MIHICTEPCTBO OXOPOHU 310POB’A YKPAIHU
HAKA3
11 ciuns 2022 poky KuiB 43

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

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

HAKA3Y1O:

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

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

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

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

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

MinicTp BikTop JIALIIKO



NMEPENIK

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
BiA 11 ciuHa 2022 poky poKy Ne 43

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

KapTOHHI KOopoo6Li

MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeectpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiHu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. APUNIKAL Tabnetkn no 10 mr, Kagina IHais Kagina IHgis peecTpayis Ha 5 pokis 3a He UA/19119/01/01
no 10 TabneTok y dapmacbioT dapmacbloTukan3 MepioguyHiCTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY |  peyernmom nionsea
6nicTepi; no 3 abo nkans Nimiteq 3 6e3neku, BigNOBIAHO f0 MMOPSAAKY 34iACHEHHS €
10 6nicTepiB y Nimiteq hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KapTOHHIA Kopoo6Li MiHicTepcTBa OXOPOHUW 300P0B’s YKPaAiHW Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakazy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Bif, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3Ha4YeHMU Y NePioANYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neKu.
2. APUMIKAL Tabnetkun no 30 mr; Kagina IHAiA Kagina IHAjs peecTpauif Ha 5 pokis 3a He UA/19119/01/02
no 10 Tabnetok y dapmacbioT dapmacbloTUKan3 MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO 3BITY |  peyernmom niossea
6nictepi; no 3 abo nkan3s NimiTen 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
10 6nicTepiB y Nimiteq hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KapTOHHI KOopooLi MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainun 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOPOHY 3[40P0B'S
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHVMM Y NepiognNYHOCTI
NoJiaHHA peryasipHuX 3BiTiB 3 6e3NeKU.
3. ATEPA A Tabnetkun no 40 mr/5 dapmavesT MonbLa dapmMaLeBTUYHUIA MonbLa peecTpaujis Ha 5 pokis 3a He UA/19120/01/01
mr, no 14 TabneTok NYHUIA 3aBOS, 3aBoj MepiognyHICTb NOAAHHSA PEryasipHO OHOBJIHOBAHOTO 3BITY peyenmom nionsea
y 6nicTepi, no 2 “Monbhapm “Monbchapma” C. 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
6nictepu B a’'C. A A. hapmakoHarnagy, 3aTBepAXeHoro Hakasom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
4, ATEPA A Tabnetku no 40 dapmauesT Monbwa dapmaleBTUYHNI Monbwa peecTpauis Ha 5 pokis 3a He UA/19120/01/02
Mmr/10 mr, no 14 NYHWIA 3aBOJ, 3aBo/ MepiognyHiCTb NOAAHHA perynsipHO OHOBJIIOBAHOTO 3BITY |  peyernmom nionsea
TabneTok y 6nictepi, | “Monbthapm “Monbhapma” C. 3 6e3neku, BigNOBIAHO f0 MMOPSAAKY 34iACHEHHS €
no 2 6nictepv B a’ C. A A. hapmakoHarnsgy, 3aTBepaAXeHoro Hakasom
KapTOHHIA Kopoo6Li MiHicTepcTBa OXOPOHW 300P0B’'s YKPaAiHW Bifg, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakazy MiHicTepcTBa OXOPOHU 310POB'A
Ykpainu Bif, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3Ha4YeHMU Y NepioANYHOCTI
nofiaHHA perynsipHuX 3BiTiB 3 6e3neku
5. ATEPA A Tabnetkn no 80 mr/5 | dapmauesT Monbwa dapmaueBTUYHNI Monbwa peecTpauis Ha 5 pokis 3a He UA/19120/01/03
Mr, no 14 TabneTok WNYHWIA 3aBOJ, 3aBoj MepioguyHiCTb NOAAHHA PerysipHO OHOBJIIOBAHOTO 3BITY |  peyenmom nionsza
y 6nicTepi, no 2 “Monbapm “Monbchapma” C. 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
6nictepu B a’ C. A A. hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
KapTOHHIA KOopoo6Li MiHicTepcTBa OXOpPOHU 300POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainun 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOPOHY 340POB'S
YkpaiHu Bif 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMM Y NepiogNYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neKku
6. ATEPA A Tabnetku no 80 dapmaueBT Monbua dapmaLeBTUYHUI Monbwa peecTpauis Ha 5 poki 3a He UA/19120/01/04
Mmr/10 mr, no 14 NYHUIA 3aBOS, 3aBoj MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIKOBAHOTO 3BITY peyenmom nionsea
Tabnetok y 6nictepi, | “Monbcapm “Monbchapma” C. 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
no 2 6nictepu B a’'C. A A. hapmakoHarnagy, 3aTBepAXeHoro Hakasom
KapTOHHI KOopoo6Li MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeectpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiHu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku
7. BIKANYTAMI TabneTku, BKPUTI [bxenecapm peuis xeHechapm C.A. peuis peecTpauis Ha 5 pokiB 3a He UA/19121/01/01
il nNiBKOBOKO C.A. MepiognyHiCTb NOAAHHA perynsipHO OHOB/IIOBAHOTO 3BITY peyenmom nionsea
MWKEHEDAP 060/10HKO10, Mo 50 3 6esneku, BignoBigHo Ao Mopsaky 34iCHEeHHS €
M mr, no 14 TabneTtok chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
y 6nicTepi, no 2 MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
6nictepn y 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
KapTOHHIA KOopooLi rocTuLii Ykpainm 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[40pPOB'A
YKpaiHm Bif 26 BepecHs1 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
noflaHHA peryaspHuUX 3BiTiB 3 6e3neKu.
8. BANOUKAPA | kpansi opanbHi, no TOB "[OKnM YkpaiHa TOB "OKM YkpaiHa peecTpayis Ha 5 pokis 6e3 He UA/19122/01/01
NH 20 mn a6o 50 mn y "®apmauesT "®apmaueBTnyHa MepiognyHiCTb NOAaHHA perynsipHO OHOB/IIOBAHOIO 3BITY | peyenma — nionsea
chnakoHi, no 1 NyHa habpuka" 3 6e3neku, BigNOBIAHO f0 MMOPSAAKY 34iACHEHHS 20 mn, 3a €
dhnakoHy B mayui habpuka” dhapmMakoHarisay, 3aTBepAKeHOro Hakasom peyenmom —
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27 rpygHs 50 mn
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHYW 340P0B'S
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKaMK, 3a3HaYeHVMU Y NepioANYHOCTI
nofaHHs perynsipHuxX 3BiTiB 3 6e3neKkn
9. BEPAMAMIN NOPOLLIOK MpAT YkpaiHa Mipaman d®apma IHais peecTpavuisa Ha 5 pokis - He UA/19137/01/01
Yy KpucTanivyHmim "®apmauesT Nimiteq nionsza
riAPOXNMOPU | (cy6eTaHuis) y n4yHa chipma €
A nakeTax noaBinHuX "fNapHuua”
nonieTnIeHoBmxX
ans
chapmaLeBTUYHOro
3aCTOCYBaHHS
10. FENUUNHAT TabneTku, BKPUTI Hatko IHais HaTko ®apma IHais peecTpauia Ha 5 pokiB 3a He UA/19123/01/01
nNiBKOBOK dapma Nimiteq MepiognyHiCTb NOAAHHA PerynsipHo OHOBJIIOBAHOTO 3BITY |  peyernmom nionsea
o60n0HkKoto, no 400 Nimiteq 3 6e3nekw, BiANOBIAHO A0 MNopsaaky 34iNCHEHHS €
Mr no 28 Tabnetok y thapmakoHarnsgy, 3aTBepAKeHOro Hakasom
dhnakoHi, no 1 MiHicTepcTBa OXOpPOHUW 300P0B’'s YKpaiHW Big, 27 rpyaHs
hnakoHy B 2006 poky Ne 898, 3apeecTpoBaHOro B MiHicTepcTBi
KapTOHHIA KopooLi tocTuLii Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
noJlaHHA perynspHuX 3BiTiB 3 6e3neKku.
11. AYTA®OPC Kancynu Teepai, 0,5 MAPI®APM CnoBeHisi BMPOBHMLTBO, Icnanis peecTpauis Ha 5 pokiB 3a He UA/19124/01/01
mr/0,4 mr; no 6 4.0.0. nepBuHHE Ta peyenmom nionsea
Kancyn Tsepaux y BTOPUHHE €
6nictepi, no 5 nakyBaHHs,
6nicTepis y naui, KOHTPO/b Ta
no 9 kancyn BUMYCK Cepii:
TBEpPAMX Y bnicTepi, CAl
no 10 6nictepiB y MAHY®AKTYPIHI
nauui , CJ1Y., IcnaHis;
KOHTPO/Ib cepii
(chiznKO-XiMiYHWIA):
[anenikym Xernc,
C.J1., IcnaHis;
KOHTPO/b cepii
(mikpo6ionoriyHwuii
Na6opaTtopio
EueBapHe, C.A.,
IcnaHis
12. EBPOMOHT TabneTkun, BKpUTI Akkopp, Monbua BMPOGHMLITBO IHais/ peecTpauia Ha 5 pokiB 3a He UA/19125/01/01
nNiBKOBOK Xernckea niKkapcbkoro Benuka MepiognyHiCTb NOAAHHA PerynsipHO OHOBJIIOBAHOTO 3BITY peyenmom nionsea
060/10HKO10, Mo 10 Moncka Cn. 3aco6y, NepBUHHE BpuTtaHisa/ 3 6esneku, BignoBigHo Ao Mopsaky 34iCHEeHHs €
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
Mr; no 14 TabneTok 3.0.0. Ta BTOPUHHE YropuuHa/ chapmakoHarnagy, 3aTBeppKeHoro Hakasom

