGHMLTBA:
in bulk: no 1000 NIMITEL 3anponoHoBaHo: Survey No. 10/B, IDA, Gaddapotharam
TabneTok y Village, Jinnaram Mandal, Sangareddy Dist-502319,
NAacTUKOBMX HaHkax Telangana, India
173. | HOBAIPA TabneTkun, BKPUTI €BPO IHAisa ®AC Nimiteq, IHAiA BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - - UA/6702/01/02
HEO NNiBKOBOKO NANOKEP 3MiHa agpecu Bupo6Huka APl (CungeHadiny untpary)
060/10HKO0, No 100 Mr MPABIT Rakshit Drugs Pvt. Ltd., India, 6€3 3MiH1 MicLA BUPOGHMLTBA:
in bulk: no 1000 NIMITEL 3anponoHoBaHo: Survey No. 10/B, IDA, Gaddapotharam
TabneTok y Village, Jinnaram Mandal, Sangareddy Dist-502319,
N1acTUKOBMX BaHkax Telangana, India
174. | HOBAIPA TabneTkun, BKPUTI €BPO IHAiA ®AC NimiTeq, IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/6701/01/01
HEO NAiBKOBOO JNIAVIOKEP 3MmiHa agpecu BupobHuka APl (CungeHadiny umTpary) peyenmom
060/10HKO0, NO 50 Mr MPAMBIT Rakshit Drugs Pvt. Ltd., India, 6€3 3MiH1 MicLA BUPOGHMLTBA:
no 1 aéo no 2 NIMITEL 3anponoHoBaHo: Survey No. 10/B, IDA, Gaddapotharam
TabneTku y 6nictepi; Village, Jinnaram Mandal, Sangareddy Dist-502319,
no 1 6nictepy B Telangana, India
KapTOHHiiA kopo6Li; no
4 TabneTku y 6nictepi;
no 1 a6o no 2
6nicTepy B KAPTOHHIl
Kopo6ui
175. | HOBAIrPA TabneTkn, BKpUTI €BPO IHais $AC NimiTeq, IHais BHECEHHS 3MiH [J0 peecTpaLiiiHuX MaTepiasis: 3MiHu | Tuny - 3a UA/6701/01/02
HEO nNiBKOBOKO NANOKEP 3MiHa agpecu Bupo6Huka APl (CungeHadiny untpary) peyernmom
060/10HKOH, Mo 100 mr MPAMBIT Rakshit Drugs Pvt. Ltd., India, 6€3 3MiHM MicL BUPOGHMLTBA:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
no 1 tabnetyiy NIMITEL, 3anponoHoBaHo: Survey No. 10/B, IDA, Gaddapotharam
6nictepi; no 1 Village, Jinnaram Mandal, Sangareddy Dist-502319,
6nicTepy B KAPTOHHIiA Telangana, India
Kopob6ui, no 4
Tabnetkun y énicrepi;
no 1 a6o no 2
6nicTepy B KapTOHHIiA
Kopobui
176. | HOBONMY/IbM | nopoLuok ans MEJA dapma | HimeuunHa Makepmot Ipnangis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4376/02/01
OHE iHransyin Jo3oBaHui, M6X eHg Ko. Na6opatopis T/A HimeuyunHa 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
HOBOJIAN3E | 200 mkr/go3y; no 2,18 KIr MaiinaH Oy6niH 3amiHa po3giny «IpaciuyHe 0hOpMIEHHSA YNakoBKM» Ha
P® r nopowky (200 go3s) y PecnipeTopi, IpnaHgais «MapkyBaHHs» B 3aTtBepmxeHnx MKA 13. 3anponoHoBaHo:
KapTpuaxi; mo 1 (anbTepHaTMBHE MicLe MapkyBaHHs1. BignoBigHo 40 3aTBEPAKEHOr0 TEKCTY
KapTpuaxy B BUPOGHMLITBA, MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
KOHTeliHepi; no 1 NEepPBMHHOIO Ta niKapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii oo
KOHTelHepy y BTOPVHHOTO 3a3HayYeHHs OAVHMLE BUMIPIOBaHHSA Y cucTemi Sl. BBeaeHHS
KOMMNEKTI 3 nakyBaHHs, KOHTPOJ1O 3MiH NPOTAroM 6-TW MICALIB NICNA 3aTBEPAKEHHS.
iHransTopom y cepii Ta BUNycKy
KapTOHHI navi; no cepii:); MEJA
2,18 r nopoLuky (200 MeHbloghekyepuHr
[03) y kapTpuaxi; no 1 vM6X, HimeuunHa
KapTpuaxy B (BMpOGHMLTBO,
KOHTelHepi; no 1 nakyBaHHs!, KOHTPO/Tb
KOHTEliHepy y cepii); MEJA ®apma
KapTOHHIM nayui 'm6X eHp Ko. KT,
HimeuuunHa (Bunyck
cepii); Pow-Jensta
Mm6X, HimeuwunHa
(anbTepHaTBHE Micue
BTOPVHHOTO
nakyBaHHs)
177. | HOBOMY/IbM | nopoLuok ans MEJA dapma | HimeuunHa Brpo6HMUTBO, HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu | Tuny - 3a UA/4376/02/01
OHE iHransyin fo3oBaHui, M6X eHg Ko. nakyBaHHs1, KOHTPO/1b IpnaHgis 3MiHu 3 SKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenmom
HOBOJIAN3E | 200 wmkr/go3y; no 2,18 KIr cepii: MEJA BUPOBHMLTBI. 3amiHa abo BBeAEeHHSA A0AATKOBOI AiNbHULL
P® r nopouky (200 po3s) y MeHblodhekyepuHr BMPOBGHMUTBA AN151 YaCcTUHU abo BCbOro BUPOGHNYOro npoLecy

KapTpuaxi; no 1
KapTpuaKy B
KOHTeliHepi; no 1
KOHTEliHepy y
KOMM/EKTi 3
iHransTopom y
KapTOHHIA navi; no
2,18 r nopoLuky (200
[03) y kapTpuaxi; no 1
KapTpuaKy B
KOHTeliHepi; no 1
KOHTeliHepy y

m6X, HimeuunHa,;
AnbTepHaTuBHe MicLe
BTOPUHHOTO
nakyBaHHs: PoLu-
[enbta M'vbX,
HimeuunHa; Bunyck
cepii: MEJA ®apma
'M6X eng Ko. KT,
HimeuumnHa;
AnbTepHaTUBHe MicLe
BMPOBGHULTBA,
NepBMHHOTO Ta

roToBOro Nikapcbkoro 3acoby (AiNbHULA 415 NEPBUHHOIO
nakyBaHHs1) BBeileHHsA 3aTBEPAKXEHOr0 BUPOOHMKA
MaxkepmoT Jlabopatopi3 T/A MaiinaH [y6nit PecnipeTopi,
IpnaHgia (anbTepHaTUBHE MiCLie BTOPMHHOTO NakyBaHHA Ta
BMNYCK cepil), AK aflbTEPHAaTUBHOIO BUPOBHUKA,
BiANOBIAA/IbHOrO 3a NEPBUHHE NakyBaHHA. 3MiHu | Tuny -
3MiHu 3 SKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y
BUPOBHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
BMPOBHMUTBA AN151 YacTUHU abo BCbOro BUPOGHNYOro npoLecy
roTOBOrO JlikapCcbKoro 3acoby (ZibHULSA, Ha SKii NPOBOAATLCS
6yab-AKi BAPOOHUYI CTagji, 3a BUHATKOM BUNYCKY Cepiid,
KOHTPO/I0 SIKOCTI, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHA, A/s
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHIM nayui BTOPUHHOTO HecTepwWIbHUX Jlikapcbknx 3acob6iB) BBeaeHHs goaaTkoBoi

nakyBaHHs, KOHTPOJIIO
cepii Ta BUNYyCKy cepil:
Mak[epmoT
Na6opatopis T/A
MaiinaH Ay6ninH
PecnipeTopi, IpnaHgais

AinbHuUi BUpo6HuuTBa MakepmoT Jlaboparopi3 T/A MaiinaH
Ly6nin PecnipeTopi, IpnaHais, Ha skiii NpoBoAATLCA Oy b-sKi
BMPOGHWUYI CTagji, 3a BUHATKOM BUMYCKY CEPIli, KOHTPOSIIO
AIKOCTi, NEPBNHHOrO Ta BTOPUHHOTO NaKyBaHHS, ANS
HeCcTepuIbHUX Nikapcbkux 3acobis. 3MiHu | TUMY - 3MiHN 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb AONOMIXKHMX
peyoBuH. 3MiHa Yy MeToAax BUNPOGYBaHHSA A0MOMIKHOT
PeYoBUHM (HE3HaYHI 3MiHW Y 3aTBEPKEHNX MeTofax
BMNpobyBaHb) BktoyeHHs B focbe meToaukn ATR ans
iAeHTMiKaLil nakTo3un, MoHorigpaTy K aibTepHaTUBHOIO
meToay KBr. BignosigHe oHoBneHHs po3ginis 3.2.P.4.2 Ta
3.2.P.4.3. 3miHu | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKuii
3aci6. KoOHTposib AONOMDKHUX peyoBUH. 3MiHa y MeToAax
BUNPOBYBaHHA [OMNOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHW Y
3aTBEPMXEHUX MeToAax BUNpobyBaHb) HesHauHi 3MiHn y
MeTOoZi BUNPOBYBaHHSA iOHHOT YNCTOTU AONOMDKHOT PEHOBUHI
NakTo3n MoHorigpaTty. PefakTopcbki npasku Ao onucy MeToay
[4N5 Noka3Huka «HacunHa rycTvHa Ta ryctuHa nicns ycagku»,
a came BUJa/IEHO NOCKMNaHHA Ha EP B TekcTi onucy gaHoro
BMUNPo6yBaHHA. 3MiHN | TURY - 3MiHK 3 aKocTi. A®l. KoHTposb
A®I. 3miHa y meTodax BunpobyBaHHs AD| abo BUxigHOro
mMarepiany/npomMiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHN Y 3aTBEpAKEeHNX MeTogax BunpobysaHHs) BHeceHo
nocunaHHA y cneundikauito A®l Ha EP 2.5.32 T.Boga 3amicTb
EP 2.5.12, meTog, oauH i Toil camuii (Kapna ®iwepa). 3minum |
Tuny - 3miHn 3 skocTi. A®L. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX MeTodax
BUNPO6YyBaHHsA) O6agHaHHA 4N NPOBEAEHHA PO3noainy
po3mipy YacTuHok (PSD), wwo BktoYeHe B focbe (Master
Sizer, Malvern) ans akTBHOro papmaLeBTUYHOTO IHTpeaieHTy
6yaecoHify, 3amiHeHO Ha HoBe (Sympatec HELOS) (meTog He
3MiHeHo - nasepHa agndipakuis). 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb AONOMDKHUX PEYOBYH.
3MiHa y MeTogax BUnpobyBaHHA [OMNOMIKHOI PEHOBUHM
(He3HayHi 3MiHN Y 3aTBEPYKEHNX MeTOoAax BUNpPobyBaHb)
MawmHa gns npoBefeHHs TeCTyBaHHA po3noginy 3a
po3Mipamu yacTuHok (PSD) nakTo3u MoHorigpaty MeTogoM
nasepHoi andpakuii 6yna amiHeHa 3 Malvern X Ha Malvern
3000. 3BiT Npo NepEBIpPKY, WO MiCTUTLCA B AOCLE, 3aMiHEHO
HOBWM. BignoBigHe oHOBNeHHSA po3ginis 3.2.P.4.2 Ta 3.2.P.4.3.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BifgnoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTtudcpikaTa BiANOBIAHOCTI 260 BUIYYEHHS cepTudikara
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: s A®l; ana

BUXiQHOro MaTepiasny/peareHTy/npoMiXXHOro NPoAyKTY, L0
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (CepTudiikart BiAMOBIAHOCTI EBpONenchbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKA -

OHoBreHHS cepTudikaTty BiANOBIAHOCTI Big BNacHnka CEP
TEVA Pharmaceutical Industries Ltd (BuganeHo nocunaHHs Ha
BM3HAYEHHA PO3MIpY i K/lacy YacTUHOK), (3aTBepaxeHo: R1-
CEP1997- 067 Rev.07, 3anponoHosaHo: R1-CEP1997- 067
Rev.08)
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BifnoBigHOCTI EBpoNeinchkiii
hapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi 3 HEOOXiAHICTIO
npuvBeLEeHHs Y BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHWOoi HaLioHasTbHOI
hapmakonei gepxasu EC (3miHa y cneumdikauisx, nos'asaHa
3i 3miHamu B IPY, abo EBponeiickkiii hapmakonei, abo iHLwii
HaujioHasbHIli hapmakonei gepxasu €C) Cneumdikayis
[OOMILLKM L B MiKpOHI30BaHOMY 6YAeCOHiAi Y3roaxyeTbes 3i
3Ha4YeHHsM, HaBefeHVM y MoHorpadii Ph. Eur. Big noTo4Horo
<0,10% go < 0,2% [N1s 3apeecTpoBaHOi BUPOGHWNYOIT AibHUL
Industriale Chimica S.R.L. aonsa aktBHOro hapmMaueBTUYHOro
iHpigieHTa. [lonaTkoBO BHECEHI peAaKLiiiHi NpaBku B po3ain
3.2.5.4.1 Cneuudpikauisi, a came BUy4YEHO C/I0BO "cepefHe" y
hopMy/OBaHHI "cepefiHe 3HaYeHHS". 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii PY abo €sponelicbkoi thapmakonei, abo iHLWoi
HaujioHanbHoI thapmakonei gepxasu €C (3miHa 'y
crneundikalisx, nos'asaHa 3i 3amiHamu B IdY, abo
€Bponeiicbkili hapmakonei, abo iHLUIA HauioHabHii
thapmakonei gepxasu €C) Cneuundikauiss gomiwku L B
MiKPOHi30BaHOMY GYAECOHIfi Y3rogKy€eTbCs 3i 3HAUEHHSAM,
HaBefeHnM y moHorpadii Ph. Eur. Big notoyHoro ? 0,10%
8o ? 0,2% Ans 3apeecTpoBaHoi BUPOGHWYOT AibHNL Sicor
S.R.L. Ans akTMBHOro thapmaLeBTUYHOrO iHrpigieHTa.
[ofaTkoBO BHeCEHI pefakLiliHi npasku B po3ain 3.2.5.4.1
Cneuudpikauisi, a came BUy4YEHO C/I0BO "cepefHe" y
hopMy/ItoBaHHI "cepefiHE 3HaUYEeHHA".
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
KOHTpO/1b AONOMDKHUX peYoBKH. 3MiHa napameTpis
cneuudikaLiin Ta/abo fonycTMMNX MEX 151 [ONOMIXHOT
peyoBUHMN (JONOBHEHHS abo 3amiHa (3a BUHATKOM NiKapCbKUX
3ac06iB 6i0/10MYHOT0 Ta IMyHOJTOTIYHOrO MOXOMKEHHS)
napameTpa crneuudikauii 3 BignoBigHUM METOL0M
BMNPOGYBaHHSA 3a pe3y/bTaTtaMun JochimpKeHb 3 6e3nekun abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
AKOCTi) 3amiHa napameTpy crneumndikaii 158 ONOMiIXHOT
peyoBMHM NakTo3n MoHorigpaty CapsulLac HacunHa ryctuHa
Ta rycTvHa nicnsa ycafky Ha napameTp cneumdikawii
BiHOLLEHHA XaycHepa i3 4oJaBaHHAM BiANOBIAHOrO MeToAy
BMNPO6YBaHHA. BignosigHe OHOBNEHHS po3ainis
3.2.P.4.1cneyndpikauis, 3.2.P.4.2 aHanitTnyHa MeToauka,
3.2.P.4.4 06rpyHTYyBaHHA cneuudikauii.
178. | HYPO®EH® CyCneHsisi opasibHa 3 PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/7914/01/01
ANA [ITEN NOJTYHUYHUM CMaKoM, BeHkizep BputaHis Xenckep (FOkei) Bputanis/ 3MiHV BHECEHO B iHCTPYKLitO0 A/19 MEANYHOIO 3aCTOCYBaHHS peyenma
100 wmr/5 mn; no 100 Xenckep Nimiten, Benuka IHAis nikapcbKoro 3acoby Ao po3zinis "Oco6nBOCTi 3aCTOCYBaHHA"
M1 a6o no 200 mny IHTEpHELUHN BpuTaHis Ta "Cnoci6 3acTocyBaHHS Ta [03u" 3rigHO 3 pekomeHzauisamu
hnakoHi; no 1 Nimiteq (Bpo6HMLTBO in bulk, PRAC. BBefeHHs 3MiH NpOTAromM 6-Tu micslis nicns
dhN1akoHy B KOMMNIEKTi nakyBaHHs! (NepBuUHHE 3aTBEPMAKEHHST; 3MiHU | TUMY - 3MiHV BHECEHO B iHCTPYKLit0 An1S
3i LWNpULLOM- Ta BTOPUHHE), MeAMYHOro 3aCTOCyBaHHS NMikapcbKoro 3acoby A0 po3ainis
[,03aTOpPOM Y KOHTPO/Ib SIKOCTI, "Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6iuHI peakuii” 3rigHo 3
KapTOHHIA KOopoo6Li BMNYCK cepii); PekkiTT pekomeHpauismi PRAC. BBegeHHS 3MiH NpOTArom 6-Tu
BeHkizep Xenckep MiCAILiB MicNs 3aTBEPIKEHHS; 3MiHW | TUNY - 3MiHN BHECEHO B
IHgia MpaiiseT IHCTPYKLiI0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby
NimiTea, IHgjs [0 po3giny "MNo6ivHi peakuii” 3rigHo 3 pekomeHgauismn PRAC.
(BUpO6HMLTBO in bulk, BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBePAKEHHS
nakyBaHHs (NepBuUHHE
Ta BTOPVHHE),
KOHTPO/1b SIKOCTI)
179. | OKTAHIH @ MOPOLLOK A/19 PO3UYNHY OkTadapma ABcTpist OkTacdapma [Jeccay HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/14330/01/03
1000 MO Ans iH’ekyin no 1000 PapmaueBTUK v6X , HimeuunHa ABcTpisi/ 06’egHaHHA A0 4-X cepiii MPOMIXHOro NpoAykTy | npu peyenmom
MO; KapTOHHa a (Brpo6Huk PpaHuis BMPOGHMLTBI MPOMIXXHOTO NpoAykTy Il. PefakuiiiHi 3mMiHM woao
Kopo6ka Ne 1: mictutb | MNpopykTioHcre (anbTepHaTuBHWA), onucy Npouecy BigTaBaHHS nnasmu. TepmiH BBEAEHHS 3MiH -
1 cpnakoH emHictio 30 c. M.6.X. BiANOBIgaIbHUI 32 NPOTArom 6 MiCALiB MiCNs 3aTBEPIKEHHS; 3MiHW | TUNY - 3MiHK

M/1 3 NOPOLLKOM A/15
PO34nHY ANs iH'EKLiA.
KapToHHa Kopobka Ne
2: MicTTb 1 cprakoH 3
PO3YMHHMKOM (BOAA
Ans iH'ekyin, 10 mn) Ta
KOMNAeKT ans
PO3YMHEHHS Ta
BHYTPILULHLOBEHHOTO
BBE/IEHHS y NakeTi
abo 6nictepi (1 wnpuy
ofHopasoBuii, 1
KOMNAeKT ans
nepexocy (1
ABYXKiHLeBa rosnka, 1
iNbTpyBasibHA
ronka), 1 komniekrt
Ans iHdysil (ronka-
MeTenuk), 2
NPOCOYEHNX CMMPTOM

BTOPVHHE NakKyBaHHS
Ta Bi3yaslbHUIA ornsg,
nikapcbkoro 3acoby,
BUPOGIEHOr0 Ha
iHLUMX BUPOBHNYMX
OiNbHULAX);
OkTathapma
PapmaueBTMKa
MpogaykTioHcrec
M.6.X., ABCTpIs
(BUpo6HUK,
BignoBiganbHWiA 3a
BMPOBGHULITBO 3a
NOBHUM LMK/IOM,
BK/THOHAI0UN BTOPUHHY
ynakoBky Ta
Bi3yasibHUiA ornsg
nikapcbkoro 3acoby,
BUPOGIEHOr0 Ha
AinbHuui OkTadapma,

KOHLEHTpaLii po3unHy rigpokcuay HaTpito, Lo
BMKOPWCTOBYETbLCA Mif, Yac BUKOpPUCTaHHA rento DEAE
Sepharose Fast Flow Big 0,5 M go 1 M Ta 3MiHa MiHiManbHOI
TPUB&/IOCTI Yacy yTpuMyBaHHs Big, 4 roa. fo 1 rog. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 micsuiB nicns 3aTBepakKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
TaMmroHiB). kopobka ®paHLis);
Nel ta Ne2 OkTtadhapma, PpaHuis
06’€AHYIOTLCA MK (BUpOo6HUK,
Cc06010 NNAaCTMKOBO BignoBigasibHWi 3a
NNiBKoO BMPOOGHULITBO 3a
NOBHUM LWK/IOM 3a
BUK/IIOYEHHAM
BTOPVHHOI YNakoBKW)
180. | OKTAHIH @ MOPOLLOK A/19 PO3UYNHY OkTadapma AscTpist OkTachapma feccay HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/14330/01/02
500 MO Ans iH’ekyin no 500 dapmaneBTmK v6X , Himeuunna AscTpisi/ 06’egHaHHA g0 4-X cepiil MPOMIXHOrO NpoAykTy | npu peyenmom
MO; KapTOHHa a (Brpo6Huk PpaHuis BMPOGHMLTBI MPOMIXXHOrO NpoAykTy Il. PefakuiiiHi 3mMiHM woao
Kopobka Ne 1: mictutb | lMNpopykTioHcre (anbTepHaTMBHWMIA), onucy Npouecy BigTaBaHHSA nnasMu. TepmiH BBEAEHHS 3MiH -
1 donakoH emHicTio 30 c. M.6.X. BiANOBIAaIbHUI 32 npoTArom 6 micsAUiB Nicns 3aTBEPAXKEHHS; 3MiHW | TURNY - 3MiHK
M/1 3 NOPOLLKOM A/1A BTOPVHHE NakyBaHHS KOHL,EHTpaLil po34nHy rigpokcuay HaTpito, Lo
PO3UnHY NS iH'EKLiA. Ta Bi3yaslbHUIA ornsg, BMKOPWCTOBYETbLCA Mif, Yac BUKOPUCTaHHA rento DEAE
KapToHHa Kopobka Ne nikapcbkoro 3acoby, Sepharose Fast Flow Big 0,5 M go 1 M Ta 3miHa MiHiManbHoOT
2: MicTUTb 1 prakoH 3 BUPOGIEHOro Ha TPUB&/IOCTI Yacy yTpuMyBaHHs Big 4 rof. Ao 1 rog. TepMiH
PO34YMHHMKOM (BOAA IHLUMX BUPOBHNYMX BBEEHHS 3MiH - NPOTArom 6 micsuiB nicns 3aTBepikeHHs
ANns iH'ekujin, 5 M) Ta OiNbHUUSAX);
KOMNNeKT ans OkTachapma
PO3YMHEHHS Ta dapmaueBTMKa
BHYTPILUHbOBEHHOTO MpogaykTioHcrec
BBE[EHHS Y NakeTi M.6.X., ABCTpIs
abo 6nicTepi (1 wnpwy, (BMpPOGHUK,
ofHopasoBui, 1 BignoBigasibHW 3a
KOMNNeKT ans BUPOGHMLITBO 3@
nepexocy (1 NOBHVM LMK/IOM,
ABYXKiHLeBa roska, 1 BK/THOHAI0UN BTOPUHHY
iNbTpyBasibHA ynakoBKy Ta
ronka), 1 komnnekr Bi3yasibHUiA ornsg
Ans iHdysil (ronka- nikapcbkoro 3acoby,
MeTenuk), 2 BUPOGIEHOr0 Ha
NPOCOYEHNX CNNPTOM LinbHULi OkTacapma,
TaMmroHiB). kopobka ®paHuis);
Nel ta Ne2 Oktadhapma, PpaHuin
06’€AHYIOTbCA MK (Bupo6HuK,
C06010 NNaCTMKOBO BignoBigasibHWi 3a
NNiBKOK BMPOOHULITBO 3a
NOBHUM LMK/IOM 3@
BUK/IOYEHHAM
BTOPVHHOI YNakoBKW)
181. | O/IPEH® nnacTvp AikyBanbHWi TOB «TeBa YkpaiHa Bupo6HWK, Sknii AnoHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKa 6e3 UA/5930/01/01
no 140 mr/12 roavH Ha YkpaiHa» Bignosigae 3a HimeyunHa (BnacHvika peecTpauiiHoro nocBig4yeHHs)) 3MiH1 BHECEHO B peyenma
140 cm2; Ne 2: no 2 BUPOBHULTBO TEKCT MapKyBaHHS yNakoBKW NikapCbkoro 3acoby oo
nnacTvpi y nakeTi 3 Hepo3chacoBaHoro HaliMeHyBaHHs 3asBHUKa. 3MiHu | TURY - 3MiHK WoA0
nanepoBo- NPOAYKTY; NepPBUHHA 6e3nekv/edekTMBHOCTI Ta thapMakoHarnagy. BeegeHHs abo
anomiHieBO- Ta BTOPWHHA 3MiHW [0 y3araslbHEHVX AaHMX NPo cucTeMy hapMakoHarnsgy
nonieTuaeHoBsoi yMakoBKa, KOHTPO/Ib (BBEAEHHS y3arasibHEHUX AaHWX MPO cucTemy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
nniBku; no 1 nakety B cepii: Telika hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
KapTOHHI kopobuj; Ne dapmacbiotukan Ko., BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
5:no 5 nnactupis y Nta., AnoHis; 0co6u 3 chapmakoHarnaay 3asBHVKa A5 34iNCHEHHS
nakeTi 3 nanepoBo- Brpo6HWK, Sknii hapmakoHarnsagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big,
a/IOMIHIEBO- Bignosigae 3a YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
nonieTnneHosol KOHTPO/b cepii: thapmakoHarnagy (BKo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
nniBku; no 1 nakety B Mepkne Mv6X, pO3MilLEeHHI MacTep-ghaiina cuctemmn dpapmakoHarnsagy) 3miHa
KapTOHHI kopobuj; Ne HimeyunHa,; YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
10: no 5 nnactupis y BMPOGHWIK, SKWiA dhapmakoHarnag. fitoua pegakuis: Orit Stern-Maman.
nakeTi 3 nanepoBo- BiAMOBIAaE 3a BMNyCK MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
a/1IOMIHIEBO- cepii: Mepkne M'M6X, KOHTaKTHUX JaHuX YNOBHOBAXeHOI 0COOM 3asiBHUKA,
nonieTnneHosol HimeuunHa BiANOBIAA/IbHOI 3a thapmakoHarnsag,.
NAiBKY; MO 2 NakeTn B
KapTOHHI Kopoo6Lli
182. | ONNPEH® renb 1 %, no 20 r a6o TOB «TeBa YkpaiHa BUPOBHUK, SKWIA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiani: 3MiHa 3asBHMKa 6e3 UA/0646/02/01
rigPOrenb 50 r rento B Ty6i; no 1 YkpaiHa» BignoBigae 3a (BNacHvka peecTpauiiiHoro NocBigYeHHs): 3MiH BHECEHI peyenma
Ty6i B KOpo6L,j BUPOGHULTBO LL{00 Ha3BW 3asiBHMKA Ha TUTY/bHIli CTOPIHLj TEKCTY
npoaykTy in bulk, MapKyBaHHS! ynakoBok J13. 3minu | Tuny - 3MiHu Wwoao
nepBUHHE NakyBaHHS, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
BTOPWHHE MakKyBaHHS, 3MiHU [0 y3araJlbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
KOHTPO/b cepii; (BBEAEHHSA Y3araslbHEHUX AaHWX NMPO cucTemy
BMPOGHUK, SKWiA hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
Bignosigae 3a BUNyck BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
cepii: Mepkne 'm6X, ocobu 3 dhapmakoHarnagy 3asBHuKa AN 34INCHEHHSA
HimeuunHa hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
thapmakoHarnsg. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. PekomeHayoTbes 4o
3aTBEPAKEHHS.
183. | OPNIN® Kancysnu Teepgi no xn Em Ipysis [xn Em Ipysis BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/10148/01/01
120 wmr; no 10 kancyn PapmMacboThK PapmacboTrKanc 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta hapMakoHariagy - peyernmom
y 6nicTepi; no 3 anc BHECEHHS 3MiH A0 po34iny «MapkyBaHHs» MKA N13:
6nicTepy B KApPTOHHIl 3anponoHoBaHo: MapkyBaHHSA. 3rigHO 3aTBEPLKEHOr0 TEKCTY
ynakoBLi MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby 3 BHECEHHAM iHdhopMaLi Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBAHHA Y cucTemi Sl Ta AoaaHHs
iHchopmawii Ha pocilicbkili MOBI
184. | OPHIMAK® pO34uH ANs iHgys3il MpuBaTHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18071/01/01
0,5 %, no 100 mny aKujioHepHe TOBapUCTBO "[HDy3is" 3MiHM Y MEeTOAML BU3HAYEHHS 3aUTULLKOBMX KifIbKOCTeN peyenmom
naswyi, no 1 naswuyi y TOBapucTBO OpraHiYHNX PO3YMHHMKIB B cneumdikau,ii 4ito4oi pe4yoBrHm
nauui "IHdy3ia" (opHigaszon) y 3B'A3Ky 3 BBE,EHHAM HOBOro 06/1ajHaHHS;