y 6nicTepi, no 2
6nictepu y nauui

nakyBaHHs,
KOHTPOb AKOCTI
cepii: IHTac
PapmacbloTikasic
Nimiten, HAais;
BMPOGHMLITBO
niKapcbkoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOb AKOCTI
cepii:

IHTac
dapmacbloTikasc
Nimiteq, IHAis;
Jopatkosa
OiNbHUUA 3
NMepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEA, Benvka
BputaHis;
Jopatkosa
AiNbHWUA 3
NMepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs,
KOHTPO/b SIKOCTI:
AKKOPA-FOKEW
NIMITEA, Benvka
BputaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b SIKOCTI:
ANC
JIABOPATOPIC
(FOKEW) NIMITEA,
Benvika bputaHisi;
KOHTPONb AKOCTI:
SAPMABAJIA,
nra.
Mikpob6ionoriyHa

MiHicTepcTBa OXOPOHUW 300P0B’s YKPaAiHW Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepfaxuii Hakazy MiHicTepcTBa OXOPOHU 310POB'A

Ykpainu Bif, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3ri4HO 3i CTPOKaMK, 3a3Ha4YeHMU Y NePioANYHOCTI
NOLaHHs PErynsipHKX 3BITIB 3 Ge3neku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
naboparopis,
YropumHa;
KOHTPONb AKOCTI:
BeccniHr XaHrepi
K., YropwmHa;
BiANOBIAAbHWIA
3a BUNycCK cepil:
AKKOP[,
XEJICKEA
NIMITEL, Benvka
BpuTaHis
13. EBPOMOHT TabneTku XyBasbHi, AKkopA, Monbwa BMPOGHMLITBO IHpis/ peecTpauis Ha 5 pokis 3a He UA/19125/02/01
no 4 mr no 14 Xenckea nikapcbkoro Benuka MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO 3BITY |  peyernmom nionsea
Tabnetok y 6nictepi, | [lMoncka Cn. 3acoby, nepBuHHe Bputanis/ 3 6e3nekw, BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS €
no 2 6nictepn 'y 3.0.0. Ta BTOPUHHE YropwuHa chapmakoHarnsgy, 3aTBepAKeHOro Hakasom

nauui

nakyBaHHs1,
KOHTPO/b SAKOCTI
cepii: IHTac
$apmacbloTikasc
Nimiten, HAais;
BMPOGHMLITBO
niKapcbkoro
3acoby, nepBrHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SAKOCTi
cepii: IHTac
$apmacbloTikasc
Nimiten, HAais;
popatkosa
LOinbHUUA 3
NepBNHHOTO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benvka
BpuTaHis;
KOHTPO/b AKOCTI:
ANC
NTABOPATOPIC
(FOKEW) NIMITEA,

MiHicTepcTBa OXOpPOHUW 300P0B’'s YKPaiHW Bifg, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3Ha4YeHMU Y NePioANYHOCTI
noJiaHHsA perynspHuxX 3BiTiB 3 6e3neku.




8

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

Benuka BpuTaHis;
KOHTPO/b SIKOCTI:
PAPMABANIL
nro.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;
KOHTPO/b SIKOCTI:
BeccniHr XaHrepi
KdT., YropwmHa;
BiANOBIgaIbHUIA
3a BUNycK cepil:
AKKOP/]
XENNCKEA
NIMITEL, Benuka
BpuTaHis

14.

E€BPOMOHT

TabneTku XyBasibHi,
no 5 wmrno 14
TabneTok y 6nictepi,
no 2 6nictepun y
navu,i

Akkopg,
Xernckea
Moncka Cn.
3.0.0.