3MiHW | TMNY - B TEKCT MapKyBaHHS YNaKoOBKM JIKAPCHKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3acoby (n. 17) BHeceHa gogatkoBa iHchopmaluisi, 30kpema
woao anctpub'toTopa Nikapcbkoro 3acoby. BeegeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUny -
3MiHa Ha3Bu BMPO6HUKa APl, 6e3 3MiHM MicLs BUPOGHMLTBA Y
3B'AA3KY 3i 3MiHOI HOPUANYHOI HAa3BW BUPOGHMKA 3 Hunan
Jiudian Pharmaceutical CO., LTD, Kutaii Ha Hunan Jiudian
Hongyang Pharmaceutical Co., Ltd., Kutaii
185. | OP/IOKCALUUN | Ttabnetkn no 0,2 r no MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5050/01/01
H 10 Tabnetok y akuioHepHe TOBapuCTBO "J1eKxiM- 3MiHM BHECEHO B IHCTPYKLiO 4719 MEAMNYHOT0 3aCTOCYBaHHS peyernmom
6nictepi, no 1 TOBapUCTBO Xapkis" nikapcbKoro 3acoby Ao po3zinis "Oco6nBOCTi 3aCTOCYBaHHA"
6nictepy y nauui 3 "Jlekxim- Ta "Mo6ivHi peakuii" BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
KapToHy; no 10 Xapkis" 6e3nekn 3aCToCyBaHHA Ajil40i PpeYOBMHN NiKapCbKOro 3acoby;
TabneTok y 6nictepi, 3MiHM | TUMY - 3MiHWM BHECEHO B IHCTPYKLil0 4518 MeuyHOro
no 50 a6o 100 3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Ocob/mMBOCTi
6nicTepis y nauuj 3 3actocyBaHHsa" Ta "lMobiyHi peakuii” BiANOBIAHO A0 OHOBMEHOI
KapToHYy iHcbopmaw,ii 3 6e3nekn 3acToCyBaHHS Ail040i peYoBUHMN
nikapcbKoro 3acoby
186. | MAKNITAKCE | koHueHTpar A EBEBE ABcTpist EBEBE ®apma AscTpis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0714/01/01
N "EBEBE" PO34uHy ANs iHQY3il, dapma lec.m.6.X. Hor. KT, HimeyunHa noAaHHsa HOBOro cepTudikaTa BiANOBIAHOCTI EBpoNechbkili peyenmom
6 mr/mn; no 5 mn (30 Fec.m.6.X. ABCTPIsl (MOBHWIA LUK thapmakonei Ne RO-CEP 2019-346-Rev 01 ana Adl
mr), abo 16,7 mn (100 Hdor.KI BMPOGHMLTBA); MakniTakceny Big, BXe 3aTBepAKeHoro BupobHvka INDENA
Mr), abo 25 mn (150 3eibepcaopd Nlabop S.p.A., ITanis
mr), a6o 35 mn (210 'M6X, ABCTpis
Mmr), a6o 50 mn (300 (TecTyBaHHs); Jlabop
Mr) y doniakoHi, no 1 N1C CE & Ko. KT,
(p1aKoHY B KapPTOHHIl HimeuyunHa
Kopoo6Li (TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpisi (TECTyBaHHS)
187. | NAHOUMA NOPOLLOK 47191 PO3UYUHY AHaHTa Benvka NIABOPATOPIO PEWI IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17039/01/01
ANA iH ek no 40 wr; Megpikeap /iTa. | Bputania XO®PE C.A. nogaHHa Hosoro CEP R1-CEP 2012-104-Rev 00 gna A®l peyenmom
1 a6o 5, abo 20 naHTonpasosly HaTpito CeckBirigpary, y 3B’si3Ky 3 BBEAEHHAM
hNakoHIB 3 NOPOLLKOM [oaaTkoBoro BUpobHuka Bacyaxa ®apma Xem Jlivites, IHAis;
Y KapTOHHii kopobLi 3MiHM | TUNy - BBEAEHHA nepiogy 36epiraHHa AdI
naHTonpasosly HaTpito CecKBirigpary Big HOBOro BUPOGHMKa
Bacyaxa ®apma Xewm Jlimites, IHAis 48 micAuis, Ha nigcrasi
pe3ynbTaTiB AOCMIpKEHb CTabiNbHOCTI y peasibHOMY Yaci, y
3B'sI3KY 3 BiACYTHICTIO L€l iHhopmau,ii y cepTudpikaTi
BignosigHocTi (CEP)
188. | NAHOUMA MOPOLLOK A/19 PO3UYNHY AHaHTa Benuvka JIABOPATOPIO PEVI Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - - UA/17040/01/01
0Nns iH ekyii no 40 wr; Megikeap /itg. | Bputania XO®PE C.A. noganHsa HoBoro CEP R1-CEP 2012-104-Rev 00 gns Ad|
in bulk: 20 chnakoHiB 3 naHTonpasosy HaTpilo Cecksirigpary, y 38’3Ky 3 BBEAEHHAM
NOPOLLKOM Y [04aTKoBOro BUpobHUKa Bacyaxa ®apma Xem Jlimited, IHgis;
KapPTOHHI KOpooLj 3MiHK | TNy - BBeAEHHs nepiogy 36epiraHHa Ad|
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
naHToNpas3os1y HaTpilo CeckKBirigpaTty Bif HOBOTO BYPOGHMKa
Bacyaxa ®apma Xewm JlimiTes, IHAiA 48 micAuis, Ha nigcrasi
pe3ynbTaTiB AOCNIHKEHb CTabiNbHOCTI y peasibHOMY yaci, y
3B'A3KY 3 BiACYTHICTIO L€l iHhopmaii y cepTudikaTi
BignosigHocTi (CEP)
189. | NAPANNEKCI | po3unH gns iH ekuiii 5 ToBapucTso 3 Ykpaina MpAT "/lekxim - Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/15763/01/01
H® Mr/mn, no 1 mn obmexeHor Xapkis" 3MiHM WoAo 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy - peyenmom
pO34MHYy B amnyni; no BignoBiganbHi OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby
5 amnyn B 6nicTepi; no CTiO 3 BHECEHHAM iHdhopmaLi WoA0 3a3HaYeHHsA OAUHULIb
2 6nictepn B navui 3 "®APMALEB BVMIiptOBaHHSA y cuctemi Sl. BHeceHHs 3miH go po3giny MKA
KapTOHY TUYHA N3: MAPKYBAHHA MponoHoBaHa pepakuis: MAPKYBAHHA.
KOMMAHIA"C BignosigHo A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHS
ANNKOTAPIC"
190. | NAPAMN/NEKCI | po3uuH Ans iH ekuii ToBapucTBo 3 YkpaiHa MpAT "lekxim - Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15763/01/02
H® 15 mr/mn, no 1 mn 06MeXeHO Xapkis" 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - peuenmom
pO3unHy B amnyni, no BiANOBIA&/TbHI OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby
5 amnyn B 6nicTepi, no CTIO 3 BHECEHHSAM iHGhopMaLiT LWOA0 3a3HAYeHHSA OANHULb
2 6nictepu B nayui 3 "®APMALIEB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3MiH fo po3giny MKA
KapTOHY TNYHA N3: MAPKYBAHHA MponoHosaHa peaakuis: MAPKYBAHHSA.
KOMMAHIA"C BignosigHO [0 3aTBEPAXXEHOro TEKCTY MapKyBaHHSA
ANKOTAPIC"
191. | NPEMIANN rens ansa MNOAN3EP CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/9727/01/01
eHAaoLepBikasibHOro IHK. MeHgEKYYPUHT BHECEHHS 3MiH 40 MaTepiasliB peecTpauiiHoro Jocbe, a came: | peyernmom
BBefeHHs, 0,5 mr/3; Benbrisa HB - 3miHa Homepy HoTudikoBaHoro oprany (Notified Body (NB) 3
no 3 rreno B 0120 Ha 1639 Ha 30BHiLUHI ynakoBLi kaTeTepa. Homep NB
0fHOpa3oBOMY [OJ151 CTEPUNBHOrO KaTeTepa 6y/10 3miHeHo 3 SGS_United
wnpuyi; no 1 wnpuuy Kingdom Ha SGS-Belgium. Ak pe3ynbtar, Homep NB 3MiHuBCA
B G/1iCTEPHIN ynakoBLi 3"0120" Ha "1639". - 3amiHa CTepuIbHOrO KaTeTepa, Skuii He
Ta 1 cTepunbHOMY € HEBIf'EMHOI0 YaCTUHOI NEPBUHHOI YNakoBKn. CTepuibHWUiA
KateTopy B 6nicTepHili KareTep KOMMIEKTYETbCA Pa3oM i3 FOTOBUM MPOAYKTOM i Mae
yNaKoBLi B KAPTOHHilA CE-mapkyBaHHsi Ta HoMep NB Ha nepBuHHii ynakoBLi.
Kopoo6ui 30KpeMa, iCHytounii kateTep, sSknii MicTuTb Homep NB "0120"
Ha NpUCTPOI Ta NepPBUHHIl ynakoBLji, byae 3amiHO
€KBiBa/IEHTHUM KaTeTepoM, sikuiA MicTutb Homep NB "1639"
NULEe Ha NePBUHHIN ynakoBL,i i He MiCTUTb HoMep NB Ha
camoMy KaTeTepi. AKiCHWIA Ta KiJIbKICHWIA cknag, kaTteTepa He
3MIHIOETbCA. HEMaE iHLIMX 3MiH 40 rOTOBOro NPOAYKTY.
MpuBepeHHs posginy 3.2.P.7 y BIiANOBIAHICTb A0 rNo6anbHOro
[ocbe Ta y3roauTn 3 iHpopmadieto 3 Pfizer Catheter Technical
File
192. | NIPECAPTAH | Tabnetku, BKpUTI Inka IHgjs Inka Jlabopatopi3 IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/8575/01/03
®-100 nniBKOBOKO NabopaTtopi3 NimiTen 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
o060710HKot0, No 100 Nimiteq 3MiHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
Mr; no 14 TabneTok y rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMIHY
6nictepi; no 2 npuaaTHOCTI TOTOBOTO JlikapcbKoro 3acoby) - [ns Toprosoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepun y KapTOHHIl yNakoBKM (NiATBEPMAXYETbCA JaHUMMN PEasTbHOrO Yacy) -
naJui; no 10 TabneTok 36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapPCLKOro
y 6nictepi; no 3 3ac0o6y Ha OCHOBI MO3UTUBHYKX pe3y/bTaTiB JOBrOCTPOKOBUX
6nicTepn y KapTOHHIl [ocnigpkeHb cTabifibHOCTI y peaslbHOMY Yaci: 3aTBepaXeHO:
nauui TepMiH NpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
NpUAATHOCTI 3 POKK. TakoX 3MiHW BHECEHI B iHCTPYKLUitO AN
MeZaMYHOro 3actocyBaHHs /13 y p. "TepmiH npugaTHocTi".
BBefeHHS 3MiH NPOTAroM 6-Tu MiCALIB Nic/A 3aTBePAKEHHSA
193. | NPOXECTIH- | renb, 10 mr/rmo40ry MAT Ykpaina MAT "Ximthapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/5017/01/01
KP® Ty6i; no 1 Ty6i y "Ximcpapm3sas "YepBoHa 3ipka" 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
KOMNNeKTi 3i o4 "YepBoHa BBeeHHst 260 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
LwnaTenem-403aTopom 3ipka" hapmakoHarnsigy (BBeAEeHHS y3arasibHEHUX faHWX Npo
y nautli 3 KapToHy cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAAILHOI 3a 3iiCHEHHS
hapmakoHarnsay (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3milLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXeHOI 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
pPeKoMeHA0BaHO [0 3aTBEPMKEHHS
194. | NYNIbMO3WUM | po3uuH gns iHransgiin, | ®.XoddmanH- |LLseliuapis [xeHeHTekK IHK., CLUA cuwA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12438/01/01
® 2,5 mr/2,5 mn; no 2,5 Na Pouw Ntg, (BMpPOGHMLTBO HimeuunHa/ 3MiHVW Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnagy - peyenmom
M/1 B amnyni; no 6 Hepo3acoBaHoT LLiBeiiuapis 3MiHM BHECEHO B TEKCT MapKyBaHHS yrnakoBKW NikapCbKoro
amnyn y KoHTeiHepi; npopykuii); KeteneHt 3aco6y. BBefieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
no 1 KoHTelHepy B ®apma ContoLwH3 3aTBEPAXEHHSA
KapTOHHI ynakoBLi NNC, CWA (nepsuHHe
nakyBaHHs1,
BMPOGHMLTBO
Hepo3acoBaHoT
npoaykuii ); Pow
[iarHocTrke M'vbX,
HimeuunHa
(BunpobyBaHHs
KOHTPO/HO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BnpobyBaHHs
KOHTPOJIO SIKOCTI);
®.XohcpmaHH-/1a Pow
Nta, Weeiiuapis
(BTOpPVHHE NakyBaHHSA,
BMNYyCK cepii)
195. | PEBMOKCUK | cynosuTopii pekTasibHi AT "dapmak” YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx MaTepiasis: 3MiHu | Tuny - 3a UA/8230/01/01
AM® no 15 wmr, no 5 TOBapuUCTBO "JIEKXIM - 3MiHu 3 sKocTi. CepTudikat BignosigHocTI/l'E-cepTudikar peuyenmom
CynosuTopiie y Xapkis", Ykpaina; AT BifJNOBIAHOCTI €Bponelicbkiii hapmakonei/MoHorpadii.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

6nictepi; no 1
6nictepy y nauui 3
KapToHYy

“®apmak”, YkpaiHa

MoaaHHsA HoBOro abo OHOBEHOrO cepTuddikaTa BiANOBIAHOCTI
abo BuyyeHHs cepTudpikaTta BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans suxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; AN18 LONOMIKHOT
peyoBMHM (cepTuUdikaT BiAMNoBIgHOCTI EBpoNechbkili
thapmakonei) - HoBuii cepTudikar Bif HOBOrO BUPOGHMKaA
(3amiHa abo [ONOBHEHHS) - BBEAEHHSA HOBOIO BUPOGHMKA A5t
Aitoyoi pevosuHn menokcmkam SUN PHARMACEUTICAL
INDUSTRIES LIMITED, B sikoro HasBHWIA cepTudikar
BignoBigHocTi EBponeiicbkoi Papmakonei Ne R1-CEP 2009-
184-Rev 00, B ONOBHEHHA [0 BXE 3aTBEPA)KEHOr0
BMpo6HMKa A®| Derivados Quimicos S.A.U, IcnaHis MopiBHAHO
i3 3aTBEpMKEHOI0 cneuudikavieto A®I y 3anponoHoBaHii
cneumdikauii A®I Big anbTepHaTMBHOIO BUPOGHMKA Bifgbynmcs
3MiHM 33 NOoKa3HUKaMn 3a/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3UYMHHWKIB —1iIMITU BMICTY 3aUTULLKOBUX PO3YMHHUKIB
(meTaHoN-He 6inble 500ppm, o-kcuon-He binblwe 195 ppm)
BCTaHOB/IEHI Y BifNOBIAHOCTI 4O AOKYMeEHTaLii BUPOGHMKa
SUN PHARMACEUTICAL INDUSTRIES LIMITED; 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXiZAHWIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA
y npouieci BUpo6HuuTBa AD| (iHWi 3MiHK) - 3MiHK A0
crneundikauii A®I ana supobHuka SUN PHARMACEUTICAL
INDUSTRIES LIMITED 3a noka3Hukom «lgeHTudikavis»,
30Kpema [JOMoBHeHHS cneuudikaLii 404AaTKOBUM
BMNpPo6yBaHHAM «CneKTp cybcTaHLUil Mae BignosigaTn
TUMOBOMY CNEKTPY MefloKcuKamy» MeTofoM CnekTpomeTpii B
G6NMXHIN iHhpayepBoHin obnacTi (2.2.40) abo PomaHiBCbKOI
crnekTpomeTpil (2.2.48) AOY*EP*, 3 npuMITKOIO **gonyckaeTbes
BM3HAYEHHS ifeHTUdiKaL i KOXHOI TapHOT EMHOCTI B
[IONOBHEHHS [0 BXe 3aTBEPKEHOr0 MeToAy, L0 3a3HayYeHui
B MoHorpadii EP 2.2.24 (4®Y,EP) «IHdpayepBoHUiA cnekTp
norfiHaHHA cybcTaHLil Mae BignosigaTn cnekTpy
CTaHJapTHOIO 3pa3ky MesIoKCuKamy»

196.

PEBMOKCUK
AM®

PO34UH NSt iH'eKL 1
% no 1,5 mn B amnyi;
no 3 abo 5 amnyn y
6nictepi; no 1
6nictepy y nauuj; no
1,5 mn B amnyni; no 5
amnyn y navuj

AT "dapmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny -
3miHn 3 siKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANoBigHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa BiANOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI €BPONENChKili
thapmakonei: ana Ad®l; ans BuxigHoro
marepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCSA Y BUPOOHULTBI AD|; 4515 LONOMDKHOT
peyoBUHM (cepTudiikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo JONOBHEHHS) - BBEEHHS HOBOIO BUPOGHMKa ANs

3a
peyenmom

UA/0759/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Aitoyoi pevoBnHN menokcmkam SUN PHARMACEUTICAL
INDUSTRIES LIMITED, B sikoro HasiBHWIA cepTudikar
BignoBsigHocTi €Bponelicbkoi Papmakonei Ne R1-CEP 2009-
184-Rev 00, B OMNOBHEHHSA [10 BXe 3aTBEPKEHOro
BMpo6HuKa A®I Derivados Quimicos S.A.U, IcnaHis MopiBHAHO
i3 3aTBEpMKEHOI0 cneyudikavieto AP y 3anponoHoBaHii
cneuudikauii A®I Big anbTepHaTMBHOIO BYPOGHMKA Bifgoynmcs
3MiHM 32 NOoKa3HWKamy 3a/TMLLKOBI KiSIbKOCTi OpraHiyHnx
PO3YMHHWKIB —IMITU BMICTY 3aUTULLKOBUX PO3YUHHUKIB
(meTaHon-He 6inble 500ppm, o-kcunos-He Ginbe 195 ppm)
BCT@HOB/EHI Y Bif4NOBIAHOCTI 0 AOKYMeHTaLii BUPO6GHMKa
SUN PHARMACEUTICAL INDUSTRIES LIMITED; 3MiHu |
Tmny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BWXiAHW/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS
y npoueci Bupo6HuLTBa A®I (iHWi 3MiHW) - 3MiHW 40
cneundikauii A®I ans supobHuka SUN PHARMACEUTICAL
INDUSTRIES LIMITED 3a noka3HukoMm «lgeHTudikavis»,
30Kpema JOMNOBHEHHA cneuudikauii JoaaTKOBUM
BMNpobyBaHHAM «CnekTp cybcTaHuil Mae Bignosigatn
TUNOBOMY CMEKTPY MesIoKCHKamy» MeTofoM CnekTpomMeTpii B
B6NNXHIN iHhpayepBoHi obnacTi (2.2.40) abo PomaHiBCbKOI
cnekTpomMeTpii (2.2.48) APY*EP*, 3 npuMiTKOIO **fonyckaeTbes
BM3HAYEHHS ifeHTMikaLii KOXHOI TapHOT EMHOCTI B
[IONOBHEHHS [0 BXe 3aTBEpAKEHOro MeToAy, LU0 3a3HayeHui
B MoHorpadii EP 2.2.24 (4®Y,EP) «IHpayepBoHUiA CnekTp
NoriHaHHA cybCcTaHUil Mae BignosigaTh cnekTpy
CTaHJapTHOro 3pasky MesloKcukamy»

197.

PEBMOKCUK
AM®

TabneTkn no 7,5 wr,
no 10 TabneTok y
6nictepi, no 1 a6o 2
6nictepn y nauui

AT "®apmak”

Ykpaina

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBiaHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
abo BunyyeHHs cepTtudpikaTta BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Hosuii cepTudikar Bif HOBOro BUPO6HMKA
(3amiHa abo JOMNOBHEHHS) - BBEAEHHS HOBOrO BUPOGHMKa ANs
nitoyoi pevoBuHN Menokcmkam SUN PHARMACEUTICAL
INDUSTRIES LIMITED, B SIkOro HasiBHUiA cepTudikaT
BignoBigHocTi €Bponelicbkoi Papmakonei Ne R1-CEP 2009-
184-Rev 00, B OMOBHEHHA [0 BXEe 3aTBEPAKEHOr0
Bupo6HuKa A®| Derivados Quimicos S.A.U, IcnaHis MopiBHAHO
i3 3aTBEpMKEHOI0 cneuudikauieto A®| y 3anponoHoBaHii
cneundikanii A®I Big anbTepHaTMBHOrO BMpOOHUKa Biabynmcsa
3MiHM 3@ NOoKa3HMKaMn 3a/TMLLKOBI KiSIbKOCTi OpraHiyHmnx

3a
peyerimom

UA/17042/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

PO3YMHHVKIB —1IMITW BMICTY 3aUTULLKOBMX PO34YMHHUKIB
(meTaHoN-He 6inblue 500ppm, 0-kcuon-He binblie 195 ppm)
BCTaHOB/EHI Y BiANOBIAHOCTI 40 AOKYMeHTaLii BUPO6GHMKa
SUN PHARMACEUTICAL INDUSTRIES LIMITED; 3MiHu |
My - 3MiHKU 3 AKOCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXiAHWA/NPOMIDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCSA
y npouieci Bupo6HuUTBa A®!| (iHLWi 3MiHK) - 3MiHK A0
cneuudikauii A®l gnsa supobHmka SUN PHARMACEUTICAL
INDUSTRIES LIMITED 3a nokasHukom «laeHTudikauis»,
30Kpema [JONoBHeHHSA cneuudikaLii 40AaTKOBUM
BMNpo6yBaHHAM «CneKTp cyb6cTaHUil Mae Bignosigatn
TUNOBOMY CMEKTPY MENTOKCUKaMy» MeToAoM CnekTpoMeTpii B
GNVXKHIN iHpayepBoHiit o6nacTi (2.2.40) a6o PomaHiBCbKOI
cnekTpomMeTpii (2.2.48) AOY*EP*, 3 npuMiTKOIO **f0onyckaeTbcs
BU3HAYEHHS iAeHTUIKaLii KOXHOT TapHOI EMHOCTI B
[IONOBHEHHS [0 BXe 3aTBEPKEHOr0 MeTOAY, LU0 3a3HauYeHWi
B MoHorpadii EP 2.2.24 (4®Y,EP) «IHdpayepBoHUii cnekTp
NOrNIMHaHHA cybCcTaHLii Ma€e BianoBigaTn cnekTpy
CTaHJapTHOIO 3pa3ky MesIoKCUKamy»

198.

PEBMOKCUK
AM®

Tabnetku no 15 wmr, no
10 Tabnetok y
6nictepi, no 1 a6o 2
6nictepu y nauui

AT "dapmak”

YKpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux matepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHocTI/IE-cepTudikar
BiANOBIAHOCTI EBponelichbkin hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBEHOrO cepTudikaTa BiANOBIAHOCTI
abo BuyyYeHHs cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; A8 [ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI E€BpONENChKIl
thapmakonei) - HoBuii cepTudikat Bif HOBOrO BUPOGHUKA
(3amiHa abo AONOBHEHHS) - BBEEHHA HOBOrO BUPOGHMKA ANs
Aitoyoi pevosnHn menokcmkam SUN PHARMACEUTICAL
INDUSTRIES LIMITED, B sikoro HasBHWIA cepTudikar
BignoBigHocTi €Bponeiicbkoi Papmakonei Ne R1-CEP 2009-
184-Rev 00, B ONOBHEHHA [0 BXE 3aTBEPL)KEHOr0
Brpo6HMKa A®| Derivados Quimicos S.A.U, IcnaHis MopiBHAHO
i3 3aTBEpMKEHOI0 cneuudikavieto A®| y 3anponoHoBaHii
cneuudikauii A®I Big anbTepHaTMBHOIO BUPOGHMKA Bifgbynmcs
3MiHV 33 NOoKa3HUKaMn 3a/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3UYMHHWKIB —/1iIMITU BMICTY 3aU/TULLKOBUX PO3YMHHUKIB
(meTaHoN-He 6inblwe 500ppm, o-kcuon-He binbwe 195 ppm)
BCTaHOB/IEHI Y BifNOBIAHOCTI A0 AOKYMeEHTaLii BUpO6HMKa
SUN PHARMACEUTICAL INDUSTRIES LIMITED; 3MiHu |
Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BWXiHW/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTbLCS

3a
peyenmom

UA/17042/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
y npouieci BUpo6HuuTBa AD| (iHWi 3MiHK) - 3MiHK A0
crneundikauii A®l ana supobHuka SUN PHARMACEUTICAL
INDUSTRIES LIMITED 3a noka3Hukom «laeHTudikavis»,
30Kpema [JOMoBHeHHS cneuudikaLii J04AaTKOBUM
BMNpo6yBaHHAM «CnekTp cybcTaHLUil Mae BignosigaTn
TUMOBOMY CNEKTPY MefloKcuKamy» MeTofoM CnektpomeTpii B
G6NMXHIN iHhpayepBoHin obnacTi (2.2.40) abo PomaHiBCbKOI
crnekTpomeTpii (2.2.48) AOY*EP*, 3 npuMITKOIO **gonyckaeTbcs
BM3HAYEHHS ifeHTUdiKaL il KOXHOI TapHOT EMHOCTI B
[IONOBHEHHS [0 BXe 3aTBEPKEHOr0 MeTOAY, L0 3a3HayYeHui
B MoHorpadii EP 2.2.24 (4®Y,EP) «IHpayepBoHUiA cnekTp
norfiHaHHA cybcTaHuil Mae BignosigaTn cnekTpy
CTaHJapTHOIO 3pa3ky MesIoKCuKamy»
199. | PE3OHATUB | po3uuH ANns iH'ekuii, OxkTathapma ABCTpist Oxktadhapma AB, LLBeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14323/01/01
625 MO/mn; no 1 mn B PapmaueBTHK LLIBeuist (BUPOGHUK, HimeuunHa 3MiHa MeToAy BMNPObyBaHHA 3a nokasHnkom Glycine 3 peyernmom
amnyrni; no 1 amnyni B a BiANOBIga/IbHUI 32 KonopumMmeTpuyHoro metogy (2.2.25) Ha metog BEPX (2.2.29)
NNacTrKoBil MpoaykTioHcre BMPOOHULITBO 3a 6€3 3MiHN KpUTepIiB NPUAHATHOCTI. TEPMiH BBEAEHHS 3MiH -
6niCTepHiN ynakosLi; C. M.6.X. NMOBHUM LMKNOM, 3a npoTArom 6 micALiB Nicns 3aTBEPAXKEHHS; 3MiHW || TNy - 3MiHK
no 1 nnacTvkoBiii BVK/TIOYEHHAM y po3gini 3.2.P.5.1 peecTpauiiiHoro gocke Ta Metogax
6NiCTepHilt ynakosLi B BTOPWHHOI YNakoBKW); KOHTPOJIO SIKOCTI, a came 3aMiHa Bupasy "iMyHornobyniH G" Ha
KapTOHHI kopobuj; no OkTacapma feccay "iMyHOr106yniH" y chopmyntoBaHHi KpUTepiiB NPUAHATHOCTI
2 mn B amnyni; no 1 'm6X, HimeuunHa nokasHukiB "lgeHTudikayia”, "Cknag, 6inka" Ta "AHTuUTINA O
amny/i B N1acTuKoBIl (BUPOBHMK, HbsAb", 6e3 3MiHW KpUTEpIiB NPUAHATHOCTI. TEpMiH BBEAEHHSI
6niCTepHin ynakosLi; BiANoBigaIbHUIA 3a 3MiH - MPOTAroM 6 MiCALIB MiCNA 3aTBEPMXKEHHS; 3MiHN || Tuny -
no 1 nNacTuKoBil BTOPWHHE MaKyBaHHS) BUMPAaB/IEHHS MOCUIaHHA Ha MeTog BUNpobyBaHHA "Po3nogin
6NiCTepHilt ynakosLi B 3a po3mipaMu MONEKY/: NoniMepy Ta arperaTv, MOHOMepY Ta
KapTOHHI KOPOOL ouvepn” y po3sgini 3.2.P.5.1 peecTpauiiiHoro gocke Tay
MeTopax KOHTposito skocTi 3 2.2.29 Ha 2.2.30 €BponeiicbKol
dapmakonei. TepmiH BBeeHHS 3MiH - NPOTAroM 6 micsAuis
nicns saTBepmakeHHs
200. | PEMECTUN PO34UH ANS iH'EKLN, PeppiHr- Yecbka 3eHTiBa K.C., Yecbka Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9801/01/01
0,1 mr/mn, no 2 mn NeunBa a.c. |Pecnybnika | Pecnybnika (BUpo6bHMK | Pecnybnika He3HauHi 3MiHM y BHYTpilLHbOMY aHaniTuuHoMy metodi AP- | peyernmom
abo no 10 mn B roTOBOrO NPOAYKTY, 001 ANna BU3HAYEHHS YNCTOTU Ta AOMILOK AD| meTogoMm
amnyni; no 5 amnyn y BiANOBIgaIbHUI 32 BEPX(nopasaHHsa chapmakoneiiHoro pepepeHTHoro
KapTOHHI ynakoBLi KOHTPO/b SKOCTI, CTaHAapTy i 3MiHa ONMCy NPUroTyBaHHSA PO3UMHY
NepBUHHY YNakKoBKy); [0CNigKyBaHOro 3paska); 3MiHu | TUny - He3HauHi 3MiHW Y
®eppiHr-Jleunsa, a.c., BHyTpilwHbOMY aHaniTuyHomy metogi AP-002 ons KinbkiCHOro
Yecbka Pecny6nika BM3HaYeHHs TepninpecuHy B A®l metogom BEPX(noaaBaHHs
(BignoBigansHuii 3a hapmMakoneitHoro ped)epeHTHOro cTaHaapTy i 3MiHa onucy
BUNYCK cepii); NPUIroTYBaHHA PO34MHY A0CNILKYBAHOro 3paska); 3miHu | Tuny
$eppiHr-Jleunsa, a.c., - He3HaYHi 3MiHN Y MeToax BUNPO6YyBaHHS rOTOBOrO
Yecbka Pecny6nika NiKapCbKOro 3aco6y — OHOB/IEHHS BHYTPILUHLOTO aHaiTUYHOTO
(BignoBiganbHuii 3a MeTogy AP-002 ans igeHTudpikauii Ta KiflbKiCHOro BU3Ha4eHHst
BTOPVHHY YNakoBKy) TepninpecuHy metogom BEPX (mosaBaHHs dhapmakoneiiHoro
pechepeHTHOro cTaHAapTy | 3MiHa onucy NPUroTyBaHHS
PO34MHY AOCAiIAKYBAHOIO 3paska)
201. | PEHIrANH Tabnetku, no 10 TOB "Martepia | YkpaiHa 3AT CaHTOHiKa JlutBa BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepiasiB: 3MiHu | Tuny - 6e3 UA/17860/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

TabneTok y 6nictepi;
no 2 6nictepun y
KapTOHHiiA Kopo6Li

Mepuika-
YkpaiHa"

BHeCeHHS 3MiH o p.3.2.P.3.3. Description of Manufacturing
Process and Process Controls, a came: He3HauHi pefakLiliHi
3MiHM LWOA0 npouecy ynakoBku 13, y 3B'A3Ky 3 NPUBEAEHHSM
Y BiAMNOBIZHICTb A0 BHYTPILLIHLOT AOKYMeHTaLii BAPOOHWKa;
3MiHW | TUNY - BHECEHHS 3MiH A0 cneumdikayii 4oNoMiKHOT
peyoBUHM i3oMasibT, a came: BunydeHHs n. Nickel, y 38'a3ky 3
npuBeeHHsAM cneyndikauii y BianosigHicTb o MoHorpadii EP

peyernma

202.

PENAPUN®-
FENb H

renb, no40rreno s
antoMiHieBi abo
namiHaTHil Ty6i; no 1
Ty6i B KAPTOHHIA
Kopoo6Li

MEJA ®apma
M6X eHg Ko.
Kl

HimeyunHa

MALAYC r'm6X

HimeuyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX MPO cCUcTemy
thapmakoHarnaay (BBeAEHHS y3arasibHeHNX AaHNX Npo
cuctemy chapmakoHarfisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarniaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MiLLEHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnsaga:

MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXEHOI 0co6w, BiANOBIAa/IbHOI 3a
hapmakoHarnag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
yrNoBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg s
YkpaiHi.
3MiHa MicLe3Haxo4kKeHHs1 MacTep-haiina cucremu
hapmakoHarnagy. 3miHa mMicus 34iCHEHHST OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy

6e3
peyenma

UA/7224/01/01

203.

PUB'AYNIA
XXUP-TEBA

kancynu no 500 wmr; no
10 kancyn y 6nictepi;
no 7 abo 9 6nictepiB y
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

AT dapmaueBTUYHUIA
3aBog TEBA

YropLmHa

BHECEHHS 3MiH [0 peecTpauiiiHux MmaTepianis: 3MiHa
3asBHMKa (B/1ACHMKA pPeeCTpaLiiHOro NocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHn | Tuny - 3miHK
woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
a60 3MiHM [0 y3arasibHeHVX aHUX Npo cuctemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHNX AaHnx npo
cucTemy thapmakoHarnsgy, 3MiHa ynosHOBaxXeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapMakoHarnsagy; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHvKa A5 34iNCHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-ghaiina cuctemmn papmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag. fitoya pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiZNoBigaNbHOI 3a hapmakoHarnsag

6e3
peyenma

UA/6681/01/01

204.

PUMPOHAT

PO3YMH ANA iH EKLA,

TOB «YOP/[

YKpaiHa

Medyap 1nay CaH.

TypeyuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHa 3asBHMKa

3a

UA/18186/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
100 mr/mn; no 5 mn B MEAVLINH>» A.LL. (BnacHviKa peecTpauiiiHoro noceigveHHs)(3rigHo Hakasy MO3 | peyenmom
amnyni; no 5 amnyn B Big 23.07.2015 Ne 460):BBefieHHS 3MiH NPOTArOM 6-Tu MicALiB
KOHTYPHIli YapyHKOBI nicnsa 3aTBepmXeHHs. 3MiHn | Tuny - 3MiHW WoA0
ynakoBLi; no 2 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
KOHTYpPHi YapyHKOBI 3MiHW [0 y3araJlbHEHVX AaHWX Npo cucteMy hapMakoHarnsgy
YNaKoBKN B KAPTOHHIl (BBEAEHHSA Y3arasibHEHUX AaHWX NPO cucTemy
Kopoo6Li hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHVKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKW0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsay (BkIoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLEeHHI MacTep-ghaiina cuctemmn dpapmakoHarnsagy) 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
thapmakoHarnsag. fitoua pegaxuis: Casiwesa /lapuca /
Savishcheva Larisa. NponoHoBaHa pegakuyis: MNyano MaHHa
CraHicnaBsiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobu, BiANoBifasIbHOI 3a hapmakoHarnag. 3MmiHa Micua
3[iACHEHHS1 OCHOBHOT AISNIbHOCTI 3 hapMakoHarisgy. 3MiHa
afpecu macTep-cbaiina cuctemmn chapmakoHarisgy.
205. | PUTMOKOP® | po3unH ans iH'ekuiin no TOB Ykpaina BTOPVHHE NaKyBaHHS, Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu | Tuny - 3a UA/3122/02/01
5 mn B amnyni, mo 5 "®hapmaneBTn KOHTPOSb, BUMYCK AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
amnyn y 6nictepi, N0 2 | 4YHa KOMMaHis cepii: TOB MicLsl NpOBaMKEHHS Aisi/IbHOCTI BUPOBGHMKa/imnopTepa
6nictepun y nauui 3 "®apKoC" "®apmavueBTuyHa rOTOBOrO /iKapCbkoro 3acoby, BKIYaoUM AiNlbHUL BUMYCKY
KapToHY kommnaHis ®apKoC", cepii abo micue NpoBeAeHHsI KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
YKpaiHa; BUPOGHUK in SKy BiAnoBigae BUpOGHUK/IMIOPTEP, HE BKIOYAOUM BUMYCK
bulk, nepsuHHe, cepiii) 3miHa agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BTOPWHHE MaKyBaHHS: BUpo6HUuKa 13, a came: MpyBaTHe akLioHepHe TOBapUCTBO
MpuBaTHe akuioHepHe «JlekxiMm-XapkiB», YkpaiHa, 6e3 3mMiHV MicLs BUPOBHULITBA.
TOBapuCTBO "J1eKXiM-
XapkiB", YkpaiHa
206. | POCT- rpaHynu, no 10ry MpAT Ykpaina MpAT "HauioHanbHa Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/4625/01/01
HOPMA nexani noniMepHomMy "HaujioHanbHa [omeonaTnyHa 3MiHM Woao 6e3nekn/edeKTBHOCTI Ta papmakoHarnsgy - peyenma
abo hnakoHi 3 FomeonatnyH Cninka" OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro 3acoby
KpULLKOIO; no 1 neHany a Cninka" 3 BHECEHHSAM iH(hOopMaLiT 040 3a3HAYEHHS OANHNLb
abo thriakoHy B nayui BMMIpIOBaHHA y cuctemi Sl
3 KapTOHY
207. | CABIC TabneTkn no 2 Mr; no BAT "lefeoH | YropLimHa BAT "lepeoH Pixtep" YropLumHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3MiHun | TUny - 3a UA/18485/01/01
14 TabneTok y PixTep" 3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuit 3aci6. Cuctema peyenmom
6nicTepi; no 2 abo 6 KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
6nicTepiB B KAPTOHHiIlA roTOBOrO /1iKapCbKOro 3acoby (3MiHa KifIbKOCTi OANHULb
Kopoo6ui (Hanpuknag TabneTok, aMnyn TOLLO) B yNakoBLi:) - 3mMiHa nosa
JianasoHoM 3aTBepKEHUX PO3MIpPIB YNakKoBKMN - BBEAEHHS
[0aTKOBOro po3Mipy ynakoBKu fikapcbkoro 3acoby Ne 84
(14x6) y 6nicTepax B KapTOHHIli KOpobL,i, 63 3MiHK
NepBUHHOTO NakyBaslbHOro Marepiasy, 3 BiANOBIAHUMY
3MiHaMu B po3aini «YnakoBka» 3MiHU BHECEHI B iHCTPYKLiHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
ONs MeAnyHOro 3actocyBaHHA f13 y p. "Ynakoska" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTArom 3-x MiCALIB NicNsa 3aTBEPKEHHS
208. | CANIUMnoB nacta no 25 r y Tybax; TOB YkpaiHa TOB "TepHodhapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 6e3 UA/8495/01/01
O-UMHKOBA no 25ry Ty6i, no 1 "TepHodhapm" 3MiHa Ki/IbKICHOTO Cknajy roToBOro NiKapcbkoro cknaay: peyenma
MACTA Ty6i B nayLj 3 KapTOHY 3MEHLLEHHS KiIbKOCTi AONOMIXHOT pevoBnHN Kpoxmasb
KapTonnsHuii. NponoHoBaHa pedakuis Ckiag: Ajtovi
peyoBMHM: Ha 1 r nacTu MIiCTUTb: KMCNOTU caniunnosoi 0,02 1
LMHKY okengy 0,25 r 4ONOMiXHI peYOBUHU: KpOXMaslb
kapTonnsHwii 0,05 r napadiH 6innii m'skuii 8o 1.0 r; 3MiHn |
TUMY - BBEAEHHSA A0AATKOBOrO PO3Mipy cepii roTOBOro
nikapcbKkoro 3acoby - 500,0 kr. 3anponoHoBaHo: Po3mip cepii:
376,1 kr TeopeTnyHuii Buxig: 15044 ynakoBok no 25 r B Ty6i
OuikyBaHuii BMXig: He MeHLe 13025 ynakoBok no 25 r B Ty6i
Po3wmip cepii: 500,0 kr TeopeTuyHuii Buxig: 20000 ynakoBoK Mo
25 r B Ty6i OuikyBaHuii BUXig; He MeHLwwe 17422 ynakoBOK No
251 B TY6I
209. | CENTAHECT po3uunH ans iH'ekuii no | CEMTOAOHT | ®paHuis CENTOAOHT ®paHuina BHECEHHS 3MiH 10 peecTpaviiHiX maTepianis: BUNPaBIeHHS 3a UA/10380/01/01
3 1,0 Mn y KapTpuaxi; TEXHIYHOT NOMWIIKN, LLOA0 3a3HAaYEeHHA OAVHWL BUMIPIOBAHHS | peyernmom
AQPEHANIH no 10 kapTpuaxis y AN nokasHuka «KinbkicHe BM3HayeHHs» (Ha 100 mn), a came
OM 1/100 000 | GnicTepi; no 5 6y/10 MOMU/IKOBO 3a3HAYEHO «I» 3aMiCTb «MI», sika byna
6nicTepiB y KAPTOHHIN ponyueHa B MKA, po3ginv «Cneuudikauis npy BUMycky» Ta
Kopobui; no 1,7 mny «Cneuudikauiss TepmiHy npugaTHocTi». 3MiHn Ao po3giny MKA
KapTpuaxi no 10 N3: «Cneumdpikayis npw Bunycky» MNMponoHoBaHa pegakLis:
KapTpuaxXiB y 6nictepi; AfpeHaniHy TapTparty (B nepepaxyBaHHi Ha afpeHasiH) Big
no 1 a6o 5 6nictepis y 1,00 go 1,10 mr 3miHun o po3sginy MKA N3: «Cneuudpikauis
KapTOHHI KOopoo6Li TepMiHy npuaaTtHocTi» ponoHoBaHa pefakuis: AgpeHaniHy
TapTparty (B nepepaxyBaHHi Ha agpeHaniH) Big 0,90 go 1,10
Mr 3a3HauyeHe BMMNpaB/eHHA BIANOBIAae maTepianam
peecTpauinHoro Aocbe
210. | CENTONETE cnpeii Ans poToBOi KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/15458/01/01
® TOTAN NOPOXHUHN, PO3YNH Hoso mecTo mMecTo, CnoBeHis nofaHHs oHosrieHoro Ceptucpikata R1-CEP-2001-265-Rev 02 | peyenma

no30mMny
naacTKoBOMy
dhnakoHi 3 LO3yUNM
ny/ibBEPU3aTOPOM; N0
1 cpnaxoHy B
KapTOHHiiA KOpo6Li

(BMPOGHMLTBO
rOTOBOrO J1ikapCbKOro
3acoby, nepBrHHE Ta
BTOPUHHE MaKyBaHHS,

KOHTPO/Ib SIKOCTI,
BUnyck cepiii); KPKA,
A4.4., Hoeo mecrto,
CnoBeHis (KOHTPOsb
cepii)

ons Ad®l LieTunnipyamnHito xnopuay Bif BXe 3aTBEpA)KEHOr0
BUpo6HMKa VERTELLUS ZEELAND LLC., USA.
3anponoHosaHo: R1-CEP-2001-265-Rev 02; 3MiHu | TUny -
nogaHHsa oHoBsieHoro Ceptudpikata R1-CEP-2007-029-Rev 04
ansa A®l LetunnipyamnHito xnopuay Bif, BXe 3aTBepyKEHOro
BMpo6HMK Dishman Carbogen Amcis Limited, India. fk
Hacnigok, 3MiHa nepiogy NOBTOPHUX BMNPObyBaHb 3 36 MicAuiB
0o 60 micsauis. 3anponoHosaHo: R1-CEP-2007-029-Rev 04;
3MiHW | TUNY - BHECEHHSA HE3HAYHWX 3MiH B MeToAax
BMNPOOYBaHHS rOTOBOTO NikapcbKOro 3acoby, 3o0kpema: 3a
nokKasHnkom "CynpoBifHi foMiwkun. LinTnnnipugmnia xnopug, i
BeH3naaminy rigpoxnopug" gofasaHHs cTaHAapTy
BeH3ngamivy ans igeHTndikauii nikie Ta BHECEHHA He3HaYHUX
3MiH 0 MeToAy BMNPO6YBaHHS; 3MiHW | TUNy - 36ibLUEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
TepMiHy MPUAATHOCTI FOTOBOTO /iKapCbKOro 3acoby 3 2 pokiB
00 3 pokiB. 3MiHW BHECEHO B IHCTPYKLitO A1 MeAUYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby y p. «TepMiH NpuAaTHOCTI».
BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS;
3MiHu | TUNY - 36iNbLUEHHSA TePMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby nicns nepLioro po3kpuTTa 3 6 MicALiB A0
12 micsyiB. 3MiHM BHECEHO B iHCTPYKL,iO 4719 MEANYHOTO
3aCTOCyBaHHA y p. «TepMiH NpMAaTHOCTI» (36iNbLUEeHHS
TepMiHy NPUAATHOCTI MiCAA NepLUOro BiAKPUTTA) 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. BeefieHHs 3MiH NpoTArom 6-T1 micsuis
nicnsa 3aTBepmxeHHs; 3MiHu |l Tuny - oHoBneHHsa ASMF Ha Ad|
BeHsuaaminy rigpoxiopug Big BupobHunka Centaur
Pharmaceuticals Private Limited, India. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHS
211. | CEPOKBE/Ib | Tabnetku, BKpuUTI AcTpa3eHeka Benuka BMPOGHMK "in bulk": CLUA/ BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 3a UA/2535/02/01
XR nNiBKOBOK IOK Nimite, BpuTaHis AcTpa3eHeka Benuvka AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
060/10HKOI0, dapmacsroTukanc fr, BputaHis 3asBHVIKa (BnacHWKa peecTpauiiHoro NocBigYeHHs) 3mMiHa
NPO/IOHroBaHoI fji, Mo CLUA; BMPOGHMUK, agpecy 3asBHMKa: BBeAeHHS 3MiH NpoTArom 6-T MicsauiB
50 wmr; no 10 TabneTok BiANoBiganbHUii 3a nicns 3aTBepKEHHS
y 6nictepi; no 6 nakyBaHHS Ta BUMNYyCK
6nicTepiB y KAPTOHHIN cepii: AcTpa3eHeka
Kopoobui IOK Nimiten, Benuka
BpuTtaHis
212. | CEPOKBE/b | Tabnetkun, BKpUTI AcTpa3eHeka Benvka BUPO6HUK "in bulk": cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/2535/02/02
XR NAiBKOBOO HOK Nimiten BputaHis AcTpa3eHeka Benvka AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
060/10HKOH, dapmacbroTukanc i, BpuTaHis 3asBHUKa (BNacHMKa peecTpaLliiHoro nocBig4YeHHs1) 3mMiHa
NPOMOHroBaHoI fii, No CUWA; BUPOBHMK, aZpecy 3asBHMKA: BBeAeHHA 3MiH NPOTAroM 6-Tu MicALiB
200 wmr; no 10 BiANoBigaIbHUIA 3a nicns saTBepmAkeHHs
TabneTok y 6nictepi; nakyBaHHS Ta BUNYyCK
no 6 6nictepis y cepii: AcTpa3eHeka
KapTOHHI KOpOOL HOK NimiTeq, Benuka
BpuTaHis
213. | CEPOKBE/Ib | Tabnetku, BKpUTI AcTpa3eHeka Benvka BMPOGHMK "in bulk": CuwA/ BHECEHHS 3MiH 40 peecTpauiiiHnx MaTepiasis: 3MiHu | Tuny - 3a UA/2535/02/03
XR NnNiBKOBOKO tOK Nimitep, BpuTaHis AcTpa3eHeka Benuvka AaMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKOI0, dapmacbkroTukanc Jrl, BpuTtaHis 3asBHUKa (B1aCHKMKa peecTpauiliHoro Noceig4eHHs) 3miHa
NPOIOHrOBaHOI fii, No CLUA; BMPOGHUK, agpecy 3asiBHMKa: BBegeHHS 3MiH NpoTArom 6-Tu micsAuis
300 wmr; no 10 BiANoBiganbHUIA 3a nicnsa 3aTBepKeHHs
TabneTok y 6nictepi; nakyBaHHS Ta BUMYyCK
no 6 6nictepis y cepii: AcTpa3eHeka
KapTOHHIA Kopoo6Li HOK NimiTea, Benuka
BpuTtaHis
214. | CEPOKBE/Ib | Tabnetku, BKpuUTI AcTpa3eHeka Benuka BMPOGHMK "in bulk": CLUA/ BHECEHHS 3MiH A0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 3a UA/2535/02/04
XR nniBKOBOKO tOK Nimite, BpuTaHis AcTpa3eHeka Benuka AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
060/10HKOH, PapmacbkroTukanc Jrl, BpuTtaHis 3asBHUKA (B/1ACHMKA peecTpauiiHoro NocBig4eHHs) 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
NPOJIOHroBaHoI fji, Mo CLUA; BMPOGHMK, agpecy 3asBHVKa: BBefeHHs 3MiH NpoTArom 6-Tm MicsauiB
400 wmr; no 10 BiANoBigabHUii 3a nicnsa 3aTBepKeHHS
TabneTok y 6nictepi; nakyBaHHS Ta BUMYyCK
no 6 6nictepis y cepii: AcTpa3eHeka
KapTOHHIA Kopoo6Li IOK Nimiten, Benuka
BpuTtaHis
215. | CUH®PNOPUK | cycneHsia gns iH'ekuii | MnakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbrisi BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15363/01/01
c™ no 1 nosi (0,5 mn) AlH EkcnopT BpuTaHis Bionogxikans C.A He3HauHi 3MiHM y npoueci BupobHuuTea Tetanus Toxoid (TT) | peyenmom
BAKUUHA cycnensii gns iH'exuin Nimiteq Ha eTani ounweHHs Ansa nonicxapugy 18C, KOH'1OroBaHoro 3
anda y nonepesHb0 TT Ta y npoueci Bupo6HuuTtea Diphtheria Toxoid (DT) Ha eTani
MPODINAKT HanoBHeHOMY ouuLleHHs nonicxapugy 19F, koH'toroBaHoro 3 DT.
KU CKNSHOMY LMWL Y 3anponoHoBaHo: 0,2 um filtration step. BHeceHHs pegakuiiHnx
MHEBMOKOK | komnnekTi 3 ogHiel0 npasok po3giny 3.2.S.2.3 Aocbe; 3MiHKM | TNy - foAaBaHHA
OBOI rofikoto a6o 3 ggoma BMNpo6yBaHb Bioburden B karteropii in-process monitoring y
IHPEKLI rofikamy Ta 6e3 rosok; npoueci ounteHHsa Tetanus Toxoid Ta Diphtheria Toxoid;
(MONICAXAP | 1 nonepefHbo [opasaHs BunpobyBaHb Absence of C. tetani Ta Absence of C.
NAHWIA HanoBHEHWIA LLINpUL, 3 diphtheria B kaTeropii quality decision test y npoveci
AHTUrEH) ronkoto abo gsoma oumnweHHs Tetanus Toxoid Ta Diphtheria Toxoid; 3miHun | Tuny -
TA ronkamu, abo 6e3 BUTyYeHHs1 BUNpobyBaHHs Sterility test nicnis npouecy
HETUMNOBAH | ronoky netokcukauii Tetanus Toxoid (TT) Ta Diphtheria Toxoid (DT) 3
ol iHAvBigyanbHOMY KaTeropii NpUNHATTSA pilleHHs Wwoao skocTi (quality decision
FEMO®I/IbH repmMeTnyHO test); 3MiHM | TUNY - BUNYyYeHHS 3 cneuudikawii BUMOr LLoA0
Ol IHPEKLLI, 3anakosaHomy CTEePWILHOCTI A1 penizy NPOMKHUX OUULLLEHUX NPOAYKTIB
KOH'FOFOBA | nnactukosomy (purified TT and DT bulks); 3miHu | Tvny - 3MiHa KOHTeliHepiB
HA, KOHTeliHepi; no 1 AN OUMLLEEHMX NPOMKHMX MpoaykiB Tetanus Toxoid (TT) Ta
AACOPBOBA | nnactukoBoMy Diphtheria Toxoid (DT) 3i CKNSAHUX NAALIOK HA NONIETUNEHOBI
HA KOHTEliHepy y nakeTun. 3anponoHosaHo: 5L polyethylene (PE) singl-use bags;

KapTOHHI kopo6uj; no
1 posi (0,5 mn)
cycnensii gns iH'exuin
y nonepesHbL0
HanoBHEHOMY
CKNSIHOMY LUMPWL; MO
10 wnpwuuis 3 10
ronkamu a6o 6e3
ronokK y
iHAVBIAYaNbHNX
repMeTuyHo
3anakoBaHux
NAacTUKOBUX
KOHTeliHepax y
KapTOHHI kopo6uj; no
1 posi (0,5 mn)
cycneHsii gns iv'exui
Yy MOHOA030BOMY
CKNsIHOMY h1aKoHi; Mo
1, 10 a6o 100
(h1aKOHIB Y KAPTOHHIl

3MiHM | TUMY - 3MEHLLIEeHHS TEPMiHY 36epiraHHs OYULLEHOrO
Tetanus Toxoid 3 48 go 36 micsuiB. 3anponoHoBaHo: 36-
month shelf-life for purified TT stored in the proposed
conteiner 5L polyethylene (PE) singl-use bags
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Kopob6ui; no 2 gosu (1
MJ1) cycneHsii ansa
iH'EKLii y
My/IbTUL030BOMY
dhnakoHi; no 100
(h/TaKOHIB Y KapTOHHIi
Kopo6ui

216.