MonbLa

BMPOOHULITBO
NiKapcbKoro
3aco0by, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepil: IHTac
dapmacbloTikasnc
Nimiteq, IHAis;
BMPOOHULITBO
NiKapcbKoro
3acoby, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepil: IHTac
dapmacbloTikasnc
Nimiteq, IHAis;
Jopatkosa
OiNbHWLA 3
NMepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XENNCKEA
NIMITEA, Benuka
BputaHis;
KOHTPO/b SIKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benuka
BpuTaHis;

IHais/
Benuka
BputaHis/
YropLmHa

peecTpavuis Ha 5 pokiB
MepiognyHICTb NOAAHHA PEry/IAPHO OHOBJ/IIOBAHOTO 3BITY
3 6e3neku, BianoBigHo Ao MNMopsaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
noJaHHs perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsea
€

UA/19125/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
KOHTPO/Ib SIKOCTI:
ANC
NABOPATOPIC
(FOKEW) NIMITEA,
Benvika bputaHisi;
KOHTPOb AKOCTI:
SAPMABAJIA,
nra.
Mikpob6ionoriyHa
na6oparopis,
YropumHa;
KOHTPONb AKOCTI:
BeccniHr XaHrepi
K., YropwmHa;
BiANOBIAAbHWIA
3a BUNycK cepil:
AKKOP[,
XENCKEA
NIMITEL, Benvka
BpuTaHis
15. IHO3VH Tabnetkn no 500 wmr, TOB "AKN YkpaiHa TOB YkpaiHa peecTpavuis Ha 5 pokiB 3a He UA/19126/01/01
MPAHOBEKC | no 10 TabneTtok y "®apmaueBT "AKM"®apmauesT MepioguyHiCTb NOAAHHA PErysIipHO OHOBJHOBAHOTO 3BITY peyenmom nionsiza
6nictepi, no 2 abo nyHa nyHa habpuka” 3 6e3neku, BianoBigHO Ao Mopsaaky 34iACHEHHS €
no 4 6nictepu B habpuka” hapmakoHarnagy, 3aTBepAXeHoro Hakasom
nauu,i MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainun 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOPOHW 340POB'S
YkpaiHu Bif 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMM Y NepiogNYHOCTI
NoJlaHHA peryasipHuX 3BiTiB 3 6e3NeEKU.
16. KOPTUMEHT | Tabnetku PeppiHr HimeuuunH KOCMO C.IM.A. ITania peecTpauis Ha 5 poki 3a He UA/19127/01/01
NPOSIOHrOBaHOI il 6X a MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIHOBAHOTO 3BITY peyenmom nionsea
no 9 wr, no 10 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
TabneTtok B 6nicTepi, hapmakoHarnagy, 3aTBepAXeHoro Hakasom
no 3 6nictepu B MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
ynakoBLi 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
rocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiHu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku
17. NETPO30/ TabneTku, BKPUTI Akkopg, Monbua BMPOGHMLITBO IHais/ peecTpauis Ha 5 pokiB 3a He UA/19128/01/01
AKKOPA, nNiBKOBOKO Xernckea nNiKapcbkoro Benuka MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO 3BITY peyenmom nionsea
060/10HKOM0, M0 2,5 Moncka Cn. 3acoby, NnepBuHHe BpuTaHisa/ 3 6esneku, BignoBigHoO A0 Mopsaaky 34iCHEeHHS €
mr; no 10 TabneTok 3.0.0. Ta BTOPWHHE Icnania/ chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
y 6nictepi; no 3 nakyBaHHs, Yexia/ MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
6nictepn y KOHTPO/Ib SAKOCTi YropLmHa 2006 poky Ne 898, 3apeecTpoBaHoro B MiHictepcTBi
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHI KOopoo6Li

cepii:
IHTAC
®APMACBIOTIKA
N3 NIMITEA,
IHAis;
BiANOBIAAbHWIA
3a BUNycCK cepil:
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
AiNbHWUA 3
KOHTPO/IO AKOCTI:
ANC
JIABOPATOPIC
(FOKEW) NIMITEA,
Benvika bputaHisi;
OiNbHUUA 3
KOHTPO/IO AKOCTI:
ACTPOH
PECbOPY
NIMITEL, Benvka
BpuTaHis;
OiNbHUUA 3
KOHTPO/IO SKOCTI:
NABOPATOPI
®YHOACIO JAY,
Icnanis;
OinbHUUA 3
KOHTPO/O AKOCTI:
TOB AJIC Yecbka
Pecnyb6nika,
Yexis;
OinbHUUA 3
KOHTPO/O SKOCTI:
TOB AJIC Yecbka
Pecny6nika,
Yexis;
AiNbHWUA 3
KOHTPO/IO AKOCTI:
®APMABATI,
nra.
Mikpob6ionoriyHa
na6oparopis,
YropLumHa;
fJopjatkosa
OinbHUUA 3
BTOPVHHOIO

tocTuuii Ykpainm 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakazy MiHicTepcTBa OXOPOHU 30POB'A