CIHIKAPAI®

TabneTkn, BKpUTI
nNiBKOBOKO
060/10HKOI0, 5 Mr/1000
Mr no 10 TabneTok B
6nictepi; no 6
6nicTepiB y KAPTOHHIN
Kopoobui

BepiHrep
IHrenbxanm
IHTepHeLwHN

M6X

HimeyunHa

A eng Em LTabTect HimeuunHa/
vm6X, HimeuyunHa Ipeuis
(koHTponb AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa
yuctota")); bBepiHrep
IHrenbxaiim Ennac
A.E., I'pevis
(BMpOGHMLTBO,
KOHTPO/b AKOCTI (3a
BUHSATKOM TecTy
"MikpobionoriyHa
yncToTa"), NnepBuHHE
Ta BTOPUHHE
nakyBaHHS, BUMYCK
cepii); bepiHrep
IHrenbxanm d®apma
m6X i Ko. KT,
HimeuunHa
(BpPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUNYCK cepii);
EBpodchiHc PACT
'm6X, HimeuunHa
(KOHTpONb AKOCTI Npyn
LOCNIMKEHHI
CTabinibHOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
ynctota'));
K'loEWiCIEc ENE,
peuis
(anbTepHaTMBHa
naboparopis Ans
KOHTPO/I0 TECTY
"MikpobionoriyHa
uncToTa"); flabop 1C
CE eHg Ko. KT,
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
BBE/IEHHS 404AaTKOBOro BUPOGHMKA BUXIAHOrO MaTepiasty Ans
aitoyoi peyoBrHy Bl 10773 - Porton Pharma Solution Ltd,
China; 3miHu | TUNY - BBEAEHHA A0AATKOBOIO BUPOGHMKA
BMXiQHOrO Martepiany ans gitvoyoi peyosuHu Bl 10773 -
Zhejiang Hisoar Chuannan, China

3a
peyenmom

UA/15724/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

(anbTepHaTMBHA
nab6opartopis Ans
KOHTPOJIIO TECTY
"MikpobionoriyHa
yucrorta"); Crc
IHCTUTYT PpeseHiyc
m6X, HimeuwunHa
(anbTepHaTVBHA
naboparopia Ans
KOHTPOJTIO TECTy
"MikpobionoriyHa
yuctoTa’)

217.

CIHIXAPAI®

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO10, 12,5
Mr/1000 mr rmo 10
TabneTtok B 6nicTepi;
no 6 6nictepis y
KapTOHHIA KOpooLi

BepiHrep
IHrenbxaim
IHTEepHeLwHN

6X

HimeuunHa

A eHp Em LUTab6TeCT
mM6X, HimeyunHa
(koHTpOsb AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yuctota")); bepiHrep
IHrenbxaiiv Ennac
A.E., I'peuis
(BpPOGHMLTBO,
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriuHa
yncToTa"), NepBrUHHE
Ta BTOPWHHE
nakyBaHHs1, BUMyCK
cepil); bepiHrep
IHrenbxaiim ®apma
rv6X i Ko. KT,
Himeyunna
(BUPOBGHULTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTI,
BMNYCK cepil);
EBpocpiHc PACT
mM6X, HimeuunHa
(KOHTpONb AKOCTI Npn
[OCNiMKEHHI
cTabinbHOCTI (3a
BUHSATKOM TecTy
"MikpobionoriyHa
yuctota'));
K'loECIEc ENE,
pevis
(anbTepHaTVBHA
naboparopia aAns

HimeuunHa/
Ipeuis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Tuny -
BBeJEeHHS A0AATKOBOrO BYPOGHMKa BUXiAHOTO MaTepiasy Ans
aitoyoi peyosmHu Bl 10773 - Porton Pharma Solution Ltd,
China; 3miHu | TUNY - BBEAEHHS [,04aTKOBOrO BYPOGHMKA
BUXIAHOrO MaTepiany A5 Aitoyoi peyouHu Bl 10773 -
Zhejiang Hisoar Chuannan, China

3a
peyenmom

UA/15722/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20

3acoby ynakoska) nocsi0O4YeHHs1
KOHTPOJTIO TECTy
"MikpobionoriyHa
unctota"); Nabop /IC
CE eHg Ko. KT,
HimeuunHa
(anbTepHaTMBHa
nabopartopis Ans
KOHTPO/IIO TECTY
"MikpobionoriyHa
ymcrota"); Crc
IHCTUTYT dpeseHiyc
'm6X, HimeuunHa
(anbTepHaTMBHA
nab6opartopis Ans
KOHTPOJIIO TECTY
"MikpobionoriyHa
yuctoTa’)

218. | CIPAYNNA iHranauisa nig Tuckom, renepukc (UK) Benvka 3M Xenc Kea Nimiteq Benvka BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/17384/01/01
cycnexsis, 25 mkr/250 Nimiteq BputaHis BputaHis 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
MKr/go3y, no 120 fos B BBeeHHst @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
iHranaTopi; no 1 hapmakoHarnsigy (BBeAEeHHS y3araslbHEHUX AaHWX NPO
iHransTopy B cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,

KapTOHHIA KOopoo6Li BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,

YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHYVKA, BifnoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuist — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0Co6U, BiANOBifabHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
yMNoBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMmkeHHss MacTep-halina cucremu
hapmakoHarnsgy. 3miHa micus 3iiiCHeHHsI OCHOBHOT
LiSNbHOCTI 3 (hapmakoHarnsay

219. | CIPAYNNA iHranayisa nig TMckom, enepukc (UK) Benvka 3M Xenc Kea Nimiteq Benuvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/17383/01/01
cycneHsis, 25 mMkr/125 Nimiten BpuTaHis BpuTaHis 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy. peyenmom
MKr/go3y, no 120 fos B BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
iHranaTopi; no 1 papmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHWX NpPo
iHranaTopy B cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,

KapTOHHIA Kopoo6Li BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS

dpapmakoHarnsay (BkIrYarum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
po3MmilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHVKA, BifnoBigaibHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuis — Dr Eiko Soehlke, MD MPH. 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXKEHOI 0C06W, BifANOBIAa/IbHOI 3a
hapMakoHarnag. 3mMiHa KOHTaKTHUX faHWUX KOHTaKTHOT 0co6u
yNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg B
YkpaiHi.
3MiHa MicLe3HaxoMKeHHA MacTep-tailina cucremm
hapmakoHarnsgy. 3miHa micus 3jiiiCHeHHsT OCHOBHOT
LiSNbHOCTI 3 (hapmakoHarnsgy
220. | CKAUPI3I PO34nH NS iH'EKLA No E66Bi LLsenuapis BVMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu | Tuny - 3a UA/17970/01/01
75 mr; no 2 Biodhapmachkio nikapcbkoro 3acoby, ITanisa AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom
nonepegHL0 Tikan3 Mmex TeCTyBaHHs, NepBuUHHe 3asiBHUKA (BNaCHMKa peecTpaLliiHoro nocBig4YeHHs1) 3MiHa
HanoBHeHI Wwnpuum (y nakyBaHHs: bepiHrep afpecy 3asBHVKa. 3MiHW BHECEHO B KOPOTKY XapaKTepUCTUKY
KOHTYPHili YapyHKOBI IHrenbxavim ®apma niKapcbKoro 3acoby WoA0 MicLe3Hax0MKeHHS 3asBHMKa
ynakoBLi KOXeH) Ta 2 m6X i Ko. KI, (BNacHvKa peecTpauiiHoro NocBigYEHHs).
CcepBeTKM, BMiLLEHI B HimeuyunHa;
KapTOHHY KOpPOOKy TecTyBaHHs (6ioTecT):
Nab6op Op. Mepk Ta
Konnerex M'mo6X,
HimeuuunHa;
TeCcTyBaHHs
(cTepunbHICTb):
Na6op /1C CE T1a Ko.
Kr, Himewunna;
BTOPUHHE NaKyBaHHS,
TecTyBaHHSA 3aX1CHOro
MexaHi3My rofiku Ta
nonepegHL0
HanoBHEHOTO LWNpYLa,
BUNYycK cepii: E66BI
C.p.n., ITania
221. | CMO®KABIB | emynbcia ans iHya3ii; PpeseHiyc HimeuunHa $peseHiyc Kabi Ab LLBeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14345/01/01
EH no 1206 msn, no 1448 Kabi BUTyYEHHST BUpo6HMKa A®I MarHito cynbdart (y Burnsgi peyernmom
MNEPU®PEPUY | mn, no 1904 mn B [onunang MarHito cynbarty rentarigpaty) K+S Kali GmbH;
HWiA TpYKamepHomy X 3anponoHoBaHo: Merck KGaA; 3MiHu | Tuny - BUNyYeHHs
nNacTUKOBOMY BMPOGHUYOT AinbHuUi Shanghai Kyowa Amino Acid Co. Ltd.
KOHTeliHepi «biodiH», 0N Ajo40T peyoBrHN dheHinasnaHii; 3MiHu | Tuny - BUny4YeHHs
AKMIA pasom 3 BMpo6HUYOT ainbHULI Kyowa Hakko Bio Co. Ltd., Ube Plant
aHTUOKVCHVKOM A5 Ailo40T peYOBUHM NPOAIH; 3MiHU | TUNY - BUTYYEHHS
BMILLYIOTb Y 30BHILLHIl BMPOGHUWYOI AinbHuLi Evonik Rexim S.A.S ans gitovoi
NAaCTUKOBUIA MILLIOK; peyoBVHM TpuUnTOdaH; 3miHu | TUMY - 3MiHa HaliMeHyBaHHS
no 1206 ms, no 1448 BMPOGHUKa TpuriLepuaiB cepegHbOoro aHutora ;
M/, no 1904 mn B 3anponoHoBaHo:AAK Sweden AB; 3MiHu | TUNY - BBEAEHHSA
TpuKamepHomy nepiogy NOBTOPHOro BUNpobyBaHHA 48 MicALiB 415 Aitoyoi
Nna1acTMKOBOMY peyoBuHM MiynH BUpo6HMka Amino GmbH Ha ocHoBI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1

KOHTeliHepi "BiodpiH",
AKWIA pasom 3
AHTVOKUCHMKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MiLLIOK;
no 4 MilKv B KOPOGL

pe3ynbTaTiB AOCNIMKEHb Y peasibHOMY Yaci; 3MiHu | Tuny -
noAaHHsa HOBOro cepTudikaTa BiANOBIAHOCTI EBpoNechbkili
dhapmakonei Ne RO-CEP 2013-179-Rev 00 gns gjtouoi
peyoBuHY MiyuH Big HoBOro BMpo6HMka AMINO GMBH,
HimeuuunHa; 3miHu | TMNy - nogaHHA HOBOro cepTudpikata
BifnoBigHoOCTI €Bponelickkili hapmakonei Ne RO-CEP 2015-
005-Rev 01 gns Aitoyoi pevoBrHN METIOHIH Bif HOBOTO
B1po6HMKa AMINO GMBH, HiMeuuunHa; 3miHM | Tuny - nogaHHA
HOBOro cepTudpikaTa BianoBigHOCTI EBponelickkili hapmakonel
Ne RO-CEP 2015-315-Rev 01 gns gitoyoi peqoBuHn [ oko3m
(y BUrNs4j rNOKO3M MOHOTiAPaTy) Bif HOBOro BUPOOHUKA
TEREOS STARCH & SWEETENERS IBERIA S.A.U.; 3MiHu |
TUNYy - He3HauHi 3MiHM B ASMF ans gitouoi peqoBuHn TaypuH
BMpobHUUTBa Sekisui Medical Co., Ltd (3anponoHoBaHo:
TaypuH-II/AP/ 1501/ Rev 02/ksiTeHb 2017); 3MiHM | TUny -
noAaHHs OHOB/IEHOrO cepTuduikaTa BifnoBiAHOCTI
€Bponeiicbkiit hapmakonei Ne RO-CEP 2015-315-Rev 02 ans
Aio40oT peyvoBrHY OKO3M (Y BUIAAI FHOKO3U MOHOTIApaTy)
Bif BMpo6HMka TEREOS STARCH & SWEETENERS IBERIA
S.A.U; 3MiHuK | TUNY - NogaHHA OHOB/IEHOro cepTudiikara
BifnoBigHoCTI €Bponelickkili hapmakonei Ne RO-CEP 2013-
211-Rev 01 ans gitovoi pevoBrHy CepuH Bif BxXe
3aTBEPAKEHOro BUPOBOHMKA; 3MiHM | TUny - noAaHHa
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichbkil
dhapmakonei Ne R1-CEP 2013-211-Rev 00 gns gjtoyoi
peuoBuHM CepuH Bif, BXe 3aTBEpAKEHOro BUPOOHYMKa, AKWi
3MiHMB Ha3By (3anponoHosaHo: Ajinomoto Health and Nutrition
North America, Inc.), agpeca BUPO6GHMLTBA 3a/INLLIAETHCA
HEe3MiHHOH0; 3MiHM | TUNY - NOAaHHA OHOBJ/IEHOro cepTudlikarTa
BifnoBigHOCTI €Bponelickkili hapmakonei Ne R1-CEP 1998-
107-Rev 04 ans gitoyoi peyoBuHM MicTuavH Big BXe
3aTBEPAKEHOTO BUPOOHMKA, AKWIA 3MIHNB Ha3BY (3aTBEPAXKEHO:
Ajinomoto North America Inc.; 3anponoHoBaHo: Ajinomoto
Health and Nutrition North America, Inc.); 3miHu | TUny -
noJaHHA OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
€Bponeiicbkiit hapmakonei Ne RO-CEP 2014-063-Rev 01 ans
Aito4oi peyvoBvHK J1i3vH (y BUrNS4i Ni3viHy aueTary) Bifg Bxe
3aTBEPAKEHOr0 BUPOOHMKA, SK HACNIA0K 3MiHa Ha3BM
BMPOOHUKA; (3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.); 3miHW | TUMY - NOAAHHA OHOB/IEHOTO
cepTudpikaTa BignosigHoCTi E€Bponeiickbkiit dpapmakonei Ne R1-
CEP 1998-137-Rev 04 ans gitovoi peyosuHu TpuntodiaH Big,
BXe 3aTBEpPAKEHOro BUPOOHYKA, K HACNiA0K 3MiHa Ha3BM
BMpo6HMKa (3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.); 3MiHW | TUNY - NOAAHHA OHOBIEHOTO
cepTudpikaTa BignosigHoCTI EBponelickbkiin hapmakonei Ne R1-
CEP 1998-106-Rev 06 ans gjto4oi peqoBuHY BaniH Big Bxe
3aTBEPKEHOro BUPOGHWMKA, SIK HACNiAO0K 3MiHA Ha3BK
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BMPOGHMKa (3anponoHoBaHo: Ajinomoto Health and Nutrition
North America, Inc.); 3miHu |l TUnNy - BBEAEHHA HOBOrO
BMpo6HuKa AP| Hartpito rnitepodocdar (y Burnagi Hatpito
rniuepodpoccparty rigparty) Fresenius Kabi AB B fonoBHEHHS
[0 BXe 3aTBepaKeHoro Bupo6Huka A®I Dr. Paul Lohmann
GmbH

222.

CONMNAAEIH
AKTUB

TabneTkun, BKPUTI
060/10HKO0 1Mo 12
Tabnetok y énicrepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

nakcoCmiTKn
ARH
KoHcblomep
Xenckep (HOK)
TpelgiHr
Nimiteq

Benuka
BpuTaHis

"nakcoCmiTKnaiiH
[axrapsaH Jlimites

IpnaHgis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA ddapMakoHarnsagy; KOHTakTHOl
0co6u 3 chapmakoHarnsgy 3asaBHVKa A5 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHO! 0CO6U 3asiBHYMKA, BignoBigasibHOI 3a
thapmakoHarnsag;:

MponoHoBaHa peaakuis — [ip. MleHc-Ynbpix LLTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHWUX AaHnX
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,.
3MiHa HOMepy Ta MiCLe3HaxX0MKeHHs1 MacTep-halina

6e3
peyenma

UA/12239/01/01

223.

cony-
MEAPON

MOPOLLOK Ta
PO3YNHHVWIK 419
PO34UHY AN1s1 iH'EKLiiA
no 40 mr/mn; 1
dhnakoH Tuny Act-O-
Vial (ABOEMHiCHWA
hNakoH) 3 NOPOLLKOM
Ta PO34MHHUKOM (BOZa
ons iH'ekuii) no 1 mn y
KapTOHHI KOopoo6Li

NMeANIEP
IHK.

CLIA

EclxiEc /la6 CaiimoH
CA, benbris
(KOHTPOb AAKOCTI NpU
BMNYCKy Ta nig, yac
cTabinbHoCcTI);
Mdpaiizep
MeHtoekuypuHr
Benbria HB, benbris
(BUPOGHMLTBO,
nakyBaHHs1, KOHTPO/1b
AKOCTI, BUNYCK cepir)

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHuxX maTepiasliB: yTOUHEHHS
peecTpauiiiHoi npoueaypuy B Hakasi MO3 YkpaiHu Ne 2313 Big,
12.10.2020 B npoveci BHECEHHS 3MiH - 3MiHW | TUNY - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y

TepMiHax NpuAATHOCTI abo ymoBax 36epiraHHs roToBOro

nikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHsi roTOBOro

nikapcbKoro 3acoby abo nicns poO3YNHEHHNA/BIAHOBEHHS).
BHeceHHA feTani3auii yMoB 36epiraHHsi Ta Yacy BUKOPUCTaHHS
nepgysiliHix po34nHiB Nnpenapary nicns BiAHOBMEHHS Ta
noAasbLIOro po3BefeHHs, a came: «OTpUMaHi po3yvHM
MOXYTb 6yTU 3aCTOCOBaHi MPOTAroM 3-X roAuH Mic/s
BiJHOB/IEHHS 3@ YMOB 36epiraHHa npu Temnepatypi 20-25 °C
abo npoTtsArom 24 roguH nicns Bif4HOBMEHHS 3a YMOB
36epiraHHsA npu TemnepaTypi 2-8 °C». 3MiHV BHeCeHO A0
IHCTpPYKLUIiT 415 MEAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
00 po3gainy "Cnoci6 3acTocyBaHHs Ta f4o3n" (AeTanisauia yacy
BVKOPUCTAHHSA PO3YMHIB MiCNs BIAHOB/IEHHA Ta PO3BEAEHHS).
BBefeHHs 3MiH MPOTAroM 6-Tu MICALIB NiCNSA 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.

CtabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOrO JiKAPCbKOr0 3ac06y (3MEHLUEHHS TePMiHY

NPWAATHOCTI TOTOBOTO JTiKAPCLKOTro 3acoby) - Micns
pO34MHEHHS abo BifHOB/EHHS - BHECEeHHs AeTanisauii yMoB

3a
peyerimom

UA/2047/01/01
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

Popma sBUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o

nocsio4YeHHs

3acoby

ynakosKa)

36epiraHHA Ta Yacy BUKOPUCTaHHS nepduysiliHiX po3unHiB
npenapary nicns BiAHOBMEHHA Ta NOAa/IbLIOTO PO3BEAEHHS, a
came: «OTpUMaHi PO34nHN MOXYTb B6YTN 3aCTOCOBaHI
NpOTArom 3-x rOAVH MicAs BiAHOB/IEHHS 3@ YMOB 36€epiraHHs
npu Temnepatypi 20-25 °C abo npoTsarom 24 roguH nicns
BiHOB/IEHHS 3@ YMOB 36epiraHHsa npu Temnepartypi 2-8 °C».
3MiHM BHECeHO [0 IHCTPYKLT 4518 MeAnYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby ao po3ainy "Cnocié 3acTocyBaHHsS Ta
[o3n" (getanisauis yacy BUKOPUCTaHHA PO3YMHIB Nicns
BiJHOB/IEHHS Ta PO3BEAEHHS). BBEeAEHHSA 3MiH NpoTArom 6-tn
MiCALIB MiCNA 3aTBEPOXKEHHS.

3a

UA/2047/01/02

224,

cony-
MEAPON

MOPOLLOK Ta
PO3YMHHVK 415
PO34UHY ANs1 iH'EKLiiA
no 125 mr/2 mn; 1
dhnakoH Tny Act-O-
Vial (ABOEMHiCHWA
hNakoH) 3 NOPOLLKOM
Ta PO34MHHUKOM (BoZa
ONs iH'ekuUid) no 2 mn y
KapTOHHI KOopoo6Li

NMeAN3EP
IHK.

CLIA

EclxiEc /la6 CaiimoH
CA, Benbris
(KOHTPO/b AAKOCTI NpU
BMNYCKy Ta nig, yac
cTabinbHoCTI);
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB, Benbris
(BUPOBGHULTBO,
nakyBaHHSs1, KOHTPO/Tb
AKOCTI, BUMYCK Cepil)

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasliB: YTOUHEHHS
peecTpaujiiiHoi npoueaypw B Hakasi MO3 YkpaiHu Ne 2313 Big,
12.10.2020 B npoveci BHECEHHSA 3MiH - 3MiHW | TUNY - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y

TepMiHax NnpuaaTHOCTi abo ymoBax 36epiraHHsi roTOBOro

nikapcbkoro 3acoby (3MiHa B yMoBax 36epiraHHsi roTOBOro

nikapcbKoro 3acoby abo nicns po3YNHEHHA/BIHOBMEHHS).
BHeceHHs geTanizauii ymoB 36epiraHHs Ta Yacy BUKOPUCTaHHS
nepcpysiliHnx po34nHiB Nnpenapary nicns BiAHOBMEHHS Ta
NoAasbLIOro po3BefeHHs, a came: «OTpUMaHi po3yvHN
MOXYTb 6yTN 3aCTOCOBaHi MPOTAroM 3-X roAuH Mic/s
BiJHOB/IEHHS 3@ YMOB 36epiraHHa npu Temnepartypi 20-25 °C
abo npoTtArom 24 roguH nicns BifHOBMEHHSA 3a YMOB
36epiraHHsa npy TemnepaTtypi 2-8 °C». 3MiHM BHECEHO A0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby
00 po3gainy "Cnoci6 3acTocyBaHHs Ta fo3n" (aeTanisauia yacy
BVKOPVCTaHHS PO34YMHIB MiC/1S BiAHOB/EHHSA Ta PO3BEAEHHS).

BBefeHHS 3MiH NPOTAroM 6-Tu MicALIB NiCNA 3aTBEPKEHHS.

3MiHn | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.

CtabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo ymoBax
36epiraHHs roToBOrO JiKapCbKOro 3aco6y (3MEHLUEHHS TepMiHY

NpMAATHOCTI TOTOBOTO JTiKAPCbKOTro 3acoby) - Micns
pO34MHEHHS abo BigHOB/EHHS - BHeCceHHs geTanizauii ymos
36epiraHHs Ta Yacy BUKOPUCTaHHS NepgoysiliHnX po3unHiB
npenapary nicns BigHOB/EHHS Ta NOAA/bLUIOTO PO3BEAEHHS, a
came: «OTpUMaHi pPO34MHN MOXYTb 6YTN 3aCTOCOBaHI

NpoTArom 3-X roAuH Nicns BiAHOB/IEHHS 3a YMOB 36epiraHHs

npu Temnepatypi 20-25 °C a60 npoTsirom 24 roguH nicns

BiIHOB/IEHHS 3a YMOB 36epiraHHs npu Temnepatypi 2-8 °Cx».

3MiHV BHECEHO A0 IHCTPYKLi 4519 MeANYHOro 3aCTOCYBaHHS

nikapcbkoro 3acoby o po3sginy "Cnoci6 3actocyBaHHs Ta
[o3n" (geTanisauis yacy BUKOPUCTaHHSA PO3YMHIB Micns
BiJHOB/IEHHS Ta PO3BEeAEHHS). BBeAEHHSA 3MiH NpOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAYKEHHS.

peyerimom

UA/2047/01/03

NeAN3EP

CLUA

EcxiEc /lab CailmoH

Benbrig

BHECEHHS 3MiH A0 peecTpaLiiHnX maTepiasiB: YTOYHEHHS

3a

225.

cony-

NOPOLLUOK Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
MEAPON PO3YUHHVKIK ANS IHK. CA, Benbris peecTpaujiiHoi npoueaypwy B Hakasi MO3 YkpaiHu Ne 2313 Big, | peyenmom

PO34UHY ANs1 iH'EKLiiA
no 1000 wmr; 1 dnakoH
3 nopowkom Ta 1
hnakoH 3
PO3YMHHUKOM (CnupT
6eH3nnosuii (9 mr/mn),
BOAA ANS iH'eKUii) no
15,6 M1y KapTOHHii
Kopoo6Li

(KOHTPO/b AAKOCTI NpU
BUMNYCKy Ta nig, yac
cTabinbHoCTI);
Mdpaiizep
MeHtoekuypuHr
Benbrisa HB, Benbris
(BUpPO6GHMLTBO,
nakyBaHHSs!, KOHTPO/Tb
AKOCTI, BUMYCK Cepil)

12.10.2020 B npoLeci BHECEHHSA 3MiH - 3MiHW | TUnNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NnpuaaTHOCTi abo ymoBax 36epiraHHs roTOBOrO
nikapcbkoro 3acoby (3mMiHa B ymoBax 36epiraHHs roToBOro

nikapcbkoro 3acoby abo nicnst PO3YNHEHHA/BILHOBNEHHS) -

BHeceHHs geTanizaujii ymoB 36epiraHHs Ta Yacy BUKOPUCTaHHS
nepdpysiliHiX po34nHiB Npenapary nicns BiAHOBNEHHA Ta

nofasibLLIOro po3BefeHHs, a came: «OTprMaHi po34nHN
MOXYTb 6yTN 3aCTOCOBaHi MPOTArOM 3-X rOAVH Mic/s
BiJHOB/IEHHS 3@ YMOB 36epiraHHa npu Temnepatypi 20-25 °C
abo npoTsArom 24 roguH nicns BifHOBMEHHSA 3a YMOB
36epiraHHsa npy TemnepaTtypi 2-8 °C». 3MiHM BHECEHO A0

IHCTPYKUIiT 415 MEeAMYHOrO 3aCTOCYyBaHHS Nikapcbkoro 3acoby

00 po3gainy "Cnoci6 3acTocyBaHHs Ta f03n" (AeTanisauia yacy

BVIKOPVCT@HHS PO34YMHIB MiC/1S BiHOB/IEHHSA Ta PO3BEAEHHS).
BBefeHHs 3MiH NPOTAroM 6-T1 MicALIB NiCNA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
CtabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo ymoBax
36epiraHHsa roToBOro Jlikapcbkoro 3acoby (3mMiHa B ymoBax
36epiraHHs roToBOro JlikapcbKoro 3acoby abo nicns

PO3YMHEHHS/BIAHOBMIEHHS) - 3MiHa YMOB 36€epiraHHs roToBOro

nikapcbKoro 3acoby. 3miHY BHeCeHo [0 IHCTpyKLUii Ans
MeAMYHOro 3aCTOCyBaHHSA NikapCcbKoro 3acoby Ao po3giny
"YMoBwM 36epiraHHsA" (g9 o3 500 mr Ta 1000 mr BigNoBiAHO
00 KepiBHMUTBA EMA 1040 YMOB 36epiraHHs), Ta, sk
HacnifoK, fO TeKCTY MapKyBaHHS BifNOBiAHWX YNaKOBOK.
BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0by (40NoBHEHHS creyndikalii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHSA) - [JONOBHEHHS
cneuudikauii [N13 gpyroto igeHT1diKaL,ito Ai40i peyoBUHM
MeToLOoM iHhpayepBoHOT cnekTpodhoTomeTpii (IR USP
<197M>) popaTkoBO A0 iAeHTUdiKauii metogom YEPX.
BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro sikapcbkoro 3acoby. 3MmiHa napameTpis
cneumdikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0by (40NoBHEHHS creyndikalii HOBUM MOKa3HUKOM 3
BiAMNOBIAHMM METOA0M BUNPOOYBaHHS) - [IONOBHEHHS
cneumdikauii 13 NoKasHMKOM «PO3UYMHHICTb» 3 HOPMYBaHHAM
«He binbLue Hixk 60 cek». BBeeHHS 3MiH NPOTArom 6-Tu

MiCALIB MIiCNA 3aTBEPIYKEHHS.