Ykpainu Bif, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3rigHO 3i CTPOKaMK, 3a3Ha4YeHMU Y NepioANYHOCTI
NOLaHHs PErynsipHKX 3BITIB 3 6e3neku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHS:
AKKOP[,
XENCKEA
NIMITEL, Benvka
BpuTaHis;
Aoparkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
Papma lMak
YropuwmHa /114,.,
YropLmHa
18. METACIPEWN | cnpeii HazabHNiA, TOB YkpaiHa TOB "Mikpochapm” YkpaiHa peecTpavuis Ha 5 pokiB 3a He UA/19139/01/01
[o3soBaHwuii, 50 "BANAPTIH MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIIOBAHOTO 3BITY peyenmom nionsea
Mkr/go3y o 10 r (60 DAPMA" 3 6e3neku, BianoBigHo Ao MNMopsaaky 34iACHEHHS €
[o3) abo 18 r (140 hapmakoHarnagy, 3aTBepAXeHoro Hakasom
f[03) y MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
nonieTuaeHoBoMy 2006 poky Ne 898, 3apeecTpoBaHOro B MiHicTepcTBi
hnakoHi 3 HacCoCcoM- tocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
[03aTtopom Ta pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
HacafKoto- Ykpainu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
posnuaoBayemM i3 3rigHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
3aXUCHUM NOAAHHA PerynspHuX 3BiTiB 3 6e3nekn
KoBMaykom, no 1
dhnakoHy B
KapTOHHIN nayui
19. MOP®IHY PO34UH ANS iH'EKLN, ToBapucTeo YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauia Ha 5 pokiB 3a He UA/5174/01/02
rIAPOXNOPU | 20 mr/mn, no 1 mn 3 06MeXeHo MepiognyHiCTb NOAAHHA PerynsipHO OHOBJIIOBAHOTO 3BITY |  peyernmom nionsea
A abo 5 mn B amnyni, 06MEXEHO BIAMNOBIAA/IbHICTIO 3 6e3neku, BignoBigHO A0 MNMopaaky 34iACHEHHS €
no 5 amnyny BiANoOBigaNb "XapkiBcbke thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
6nictepi; no 1 a6o 2 HiCTIO thapmaueBTnyHe MiHicTepcTBa OXOpPOHUW 300P0B’'s YKpaiHW Big, 27 rpyaHs
6nictepn y Kopobui 3 | "XapkiBCcbke nigNpPMEMCTBO 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
KapToHy thapmaueBT "3a0poB's rocTuLiil Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
nyHe Hapogay" pefaxuii Hakaly MiHicTepcTBa OXOPOHU 340POB'A
nignpvemcTs Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
0 "340poB'Aa 3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
Hapoay" noJaHHsA perynspHux 3BiTiB 3 6e3neku.
20. HATPIO NOPOLLOK TOB YkpaiHa COJ/IBEV ®paHuin peecTpauis Ha 5 pokiB - He UA/19129/01/01
FAPOKAPBO | (cy6cTaHuis) y "dapma OMEPEWLLEHC nionsea
HAT nonieTuneHoBmx abo Crapt" ®PEHC €
nosinponizieHoBnx
naketax gns
chapmaLeBTUYHOIo
3aCTOCyBaHHSA
21. OHAOAAP TabneTku, Lo AAP dapma | OG'egHaHi | MaHkaiiHg ®apma IHAjs peecTpauis Ha 5 pokis 3a He UA/18905/02/01
ONCnepryTbes B $3-/11C Apabchbki Nimiteq, KOHIT-II MepioAMYHICTb NOAAHHS PEryasipHO OHOBJIKOBAHOIO 3BITY |  peyenmom nionsiza
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
POTOBI NOPOXHWHI, Emipatu 3 6e3neku, BianoBigHo A0 Mopaaky 34iACHEHHS €
4 wr, no 10 thapmMakoHarnagy, 3aTBepAXeHoro Hakasom
TabneTok y 6nictepi, MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHa
no 1 6nictepy y 2006 poky Ne 898, 3apeecTpoBaHOro B MiHicTepcTBi
KapTOHHI ynakoBLi tocTuLii Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
noJaHHsA peryaspHuX 3BiTiB 3 6e3neKku.
22. OHAAAP TabneTku, Wo AAP dapma | O6'egHaHi | MaHkaiiHg Papma IHgis peecTpauis Ha 5 pokis - He UA/18906/02/01
ONCcnepryTbes B $3-111C Apabcbki Nimiten, HOHIT-II MepiognyHiCTb NOAAHHA PerynsipHO OHOBJIKOBAHOTO 3BITY nionsea
POTOBI NOPOXHWHI, Emipatu 3 6e3nekw, BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS €
4 wrr; in bulk no 10 hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
ab6o 100 6nicTepis y MiHicTepcTBa OXOPOHUW 300P0B’'st YKPaAiHW Bifg, 27 rpyaHs
KapTOHHIM nayui 2006 poky Ne 898, 3apeectpoBaHoro B MiHicTepcTsi
tocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMK, 3a3Ha4YeHMU Y NePioANYHOCTI
noJlaHHA perynspHuX 3BiTiB 3 6e3neKku.
23. OHAOAAP TabneTku, Lo AAP dapma | O6'egHaHi | MaHkaiiHg Papma IHAjs peecTpauis Ha 5 pokis 3a He UA/18905/02/02
ONCrepryTbes B $3-111C Apabebki Nimiten, HOHIT-1I MepiognyHiCTb NOAAHHA perynsipHo OHOBJIIOBAHOTO 3BITY |  peyernmom nionsea
POTOBI NOPOXHWHI, EmipaTtn 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
8 mr, no 10 hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
TabneTok y 6nictepi, MiHicTepcTBa OXOPOHUW 340P0B’S YKPAiHW Bif, 27 rpyaHs
no 1 6nictepy y 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
KapTOHHI ynakosLi rocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU 3[10POB'A
YkpaiHu Bif 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTpPOKaMK, 3a3Ha4eHMM1 Y NepiognYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.
24. OHAAAP TabneTku, Lo AAP dapma | OG'egHaHi | MaHkaiiHg ®apma IHAs peecTpaujis Ha 5 pokis 3a He UA/18906/02/02
ONCNepryTbes B ®3-/11C Apabchbki Nimiteq, OHIT-II MepioAnyHICTL NOAAHHS PerynsipHoO OHOBJIIOBAHOTO 3BITY |  peyernmom nionsea
POTOBI NOPOXHWHI, Emipatn 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEeHHS €
8 wr; in bulk no 10 hapmakoHarnsgy, 3aTBepAxeHoro Hakasom
ab6o 100 6nicTepiB y MiHicTepcTBa OXOpPOHM 3[40P0B’st YKPaiHW Big, 27 rpygHs
KapTOHHIM navui 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiHu Bif 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMK Y NepioanYHOCTI
NoJaHHsA peryasipHUX 3BiTiB 3 6e3NeKu.
25. MIBOHIT HacTolka, no 50 mn AT YkpaiHa AT "ly6Hnchapm" YkpaiHa peecTpauia Ha 5 pokiB 6e3 nionsea UA/19130/01/01
HACTOWKA a6o no 100 mny "Ny6Hndhap MepiognyHiCTb NOAAHHA PerynsipHo OHOBJIIOBAHOTO 3BITY peyenma €
dhnakoHax M" 3 6e3neku, BiagnoBigHo Ao Mopsaaky 34iMCHEHHS

thapmakoHarnsgy, 3aTBepAXXEHOro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B MiHictepcTBi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsi0O4YeHHs1
tocTuuii Ykpainm 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefaxuii Hakazy MiHicTepcTBa OXOPOHU 30POB'A
Ykpainu Bif, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMK, 3a3Ha4YeHMU Y NepioANYHOCTI
nofJaHHA perynspHuX 3BiTiB 3 6e3neKu.
26. TPIBOHOP TabneTkun, BKPUTI Mictpan AHrnis CiHTOH XicnaHis, Icnanis peecTpauif Ha 5 pokis 3a He UA/19142/01/01
NAiBKOBOO Kenitan C. . MepioguyHiCTb NOAAHHA PeryispHO OHOBJIIOBAHOTO 3BITY |  peyenmom nionsiza
060/10HKO0 1Mo 20 MeHepKmeH 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHEHHS €
mr; no 14 TabneTok T NimiTeq, hapmakoHarnagy, 3aTBepAXeHoro Hakasom
y 6nicTepi; no 2 MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Big, 27 rpygHs
6nictepn y 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
KapTOHHIM nayui rocTuuii Ykpainum 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa OXOPOHY 340P0B'S
YkpaiHu Bif 26 BepecHsl 2016 poky Ne 996), CTaHOBUTb:
3ri4HO 3i CTpOKaMK, 3a3HaYeHMU Y NepiogNYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neKku
27. DNYOPOYPA | po3uuH Ans iH'ekuiii KONEryM CnoBaubk Xaynt d®apma HimeuunHa peecTpavuis Ha 5 poki 3a He UA/19134/01/01
uun ®APEC 50 mr/mn, no 5 mn, c.p.o. a BonbchpartcxayseH MepiognyHICTb NOAAHHSA PEryasipHO OHOBJIHOBAHOTO 3BITY peyenmom nionsea
10 mn, 20 mn abo Pecny6nik vmeX 3 6e3neku, BianoBigHo Ao Mopsaaky 34iACHeHHS €
100 MA poO3yKHY Yy a thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
chnakoHi, no 1 MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
hnakoHy y Kopobui 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuLii Ykpainu 29 ciuna 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB'S
YKkpaiHu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3Ha4eHUMU y NepioanyHOCTI
NnoJaHHsA peryaspHuX 3BiTiB 3 6e3NeKu.
28. DIYTUKA3O | nopoLuok ToBapucTeo YkpaiHa BMPOGHMLITBO, ITanis peecTpauis Ha 5 pokiB - He UA/19143/01/01
HY ®YPOAT (cybeTaHuis) y 3 BUMYCK Cepii: nionseza
nonieTNeHoBux 06MEXEHOI0 CTEPNIHI C.MN.A,, €
naketax gns Bignosigasb ITanis;
hapmMaLeBTUYHOTO HiCTIO MiKpOHi3aLisi:
3acToCyBaHHSA "PapmaueBT I.M.C. C.P.1,,
N4yHa ITanis;
KoMnaHis MiKpOHi3aL,is:
"3popos'a” MIKPOKEM
C.P.N1., Itanisa