[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapCbKoro
3acoby. 3miHa napameTpiB cneyudikaliin Ta/abo fonycTumMmnx
MEX roTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHA A0NYCTUMUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1

MeX) - 3BY)XKEHHSI ONyCTMMUX MeX Yy cneuundikauii MN13 Ha
BUMYCK 3a NokasHWkoMm «MpogykTv posnagdy: MR». BeegeHHs
3MiH NPOTArom 6-Tu MiCALB NicNs 3aTBEPMKEHHS. 3MiHM | Tuny
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNYCTUMUX MEX FrOTOBOTO JliKapCbKoro
3ac00y (3BY)XXEHHS AONYCTUMUX MEX) - 3BY>KEHHS AOMYCTUMMX
MeX y crieumdikadii 13 3a nokasHKom «MpofyKTn posnagy:
3aranbHa KibKiCTb MPOAYKTIB po3nagy». BBefeHHs 3MiH
NpoTArom 6-T1 MicALIB MiC/1A 3aTBEPMXEHHS. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneyudikaii Ta/abo
[OMYCTUMMX MEX rOTOBOTO NiKapCbKOro 3aco0by (3BY)XXEHHS
[OMYCTUMUX MEX) - 3BY)KEHHSI AOMYCTUMUX MEX Y
cneundikauii M3 3a nokasHnkom «MNpoaykTv posnagy: MR
17-HS». BBefeHHs 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPMXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby.
3miHa napameTpiB cneumdikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NikapCbKoro 3acoby (3BYXXEHHS AONYCTUMUX MEX) -
3BY)XEHHs fonyCcTUMUX MeX Y cneuudikauii MN13 3a
nokasHukom «lpopayktu po3nagy: 17-KMR». BBeieHHS 3MiH
NPOTArom 6-Tv MiCcALiB Micns 3aTBepPMKEHHS. 3MiHU | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. KOHTPosb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby (3BY)XEHHS
[OMYCTUMUX MEX) - 3BYXKEHHSI AOMYCTUMUX MEX Y
cneundikauii 13 3a nokasHnkoM «poaykTy po3naay: Z
Mattox aldehyde». BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3 sKkocTi. FoToBwMIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikaLii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BY>XXEHHSA A0NYCTUMUX MEX) -
3BY)XXeHHS1 foMyCTUMUX MeX Yy cneuudikauii [N13 3a
nokasHukom «MpoaykTtu posnagy: 17-desoxy-21-aldehyde».
BBefeHHs1 3MiH NPOTArom 6-T MICALIB MiCNA 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOoTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo [ONYCTYMUX MEX FrOTOBOTO JliKapCbKoro
3aco0y (3BY)XEHHSA AONYCTUMUX MeX) - 3BY)XXEHHSA [ONYCTUMUX
MeX y crieumdikadii 13 3a nokasHMKom «MpofyKTn po3nagy:
E Mattox aldehyde». BBefieHHs1 3MiH NpOTArom 6-Tn MicALiB
nicns 3aTBepMkeHHs. 3MiHu | Tuny - 3miHK 3 AkocTi. [oToBWiA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaaTHOCTi abo ymoBax 36epiraHHs roToBOro /ikapcbKoro
3aco6y (3MeHLUeHHs! TepMiHy NpMAATHOCTI FOTOBOrO
nikapcbKkoro 3acoby) - lMicns po3umHeHHs abo BiHOBNEHHS -
BHeceHHs aeTanisauii ymoB 36epiraHHs Ta Yacy BUKOPUCTaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nepdysiliHiX PO34MHIB Npenapary nicns BiAHOBMEHHS Ta
nofasbLIOro po3BefeHHs, a came: «OTprMaHi po34nHN
MOXYTb 6yTN 3aCTOCOBaHi MPOTAroM 3-X rOAVH nics
BiJHOB/IEHHS 3a YMOB 36epiraHHs npu Temnepatypi 20-25 °C
a60 NpoTArom 24 roAvH Nicns BigHOBNEHHS 3a YMOB
36epiraHHa npy TemnepaTtypi 2-8 °C». 3MiHM BHECEHO A0
IHCTPYKUIT 415 MEJNYHOrO 3aCTOCYBaHHS NiKapCbKoro 3acoby
[0 po3ainy "Cnocib 3actocyBaHHs Ta f03u" (aeTanisauia vacy
BMKOPVCTaHHS PO3YMHIB MiCNA BiHOB/EHHA Ta PO3BEAEHHS).
BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MiHu |l TUny - 3MiHK 3 SiKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3acoby (3MiHa 3HaxoauTbCA No3a 3aTBepPIKEHUMN
[0NyCTUMUMMW Mexamu cneuudikaLii) - Po3wmpeHHs
Jonyctummx mex y cneuudikauii /13 3a noKkasHUKOM
«[Mpo3opicTb». BBEAEHHS 3MiH NPOTArOM 6-TW MicAUiB nicns
3aTBEPKEHHS.

226.

cony-
ME/ZPO/

MOPOLLOK Ta
PO3YMHHKK AN
PO3UnHY ANs iH'eKLi
no 500 mr; 1 chnakoH 3
nopowkom Ta 1
hnakoH 3
PO3YMHHKKOM (CnupT
6eH3unoBwuii (9 mr/mn),
BOAA ANS iH'EKUii) No
7,8 My KapTOHHii
Kopo6bui

NMOANIEP
IHK.

CLIA

EcxiEc /a6 CaiimoH
CA, benbris
(KOHTpOAb AKOCTI Npn
BUMYCKy Ta nif yac
CTabinbHOCTI);
Mdpaiizep
MeH ek ypuHr
Benbris HB, benbris
(BpPOGHMLTBO,
nakyBaHHS!, KOHTPO b
SAKOCTI, BUMYCK cepil)

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHS
peecTpauiiiHoi npoLieaypu B Hakasi MO3 YkpaiHu Ne 2313 Big,
12.10.2020 B nNpovLeci BHECEHHS 3MiH - 3MiHW | Tuny - 3MiHW 3

AKocTi. [0TOBWIA Nikapcbkunii 3aci6. CTabinbHICTb. 3MiHa Y

TepMmiHax npuaaTHOCTI a60 ymMoBax 36epiraHHs roTOBOro

nikapcbkoro 3acoby (3miHa B ymoBax 36epiraHHs roToBoro

nikapcbkoro 3acoby abo nicns PO3YNHEHHA/BILHOBNEHHS) -
BHeceHHs geTanisauii yMoB 36epiraHHs Ta Yacy BUKOPUCTaHHSA
nepaysiliHiX po3unHiB npenapary nicns BiAHOBMEHHS Ta
noJasIbLLIOro Po3BefeHHs, a came: «OTprMaHi PO34nHN
MOXYTb 6yTW 3aCTOCOBaHI NPOTAroM 3-X roAuH nicns
BiHOB/IEHHS 3@ YMOB 36epiraHHa npu Temnepartypi 20-25 °C
abo npoTsArom 24 roguH nicns BifHOBMEHHS 3a YMOB

36epiraHHsa npy TemnepaTtypi 2-8 °C». 3MiHM BHECEHO [0
IHCTPYKUIT ANS MEAUYHOro 3aCTOCYBaHHS MiKapcbKoro 3acoby
[0 po3ainy "Cnoci6 3actocyBaHHS Ta Ao3u" (feTanizayis yacy
BMKOPUCTAHHS PO3YMHIB MiCNs BIAHOBEHHA Ta PO3BELAEHHS).
BBefeHHst 3MiH NPOTArom 6-T1 MICALIB MiC/1A 3aTBEPAKEHHS.

3MiHn | TURY - 3MiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.

CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax

36epiraHHa roToBOro NikapcbKoro 3acoby (3miHa B ymoBax

36epiraHHsa roTOBOrO NikapcbKoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHS) - 3MiHA YMOB 36€epiraHHs roTOBOro
nikapcbKoro 3acoby. 3MiHN BHECEHO A0 IHCTPYKLiT Ans

MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby o po3giny
"YMoBu 36epiraHHsa" (815 £,o3 500 mr Ta 1000 mr BignoBigHO

[0 kepiBHuUTBa EMA L1040 YMOB 36€piraHHs), Ta, Sk

Hacnifok, [0 TEKCTY MapKyBaHHS BiANOBIAHWX YNaKOBOK.

BBeeHHs1 3MiH MPOTAroM 6-TU MicALIB NiCNs 3aTBEPKEHHS.

3a
peyenmom

UA/2047/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1

3MiHn | TURY - 3MiHK 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOoTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo [oNYCTYMUX MEX FrOTOBOTO JliKapCbKoro
3ac00y (fONOBHEHHS cneundikaLii HOBUM MOKa3HMKOM 3
BiANOBIAHUM METOAO0M BUNPOOYBaHHA) - [JJONOBHEHHSA
cneuudikauii M3 gpyroto igeHTudikaLito Aio4oi peyoBUHM
MeToA0M iHjpauepBoHOT cnekTpodyoTomeTpii (IR USP
<197M>) nofatkoBo A0 iAeHTUdikauii meTogom YEPX.
BBefeHHs1 3MiH NPOTArom 6-T MICALIB MiCNA 3aTBEPKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOoTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo [ONYCTYMUX MEX FrOTOBOTO JliKapCbKoro
3ac00y (fONOBHEHHS cneundikaLii HOBUM MOKa3HMKOM 3
BiANOBiAHVM MeTOLOM BUNPO6YBaHHSA) - lONOBHEHHS
cneundikauii M13 NOka3HUKOM «PO3YMHHICTb» 3 HOPMYBaHHAM
«He binbLue Hixk 60 cek». BBeAeHHS 3MiH NpOTArom 6-Tu
MiCAILiB Nicns 3aTBEPKEHHS.

[oTOBWIA Nnikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauiin Ta/abo gonycTumMmnx
MeX rOTOBOrO NiKapCbKOro 3acoby (3BY)KEHHS AOMYyCTUMMX
MeX) - 3BY)XEHHS fonyCcTUMUX MeX Y cneumndikauii N3 Ha
BUMYCK 3a NoKasHWKoM «[MpoaykTu posnagy: MR». BeegeHHsa
3MiH NPOTArOM 6-TW MiICALIB Nic/A 3aTBEPAXEHHSA. 3MiHY | TUny
- 3MiHM 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac006y (3BYXXEHHS [OMYCTUMUX MeX) - 3BY)KEHHS A0NYyCTUMUX
mMeX y creumdikauii 13 3a nokasHukom «MpoaykTn po3nagy:
3arasibHa KiflbKiCTb MPOAYKTIB po3najy». BeefeHHs 3MiH
NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikadii Ta/abo
[0NYCTUMUX MEX FOTOBOTO NiKApCbLKOro 3acoby (3BYXXEHHS
[OMYCTUMUX MEeX) - 3BY)KEHHSI AOMYCTUMUX MEX Y
cneumaikauii N3 3a nokasHukoM «[IMpogykTun posnagy: MR
17-HS». BBefieHHA 3MiH NPOTAroM 6-Tu MicsALiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa napameTpis cneuudikaliii Ta/abo foNyCTUMUX MEX
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS AOMYCTUMMX MEX) -
3BY)XEHHS JONyCTUMUX MeX Yy crneundikauii M3 3a
nokasHukom «Mpopgyktu po3nagy: 17-KMR». BBefieHHS 3MiH
NpoTArom 6-T1 MicALIB MiC/1A 3aTBEPMKXEHHS. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneyudikaii Ta/abo
[OMYCTUMMX MEX rOTOBOTO NiKapCbKOro 3aco0by (3BY)XXEHHS
[OMYCTUMUX MEX) - 3BY)KEHHSI AOMYCTUMUX MEX Y
cneumdikauii 113 3a nokasHukoMm «MpoaykTv po3nagy: Z
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

2217.

cnnePT

Mattox aldehyde». BBefeHHS 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHK 3 AKocTi. FoToBWiA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby.
3miHa napameTpiB cneumdikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NikapCbKoro 3acoby (3BY>XXEHHS A0NYCTUMUX MeX) -
3BY)XEHHs fonyCTUMUX MeX Y cneuudikauii MN13 3a
nokasHukom «lpogykTu posnagy: 17-desoxy-21-aldehyde».
BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB NiCNA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMMX MEX FOTOBOrO NiKapCbKoro
3ac006y (3BYXEHHS J0MyCTUMUX MeX) - 3BY)KEHHA A0NYCTUMMNX
mMeX y creumdikauii 13 3a nokasHukom «MpoaykTn po3naay:
E Mattox aldehyde». BBefieHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3 skocTi. FoToBwMIA
nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOro Nikapcbkoro
3ac06y (3MeHLIEeHHS TepMiHy NPWMAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - lMicna po3ynHeHHs abo BifHOBMEHHS -
BHeceHHs geTanizauii yMoB 36epiraHHs Ta Yacy BUKOPUCTaHHSA
nepdysiliHMx po3ynHiB NpenapaTy nicns BiAHOBNEHHA Ta
noJasIbLLIOro PO3BefEHHS, a came: «OTprMaHi PO34nHN
MOXYTb 6yTV 3aCTOCOBaHI MPOTAroM 3-X roguH nicns
BiHOB/IEHHS 3@ YMOB 36epiraHHa npu Temnepartypi 20-25 °C
abo npoTtsArom 24 roguH nicns BifAHOBEHHS 3a YMOB
36epiraHHa npu TemnepaTtypi 2-8 °C». 3MiHM BHECEHO [0
IHCTPYKUIT AN MeAUYHOro 3aCTOCYBaHHS MiKapcbKoro 3acoby
[0 po3ainy "Cnoci6 3actocyBaHHS Ta fo3un" (geTanisauis yacy
BMKOPUCTAHHS PO3YMHIB MiCNs BIAHOB/IEHHA Ta PO3BEAEHHS).
BBefieHHs1 3MiH NPOTArom 6-T MICALIB MiCNA 3aTBEPKEHHS.
3MmiHu |l Tuny - 3MiHK 3 SKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FrOTOBOTO JliKapCbKoro
3aco6y (3MiHa 3HaxoAMTbCA No3a 3aTBEPAKEHMU

[ONyCTUMUMK MeXamuy cneuudikauiii) - Po3LmMpeHHs
Jonyctummx mex y cneuudikadii M13 3a noKasHUKOM
«[lMpo3opicTb». BBEAEHHS 3MiH NPOTArom 6-T1 MicALUIB Micas
3aTBEPAKEHHS.

nocsio4YeHHs

ETNNOBWUIA
70%

po3unH ansa
30BHILUHLOIO
3actocyBaHHs 70 %,
no 100 mny
hnakoHax CKISHUX

MAT
"Ximcpapm3sas
of "YepsoHa

3ipka”

Ykpaina

MAT "Ximdhapm3sasog
"YepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHst @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0c06W, BiiNOBiAA/ILHOI 32 3/1iiCHEHHS

3a
peyerimom

UA/15513/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0cobu,
BiANOBiAa/IbHOI 32 3AjICHEHHSA hapmakoHarasay
228. | CNUPT pO34nH oNns NAT YkpaiHa MAT "Ximdpapm3sasoz Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/15513/01/02
ETNNOBWIA 30BHILUHLOIO "Ximchapm3sas "YepBoHa 3ipka" 3MiHM Wo[o 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyernmom
96% 3acTocyBaHHA 96 % o, "YepBoHa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX MPO CUCTeMy
no 100 mny 3ipka" hapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHuX Npo
hakoHax CKISAHUX cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MiLLEeHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHKX YNOBHOBaXEHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
229. | CTEPUNNIYM | po34MH HaLKipHWUiA, MO Bopge Xewmi HimeuunHa Boge Xemi Tm6X HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/4627/01/01
® 100 mn, 500 mn, 1000 6X 3MiHM WoAo 6e3neku/edheKkTBHOCTI Ta chapmakoHarnagy. peyenma
My conakoHax; no 5 BBeaeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
Ny KaHicTpax thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnx npo
cuctemy hapmakoHarnsgy, 3MmiHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapMakoHarnsay; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHvKa Ans 34iNCHeHHs
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIo4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3as1BHYVIKA, BifnoBigabHOI 3a
hapmakoHarnag:
nponoHoBaHa pegfakuis — CebactiaH [enniHr / Sebastian
Delling. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0Cco6H,
BigMNoBigasIbHOI 3a dhapmakoHarnsg
230. | CTEPUNNIYM | pO34MH HaLUKipHWIA; in Bope Xewmi HimeuunHa Bope Xemi Tm6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - - UA/0470/01/01
® bulk: no 100 mny 6X 3MiHU WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy.
dnakoHi; no 45 BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHMX AaHWX NP0 cUCTeMy
hnakoHiB y kopobui 3 hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHuX Npo
KapToHy, in bulk: no cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi 0cobu,
500 mn y donakoHi; no BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHaris4y; KOHTakTHOT
20 dhnakoHiB y 0cob6u 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
KOpOG6Lii 3 KApTOHY, in hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
bulk: no 1000 mny YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
dhnakoHi; no 10 thapmakoHarnaay (BK/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
hnakoHIiB y KopobLi 3 po3MiLLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
KapToHy, in bulk: no 5 3MiHa YyNMOBHOBaXKEHOI 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
Ny KaHicTpi; no 128 cthapmakoHarnsag:
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KaHiCcTp y kopobui 3
KapTOHY

nponoHoBaHa pegakuis — CebactiaH [enniHr / Sebastian
Delling. 3MiHa KOHTaKTHUX AaHKX YNOBHOBaXEHOI 0Co6H,
BigNoBigasIbHOI 3a hapmakoHarnsg

231.

CTOMNTYCUH
®ITO-TEBA

cupon; no 100 mn y
donakoHi; no 1
hnakoHy pasom 3
MiPHVM KOBMA4KoM y
Kopoobui

TOB «TeBa
YKpaiHa»

YkpaiHa

TeBa Uex IHpacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianiB: 3MiHa 3asBHUKa
(BnacHvKa peecTpauiiiHoro noceigyeHHs): 3miHn | Tuny - 3miHn
LoAo 6e3snekn/epekTBHOCTI Ta chapmakoHarnagy. BeegeHHs
a60 3MiHW [0 y3ara/lbHEHVX AaHNX Npo cuctemy
dhapmakoHarnsgy (BBeieHHs y3arasibHEHUX AaHnX Npo
cuctemy chapmakoHarfisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MmilLeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMnoBigabHOT 3a
thapmakoHarnsag. firoya pegakuis:
Orit Stern-Maman. MponoHoBaHa pegakuis: Buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobm
3asBHVKA, BiANOBIAa/IbHOI 3a hapmMakoHarnsg

6e3
peyenma

UA/2447/02/01

232.

CTOMTYCUH-
TEBA

cupon no 100 mny
dhnakoHi; no 1
dhnakoHy pasom 3
MipHOIO MINETKO Y
KopooLi

TOB «TeBa
YKpaiHa»

Ykpaina

TeBa Yex IHgacTpi3
c.p.o.

Yecbka
Pecny6bnika

BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepianiB: 3MiHa 3asiBHMKa
(BnacHvika peecTpauiiHoro noceig4eHHs): 3miHn | Tuny - 3miHu
woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
a60 3MiHM [0 y3arasibHeHVX aHUX Npo cuctemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHNX AaHnx npo
cucTemy thapmakoHarnsgy, 3MiHa ynosHOBaxXeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapMakoHarnsagy; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHvKa A5 34iNCHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-ghaiina cuctemmn papmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsag. firoya pegakuis:
Orit Stern-Maman. NponoHoBaHa pefakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBIAa/IbHOI 3a (hapMakoHarnag

6e3
peyenma

UA/10779/01/01

233.

CYBETTA

Tabnetkun no 20
Tabnetok y énicrepi;
no 1 a6o 2 6nictepn y
KapTOHHiiA KOpo6Li

TOB "Martepia
Mepuika-
Ykpaida"

YkpaiHa

3AT CaHToHiKa

NntBa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
BHECEHHS 3MiH o p.3.2.P.3.3. Description of Manufacturing
Process and Process Controls, a came: He3HauHi pefakLiliHi
3MiHM LWOA0 npoLlecy ynakoBku 13, y 3B'A3Ky 3 NpUBEAEHHSM
Y BiAMOBIAHICTb A0 BHYTPILLIHLOI AOKYMEHTAaLT BUPOOHNKA;
3MiHUW | TUNY - BHECEHHS 3MiH A0 cnevumdikayii 4onoMibKHOT
peyoBUHM i3oMasibT, a came: BunydeHHs n. Nickel, y 38'a3ky 3
npvBefeHHAM cneumdpikauii y BignoBigHicTb A0 MoHorpadii EP

6e3
peyenma

UA/18297/01/01

234.

cynbnipPng

Tabnetkn no 200 mr
no 12 T1abneTtok y

TOB "TeBa
YKpaiHa"

YKpaiHa

TOB TeBa
OnepeliwH3 MonaHg,

MonbLua

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
nogaHHsa oHossieHoro CEP R1-CEP 2011-074 Rev.00

3a
peyenmom

UA/4832/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
6nictepi; no 1 (nonepegHs Bepcis RO-CEP 2011-074 Rev.03) gns gitoyoi
6nicTepy B kopobLj; no PEYOBUHY CYNbMIpUA, Bif BXe 3aTBEP)KEHOIO BUPOOHMKA
15 Tabnetok y ICROM S.P.A. Italy Ta, SiK HacnigoK, BUMyYEHHs 3i
6nictepi; no 2 cneuudikauii A®I nokasHuka “Baxki metanu”
6nicTepy B KOpooOLUi
235. | cynbniPna Kancynm Teepgi no 50 TOB "TeBa Ykpaina TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/4832/01/01
Mmr, no 12 kancyny YkpaiHa" OnepeiiwH3 MNMonaHg nogaHHsa oHossieHoro CEP R1-CEP 2011-074 Rev.00 peyenmom
6nictepi; no 2 (nonepepfHs Bepcist RO-CEP 2011-074 Rev.03) ans gitoyoi
6nictepmn y kopobuj pPevYoBUHM CyNbMipua Bif BXe 3aTBEPAKEHOT0 BUPOOHMKA
ICROM S.P.A. Italy Ta, SiK HacnifoK, BUTy4YEeHHS 3i
crneundikauii A®I nokasHuka “Baxki metanu”
236. | cynbnirPna Kancynm Teepai no TOB "TeBa Ykpaina TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/4832/01/02
100 wmr, no 12 kancyn YkpaiHa" OnepeiiwH3 MonaHg nogaHHsa oHossieHoro CEP R1-CEP 2011-074 Rev.00 peyenmom
y 6nicTepi; no 2 (nonepepnHs Bepcis RO-CEP 2011-074 Rev.03) ans gitoyoi
6nictepmn y kopobuj pPevoBUHM CyNbnipuza Bif BXe 3aTBEPAKEHOr0 BUPO6HMKaA
ICROM S.P.A. Italy Ta, AK Hacnigok, BUNyYeHHs 3i
cneundikauii A®I nokasHuka “Baxki metanu”
237. | CYNIb®AOUM | Tabnetkn no 0,5, no NAT YkpaiHa MAT "Ximdhapm3saBog Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 3a UA/6031/01/01
ETOKCWUH 10 TabneTtoky "Ximchapm3sas "YepsoHa 3ipka" 3MiHM Woao 6e3neku/edheKTBHOCTI Ta chapmakoHarnsgy. peuyenmom
6nictepi, no 2 of, "YepsoHa BeefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX PO cucTemy
6nicTepn y nauui 3 3ipka" hapmakoHarnsigy (BBeAeHHs y3arasibHEHUX AaHWX NPo
KapToHy; no 10 cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
TabneTok y 6nictepax BiANOBIAANbHOI 3a 34jiICHEHHS hapMmakoHarnsay; KOHTaKTHOI
0co6u 3 dhapmakoHarnsay 3asiBHvKa Ans 34iNCHeHHs
thapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obK, BiANOBIfaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bko4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHO! 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHA hapmakoHarasay
238. | CYNIb®ALUUN | kpanni ouHi, 200 AT "®apmak” YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6846/01/01
mr/mn, no 5 a6o 10 mn 3MiHa B yMOBax 36epiraHHsi roTOBOro NikapcbKoro 3acooby. peuenmom
y donakoHi; no 1 3anponoHoBaHo: B 3axwLieHoMy Bif CBiTa MicLi npu
dhnakoHy y nauui 3 Temnepartypi Big +2°C go +8°C. 3MiHM BHeceHi B po3fin
KapToHYy "YMOBWU 36€epiraHHA" B IHCTPYKLiO 4718 MEANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby Ta siK Hac/igoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKW /iKapCbKoro 3acoby.
BBefieHHs 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHA
239. | CYNIb®PALNA | kpanni oyHi, 300 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6846/01/02
mr/mn, no 5 a6o 10 mn 3MiHa B yMOBax 36epiraHHsi roTOBOro NikapcbKoro 3acooby. peuenmom
y dhnakoHi; no 1 3anponoHoBaHo: B 3axuLieHoMy Bif CBiTNa MicLji Npu
dhnakoHy y nauui 3 Temnepartypi Big +2°C go +8°C. 3MiHM BHeceHi B po3gin
KapToHYy "YMOBW 36epiraHHA" B IHCTPYKLitO A5 MeANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby Ta K Hac/ifoK - BiANOBIAHI
3MiHM Yy TEKCTi MapKyBaHHS YNaKOBKW ikapCbKOro 3acooby.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHSA
240. | CYMAMEA® Kancynu no 250 mr; no TOB «TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiani: 3MiHa 3asiBHMKa 3a UA/2396/03/01
6 kancyny 6nictepi, YkpaiHa» 4.0.0. (BNacHvika peecTpauiiHoro nocBig4yeHHs). 3MiH/ BHECEHO B | peyernmom
no 1 6nictepy B TEKCT MapKyBaHHS yNakoBKM NikapCbkoro 3acoby woao
KapTOHHIA KOopoo6Li HaliMeHyBaHHs 3asiBHUKa. 3MiHU | TUNY - 3MiHK LWOA0
6e3nekn/edpekTBHOCTI Ta hapmakoHarisgy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cucteMy hapMakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOI 0cobwm,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
pO3MiLLEeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT 0cobM 3a8BHMKa, BifMnoBifabHOT 3a
thapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANoBiAaIbHOI 38 hapmakoHarnsg.
241. | CYNEPBIT TabneTkun XyBasbHi; AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TRy - 6e3 UA/5698/01/01
no 10 TabneTok y "KNIBCbKWN BITAMIHHWIA 3MiHu 3 AKocTi. CepTudikaTt BignosigHocTi/IE-cepTudikaT peyenma
6nictepi; no 3 BITAMIHHUIA 3ABO4" BiAnoBigHOCTI EBponeiickbkilt hapmakonei/MoHorpadii. 3miHu,
6nictepu y nauui 3ABO" NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICT A0
MoHorpadii JdY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHanbHOI chapmakonel gepxasu €C (3miHa y
cneuudikauisix, nos'asaHa 3i 3miHamu B dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C) - 3miHa y crnieundikaii 4ns gitoyoi
peyoBuHM MapraHuto cynbar, MoHorigpar, Y 3B'A3Ky 3i
3MiHOM nigpo3ainy «lgeHTudikauis B» BignosigHo fo
MoHorpadii EP
242. | TASA/TOK™ Kpansi opasbHi, TOB YkpaiHa [p. N'yctas KnsinH HimeuunHa/ BHECEHHS 3MiH 40 peecTpayiiHnx martepianis: 3miHu Il Tuny - 6e3 UA/8499/01/01
pO34mH; no 50 mny "YHIBEPCA/ 'v6X & Ko. KT, YKpaiHa 3MiHU 3 AKkocCTi. ADL. KoHTposib A®L. 3miHa y napameTpax peyenma
hnakoHi; no 1 bHE HimeuuunHa; MAT cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
hNakoHy Y KapTOHHIN ArFEHTCTBO "Nly6Hnchapm”, crneungikauisax Ha A®Il, abo BUXIZHWIA/MPOMDKHWI
Kopo6Li; no 100 mn y "MPO- YKpaiHa npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLLECI
hnakoHi; no 1 PAPMA" BMPO6HULTBA AD| (PO3LLMPEHHSA AOMYCTUMUX MEX,
hNakoHy y KapTOHHIN BM3HAUYEHNX y cneyndikalisix Ha BUXigHI MaTepiasin/MpoMidKHi
Kopo6Li; no 2 a6o 3 NPOAYKTK, SiKi MatoTb iICTOTHWIA BNNB Ha sikicTb AD| Ta/abo
(h/1TaKOHW Y KapTOHHil rOTOBOrO /iKapPCbKOro 3acoby) - PO3LLUMPEHHS JONYCTUMMUX
Kopo6Ui i3 po3aiNbHOK MeX, 3aTBEpPKEHNX Y cneumdikavii Ha BUXiAHY CUPOBUHY -
BCTaBKOI0 KopeHi cenepu cBixoi (Apiumi radix), 3a NOKa3HUKOM
"3arasibHa 3071a": 3anponoHOBaHo: He Ginblue 10%.
BBegeHHs1 3MiH NPOTArom 6-Tu MiICALIB NiC/IA 3aTBePAKEHHS
243. | TAMI®ONHO® NOpPOLLOK A/1A P. LLiBeiiuapis Brpo6HMLTBO HimeyunHa/ 3MiHu | TMNY - 3MiHKU W0 6e3nekn/ed)ekTMBHOCTI Ta 3a UA/3189/01/02
opasnibHOI cycneHsii, 6 XodhcpmaHH- Hepo3sdacosaHol LLiBeliLapis hapmakoHarnagy. BeefeHHs abo 3miHW [0 y3arasibHeHnX peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
mr/mi; o 13 1 Na Pow f1Ta4, npoaykKuii, NnepBnHHe AaHnx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
MOPOLLKY B NAsLWLj; NO Lseliuapis nakyBaHHS: y3arasisHeHVX faHux Npo cucTemy chapmakoHarnsgy, 3amiHa
1 nasAwyi pasom 3 PotteHgopg ®apma YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
NaacTVKOBUM v6X, HimeuunHa; thapmakoHarnsay; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
afanTtepom, BTopvHHe nakyBaHHS, 3anBHUKa 419 3AiiCHeHHA hapMakoHarnagy B YkpaiHi, kLo
NNacTUKOBUM BMNPOGYBaHHSA BOHa BiIMiHHa Bif, YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
[03aTopoM Ans KOHTPOJO SKOCTI, 3[jiCHEeHHs hapmMakoHarisay (BK/IYatoum KOHTaKTHI AaHi)
0OpasIbHOro BMNYCK Cepil: Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
3aCcTOCyBaHHA ®.XodhpmaHH-/15 PoLu thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHWX KOHTaKTHOI ocobu
MicTKicTio 10 mn, Nra, Weeiiuapis YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
NNacTUKOBUM MipHUM BunpobyBaHHs hapmakoHarnsag B YkpaiHi.
CTakaH4nKoM y KOHTPO/O AKOCTI:
KapTOHHI kopo6uj, Mo ®.XodpcpmaHH-/15 PoLu
13 r NOpoLLKY B Nta, Wseiiuapis
nAawWui; no 1 naswui
pasoMm 3 NJacTUKOBUM
afanTtepom,
nnacTUKoBUM
fo3aTtopom Ans
opasibHOro
3acTOCyBaHHSA
micTkicTio 3 mn Ta 10
M1, NNacTUKOBUM
MipHUM CTaKaH4YMKOM y
KapPTOHHI KOpooLj
244. | TAMIONHO® Kancynu no 75 mr; no ®.XohcpmaHnk- | LLselinapis CeHekci, ®paHuis ITania/ 3MiHu | TUNYy - 3MiHKn Wopao 6e3nekn/eeKTUBHOCTI Ta 3a UA/3189/02/03
10 kancyn y 6nictepi; Na Pow NlTg, (BMpPOGHMLTBO HimeuunHa/ thapmakoHarnagy. BeegeHHs abo 3miHW [0 y3arasibHeHuX peyenmom
no 1 6nictepy B LLiBeiuapis Hepo3dacoBaHol LLiseiiuapis AaHyx npo cuctemy chapmakoHarnsgy (BBeAeHHs
KapTOHHIA Kopoo6Li npoaykuii); Aenbcapm y3ara/lbHeHNX AaHux npo cuctemy papmakoHarnsagy, 3amiHa
MinaHo, C.P.J1., ITanis YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
(BMpPOGHMLTBO thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
Hepo3acoBaHo! 3asiBHUKA A5 34iiCHEHH:A chapmakoHarnsgy B YkpaiHi, Ko
NPOAYKLUi, BOHa BiIMiHHa Bif, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a
BMMNPOGYBaHHSA 3[jiCHeHHs hapMakoHariaay (BK/IYatoum KOHTaKTHI AaHi)
KOHTPOJIO SIKOCTI); Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
KeteneHT hxepmaHi thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHWX KOHTaKTHOI 0cobu
LLopHaopd Mv6X, YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
HimeuyunHa hapmakoHarnsag B YkpaiHi.
(BMpPOGHMLTBO
Hepo3dacoBaHol
npoayKuir,
nakyBaHHs); PoLu
dapma Al', HimeyunHa
(BunpobyBaHHs
KOHTPO/HO SIKOCTI);
®.XodpcpmaHH-/15 Pou
Nta, Wseiiuapis
(nakyBaHHs,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BMMNPOGYBaHHSA
KOHTPO/O AKOCTI,
BUMYCK cepii)
245. | TA®NIOTAH® | kpanni ouHi, 15 CaHTeH AT ®iHnAHAiA MaHydhakTypiHr HigepnaHgu BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/10158/01/01
MrK/Mn; no 2,5 mny MakariHr dapmaka | diHnaHgis/ 3MiHa Ha3BW ro/1I0BHOrO odpicy BnacHuka ASMF, 3MiHa Ha3Bu | peyenmom
dhnakoHi; no 1 (MNo) B.B., AnoHis BMPOGHMYOT AinbHNLi ADI, 3MiHN y BiAKpUTIA yacTuHi ASMF Ha
dhnakoHy 3 HigepnaHgu A®I, 3miHM y po3aini «CTabinbHICTb», @ came NoJaHHs JaHnx
KpanenbHuLeto- (anbTepHaTUBHUIA BMBYEHHSA CTabiNIbHOCTI B JOBrOCTPOKOBYX YMOBax Ha 36
HakiHLiBHUKOM Ta BMPOGHUK, MicAuiB
KPULLKOIO B KApTOHHIiA BiANOBIgaIbHUIA 32
Kopoobui BTOPVHHE NaKyBaHHS);
Hekct®apma AT,
®iHNAHAiA (BUPOOHUK
BiANoBiganbHUii 3a
BTOPUHHE NakyBaHHS
Ta KOHTPO/Ib AKOCTI);
CaHTeH AT, ®iHnaHaisA
(BMPOGHYMK
BignoBigasibHWi 3a
Bunyck cepii); CaHTeH
dapmacstoTikan Ko.,
Nta., Cira MnaHT,
AnoHia ("in bulk”,
NnepBUHHE NakyBaHHS,
KOHTPO/b SIKOCTI)
246. | TA®JZIOTAH® | kpanni O4YHi, PO34uH, CaHTeH AT PiHNsaHAA Brnpo6HuK, PiHnsaHgia/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | Tuny - 3a UA/18212/01/01
MYNbTI no 15 mkr/msa; no 3 mn BignoBigasibHWi 3a ITanis 3MiHM 3 IKOCTi. [0TOBWIA NiKapcbkuii 3aci6. 3MiHN Y peyernmom
y (hnakoHi 3 BUNycK cepii: CaHTeH BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
[o3aTtopom Ta AT, OiHNAHAIS; BUNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
KPWLLKOK 3 KOHTPO/IEM Brnpo6HuK, 3acoby (3amiHa abo gofaBaHHS BUPOOHMKa, LLIO BiAMOBIAAE 3a
NnepLUoro BigKpuTTS; BiANOBIgaIbHUIA 32 BBE3eHHS Ta/abo BMNycK cepii) - He Bkoyarun
no 1 pnakoHy y BMpO6HULTBO in-bulk, KOHTPONb/BUNPOBYBaHHSA cepil - 3MiHa MiCL,e3HaXOMKEHHS
naketi; no 1 nakeTy B NepBUHHY Ta NPOBaf)KEHHS AiS/IbHOCTI BUPO6HUKa CaHTeH AT, diHNsaHAiS,
KapTOHHI Kopoo6Li BTOPWHHY yNakKoBKY, BiANOBIAA/ILHOIO 3a BUMYCK cepil.
BUNPOGYBaHHSA LLOA0 3MiHW BHECEHO B iHCTPYKLiI0 AN MeANYHOro 3aCTOCYBaHHS
akocTi: Ty6intokc LLI0AO MiCLe3HaXOMKEHHS BUPOOHUMKA 3 BifNOBIAHMMMN 3MiHAMM
dapma C.MN.A,, ITania y TEKCTi MapKyBaHHS yNakoBKM Nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NICNA 3aTBEPAKEHHS.
247. | TEMOMEAAK | kancynu no 5 mr, no 5 Mepak HimeuunHa Mepak Nesenbluadt HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13562/01/01
abo 20 kancyny lesenbliadT dorop KNiHiwe ITanisa nogaHHsa Hosoro E- CepTudikaty BignosigHOCTI peyenmom
cnakoHi, no 1 otop KAiHiwe LLineuianbnpenapare €Bponeiickkin papmakonei Ne R1-CEP 2000-029-Rev 05 ans
dhnakoHy B navuj Lneuianbnpe M6X, HimeuunHa [onomiHOT peyoBuHK Gelatin Big Bupo6Hnka ROUSSELOT;
naparte M6X (BUPOBHUK, L0 3MiHM | TUny - nogaHHa Hosoro ME- CepTudikaty BignosigHOCTI
BignoBsigae 3a €Bponeiickkin papmakonei Ne R1-CEP 2000-045-Rev 03 ans
BTOPVIHHY YNaKoBKY, [0MOMiXHOT pevoBuHM Gelatin Bif Bxe 3aTBepaKeHoro
KOHTPONb/BUNPOGYBaH BMpo6HuKa PB GELATINS; 3MiHu | TUNY - nogaHHs
HS1 cepii, A03BiN Ha OHoBneHoro E- cepTudpikara BignoBiAHOCTI €BpoNelicbKil
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BMNYCK cepii); thapmakonei Ne R1-CEP 2003-172-Rev 01 ans AONOMDKHOT
Hepdhapma C.p.J1., peyoBuHu Gelatin Big BUpo6HuMka GELITA Group; 3miHu | Trny
ITanis (BMpO6HULTBO - BUNyYeHHs ME-CepTtudpikaty BignoBigHOCTi EBpoONeicbKoi
Hepo3dacoBaHo| dapmakonei R1-CEP 2004-022-Rev 00 ans foMoMiKHOI
npoAayKLuii, NnepBrHHa peyoBuUHU xenatuH BupobHuka PB LEINER ARGENTINA,
ynakoBKa, 3MiHM | TUNY - Ao4AaHHA NocTavyasibHVKa BUXIAHOT CUPOBUHW 4-
KOHTPO/b/BMNPOGYBaH amiHo-5-ujaHoimigazon 2 Y-CHEM LTD; 3miHu | Tuny -
HS cepil); XaynT [0[aHHA nocTavasibHYKa BUXIAHOT CUPOBUHU 4-aMiHO-5-
dapma Amaper Mv6X, uiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |
HimeuunHa MRy - 3MiHW y cneumdikayii APl y 38°a3Ky 3 NpUBEAEHHSAM [0
(BMPOBHULTBO BMMOT MoHorpadii EP T. JOMILLKW, 3BYXXeHHA MeX A5
Hepo3sacoBaHol BM3HAYEHHA BifOMOT AOMILLKM - LliaHOTeMo30n10Migy 3 He
npoaykKuii, NnepBnHHa 6inblwe 0,15% Ha He 6Ginble 0,10 %, And T. «lgeHTudikauis»
ynakoBKa, (BBegeHHO IK (EP)); 3miHu | TUNY - nogaHHA HoBoro ME-
KOHTpONb/BUNPOGYBaH CepTudikaTy BifnoBigHOCTI €Bponeiichkiin thapmakonei Ne R1-
HA cepil) CEP 2001-424-Rev 03 ansa gonomikHoi peyoBuHu Gelatin Big,
BXe 3aTBepakeHoro BupobHuka Gelita Group
248. | TEMOMEAAK | kancynu no 20 wmr, no Mepak HimeuunHa Megak esensliadt HimeuunHa/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TNy - 3a UA/13562/01/02
5 a6o 20 kancyny lesenbwadT dorop KniHiwe ITanisa nogaHHs Hosoro E- CepTudikaty BifnoBigHOCTI peyenmom
dhnakoHi, no 1 chtop KAiHiwe Lneuianbnpenapare €Bponeiicbkiit hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
hnakoHy B nauui LWneujanbnpe M6X, HimeuunHa [0NoMKHOT peyoBuHK Gelatin Big, BupobHnka ROUSSELOT;
naparte M6X (BUPOGHWK, L0 3MiHu | TRy - nogaHHsa Hosoro E- CepTudikaty BignoBigHOCTI
Bignosigae 3a €Bponeiicbkiit hapmakonei Ne R1-CEP 2000-045-Rev 03 ans
BTOPVHHY YMaKoBKY, [0nomikHOT peyoBuHY Gelatin Big, BXe 3aTBepAXEeHOro
KOHTPO/b/BMNPOGYBaH BMpo6HMKa PB GELATINS; 3miHu | TUny - nogaHHs
HS cepii, A03BIN Ha oHoBsieHoro ME- cepTudpikaTta BignoBigHOCTI EBponelickkiii
BMNYCK cepil); thapmakonei Ne R1-CEP 2003-172-Rev 01 Ans AONOMDKHOT
Hepdapma C.p.J1., peuoBuHu Gelatin Big Bupo6Huka GELITA Group; 3miHu | Tuny
ITanis (BUpo6HMLTBO - BUNyYeHHs ME-CepTudikaty BifgnoBiaHOCTI EBpONECLKOI
Hepo3dacoBaHol dapmakonei R1-CEP 2004-022-Rev 00 ans f0onoMikKHOI
npoayKuii, NnepBnHHa peyoBuHM xenatuH BupobHuka PB LEINER ARGENTINA;
yNakoBKa, 3MiHK | TUNY - AOAaHHA NOCTavasibHUKA BUXIOHOT CUPOBUHN 4-
KOHTPONb/BMNpPOGYBaH amiHo-5-ujaHoimigason 2 Y-CHEM LTD; 3miHu | Tuny -
HS cepii); XaynT [0AaHHA nocTavyasibHUKa BUXIZHOT CUPOBUHU 4-amiHO-5-
dapma Amaper MM6X, uiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |
HimeuunHa MRy - 3MiHW y cneumdikayii APl y 38°a3Ky 3 NpUBEAEHHSAM [0
(BMpPOGHMLTBO BMMOr MoHorpadii EP T. JoMilKK, 3BY>XXEHHA MeX Ans
Hepo3acoBaHo! BMU3HAYEHHS BifOMOI AOMILLKK - LliaHOTemMo3010Migy 3 He
NpoAyKLUii, NnepBNHHA 6inbwe 0,15% Ha He 6inbwe 0,10 %, Ansa T. «lgeHTndikawis»
yrakoBKa, (BBeaeHHo IK (EP)); 3MiHu | Tuny - nogaHHsa Hosoro ME-
KOHTPO/b/BMNPO6YBaH CeptucpikaTy BignoBigHocTi €Bponelickkiii hapmakonei Ne R1-
HA cepil) CEP 2001-424-Rev 03 ansa gonomikHoi peyosuHu Gelatin Big,
BXe 3aTBepxeHoro BupobHuka Gelita Group
249. | TEMOMEAAK | kancynu no 100 mr, no Mepak HimeuunHa Megak Nesenbluadt HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13562/01/03
5 a6o 20 kancyny lesenbwadT dorop KniHiwe ITanisa nogaHHs Hosoro E- CepTudikaty BignoBigHOCTI peyenmom
hnakoHi, no 1 gorop KAiHiwe Lneuyianbnpenapare €Bponeiicbkiii papmakonei Ne R1-CEP 2000-029-Rev 05 ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
dhnakoHy B naui Lneujanbnpe M6X, HimeuunHa [0nomiHOT peyoBrHK Gelatin Big Bupo6bHnka ROUSSELOT;
napate mM6X (BUPOGHNK, L0 3MiHu | TUNY - nogaHHsa Hosoro ME- CepTudikaty BignosigHoCTI
Bignosigae 3a €sponeiicbkiii hapmakonei Ne R1-CEP 2000-045-Rev 03 gns
BTOPVIHHY YNaKoBKY, Z0noMixHOI pevoBmHM Gelatin Bif BXe 3aTBEpAKEHOrO
KOHTPOb/BMNPO6YBaH BMpOGHMKa PB GELATINS; 3miHu | TUNY - nogaHHs
Hs cepii, 403BiN Ha oHoBneHoro ME- cepTudpikata BignoBigHOCTi €Bponelichkil
BUNYCK cepi); thapmakonei Ne R1-CEP 2003-172-Rev 01 4ns AONOMDKHOT
Hepdhapma C.p.J1., peyoBuHu Gelatin Big BUpo6HMka GELITA Group; 3miHu | TUny
ITanis (BMpO6HULTBO - BUNyYeHHs ME-CepTtudpikaty BignoBigHOCTi EBpoNeicbKoi
Hepo3dacoBaHo| dapmakonei R1-CEP 2004-022-Rev 00 ans foMOMKHOI
NpoAyKLUii, NnepBrHHA peyoBuUHU xenatuH BrupobHuka PB LEINER ARGENTINA,
ynakoBKa, 3MiHM | TUNY - of4aHHS nocTavyasibHVKa BUXIAHOT CUPOBUHW 4-
KOHTPO/b/BMNpPOGYBaH amiHo-5-ujaHoimigazon 2 Y-CHEM LTD; 3miHu | Tuny -
HS cepil); XaynT [0[aHHA nocTavasibHYKa BUXIAHOT CUPOBUHU 4-aMiHO-5-
dapma Amaper MM6X, uiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |
HimeuunHa TUny - 3MiHn y cneuudikauii A®l y 38°A3Ky 3 NprBEAEHHAM [0
(BMPOGHULTBO BMMOT MOHorpadii EP T. JOMILLKW, 3BYXXeHHA MeX A5
Hepo3sacoBaHol BM3HAYEHHA BifOMOT AOMILLKM - LliaHoTeMo30n0Migy 3 He
npoayKuii, NnepBnHHa 6inbLlwe 0,15% Ha He 6Ginble 0,10 %, And T. «lgeHTudikauis»
ynakoBKa, (BBegeHHO IK (EP)); 3miHu | TUNY - nogaHHA HoBoro E-
KOHTpONb/BUNPOGYBaH CepTudikaTy BifnoBigHOCTI EBponeiickkiin thapmakonei Ne R1-
HA cepil) CEP 2001-424-Rev 03 ansa gonomikHoi peyoBuHu Gelatin Big,
BXe 3aTBepakeHoro BupobHuka Gelita Group
250. | TEMOMEAAK | kancynu no 140 mr, no Mepak HimeuunHa Megak esensliadT HimeuunHa/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TRy - 3a UA/13562/01/04
5 kancyn y donakoHi, lesenbwadT dorop KniHiwe ITanisa nogaHHs Hosoro [E- CepTudikaty BifnoBigHOCTI peyenmom
no 1 dpnakoHy B naui chrop KAiHiwe Lneuianbnpenapare €Bponeiicbkiit hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
LWneujanbnpe M6X, HimeuunHa [0NoMKHOT peyoBuHY Gelatin Big, BupobHnka ROUSSELOT;
naparte M6X (BUPOGHWK, L0 3MiHK | TRy - nogaHHsa Hosoro E- CepTudikaty BignoBigHOCTI

Bignosigae 3a
BTOPUHHY YMakoBKY,
KOHTPO/b/BMNPOGYBaH
HS cepii, A03BIN Ha
BMNYCK cepil);
Hepdapma C.p.J1.,
ITanis (BUpo6HMLTBO
Hepo3gacoBaHol
npoaykKuii, NnepBnHHa
ynakoBka,
KOHTPONb/BMNpPOGYBaH
HS cepii); XaynT
dapma Amaper MM6X,

€Bponeiicbkiit hapmakonei Ne R1-CEP 2000-045-Rev 03 ans
[0NoMKHOT pevoBuHM Gelatin Bif BXe 3aTBEPAKEHOr0
BMpo6HMKa PB GELATINS; 3miHu | TUny - nogaHHs
oHoB/ieHoro M'E- cepTudpikaTta BignoBigHOCTI EBponelickkiii
thapmakonei Ne R1-CEP 2003-172-Rev 01 ans AONOMDKHOT
peuoBuHu Gelatin Big Bupo6Huka GELITA Group; 3miHu | Tuny
- BUNyYeHHs E-CepTudikaty BifgnoBiaHOCTI EBpONECLKOI
dapmakonei R1-CEP 2004-022-Rev 00 ans fonoMikHOI
peyoBuHM XenatuH BupobHuka PB LEINER ARGENTINA;
3MiHK | TUNY - AOAaHHA NOoCTavasibHUKA BUXIOHOT CUPOBUHN 4-
amiHo-5-LiaHoimMiga3on 2 Y-CHEM LTD; 3miHm | Tuny -
[0[aHHA nocTavyasibHUKa BUXIAHOT CUPOBUHU 4-amiHO-5-
uiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |

HimeuunHa TUny - 3mMiHn y cneuudikauii A®l y 38°A3Ky 3 NpYBEAEHHAM [0
(BMpPOGHMLTBO BMMOr MoHorpadpii EP T. JoMilLKK, 3BY>XXEHHA MeX Ans
Hepo3acoBaHo! BU3HAYEHHS BifOMOI AOMILLKK - LliaHOTemMo3010Migy 3 He
NpoAyKLUii, NnepBNHHA 6inbwe 0,15% Ha He 6inbwe 0,10 %, Ansa T. «lgeHTndikavis»

yrakoBKa, (BBegeHHo IK (EP)); 3MiHu | Tuny - nogaHHsa Hosoro MNE-
KOHTPO/1b/BMNPO6YBaH CeptudpikaTy BignoBigHoCcTi €Bponelickkiii dhapmakonei Ne R1-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
HA cepil) CEP 2001-424-Rev 03 ans gonomikHoi peyoBuHu Gelatin Big,
BXe 3aTBepakeHoro BupobHuka Gelita Group
251. | TEMOMEAAK | kancynu no 180 mr, no Mepak HimeuunHa Megak esensliadT HimeuunHa/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiastiB: 3MiHM | TNy - 3a UA/13562/01/05
5 kancyn y donakoHi, lesenbwadT dorop KniHiwe ITanisa nogaHHs Hosoro E- CepTudikaty BifnoBigHOCTI peyenmom
no 1 dpnakoHy B naui chrop KAiHiwe Lneuianbnpenapare €Bponeiicbkiit hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
LWneujanbnpe M6X, HimeuunHa [0NoMKHOT peyoBuHK Gelatin Big BupobHnka ROUSSELOT;
naparte M6X (BUPOGHWK, L0 3MiHK | TRy - nogaHHsa HoBoro E- CepTudikaty BignoBigHOCTI
Bignosigae 3a €Bponeiicbkiit hapmakonei Ne R1-CEP 2000-045-Rev 03 ans
BTOPVHHY YMaKoBKY, [0nomikHOT peyoBuHY Gelatin Bif, BXe 3aTBepAXEHOro
KOHTPO/b/BMNPOGYBaH BMpo6HMKa PB GELATINS; 3miHu | TUny - nogaHHs
HS cepii, A03BIN Ha oHoBsieHoro 'E- cepTudpikaTta BignoBigHOCTI EBponelickkiii
BMNYCK cepil); thapmakonei Ne R1-CEP 2003-172-Rev 01 4ns AONOMDKHOT
Hepdapma C.p.J1., peuoBuHu Gelatin Big Bupo6Huka GELITA Group; 3miHu | Tuny
ITanis (BUpo6HMLTBO - BUNyYeHHs ME-CepTudikaty BignoBiaHOCTI EBpONECLKOI
Hepo3dacoBaHo| dapmakonei R1-CEP 2004-022-Rev 00 ans fonoMikHOI
npoayKuii, NnepBnHHa peyoBuHM xenatuH BupobHuka PB LEINER ARGENTINA;
ynakoBKa, 3MiHK | TUNY - AOAaHHA NOoCTavasIbHUKA BUXIGHOT CUPOBUHN 4-
KOHTPONb/BUNpPOGYBaH amiHo-5-ujaHoimigason 2 Y-CHEM LTD; 3miHu | Tuny -
HS cepii); XaynT [0[aHHA nocTavyasibHUKa BUXIZHOT CUPOBUHU 4-amiHO-5-
dapma Amaper MM6X, uiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |
HimeuunHa MRy - 3MiHW y cneumdikayii APl y 38°a3Ky 3 NpuBEAEHHSAM [0
(BMpPOGHMLTBO BMMOr MoHorpadpii EP T. JoMilLKK, 3BY>XXEHHA MeX Ans
Hepo3acoBaHo! BU3HAYEHHS BifOMOI AOMILLKK - LliaHOTemMo3010Migy 3 He
NpoAyKLUii, NnepBnHHA 6inbwe 0,15% Ha He 6inbwe 0,10 %, Ansa T. «lgeHTndikawis»
yrakoBKa, (BBeaeHHo IK (EP)); 3MiHu | Tuny - nogaHHsa Hosoro ME-
KOHTPO/b/BMNPO6GYBaH CeprtucpikaTy BignoBigHocTi €Bponelickkiii hapmakonei Ne R1-
HA cepil) CEP 2001-424-Rev 03 ans gonomikHoi peyosmHu Gelatin Big,
BXe 3aTBepxeHoro BupobHuka Gelita Group
252. | TEMOMEAAK | kancynu no 250 mr, no Mepak HimeuunHa Megak esenbliadt HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13562/01/06
5 kancyn y donakoHi, lesenbwadT dorop KniHiwe ITanisa nogaHHs Hosoro E- CepTudikaty BifnoBigHOCTI peyenmom
no 1 dpiakoHy B naui orop KAiHiwe LWneuianbnpenapare €Bponevicbkiit hapmakonei Ne R1-CEP 2000-029-Rev 05 ans
Lneuianbnpe M6X, HimeuunHa [onomikHOT pedoBuHM Gelatin Big Bupo6Hrka ROUSSELOT;
napate M6X (BMPOBHWK, L0 3MiHM | TRy - nogaHHsa Hosoro ME- CepTudikaty BignoBigHOCTI