B.o. I'enepanbHoro gupexkropa /lupekropary

(apManieBTHYHOTr0 3a0e3mevyeHHs

Onekcanpap I'PIHEHKO




NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX 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»
BiA 11 ciuHa 2022 poky poKy Ne 43

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Hassa

dopma sunycky

3asaBHuk

Kpaina Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknam Homep
n/n NliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo
3acoby ynakoska) 20
nocsioYeHHs1
1. | ABUTPOMIUUH | TabneTtkun, BKpUTI AHaHTa Benuka dnamiHro IHais nepepeecTpawis Ha HEobMeXeHuli TepMiH 3a He UA/12158/01/01
1000 NAiBKOBOO Megikeap BpuTanis dapmacbroTrKanc OHOB/EHO iHhOpMAaLito B IHCTPYKLUIT A/19 MEeANYHOro peyenmom | nionsizae
060/10HKot0, Mo 1000 nra. nrta., Hais; 3acTocyBaHHSA NikapcbKoro 3acoby y posginax
Mr; Mo 4 TabneTkm y ApTtypa "®apmakonoriyHi BnactusocTi”, "MokasaHHs"
6nicTepi; no 1 dapmacbloTikans (yTouHeHHs iHdhopmawii), "MNMpoTrnokasaHH:A",
6nictepy B KopobL,i 3 MeT. N14., IHAiA "B3amogis 3 iHLIMMU fikapCbknuMy 3acobamm Ta iHLi
KapTOoHY BMAMW B3aemogiii", "Oco6MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs Ta fo3n",
"MepepnosysaHHsa", "Mo6iyHI peakuii” BiANOBIAHO A0
OHOBJIEHOI iHthopMaLii LWoao 6e3nekun Aitoyol
pPeyoBUHN.
MepiognyHiCTb NOAAHHA PeryssspHO OHOB/OBAHOMO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepMXeHOro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HauYeHUMN Y NepiogUYHOCTI NOJaHHS perynsipHux
3BITIB 3 6e3neku.
2. | ASUTPOMIUWVH | TabneTku, BKpUTI AHaHTa Benuka dnamiHro IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/12158/01/02
250 NNiBKOBOIO Megikeap BputaHis PapmacbioTrKanc OHOB/IEHO iHChopMaLito B IHCTPYKLIT ANst MEAUYHOTO peyenmom nionseae
060510HKOI0, N0 250 nrp. nra., IHais; 3acToCyBaHHS NiKapcbKoro 3acoby y posginax
Mr; o 6 TabneTok y Aptypa "®apmakonoriyHi BnactnsocTi”, "MokasaHHs"
6nicTepi; no 1 dapmacbloTikans (yTouHeHHs iHdhopmawii), "MpoTrnokasaHH:A",
6nicTepy B kopobu;j 3 MeT. N14., IHAisA "B3amogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLwi

KapToHy

BMAM B3aemogiit”, "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHsA y nepiog BariTHOCTi abo rogyBaHHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocgio4eHHs

rpyaar”, "Cnocié 3actocyBaHHs Ta fo3n",
"MepeposysaHHa", "Mo6iyHI peakuii” BiANOBIAHO A0
OHOBJ/IEHOT iHdhopMaLii Wwoo 6e3neku Aitoyoi
pPeyoBUHN.

MepiognyHiCTb NOAAHHA PeryssipHO OHOB/IOBAHOMO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HauYeHUMN Y NepiogUUHOCTI NOoJaHHS perynsipHux
3BITIB 3 6e3neku.

A3NTPOMILVH
500

TabneTkn, BKpUTI
NAiBKOBOO
060s10HKOI0, No 500
Mr; o 3 TabneTku y
6nictepi; no 1
6nicTepy B kopobu;j 3
KapTOoHY

AHaHTa
Megikeap
nra.

Benvka
BpuTtaHis

dnamiHro
PapmacbioTrKanc
nra., IHais;
ApTtypa
dapmacbioTikan3
MeT. N14., IHAia

IHais

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHOB/EHO iH(hOpMaLito B IHCTPYKLUIT A/19 MeANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y posginax
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs"
(yTouHeHHs iHdhopmaii), "MpoTrnokasaHH:A",
"B3amogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLwi
BMAM B3aemogiit”, "OcobMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyaao”, "Cnocib 3actocyBaHHA Ta fo3mn”,
"MepeposyBaHHA", "M06IYHI peakuil™ BigNOBIAHO A0
OHOB/IEHOT iHdhopMaLii Wwoo 6e3nekn ajtoyoi
PeyoBUHN.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKkpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHM 340pPOB'a YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionseae

UA/12158/01/03

AHANDbIIH -
ANBA30N -
NMANABEPVH

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauyui; no 10
Tabnetok y 6nictepi

ToBapucTBo
3
[04aTKOBOO
Bignosigans
HICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04,aTKOBOO
BiANOBIAaNbHICTIO
"IHTEPXIM"

YkpaiHa

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHOBNEHO iH(hopMaLilo y po3ainax "dapmakonoriyHi
B/1ACTMBOCTI" (YTOYHEHHS iHchopma,ii),
"MpoTmnokasaHHA", "B3aemogis 3 iHWKMKN
nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaato”(yTouHeHHs iHgpopmaLii), "MepenosyBaHHs",
"Mo6iyHI peakuii" IHCTPYKUIT ANS MeANYHOro