Bignosigae 3a
BTOPVHHY YNaKoBKY,
KOHTpONb/BUNpOGYBaH
HS cepil, 403BIN Ha
BUNYyCK cepii);
Hepdapma C.p.J.,
ITanis (BMpO6GHMULTBO
Hepo3acoBaHo!
NpOAYyKLUIii, NepBNHHA
ynakoBka,
KOHTPONL/BMNPOGYBaH
HS cepii); XaynT
dapma Amaper T'M6X,

€Bponeiicbkiit hapmakonei Ne R1-CEP 2000-045-Rev 03 ans
[0oNoMKHOT pevoBrHKM Gelatin Bif BXe 3aTBEpAXXEHOro
BMpo6HMKa PB GELATINS; 3miHu | TUny - nogaHHs
oHoBsieHoro E- cepTudpikaTta BignoBigHOCTI EBpoNeiChKii
hapmakonei Ne R1-CEP 2003-172-Rev 01 ansi 4ONOMDKHOT
peuosuHmn Gelatin Big Bupo6Huka GELITA Group; 3miHu | Tuny
- BUyyeHHsl E-CepTudikaty BignoBigHOCTi EBponeicbKoi
dapmakonei R1-CEP 2004-022-Rev 00 gns AONOMiKHOT
peyoBUHM XxenatuH BupobHuka PB LEINER ARGENTINA,;
3MiHK | TUNY - AoAaHHA NocTavasibHMKa BUXIGHOT CUPOBUHN 4-
amiHo-5-LiaHoimMiga3on 2 Y-CHEM LTD; 3MiHu | Tuny -
[0AaHHA nocTavyasibHUKa BUXIAHOT CUPOBUHU 4-amiHO-5-
LiaHoimigason Jiangsu Yew Pharmaceutical Co., Ltd; 3miHu |
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
HimeuunHa MMy - 3MiHW y cneumdikayii APl y 38°a3Ky 3 NpUBEAEHHSAM [0
(BMPOGHULTBO BMMOT MOHorpadii EP T. JOMILLKW, 3BYXXeHHA MeX A5
Hepo3sacoBaHol BM3HAYEHHA BifOMOT AOMILLKM - LliaHoTeMo30n0Migy 3 He
npoayKuii, NnepBnHHa 6inblwe 0,15% Ha He 6Ginble 0,10 %, Ans T. «lgeHTUdikauis»
ynakoBKa, (BBeaeHHo IK (EP)); 3miHu | TMny - nogaHHs Hosoro ME-
KOHTpONb/BUNpOGYBaH CepTudikaTy BifnoBigHOCTI €Bponeiickbkiin thapmakonei Ne R1-
HA cepil) CEP 2001-424-Rev 03 ansa gonomikHoi peyoBuHu Gelatin Big,
BXe 3aTBepakeHoro BupobHuka Gelita Group
253. | TONNEBAC® TabneTkun, BKPUTI HOBEN INAY | TypeuyunHa HOBE/1 IIAY CAHAI TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasis: 3MiHu | Tuny - 3a UA/11195/01/02
060/10HKOH0, Mo 20 Mr, CAHAI BE BE TILXXAPET A.LL. noAaHHA OHOBNIEHOro cepTudikaty BiANOBIAHOCTI peyenmom
no 10 TabneTtok y TIOIKAPET €Bponelicbkiit hapmakonei R1-CEP 2011-234- Rev 02 ans
6nictepi; no 3 abo 9 A.LL. A®| ATopBacTaTuHy KanblLjilo Tpurigpar Bif Bxe
6nicTepiB y KAPTOHHIN 3aTBepmxeHoro Bupo6Huka Ind-Swift Laboratories Limited,
ynakoBLi India. 3anponoHoBaHo: R1-CEP 2011-234- Rev 02
254. | TONNEBAC® TabneTkun, BKPUTI HOBEN INAY | TypeyunHa HOBE/1 IIAY CAHAI TypeyunHa BHECEHHS 3MiH 40 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11195/01/03
060/10HKO10, 1Mo 40 Mr, CAHAI BE BE TIA>XXAPET A.LL. nofaHHA OHOBJ/IEHOro cepTuddikary BignoBigHOCTI peyenmom
no 10 TabneTtok y TIOIKAPET €Bponeiicbkiit hapmakonei R1-CEP 2011-234- Rev 02 gnsi
6nicTepi; no 3 abo 9 A.LLL A®| ATopBacTaTuHy KanblLjilo Tpurigpar Bif Bxe
6nicTepiB y KAPTOHHIl 3aTBepaxeHoro Bupo6Huka Ind-Swift Laboratories Limited,
ynakoBLi India. 3anponoHoBaHo: R1-CEP 2011-234- Rev 02
255. | TO/NNIEBAC® TabneTkn, BKpUTI HOBEN INAY | TypeuyunHa HOBEN INAY CAHAI TypeyunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHW | TNy - 3a UA/11195/01/04
060/10HKOI0, No 80 Mmr, CAHAI BE BE TIOXXAPET A.LU. nofaHHA OHOBJ/IEHOro cepTuddikary BignoBigHOCTI peuyenmom
no 6 TabneTok y TIIXKAPET €sponeiicbkiii hapmakonei R1-CEP 2011-234- Rev 02 ans
6nictepi; no 5 abo 15 A.LL. Ad| ATopBacTaTuHy KasblLito TpUrigpart Bif, BXe
6nicTepiB y KAPTOHHIl 3aTBepaxeHoro Bupo6Huka Ind-Swift Laboratories Limited,
ynakoBLi India. 3anponoHosaHo: R1-CEP 2011-234- Rev 02
256. | TONEBAC® TabneTkun, BKPUTI HOBEN INAY | TypeyurHa HOBE/T IJAY CAHAIT TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiastis: 3MiHu | Tuny - 3a UA/11195/01/01
060/10HKO0, NO 10 mr, CAHAI BE BE TIOXAPET A.LL. nofaHHA OHOB/IEHOro cepTuddikaty BignoBigHOCTI peuyenmom
no 15 tTabneTok y TIOIXKAPET €Bponeiicbkiii hapmakonei R1-CEP 2011-234- Rev 02 gns
6nicTepi; no 2 abo 6 A.LL. A®| ATopBacTaTuHy KasblLjilo TpUrigpar Bif Bxe
6nicTepiB y KAPTOHHIl 3aTBepxeHoro Bupo6Hvka Ind-Swift Laboratories Limited,
ynakoBLi India. 3anponoHoeaHo: R1-CEP 2011-234- Rev 02
257. | TOH3W/MEKC | cripeii Ans potoBoi MAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH 0 peecTpavljiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16727/01/01
NOPOXHWHK 1o 50 mn "Ximchapm3sas "UepsoHa 3ipka" 3MiHM Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peyenma
y dhnakoHi 3i cnpeii- opf "YepsoHa BBefeHHs ab0 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
HacocoMm Ta HacafKo 3ipka" dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
rop/iI0BOI0 Y MaYi 3 cuctemMy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
KapToHy Nel BIANOBIAA/IbHOI 3@ 34iiCHEHHA ddapMakoHarnsagy; KOHTakTHOl
ocobu 3 dhapmakoHarnagy 3asBHuKa AN 34iIACHEHHS
thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
papmMakoHarnsay (BKIYarum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
po3MmilLieHHi macTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWNX YNOBHOBaXeHOI 0cobm,
BiiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
258. | TOTEMA PO34UMH OpasibHUIA NO Na6opaTopis ®paHujs IHHOTepa LLy3i ®paHuia BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 6e3 UA/7854/01/01
10 mn B amnyni; no 10 IHHOTEK BBE[IEeHHS 40AAaTKOBOro BUpo6HvKa ansa A®l Migi rntokoHat Dr | peyenma
amnys B YapyHKOBIl IHTepHacbioH Paul Lohmann GmbH KG, Germany 3 HagaHHaM maicTep-
ynakoBLij; no 2 anb thaiiny. 3anponoHoBaHo: Givaudan-Lavirotte, France Dr Paul
YapyHKOBI YaKkoBKu B Lohmann GmbH KG, Germany
KapTOHHI Kopoo6Li
259. | TPOKCEPYT renb, 20 mr/rno 35r MNAT YKpaiHa MAT "Ximdhapm3sasog YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHM | TRy - 6e3 UA/3917/01/01
VH reno y Ty6i; no 1 Ty6i "Ximthapm3sas "UepBoHa 3ipka" 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy. peyenma
y nauui 3 KapToHy o "YepBoHa BBeaeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
3ipka" papmakoHarnsigy (BBeAeHHs y3arasibHEHUX faHWX NPO
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsgy; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHVKa Ans 34iNCHeHHs
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIo4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHKX YNOBHOBaXeHOI 0cobm,
BiANOBIAA/IbHOI 3a 34ilicCHEeHH:A ddapmakoHarnsagy
260. | TPOKCEPYT Kancynu no 300 mr, no NAT YkpaiHa MAT "Ximdpapm3zasoz Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16133/01/01
NH 10 kancyn y 6nictepi; "Ximchapm3as "UepsoHa 3ipka" 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peyenma
no 3 abo no 6 of "YepBoHa BeefieHHs1 @60 3MiHW [0 y3arasibHeHUX JaHnX npo cucTemy
6nicTepiB y KAPTOHHIl 3ipka” hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHux npo
nauui cucTemy hapmakoHarfisgy, 3miHa ynoBHoBaXKeHoi ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHaris4y; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iAiCHEHHS
thapmakoHarnagy (Bk/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobm,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
261. | TYCABIT cvupon no 125 ra6o no | ®dapmaueyTill ABCTpis dapmaueyrTile ABCTpIsA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/7788/01/01
250 r y naswui e dabpik habpik MoHTaBIT 3MiHM WoAo 6e3neku/edhekTBHOCTI Ta thapmakoHarnagy. peyenma
CKNSHIN abo MoHTaBiT v6X BeeneHHs1 ab0 3MiHU [0 y3arafibHEHUX AaHuX NPo cucTemy
naacTukosiii; no 1 6X thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnx npo

NAAWLU 3 MipHOO
yalleukoto, 3
KPULLIEYKOIO B
KapTOHHI KopooLi

cuctemy hapmakoHarnsgy, 3MmiHa ynoBHOBakeHOT ocobu,
BiANOBIAA/IbHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnaay 3asiBHUKa A5 34iIRCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLWwo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0c06W, BiANOBiAA/ILHOI 32 3/1iiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0c06M YNOBHOBaXXEHOI 0COOM 3asiBHUKA,

BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi. [ponoHoBaHa
pepakuis: MpuweHko HaTtanis OpecTiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0C06M YNOBHOBaXEHOT 0COBM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHariag B YKpaiHi

262.

YIrPUH®

HacTolika no 100 mn'y
hnakoHi abo y 6aHLi;
no 1 conakoHy a6o no
1 6aHui B nauui 3
KapToHY

MAT
"Ximchapm3sas
o[ "YepBoHa

3ipka"

YKpaiHa

MAT "Ximdpapm3sasoz
"YepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX nNpo cuctemy
dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
cuctemy chapmakoHarfisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarniaay 3asBHUKa ANs 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkioyatouy KOHTakTHI AaHi) Ta/abo 3MiHK Y
po3MiLLEHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy

6e3
peyenma

UA/8220/01/01

263.

YPUMAK

Kancysnm
NPOSIOHroBaHoI i
TBepAi no 0,4 mr; no
10 kancyn y 6nictepi;
no 3 6nictepn y
KapTOHHI ynakoBLi

Makneogc
dapmMacboThK
anc Nimiteq

IHais

Makneozc
dapmacbloTHKanc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy.
BBeeHHst ab0 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnx npo
cuctemy hapmakoHarnsgy, 3MmiHa ynoBHoBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsgy; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHvKa Ans 34iNCHeHHs
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkio4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLleHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHYVIKA, BifnoBigabHOI 3a
3pjiicHeHHs hapmakoHarnsgy: NMponoHoBaHa pegakuis: Dr.
Ashish Mungantiwar. 3MiHa KOHTaKTHUX JaHWX YNOBHOBAXXEHO!
ocobu, BignoBifasibHOT 3a 34iICHEHHS hapMakoHarnsay.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBAXKEHOT OCOOU 3asIBHYMKA,
BiANOBIAa/IbHOI 3a 34iicHEHH: hapmakoHarnsay B YkpaiHi:
MponoHoBaHa pepakuis: MiTeubka /llo60B BanepiiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0CO6M
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa HoMepa MacTep-ghaiinia cuctemm
hapmakoHarnsagy

3a
peyerimom

UA/15506/01/01

264.

DABPA3NM®

MOPOLLOK ANA
NPUroTyBaHHS
KoHueHTparty (5 mr/mn)
[ANs1 PO34MHY ANs

[xeHzalim
Opon B.B.

HigepnaHamn

[xeHzalim IpnaHg
Nimiten, Ipnaxgis
(BMPOGHMLTBO
KIHLLeBOro NpoAyKTy

Ipnangis/,
Benuka
BpwvTaHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
nofaBaHHs BUpobHuKa Genzyme Ireland Limited sk
[ofaTtkoBa AilbHUUSA A5 NPOBeAEeHHS BUNpobyBaHb BUMYCKY
roTOBOI NPOAYKLIl Ta TeCTyBaHHA cTabinbHOCTI. Genzyme

3a
peyenmom

UA/10306/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
iHcpysiin; no 5 mr abo (fill/finish), koHTpONB Ireland Limited Bxe 3apeecTpoBaHa sik BAPOOHUK NikapCbKoro
no 35 Mr y dp1akoHi; cepii/BunpobyBaHHs, 3acoby -
no 1 dnakoHy B KOHTPO/Ib SIKOCTI, fill/finish, mapkyBaHHs, KOHTPO/b AKOCTI Ta BUNYCK cepii
KapTOHHI KOopoo6Li nepBuHHA Ta rOTOBOrO NPOAYKTY i BUKOHYIOTb TECTYBAHHS HA CTEPU/IBHICTD
BTOpPVHHA ynakoBKa, roTOBOrO NPOAYKTY; pefiakLiiHi 3miHn y po3ginax 3.2.P.3.1
[03BiN Ha BUMYCK BMPOG6HUK(M), 3.2.P.5.1 cneumndikauis, 3.2.P.5.2 aHanituuHa
cepii); JxeH3ainm MeToAVKa Ta 3a3HaYeHHs MeTOAY «LiNiCHOCTI 3aKpUTTS
Nimiten, Benvka KOHTeliHepy» Ans BUpo6HMKa MxeH3aiim KopnopeliwH, CLUA
BpuTtaHis (BTOpuHHA (6e3 3a3HayYeHHs B peecTpaLliiiHoMy NOCBigYEHHI) KUl Bxe
ynakoBka, [03Bin Ha 6yB 3apeecTpoBaHuiA, [ponoHoBaHa pegakList BUPOOGHUK(M)
BUNYyCK cepil) N3: BTOpMHHa ynakoBka,
[03BiN Ha BUNycK cepii: DkeHsaiim flimiTes, 37 XonnaHac
Poya, Xasepxinn, CB 9 8PU, Benvka BputaHia BupobHuuTBO
kiHuesoro npoaykTy (fill/finish), KoHTponb cepii/BMNpoGyBaHHS,
KOHTPO/Ib SIKOCTi, NEPBMHHA Ta BTOPMHHA YNakoBka, A03BiS1 HA
BWMNYCK Cepil:
[xeHzaiim Ipnang Nimiten, I0A IHpacTpian Mapk, Ong,
KinmeageH Poyg, Batepcopg, IpnaHais. BeefeHHs 3miH
NpoTArom 6-Tn MiCALB NiCNs 3aTBEPMAKEHHS
265. | ®ACIHIK rpaHynu ans 3amM60H ITanis 3amM60H CaiTuepnaHs, LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5137/01/01
Opa/1bHOro PO34NHY 3 C.N.A. nra. 3MiHV BHECEHO A0 IHCTPYKLi 415 MeANYHOTO 3acTOCyBaHHSA peyenma
M'ATHUM CMaKoM Mo nikapcbKoro 3acoby Ao po3ziny “MNo6iyHi peakuii” (BHeCEHHS
200 mMr no 3 r rpaHyn y iHcbopmauii npo DRESS cvHapoMm) BiANOBIAHO A0 OHOBEHOT
nakeTi; no 12 iHhopmauii Wwoao 6e3nekn 3aCTocyBaHHS NiKapCbKoro 3acooby;
cnapeHunx nakeTiB y 3MiHM | TUMY - 3MiHW BHECEHO [0 iHCTPYKUiT A1 MeANYHOro
KapTOHHII nayui 3acTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainis "Ocob/mMBOCTi
3actocyBaHHs" Ta "lMobiyHi peakuii” (BHeceHHs iHdopmawii
NP0 MOX/IMBICTb PO3BUTKY FOCTPOro reHepasizoBaHoro
nyctynbo3y (AGEP)) BianoBiaHO 40 OHOBAEHOI iHGhopMaLi
040 6e3nekn 3acToCcyBaHHS MikapCbKOro 3acoby; 3mMiHu |
TUMY - 3MiHW BHECEHO [0 IHCTPYKUIiT 4519 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby fo po3ainis"Cnocio
3acTocyBaHHsA Ta A03u" (YTOUYHEHHS iHdopmadii npo
3aCTOCYBaHHSA MiHIManbHOT eheKTUBHOT A03K), "OcobmBOCTI
3acTocyBaHHA" (BHECEHHS iHhopMaLii Npo MoXnee
MacKyBaHHS CUMNTOMIB OCHOBHMX iH(DEKLIi) BiANOBigHO A0
pekomeHpauii PRAC
266. | ®IHNEMNCUH TabneTku TOB «TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3mMiHa 3asiBHUKa 3a UA/9848/01/01
® 200 NPO/IOHroBaHoI fAii No YkpaiHa» OnepeiiwH3 MonaHg (BnacHviKa peecTpadiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyenmom
PETAP/J, 200 wmr, no 10 Bif, 23.07.2015 Ne 460): 3MiHW BHECEHI HA TUTY/IbHY CTOPIHKY
Tabnetok y 6nictepi; TEKCTY MapKyBaHHS YNakoBOK NikapCbKOro 3acoby y 3B'A3ky 3i
no 5 a6o 10, a6o 20 3MIHOO 3asBHVKa 6e3 3MiH 6e3nocepeHbO Y TEKCTi
6nicTepiB y kopobui MapKyBaHHs. 3MiHK | TUny - 3MiHW Woa0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnisgy. BeegeHHs abo
3MiHM A0 y3arasibHeHUX JaHux Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHMX AaHUX NPO cUCTEMY
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n/n

Hassa
JliKapcbKo20
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Popma sBUMYCKY
(nikapcbka ¢hopma,
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hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnaay 3asiBHUKa A5 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy (BKo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemmn dpapmakoHarnsagy) 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
hapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3as8BHUKA,
Bif4NoBifasIbHOI 3a dhapmakoHarnsg

267.

®IHNENCYH
® 400
PETAP/,

TabneTkn
NPONOHIroBaHoI Aji No
400 wmr, no 10
TabneTok y 6nictepi;
no 5 a6o 10, a6o 20
6nicTepis y kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

TOB TeBa
OnepeiilwH3 MonaHg

MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHix maTepianiB: 3MiHa 3as9BHUKa
(BnacHvka peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460): 3MiHV BHECEHI HA TUTY/IbHY CTOPIHKY
TEKCTY MapKyBaHHS ynakoBOK /1iKapCbKOro 3acoby y 3B'A3Ky 3i
3MiHOO 3as1BHMKa 6€e3 3MiH 6e3nocepeiHbOo Y TEKCTi
MapKyBaHHs. 3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araJlbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPOo cUcTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsgy (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
thapmakoHarnag. ditova pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BignoBifa/IbHOI 3a dhapmakoHarnsg

3a
peyenmom

UA/9848/01/02

268.

DITOAEHT®

HacTolika, no 100 mny
doNakoHi CKISAHOMY
abo noniMepHomy; no
1 cpnakoHy B nayui 3
KapToHy; no 100 mny
GaHLi cknsAHIl; no 1
6aHLi B mayuyj 3
KapToHYy

NAT
"Ximchapm3as
of "YepBoHa

3ipka”

YKpaiHa

MAT "Ximdpapm3sasog,
"UepsoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX PO cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHNX AaHnX npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapMmakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLLeHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsgy

6e3
peyenma

UA/3681/01/01

269.

P/IAMEHKO

TabNeTKU, BKPUTI

CaHpo3

CnoBseHis

JIABOPATOPIOC

IcnaHis/

BHECEHHS 3MiH 10 peecTpaLliiiHnx maTepianis: 3miHu | Tuny -

3a

UA/17165/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
NAiBKOBOO dapmachbioTika JIEOH ®APMA, C.A,, HimeuyunHa 3MiHW BHECEHO A0 iHCTPYKLi 415 MeAUYHOTO 3acTOCYBaHHS peyenmom
060/10HKO, 2 Mr/30 n3 a.Aa. Icnanisa (BUpo6HULTBO nikapcbKoro 3acoby y po3ginu: "MpoTtunokasaHHa", "B3aemogis
Mkr Ne 21 (21x1), Ne Hepo3sacoBaHol 3 iHWKXMK NiKapCbKMMK 3aco6amu Ta iHLLI BUAY B3aEMOLIN",
63 (21x3), Ne 126 npoayKuii, NnepBnHHe "Ocob6nmBoCTi 3acTocyBaHHs", "MobiuHI peakwii" BignoBigHO A0
(21x6) y 6nicTepax Ta BTOPUHHE OHOB/EHOT iHGhopMaLii 3 6e3neku 440l peyoBrHU. BBeaeHHs
nakyBaHHs1, KOHTPO/1b 3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMKEHHS; 3MiHN | TUny
cepiii); Cantotac - 3MiHM BHECEHO [0 iHCTPYKLiT A5 MeANYHOro 3acTOCyBaHHS
dapma N'vbX, nikapcbKkoro 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHA"
HimeuumnHa (038Bin Ha BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyol
BMMYCK cepii) peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS
270. | ®NAMIAE3 Masb no 20ry OpraHocuH IHAjs EHK'106 ETikans IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3Minu |l Tuny - 6e3 UA/1920/02/01
dITonMAC KOHTeliHepi; no 1 Navidp MpaisiT NimiTeq 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPOGHUKA peyenma
KOHTelHepy B naulyj; CaeHcu3 NBT. BUXIAHOIO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
no20rabono40ry nra. BMKOPUCTOBYIOTLCS Y BUPO6HMYOMY npoueci ADI, abo 3miHa
Ty6i; no 1 Ty6i y BMPOGHUKa (BK/KOYaoum, e HeobXigHo, MicLie MPOBeAEHHS
KapTOHHII nayui KOHTPO/It0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI EBponeiichkili hapmakonei y 3aTBepakeHomy
[0Cb€)(BBEAEHHA HOBOrO BUPO6HUKA AD| 3 HafaHHAM MacTep-
thaiina Ha A®l) - BBEEHHA 104ATKOBOro BUPOo6HUKa AdI
MeTtuncaniunnart - Alta Laboratories Limited, India. 3miHun Il
Tuny - 3MiHn 3 skocTi. A®l. Bupo6HMUTBO. 3MiHa BUPOOHMKA
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Yy BUpOBHUYOMY npoueci AP, abo 3miHa
BMPOGHMKa (BK/KOYaoum, e HeobXigHo, MicLie MPOBeAEHHS
KOHTPO/It0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI EBponeiichkili hapmakonei y 3aTBepakeHomy
[0Cb€)(BBEAEHHA HOBOrO BUPO6HUKA AD| 3 HafaHHAM MacTep-
thaiina Ha A®l) - BBEEHHA 104ATKOBOro BUPOo6HUKa AdI
Tumon - VDN ORGANICS PVT. LTD,, India.
271. | ®NEKCENIT PO34UH ANS iH'EKLN, BPOC NTA Ipeuis BPOC NTA Ipeuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0436/01/01
250 mr/mn, no 1 mn 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peuenmom
(250 wr), no 2 mn (500 BBeneHHs1 ab0 3MiHM A0 y3arasibHEHUX JaHUX NP0 CUCTEMY
Mmr), no 4 mn (1000 mr) hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHux npo
B amnyniy cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
nnacTMKoBOMY BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapMakoHarnsagy; KOHTakTHOT
6nictepi, no 1 0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
6nicTepy B KAPTOHHIi hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
Kopoo6Li YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0C06M YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiAnoBigasIbHOT 3a papmakoHarnsag B YkpaiHi. NMponoHoBaHa
pefaxuis: IBacbkoBa Anna BacuniBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
Bif4noBigaNbHOI 3a thapmMakoHarnag B Ykpaiti
272. | ®JIEHOKC® PO34MH ANA iH'EKLN, AT "®apmak” YKpaiHa AT "dapmak” YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis: 3MiHu | Tuny - 3a UA/13119/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
10000 aHTK-Xa AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyernmom

MO/mn no 0,2 mn
(2000 aHTK-Xa MO)
a6o 0,4 mn (4000
aHTK-Xa MO), a6o 0,6
mn (6000 aHTK-Xa
MO) y wnpuui; no 1
wnpuyy B 6aictepi; no
1, 2 a6o 10 6nicTepis
y naulj 3 KapTOHY; NO
0,8 mn (8000 aHTu-Xa
MO) y wnpwui; no 1
Lwnpudy B 6nicTepi; no
1 a6o 2 6nictepn y
nauuj 3 KapToHy; Nno
0,2 mn (2000 aHTK-Xa
MO) a6o 0,4 mn (4000
aHTK-Xa MO), a6o 0,6
M (6000 aHTK-Xa
MO) y wnpuui; no 2
Lwnpuum B 61ictepi; no
1 a6o 5 6nictepiB y
nauLi 3 kKapToHy; no
0,8 mn (8000 aHTu-Xa
MO) y wnpwui; no 2
wnpuum y 6nictepi; no
1 6nicTepy y nauui 3
KapToHY

3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs) 3MiHa
Ha3BW Ta afpecy 3asBHVKa. BBefeHHs 3MiH npoTsarom 6-u
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Mmicus
NpoBaPKEHHNA AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BK/IKOYAKUN AiNbHNL BUNYCKY cepii abo
MicLle NpoBeAEHHS KOHTPOJIKO AKOCTI. (LiSNIbHICTb, 3a AKY
BiiNOBIAAaE BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK Cepild)
3MiHa HaliMeHyBaHHS Ta afpecyu MiCLs MPOBaKEHHS
[iSNbHOCTI BUPOOHMKA 6€3 3MiHU MicLA BUPOGHMLTBA. 3MiHM
BHECEHO B iHCTPYKL,i0 A58 MEAWYHOrO 3aCTOCYBaHHS LW0A0
HaliMeHyBaHHSA Ta MiCLie3Hax0MKeHHA BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby.