6e3
peyenma

nionsiecae

UA/15689/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
3acTocyBaHHSA NikapcbKoro 3acoby BiAnoBiAHO A0
OHOB/EHOI iHGhopMaLii LLoA0 6e3nekn 3acTOCyBaHHS
Li0UMX PEYOBUH.
MepiognyHICTb NOAaHHA PerynspHO OHOB/IHOBAHOMO
3BITy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
5. | BICOMPO/IONY | nopoLuok BE3 XopBartis tOHiuem IHAjs nepepeecTpawis Ha HeobMeXeHnii TepMiH - He UA/16038/01/01
DYMAPAT (cybeTaHuin) y dapmaxem Na6opatopis N14. nionsieae
noABIHMX 4.0.0.
nonieTNeHoBux
nakeTtax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
6. | BICOCTAL TabneTku, BKpUTI CTALA HimeuumnH Bunyck cepii: HimeyuunHa/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/3987/01/01
NNiBKOBOIO ApuHanmiTT a CTALA B’eTHam OHoBNEHO iH(hopmaLito B IHCTPYKLii 41 MeguyHoro peyenmom nionseae
060/10HKO0, M0 5 Mr, enb Al ApuHaimiTTeNb 3aCTOCYBaHHS /likapcbKkoro 3acoby y posginax
no 10 Tabnetok y Al', HimeuunHa; "B3aemogia 3 iHWKMMKM Nikapcbkumn 3acobamm Ta
6nictepi; no 3 abo 6 BrnpobHMuTBO iHLWIi BUAM B3aemogiii”, "OcobanBocCTi
6nictepiB y Hepo3dhacoBaHoro 3acToCyBaHHA", "3acToCyBaHHA y nepios BarirtHOCTi
KapTOHHI kopobLyj; NPOAYKTY, abo rogyBaHHs rpyaato"(yTouHeHHs iHdopmalii),
no 10 TabneTok y nepBrHHe Ta "[iTn" (yTouHeHHs iHdhopmalii), "MepenosyBaHHs",
6nicTepi B BTOPWUHHE "Mo6iyHi peakuyji" BigNOBIAHO 4O OHOBMEHOI
aloMiHiEBOMY nakyBaHHs, iHbopMmawii 3 6e3nekn 3acTocyBaHHA Aito4ol
caweTi; no 3 abo 6 KOHTPOb cepiii: peyoBUHN.
6nictepiB y CTENNA®APM MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
KapTOHHI KopooLli [DK.B. KO., NTA4. — 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHSA
napPo3ain 1, thapmakoHarnagy, 3aTBepAXeHoro Hakasom
B’eTHam MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainum 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHW 3,0pOB'A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
7. | BICOCTAL TabneTkn, BKPUTI CTALA HimeuumnH Bunyck cepii: HimeyuunHa/ nepepeecTpauisi Ha HEOBMEeXeHW TEPMIH 3a He UA/3987/01/02
NNiBKOBOIO ApuHaimitt a CTALOA B’eTHam OHoOBNEHO iHhopmaLito B IHCTPYKUiT 4N MegnyHoro peuyenmom | nidsisieae
060/10HKO10, No 10 enb Al ApuHaimiTTens 3acTocyBaHHSA NikapcbKoro 3acoby y posginax

mr, no 10 TabneTok

Al, HimeuunHa;

"B3aemogis 3 iHWKMM NikapCbKMMK 3acobamm Ta
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
y 6nicTepi; no 3 abo Brpo6HMuTBO iHWi BMAan B3aemogiin", "OcobnmBocTi
6 6nicTepiB y Hepo3dghacoBaHOro 3acTocyBaHHSA", "3acTOCyBaHHSA y nepiog BarirTHOCTI
KapTOHHI kopobuyj; npoayKTy, abo rogyBaHHsA rpyaar” (yTouHeHHs iHchopmalii),
no 10 tabnetok y nepBrHHE Ta "OiTn" (yTo4YHEeHHs iHdhopmauit), "MepenosyBaHHs",
6nicTepi B BTOPUHHE "Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
anioMiHieBOMy nakyBaHHs1, iHchopmawuii 3 6e3nekn 3acTocyBaHHA Aito4ol
cauwleTi; no 3 abo 6 KOHTPO/b cepiit: peyoBUHM.
6nicTepiB y CTENNA®APM MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
KapTOHHI KOpo6Li DK.B. KO., NTA. — 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
napPo3ain 1, thapmakoHarnagy, 3aTBepAXeHoro Hakasom
B’eTHam MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HauYeHUMN Y NepiogUYHOCTI NOJaHHS perynsipHux
3BITIB 3 6e3neku.
8. | BAJICAPTAH NOpPOLLOK BE3 Xopsaris Anebmik IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/16103/01/01
(cybeTaHuin) y dapmaxem dapmacbioTikan3 nionseae
noaBiNHMX 4.0.0. Nimiten
nonieTNeHoBux
naketax gns
thapmaueBTUYHOro
3acTOCyBaHHSA
9. | BAIbCAPIA H TabneTku, BKpUTI CaHnpo3 CnoseHis BupobHMuTBO "in ITania/ nepepeecTpavisi Ha HEOOMEeXEHNI TepPMiH 3a He UA/15620/01/01
NNiBKOBOIO dapmachboTi bulk", nakyBaHHs: CnoseHis/ OHOB/IEHO iH(hopMmaLito B IHCTPYKLIT 415 MEAUYHOTO peyenmom | nidsisieae
060/10HKO10, No 80 Kan3 g.4a. HosapTic ®apma PymyHis 3acTocyBaHHSA NikapcbKoro 3acoby y posginax
Mr/12,5 wr, no 14 C.n.A., ITanis; "Oco6mBocTi 3acTocyBaHHSA", "Mo6iIYHI peakwii”
TabneTtok y 6nictepi; Bunyck cepi, BiANOBIAHO 10 OHOBJIEHOI iHGhopMaLi Woao 6e3nekn
no 1 a6o 2 6nicrepu TeCTyBaHHS: Lit040i PeYOBUHN.
Y KapTOHHIl KopoobLi Nek MepioAgnyHICTL NOAAHHSA PEryasipHO OHOB/IIOBAHOTO
dPapmaLeBTUYHa 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHA
KomnaHia a.4., thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
CnoBeHis; B1NycK MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big, 27
cepii, TeCTyBaHHs: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
C.K. CaHgo3 MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
C.P.J1., PymyHis Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[,0pPOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3neku.
10. | BAJIbCAPIA H TabneTku, BKpUTI CaHpo3 CnoseHisa Bupo6bHMuTBO "in ITania/ nepepeecTpais Ha He0B6MeXeHWit TepMiH 3a He UA/15620/01/02
NNiBKOBOIO dapmachbHoTi bulk", nakyBaHHs: CnoseHis/ OHOB/IEHO iHChopMaL,ito B IHCTPYKLIT 4151 MEAUYHOTO peyenmom | niossieae
060/10HKOH0, Mo 160 Kans3 a.4. Hosaprtic ®apma PymyHis 3acTocyBaHHS NiKapcbKoro 3acoby y po3sgainax

Mmr/25 mr, no 14
TabneToK y 6nictepi;

C.n.A., ITanis;
Bunyck cepii,

"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
Bi4MOBIAHO 40 OHOB/EHOI iHChopMaL,ii LWogo 6e3neku




18

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
no 1 a6o 2 6nictepu TEeCTyBaHHS: Lito40i pevyoBUHN.
Y KapPTOHHiIli kopoobLi Nek MepiognyHICTL NOA4AHHA PeryasipHO OHOB/IOBAHOTO
dapmaueBTUYHA 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
KomnaHia Aa.4., chapmakoHarnsgy, 3aTBepMXeHOro Hakasom
CnoBeHis; Bunyck MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big, 27
cepii, TeCcTyBaHHs: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
C.K. CaHgo3 MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
C.P.J1., PymyHis Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN Y NepiogUYHOCTI NOoJaHHS perynsipHux
3BITIB 3 6e3neku.

11. | BAJIbCAPIA H TabneTku, BKpUTI CaHpo3 CnoseHisa Buvpo6bHMuTBO "in ITania/ nepepeecTpawisi Ha HEOMEXeHUA TepMiH 3a He UA/15619/01/01
NNiBKOBOIO dapmachboTi bulk", nakyBaHHs: CnoseHis/ OHOB/IEHO iH(hopMaLito B IHCTPYKLIT ANst MEAUYHOTO peyenmom nionseae
060/10HKOI0, N0 160 Kans g.a. HoBapTic ®apma PymyHis 3acToCyBaHHS NiKapcbKoro 3acoby y posginax
mr /12,5 wr; no 14 C.n.A., ITanisi; "Oco6mBocCTi 3acTocyBaHHA", "Mo6IuHI peakwii”

TabneTtok y 6nictepi; Bunyck cepii, BIANOBIAHO [0 OHOBMIEHOT iIHChopMaLi Woao 6e3nekn
no 1 a6o 2 6nictepu TecTyBaHHs: Jlek Lit0YOT PEYOBUHN.
Y KapTOHHi kopobuj dapmMaueBTuyHa MepiognyHICTb NOAaHHA PerynsipHO OHOB/HOBAHOMO
KomnaHia g.4., 3BiTY 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
CnoseHis; Bunyck thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
cepii, TeCcTyBaHHs: MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
C.K. CaHpo3 rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
C.P.J1., PymyHist MiHicTepcTBi tocTuLi YKkpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHM 340pPOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

12. | BIBANNEPION | kpanni o4Hi 0,2 % no CEHTICC IHais CEHTICC ®APMA IHais nepepeecTpawis Ha HeobMeXeHnii TepMiH 3a He UA/15939/01/01
25mMny DPAPMA MNBT. NTA. OHOB/IEHO iH(hopMaLLito B IHCTPYKLIT ANs MEAUYHOTO peyenmom | nidssieae
nn1acTMKOBOMY NBT. NTA. 3acToCcyBaHHSA MikapCbKOro 3acoby y posginax
hnakoHi 3 "Moka3aHHs" (peparyBaHHs), "Mob6iyHi peakuii”

KpanesnbHuueto; no 1 BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLii 3 6e3neku
dnakoHy y Ait0YOT PEYOBUHN.
KapTOHHIN nayui MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHSA
thapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHW 3,0POB'A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
13. | BITAMIH A- Kancysim m siki no ToBapucTBO YKpaina ToBapucTBO 3 YKpaiHa nepepeecTpaisi Ha HEOBMEeXEeHW TePMIH 6e3 nidonseae | UA/16142/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
340POB'A 33000 MO; no 10 3 06MeXeHOo 3MiHV BHECEHO [0 IHCTPYKUIT ANs MeAUYHOro peuyenma
Kancyn y énicrepi; 06MexeHo BiANOBIA&NbHICTIO 3aCTOCyBaHHSA NikapCbKoro 3acoby A0 po3ainis:
no 5 6nictepiB y BiAgnoBigasb "®apmavueBTUYHa "Cknapg" (pegaryBaHHs), "OcobmBocTi
KOpo6Lli 3 KapTOHY HicTIO KoMnaHis 3acTocyBaHHA" WOA0 6e3nekn 3acTocyBaHHsA
"®dapmaueBT "3p0pos'a” niKapcbKoro 3acooby.
nyHa MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
KOMnNaHis 3BiTYy 3 6e3neku, BignoBiaHO A0 MNopsaKy 34iNCHEHHS
"3popos'a” hapmakoHarnagy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 3[,0pPOB'sA YKpaiHu Bif 26 BepecHsl 2016
poky Ne 996), cTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neku.
14. | BITAMIH A- Kancysm M siki no ToBapucTBo YkpaiHa ToBapucTso 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHn TepMiH 6e3 nionsieae | UA/16142/01/02
340POB'A 100000 MO, no 10 3 06MEeXEHO 3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro peyenma
Kancyny énictepi; 06MeXeHo BiANOBIf&/IbHICTIO 3aCcTOCYyBaHHS NikapcbKoro 3acoby A0 po3zinis:
no 5 6nictepis y BignoBigab "®apmavueBTuyHa "Cknapg" (pegaryBaHHs), "OcobimBocTi
KOpOoO6Li 3 KapTOHY HiCTIO KOMMaHis 3acTocyBaHHA" LWOA0 6e3nekn 3acTocyBaHHSA
"®GapmauesT "3popos'a” niKkapcbKoro 3acooby.
nyHa MepiognyHICTL NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
KOMMNaHis 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHA
"3popos'a” hapmakoHarnagy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340pOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI MOAaHHS PerynsipHux
3BITIB 3 6e3neku.
15. | rIAPOKOPTU3 Masb 1%, no 10ry AN "CTALA- Ykpaina TOB «®3 YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/5132/01/01
OH Ty6i antoMiHieBIit; No YKPAIHA" «BIOPAPMA» OHoBNEHO iHhopmaLito B IHCTPYKLii 41 MeguyHoro peyenmom nionseae

1 1y6i B nayui 3
KapTOHY

3aCTOCYBaHHS /likapcbKoro 3acoby y posginax
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakwii”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
3acToCyBaHHS fjto4oi Ta AONOMIKHUX PEYOBHH.
MepiogUyHICTb NoAaHHS PerynsipHO OHOB/IHOBAHOMO
3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHS
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHM 340pPOB's YKpaiHu Big 26 BepecHst 2016
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioYyeHHs1

poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HauYeHUMN Y NepiogUMUHOCTI NOJaHHS perynsipHux
3BITiB 3 6e3neku.

16.

EMANNAI®

PO3YUNH NS iH'EKLNA,
no 15 000 OA4/mn;
no 1 mn y cpnakoHi;
no 1 conakoHy B
nauuj

TOB "lOpis-
Papm”

Ykpaina

LWeHbsiH CaHwaiiH

dapmacbloTikan
Ko., 14,

Kutai

nepepeecTtpadis Ha 5 pokis
MepiognyHICTb NOAaHHS PerynsipHO OHOB/IHOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neKu.

3a
peyermom

He
nionsieae

UA/15181/01/01

17.

IBPAHC

Kancynv no 75 mr no
7 kancyn y 6nictepi;
no 3 6nictepn y
KapTOHHI KOpo6Lii

Mdparizep
Eiiy.Ci.Mi.
Kopnopeiiw
H

CLA

Mdparizep
MeHtodek4ypuHr
[oitunena Mm6X

HimeuunHa

nepepeecTpaisi Ha HEOBMEXEHW TEPMIH
OHOB/IEHO iH(hopMmaLito B IHCTPYKUIT 415 MEAUYHOTO
3acTOCYyBaHHSA NikapcbKkoro 3acoby B po3ginax
"3acTocyBaHHSA y nepiog BariTHOCTi abo roAgyBaHHs
rPyAAt0" (BHECEHO YTOUHEHHS), "TT06IuHI peakuyii” Ta
B KOPOTKili XapakTepucTuL,i Nnikapcbkoro 3acoby B
posginax "3acTtocyBaHHS nig Yac BariTHOCTi Ta
roflyBaHHs rpyaar” (BHeCEHO YTOUHEHHS), “T06iuYHi
peakuii" BigNoBiAHO A0 iHGopMAaLii CTOCOBHO
6e3neku, ska 3a3HayeHa B Marepianax
peecTpauiiHoro JoCbe.
MepiogUyHICTb NoAaHHA PerynsipHO OHOB/IHOBAHOMO
3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicCHeHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpPOKamu,
3a3HayeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

3a
peyerimom

He
nionsiecae

UA/15747/01/01

18.