BBefeHHs1 3MiH MPOTArom 6-T MICALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) p. «MapkyBaHHs» MKA /13
3arBepkeHo: BigNOBigae HafaHoMy TEKCTY MapKyBaHHS
3anponoHoBaHo: 3rigHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM MiKapCbKOro 3acoby
3 BHECEHHAM iHhopmMaL,ii LWOo0 3a3HAaYEeHHA OAVHULIb
BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MicAUIB MicnA 3aTBepKEHHSA. 3MiHM | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo [onyCcTUMMUX MeX, BUSHAUEHNX Y crieundikalisx Ha
A®l, ab0 BUXiLHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTBa API (3BYXEHHS
[ONyCTUMUX MeX, BU3HaYeHUX Y cneundikauii) Po3ain
«3a/ILLKOBI KiNIbKOCTI OPraHiyHUX PO3UYMHHUKIB». paHnyHe
HOPMYBaHHS 3a/INLLIKOBUX KifIbKOCTEW OpraHiyHnX PO34MHHIIKIB
(eTaHony) Ta oAMHULI BUMIptOBaHHS (% 3MIHIOEMO Ha ppm)
NpuBOAMMO [0 BUMOT BUPOGHMKA. BMICT eTaHony y cybcTaHuii
- He 6GinbLe 500 ppm. 3MiHu | TURY - 3MiHK 3 AKkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONYyCTUMUX MEX, BU3HaUeHuX y cneuuddikalisx Ha Ad®l, abo
BWXiAHWI/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCSA
y npoueci Bupo6HuLTBa A®I (BUNYyYEHHA HE3HAYHOrO
noKasHuKa SIKOCTi (Hanpukiag, BUTydeHHs 3actapinoro
nokasHuka)) BunyueHHsi po3gin «Baxki meTanu» 3i
cneumagikauii A®I eHokcanapuHy HaTpito BUPOOGHMKa
«Hangzhou Jiuyuan Gene Engineering Co.,Ltd., Kutaii. 3miHn
| TNy - 3miHK 3 AkocTi. ADl. KoHTponb AdI. 3miHa y meToaax
BuNpobyBaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGyBaHHS
(BKKOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BMXIAHOrO/NPOMIXHOr0 NPoAYKTY) 3MiHU y MeToAax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
BMNPOOYBaHHSA T.«3a/INLLIKOBI Ki/TbKOCTi OpraHivyHmXx
PO3YMHHIKIB» Y 3B'A3KY 3 ONTUMIi3aLiel0 METOANKN.
273. | ®JIOPUCEA- cupon, no 50 mn, no ToBapucTso 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHM | TRy - 6e3 UA/8853/02/01
300POB'A 100 mn a6o no 200 mn obmexeHor BMPOGHMLITBA, 3MiHM 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema peyenma
y thnakoHi; no 1 BignoBiganbHi KOHTPO/1b SIKOCTI, KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NnocTavabHMKa
h1aKoHy B KapTOHHIi cTI0 BUMYCK Cepii: nakyBa/lbHVNX MaTepianis abo KOMMNEKTYOUUX (SKLLO
Kopo6ui; no 10 mny "®hapmaneBTn ToBapucTBo 3 3a3HayeHo B [0CbE) (3aMiHa abo fofaBaHHS nocTavyasibHUKa);
cauwe, no 20 cawe y YHa KOMnNaHis 06MeXeHoto CynyTHSA 3MiHa
KapTOHHI Kopoo6Li "3po0pos'a” BiANOBIAA/TIbHICTIO - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkuii 3acib. Cuctema
"®apmaueBTUYHa KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa dhopmu abo
KoMnaHis "3g0pos'a”, pO3Mipy KOHTEHepa Yx 3aKynopoBasIbHOro 3acoby
YkpaiHa; BCi cTagii (NepBMHHOI ynakoBku) (HeCTepubHi ikapcbki 3acobm) -
BMPOGHMLITBA, BBE/lEHHSI HOBOrO BMPO6HUKa dhiakoHiB nonimepHux TOB
KOHTPO/b SKOCTI: «CTatyc», YkpaiHa f0[aTKOBO A0 3aTBepAKEeHUX BUPOOHMKIB
TosapucTso 3 TOB «MPO®INNACT NTA», YkpaiHa Ta TOB «nactxim»,
0bMexeHot YkpaiHa. K HacnigoK, He3HauHi 3MiHM rabapuTHUX po3MipiB
BigNoBigasIbHICTIO donakoHiB
"XapkiBcbke
thapmaueBTUYHe
nigNPUEMCTBO
"340poB'a Hapoay",
YKpaiHa
274. | ®NNYKOHA30 | nopouok (cybcTaHLis) Yewmo 16epika, IcnaHis Kimika CiHTeTika, C.A. IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - - UA/9730/01/01
n y NOABIAHNX C.A. 3MiHu 3 sKocTi. A®l. BUpo6HMLTBO - NOJAaHO OHOBIEHY BEPCito
nosieTuneHoBmX ASMF Ha A®I chnykoHasony Bif, BUMpo6Huka Quimica Sintetica,
naketax gns S.A., IcnaHia (3anponoHoBaHo: FL-QS1 Ed03-UA version
hapmaLeBTUYHOro February 2021)
3acToCyBaHHSA
275. | ®OCDHOOMILUN | rpaHynu ans NAT YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17681/01/01
H OpasIbHOro po3uuHy no | "Ximdapmsas TOBapuUCTBO 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peyernmom
3, no 8 r npenapary of "UepsoHa "Ximthapm3saBog BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHUX AaHWX NPO cUCTeMy
(3 r gitoyoi pevoBuHK) 3ipka” "YepsoHa 3ipka" hapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHuX Npo
y cawwe; no 1 a6o 2 cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
cawle y nauui 3 BiANOBIAA/IbHOI 32 3AjICHEHHS hapMakoHaris4y; KOHTakTHOT
KapToHYy 0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MiLLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobm,
BiANoBiAa/IbHOI 3a 3AjICHEHHA hapmakoHarnsay
276. | XITAKCA TabneTku, Lo AT "Apawvep, Monbwa AT "Apgaveg ®apwva”, Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/15529/02/01
AVCNepryoTbes B Papma” Monbwa (BUpoBGHMK Ipeuis 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkmii 3aci6. 3MiHN Y peyenma
POTOBI NOPOXHWHI N0 BiANoBigabHUIA 3a BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatumn giana3oH
2,5 wmr, no 10 BMNYCK cepil, He po3Mipy cepil) roToBOro fAikapcbKoro 3acoby (36inbLUeHHs Ao
TabneTok y 6nictepi, BK/THOYAK0YM 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - 36i/1bLUEHHS
no 1 a6o 3 6nictepn y KOHTPO/b); niana3oHy po3mipy cepii /13 3 "sig 100,000 go 1,000,000
KapTOHHI Kopoo6Lli xeHadgpapm C.A,, Tabnetok" Ha "Big 100,000 go 2,000 000 TabneTok"
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
pevis (BUPO6GHMLITBO
3@ MOBHUM LIMK/TOM)
277. | XJTIOPFEKCH po3unH ansa MAT YkpaiHa MAT "Ximthapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiauis: 3MiHu | Tuny - 6e3 UA/9766/01/01
AVH-KP 30BHILUHLOIO "Ximcpapmsas "YepBoHa 3ipka" 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
3actocyBaHHs 0,05 % of "YepsoHa BBeneHHs1 ab60 3MiHU [0 y3ara/ibHeHUX JaHuUX NPo cucTeMy
no 100 mny 3ipka" hapmakoHarnsigy (BBeAEeHHS y3araslbHEHUX faHWX NPo
KOHTEliHepi 3 cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
Hacagkoto ans BiiNOBIAaNbHOI 3a 34jiICHEHHS hapmakoHarnsaay; KOHTaKTHOI
CMpsiMOBaHOro ocobu 3 dhapmakoHarnagy 3asBHuKa AN 34INCHEHHSA
BBEAEHHS; No 1 hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
KOHTelHepy y nauui 3 YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
KapToHy; no 100 mny hapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
KOHTEliHepi 3 po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
Hacagkoto ans 3MiHa KOHTaKTHUX JaHWnX YNOBHOBaXeHOI 0cobm,
CMpsAMOBaHOro BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
BBE/leHHS
278. | XNOPIrekcu po3uuH (cybeTaHuis) y | Megixem, C.A. IcnaHis Megixewm, C.A. IcnaHis BHECEHHS 3MiH 0 peecTpauiiiHux matepianis: 3MiHu | Tuny - - UA/12406/01/01
AVHY 6apabaHax 3 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/lE-cepTudikat
AVINOKOHA | nonietunery BUMCOKOT BiANOBIAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
TY 20% WiNbHOCTI Ansa MoaaHHA HoBOro abo OHOB/EHOrO cepTuddikaTa BiANOBIAHOCTI
PO34YUNH hapmaLeBTUYHOIO abo BUIy4YeHHs cepTuchikaTa BiANOBIAHOCTI EBpONechbkili
3aCcTOCyBaHHA thapmakonei: gna Ad®l; gns BuxigHoro
marepiany/peareHTy/nNPoMiKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; A1a ONOMDKHOT
peyoBuHM (iHLLI 3MiHK) iHhopMaLisl, LWOAO TEPMIHY
npuaaTHOCTI Ta YMOB 36epiraHHs NpYBOAUTLCS Y BiAMOBIAHICTb
[0 matepianiB peecTpadiiHoro focke Ta gitodoro CEP Ne R1-
CEP 1993-009-Rev 04. 3MiH1 B TUTY/bHI cTopiHUi MKA N13 B
iHdbopmaLii Wwoao hopmu BUNYCKY.
279. | XONNOKCAH® | nopoLUoK A5t PO34nHY BakcTep HimeuunHa Bakctep OHKonogxi HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/2024/01/01
ir onsidekuimnolr; 1 OHKoMoaXi 6X 3MiHK 3 AkocTi. ADIl. BupobHMUTBO. 3MiHM B npoueci peyenmom
hN1akoH 3 MOPOLLUKOM Y 6X BMpO6HULTBA AP - HE3HAYHI 3MiHM B MpoLeci BUpobHMLTBa
KapTOHHiiA KOpo6Li A®l, a came 3amiHa 06nagHaHHA LeHTpudyrv Ta cyLuapkm Ha
inbTp-cywapky Ta 06’egHaHHs NpoLeciB posnoginy,
NPOMMBaHHS Ta CYLLKM B OAHO-eTanHuii npolecc
280. | XO/IOKCAH® | nopoLUOoK A5t PO3UNHY BakcTep HimeuunHa Bakctep OHKonogxi HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/2025/01/01
2r onsidekuinno 2r; 1 OHKoMoaXi meX 3MiHM 3 AKocTi. A®l. BupobHuLTBO. 3MiHN B NpoLieci peyenmom
hNakoH 3 NOPOLLUKOM Y m6X BMPO6HULTBA AP - HE3HAYHI 3MiHM B MpoLeci BUpobHMLTBa
KapTOHHiiA Kopo6Li A®I, a came 3amiHa 06nagHaHHA LeHTpUdyry Ta cyLuapkm Ha
iNbTp-CcyLllapKy Ta 06’'egHaHHA NpoLLeCiB po3noginy,
NPOMMBaHHS Ta CYLLKN B OAHO-eTanHuii npolecc
281. | XO/TOKCAH® | nopoLUOoK 4151 PO3UNHY BakcTep HimeuunHa Bakctep OHKonogxi HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | Tuny - 3a UA/2026/01/01
500 MI ons iH'exuin no 500 OHKonoaXi eX 3MiHM 3 AKkocTi. A®l. BUpo6HMLUTBO. 3MiHM B MpoLeci peyenmom
Mr; 1 doniakoH 3 6X BMPOOHULTBa API - He3HAUHI 3MiHM B NpoLEeCi BUPOBHULTBA
NOPOLLUKOM Y Adl, a came 3amiHa 06/1a4HaHHS LEHTPUAYIM Ta CyLIapKku Ha
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KOopoo6Li inNbTp-cyLlapKy Ta 06’'egHaHHA NpoLLeciB po3noginy,
NPOMMBaHHS Ta CYLLKN B OAHO-eTanHuii npolecc
282. | XYMIPA® PO3YUNH ANS iH'EKLN, E66Bi LLsenuapis nikapcbka chopma, HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux matepianis: 3MiHu | Tuny - 3a UA/13612/01/01
40 mr/0,8 mn; mo 0,8 Biodhapmachkio NnepBUHHE NaKyBaHHS: AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL peyenmom
MJ/1 PO3YMHY Y Tikan3 Mm6X BetTtep ®apma- (Brovatoum ginbHuUUi ans A®Il, NpoMixXHOro NpoaykTy abo
nonepegHL0 PepTiryHr Tm6X i Ko. roTOBOrO /iKapCbKOro 3acoby, AiNbHULi 415 NTPOBEAEHHS
HanoBHEHOMY K, HimeuunHa abo nakyBaHHs, BUPOGHWMKa, BigNOBiganibHOro 3a BUMYCK Cepi,
0HOA,030BOMY BetTep ®apma- MicLie NPOBEeAEHHSA KOHTPOIO cepii) abo nocTayanbHUKa
wnpuui; no 1 wnpuuy PepTiryHr Tm6X i Ko. BMXifHOro martepiany, peareHTy abo AONOMiKHOT pevyoBUHU
pasom 3 1 cepBeTKO, Kr, HimewunHa; (AKLL0 3a3HaYeHOo Y AOCbEe) BunyyeHHs BUPO6HUYOIT ATbHUL
npocsikHyToro 70 % BTOPVHHE NaKyBaHHS: roTOBOro Nikapcbkoro 3acoby Xymipa® E668Bi BioTekHonooxi
isonponinosum BetTtep ®apwma- 'mM6X, HimeuunHa, sika Bignosigae 3a BUnyck cepii. 3mMiHn
CNNPTOM, BMILLEHI Y ®epTiryHr F'm6X i Ko. BHECEHO B iHCTPYKL,i0 A58 MEAMYHOrO 3aCTOCYBaHHS LW040
KOHTYPHY YapyHKOBY K, HimeuuunHa,; MiCLLe3HaxopKeHHS BUPO6HMKA 3 BIAMNOBIAHUMU 3MiHAMU Y
ynakoBky; no 1 a6o 2 TecTyBaHHs: E6OBI TEKCTi MapKyBaHHS ynakoBKM NikapCbkoro 3acoby. BeegeHHs
LINPULM (Y KOHTYPHIi [Loiuneng M'méX i Ko. 3MiH NPOTAroM 6-TU MICALIB NiCNs 3aTBEPMAKEHHS.
YapyHKOBIli ynakoBLj 3 KI', HimeuuunHa;
1 cepBETKOI KOXEH) Y BUNYyCK cepii: E66BI
KapTOHHI kopobuyj; BioTekHonomxi MM6X,
no 0,8 mn y chnakoHi HimeuyunHa
[719 0HOPa30BOro
BUKOPWCTaHHS; no 1
donakoHy, 1
CTEPUIbHOMY LUMPULLY,
1 cTepunbHili ronuyj, 1
CTepUIbHOMY
apantepy Ans
chnakoHa, 2
cepBeTkamu
(npocsikHyTMKM 70 %
isonponinosum
cnupTom) y Habopi y
BHYTPILLHI KAPTOHHIi
Kopo6Li; no 2 Habopwm
Y 30BHILLHIli KAPTOHHI
Kopoo6ui
283. | LEPYKAN® Tabnetku no 10 mr; no TOB «TeBa YkpaiHa MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHa 3asBHMKa 3a UA/2297/01/01
50 Tabnetok y YkpaiHa» 4.0.0. (BnacHvka peecTpadiiHoro noceigyeHHs) (3rigHo Hakazy MO3 | peyenmom
hnakoHi; no 1 Bia 23.07.2015 Ne 460). 3miHu | TUny - 3MiHK Woa0
hnakoHy y Kopobui 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHMX NPo cucTeMy hapMakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHVKa Ans 34iINCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBiAA/ILHOI 32 31iiCHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnagy (BK/4ak4m KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-thaiina cucteMun papmakoHarnsgy).
3MiHa YNOBHOBaXXeHOI 0CObM 3asBHUKA, BiANOBiAaIbHOI 3a
thapmakoHarnag. fitoua pegakuis: Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHMX faHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiNOBiAa/IbHOI 32 hapMakoHarnsga.

284.

LE®YPOKCHU
M15T

MOPOLLOK A4/15 PO3UNHY
Ans iH'ekuii no 1500
mr, 1 a6o 10 dprakoHis
Y KapTOHHiIli KopoobLi

AAP ®APMA
®3-/11C

O6'efHaHi
Apabebki
Ewmipatn

3elicc
dapmac’toTikesnc lMBT.
nra.

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHa 3asiBHUKa
(BnacHvKa peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3miHu | Tuny - 3miHK Woao
6e3nekun/edpekTBHOCTI Ta thapMakoHarnagy (iHwi 3MiHun)
BHeceHHs 3miH fo po3giny MKA: MAPKVMPOBKA fitoua
pepakuis: MAPK/IPOBKA B cooTBETCTBUM C YTBEPXAEHHBIM
TEKCTOM MapKVpOBKM KOTOPbI npunaraeTcs. MNponoHoBaHa
pepakuis: MAPK/IPOBKA B cooTBeTCTBUM C YTBEPXAEHHbIM
TEKCTOM MapKMpoBKU. OHOB/IEHHSA TEKCTY MapKyBaHHsA
yNaKoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmal,i Wwoao
3a3Ha4YeHHs1 OAMHWLb BUMIPIOBaHHS Yy cucTemi Sl. BBeAeHHsA
3MiH NPOTArom 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.

3a
peyenmom

UA/17488/01/01

285.

LUMHAPIKC
DOPTE

TabneTkn, BKpUTI
060/10HKO0, M0 600 Mr
no 15 Tabnetok B
6nictepi; no 2 a6o 6
6nicTepiB y KAPTOHHIN
ynakoBLi

PapmaueyTiw
e dabpik
MoHTaBiT

X

ABCTpist

dapmaueyTie
habpik MoHTaBIiT
rm6X

ABCTpis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy.
BBefieHHs1 @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cuctemy
thapmakoHarnagy (BBefieHHs y3arasibHeHNX faHnx npo
cucTemy chapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHoT
0co6u 3 chapmakoHarnsgy 3asBHVKa s 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-thaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6U 3asBHMKA,
BignoBigaIbHOI 3a hapmMakoHarnsg B YkpaiHi. NMponoHoBaHa
pegakuist: MpuweHko Hatanis OpecTiBHa. 3MiHa KOHTAKTHUX
[aHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6U 3asiBHUKA,
Bi4noBifa/IbHOI 3a dhapmakoHarnsa B YkpaiHi

6e3
peyenma

UA/14913/01/01

286.

UMHKTEPAN

TabneTkn, BKpUTI
NnNiBKOBOKO
060/10HKO10, M0 124 mr
no 25 TabneTok y
6nictepi, no 1 a6o no
2 6nictepu y kopobui

TOB «TeBa
YKpaiHa»

YKpaiHa

TOB TeBa
OnepeiiwH3 MonaHg

MonbLa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepiasiB: 3MiHa 3asiBHMKa
(BnacHvKa peecTpauiiHoro noceigyeHHs): 3miHn | Tuny - 3miHn
Loao 6e3nekn/epekTBHOCTI Ta thapmakoHarnagy. BeegeHHs
ab60 3MiHM [0 y3arasibHeHVX aHUX Npo cuctemy
thapmakoHarnaay (BBeA€HHs y3arasibHeHNX AaHNX Npo
cuctemy hapmakoHarfisgy, 3miHa ynoBHoBaXKeHoi ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHaris4y; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-thalina cuctemn hapmakoHarnagy) 3miHa
YMOBHOBAXXEHOT 0COOU 3asIBHMKA, BifgnoBigasbHOI 3a

3a
peyenmom

UA/8359/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
thapmakoHarnag. fitoua pefakuis:
Orit Stern-Maman. NponoHoBaHa pefakuis: buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobm
3as1BHVKA, BignoBiga/IbHOI 3a dhapmakoHarnsag
287. | UATUKONMIH- | po3unH opanbHuii, 100 | ToBapuctso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepiasis: 3MiHu | Tuny - 3a UA/16711/02/01
3400POBA mr/mn no 30 ms, no 50 06MEXEHOI0 06MeXeHo 3MiHM 3 AKOCTI. FOTOBWMIA NlikapCbkuii 3aci6. Cuctema peyenmom
M abo no 100 mny BiANOBIAa/TbHI BiANOBIAA/TIbHICTIO KOHTeliHep/3aKynoproBasibHWiA 3aci6. 3MiHa nocTavanbHMKa
dhnakoHi 3i ckna; no 1 CTHO "®apmMaueBTNYHa nakyBa/lbHUX maTtepianiB a60 KOMMNNEKTYIOUUX (SIKLLO
h1aKoHy 3i cTakaHoMm "®dapmaneBTn KomnaHis "3gopos'a” 3a3HayveHo B A0CbE) (3amiHa abo AoAaBaHHA NOCTavYa/IbHUKA);
MipHUM y KOpOO6Li 3 YHa KOMNaHis CynyTHS 3MiHa
KapToHy; no 50 mn a6o "3popos'a" - 3MiHK 3 iKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema
no 100 mn y donakoHi KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa dhopmun abo
nonimepHomy; no 1 PO3Mipy KOHTelHepa Yy 3aKynoploBasIbHOro 3acoby
hnakoHy 3i npu- (NepBUHHOI yNakoBKu) (HeCcTepusbHi Nikapcbki 3acobm) -
NiNeTKoK A03YHU00 Y BBEAEHHSI HOBOrO BMPOOHUKA thriakoHiB noaimepHux (Pr-125)
KOpOO6Lii 3 KapTOHY; Mo TOB «CraTtyc», YkpaiHa [oAaTKOBO [0 3aTBepKEHNX
10 mn y cawe; no 20 BUPO6HMKIB TOB «MPO®IMIACT N1TA», YkpaiHa Ta TOB
calle y Kopobui 3 «lnacTxim», YkpaiHa. KilbKUCHWI1 Ta SKiCHUIA cknagn
KapToHYy nakyBa/lbHOro Matepiasy /1akoHy He 3MiHUBCS; BUPOOHMKN
KPULLIOK [10 HOBOrO h1akoHy 3anuLleHi 6e3 3MiH.AK Hacnifok,
He3HauHi 3MiHV rabapuTHNX Po3mipiB hnakoHis
288. | ULUTPAMOH- TabneTku no 6 NAT YkpaiHa MAT "Ximdpapm3sasog, Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHux maTepianis: 3miHu | Tuny - [Ne 6, Ne 10 UA/8592/01/01
M Tabnetok y 6nictepi; "Ximchapm3as "UepsoHa 3ipka" 3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema - 6e3
no 10 TabneTok y of "YepBoHa KOHTelHep/3akynoptoBasibHWI 3acib. 3MiHa po3Mipy ynakoBku | peyenma;
6nictepi; no 6 3ipka” roTOBOrO JlikapCbKoro 3acoby (3MiHa KilbKOCTi 0AMHULb Ne 100 - 3a
Tabnetok y 6nictepi, (Hanpuknag TabneTok, amnyn TOLLO) B ynakosLi:) - 3MiHa no3a | peyenmom
no 1 6nicTepy B naui; AianasoHoM 3aTBepAyKeHNX PO3MIpiB yNakoBKW - BBEAEHHS
no 10 TabneTok y popatkoBoro posmipy ynakoBku Ne 100 (10x10) y 6nictepax y
6nictepi; no 1 naJui 3 KapToHy, 6€3 3MiHV NEPBUHHOIO NakyBaslbHOro
6nicTepy B nadui; no mMarepiany, 3 BifnoBigHUMM 3MiHAMMW B PO34iNi «YnakoBka»
10 TabneTtoky MKSA N13. 3miHW BHeceHi B po3ainn "Ynakoska" Ta "KaTeropis
6nictepi; no 10 BiANYyCKy" B IHCTPYKLiO 4151 MeANYHOro 3acTOCyBaHHS
6nicTepis B navLi nikapcbKoro 3acoby y 38"A3Ky 3 BBEAEHHSAM A0aTKOBOT
ynakoBeu, K Hac/ifoK - 3aTBEPMKEHHSA TEKCTY MapKyBaHHS
[0AaTKOBOI YNakoBKW Nikapcbkoro 3acoby. BeefeHHs 3MiH
npoTArom 3-x MicaUiB Mic/1A 3aTBEPKEHHS
289. | ULUTPAMOH- TabneTku no 6 NAT YkpaiHa MAT "Ximdpapm3sasoz Ykpaina BHECEHHS 3MiH 0 peecTpayiiiHux matepianis: 3MiHu | Tuny - 6e3 UA/8592/01/01
M Tabnetok y 6nictepi; "Ximchapm3as "UepsoHa 3ipka" 3MiHM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay. peyenma
no 10 TabneTok y of "UepsoHa BBegeHHs1 abo 3MiHM A0 y3ara/ibHEHMX AaHWX NPO cUcCTeMy
6nictepi; no 6 3ipka” hapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHuX Npo
Tabnetok y 6nictepi, cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
no 1 6nictepy B nauuj; BiANOBIAA/IbHOI 32 3AjICHEHHS hapMakoHaris4y; KOHTakTHOT
no 10 TabneTok y 0cobu 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
6nictepi; no 1 hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
6nicTepy B nauui YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLeHHi MacTep-haiina cuctemun hapmakoHarnsgy) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iicHEHHSA dapmakoHarnsgy
290. | HEMEPUYHA | po3uunH ansa MAT Ykpaina MAT "Ximthapm3asog, Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiauis: 3MiHu | Tuny - 3a UA/9250/01/01
BOAA 30BHILUHLOIO "Ximcpapmsas "YepBoHa 3ipka" 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
3aCTOCyBaHHS, BOLHO- o "YepBoHa BBeeHHst @60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
cnupToBmin no 100 mn 3ipka” thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnx npo

y hN1aKoHi CKNsHOMY
abo noniMepHomy; no
1 chnakoHy B nadui; no
100 mn y 6aHui; no 1
6aHLi B navuyj

cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
hapmakoHarnsay (BkIoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWnX YNOBHOBaXeHOI 0cobm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy

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

Isan 3AIBOPHUMX
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