IBPAHC

kancysn no 100 mr,
no 7 kancyny
6nicTepi; no 3
6nictepn y
KapTOHHI KOpOOL;

Mcpaiizep
Eiy.Ci.Mi.
Kopnopeiiw
H

CLIA

Mcpaiizep
MeHodeKUYPUHT
[oiuneng Mm6X

HimeuunHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH

OHOB/IEHO iHChopMaL,ito B IHCTPYKLIT 4151 MEAUYHOTO

3aCTOCyBaHHS NikapcbKoro 3acoby B po3ginax
"3acTocyBaHHSA y nepiof BariTHOCTi abo roayBaHHs
rpyaar” (BHeCeHO yTOoUHeHHs), "MobivHi peakuii” Ta

B KOPOTKIili XapakTepucTuL,i Nnikapcbkoro 3acoby B

po3ginax "3acTtocyBaHHS nig Yac BariTHOCTI Ta

roflyBaHHs rpyaar” (BHECEHO yTOYHEHHS), "MoGiyHi

3a
peyenmom

He
nionsieae

UA/15747/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocgio4eHHs

peakuii" BignosigHO A0 iHopMaLii CTOCOBHO
6e3neku, sika 3a3HayeHa B Marepianax
peecTpauiiHoro JOCbeE.
MepiognyHICTb NOAaHHA PerynspHO OHOB/IHOBAHOMO
3BITy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

19.

IBPAHC

kancynu no 125 mr
no 7 kancyny
6nicTepi; no 3
6nictepn y
KapTOHHI KOpo6Lii

Mcpaiizep
Eiu.Ci.Mi.
Kopnopeiiw
H

CLWA

Mcpaiizep
MeHtohekuypuHr
[Loiuneng M6 X

HimeuunHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
OHOB/EHO iH(hOpMaLito B IHCTPYKLUIT A/19 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby B po3dinax
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rPyAAH0" (BHECEHO YTOUHEHHS), "TT06IuHI peakyji” Ta
B KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acoby B
po3ginax "3acTtocyBaHHS nig Yac BariTHOCTI Ta
roflyBaHHs rpyaar” (BHeCeHo yToUuHeHHs), "Mo6iyHi
peakuii" BiANOBIAHO A0 iHOpMaLii CTOCOBHO
6e3neku, aka 3a3HayeHa B Martepianax
peecTpauinHoro focLeE.
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHSA
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionseae

UA/15747/01/03

20.

KOM/NABIKC®

TabneTku, BKpUTI
060/10HKOM, 75
Mmr/75 mr Ne 28
(7x4): no 7 TabneTok
y 6nicTepi; no 4
6nictepu B
KapTOHHI KOpo6Lii

TOB
"CaHoi-
ABeHTIC
YkpaiHa"

Ykpaina

CAHO®I
BIHTPOM
IHOACTPIA

®paHuisa

nepepeecTpauisi Ha HEOBMEXEHWN TEePMIH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT 415 MEAUYHOTO
3aCcTOCyBaHHSA Nikapcbkoro 3acoby B po3ainax
"®apmakoTepaneBTuyHa rpyna. Kog ATX "
(pefaryBaHHs TekcTy 6e3 3miHu kogy ATX),
"papmMakonoriyHi BnactusocTi" (pefaryBaHHs
TekcTy), "MokasaHHs" (YTOYHEHHS iHdhopmaLii),
"MpoTmnokasaHHA", "B3aemogis 3 iHWMMKN
nikapcbkrMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Oco6amBOCTI 3acTocyBaHHsA", "Cnocib

3a
peyerimom

He
nionsiecae

UA/11680/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocsioYyeHHs1

3aCTOCyBaHHA Ta A03n" (pegaryBaHHsA TEKCTY Ta
YTOUHeHHs iHchopmawii), "MepenosysaHHsa", "Mo6iYHi
peakuii" BigMoBigHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

MepiognyHiCTb NOAAHHA PeryssipHO OHOB/IOBAHOMO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
OXOPOHU 340POB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HauYeHUMN Y NepiogUUHOCTI NOoJaHHS perynsipHux
3BITiB 3 6e3neku.

21.

HEBITPUKC

Tabnetkv no 5 mr no
10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lli

"neHmapk
dapmacbioT
vkans Jita.

IHais

neHmapk

dPapmacboTuKan3

nra.

IHgis

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
OHoB/EHO iHhopMaLito B IHCTPYKLUIT A/19 MeANYHOro
3acTOoCyBaHHS NikapcbKoro 3acoby y posginax:
"®apmakonoriyHi BnactusocTi”,"MokasaHHs",
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMKN
nikapcbkMK 3acobamu Ta iHLWi BUAM B3aeMogiii",
"Oco61BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta fo3un”, "4itn" (yToYHEHHS
iHdhopmauii), "Mepeno3sysaHHs", "Mo6ivHi peakwii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoty
(HEBIET, TabneTtkn).
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOrO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neKu.

3a
peyernmom

He
nionsieae

UA/15612/01/01

22,

NMAHKPEATUH

MOPOLLIOK
(cybeTaHuin) y
noABIiHMX
nonieTNeHoBux
Millkax ans
dhapmaLleBTUYHOro

TOB "TK
"ABPOPA"

YKpaiHa

[esHr CiHosim
dapmacbloTikas
Ko. NTa,.

KuTait

nepepeecTpalis Ha HEO6MEXeHN TepMiH

He
nionsieae

UA/16384/01/01




23

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocsioYyeHHs1
3acTOCyBaHHSA
23. | MIOPAIr® po3u4nH, no 10 mny HEO KaHapa BCi cTagii Ykpaina/ nepepeecTtpaisi Ha HEOBMEXEHW TEPMIH 3a He UA/15974/01/01

BAKTEPIO®AI | cknsiHoMy dhniakoHi; MPOBIO BMPOGHMLTBA: KaHaga OHoB/EHO iHhopMaLito B IHCTPYKLIT A/19 MeANYHOro peyenmom | nionsizae
MONIBANEHTH | no 4 chnakoHu B KEAP IHK. TOB «®APMEKC 3aCcTOCyBaHHs NiKapCbKOro 3acoby y po3sginax

i

KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
Yy KOMMNEKTi 3
KpULLKaMK-
KpanenbHULAMU, B
iHAUBIAyanbHOMY
naxkyBaHHs B mauuj 3
KapToHy; no 20 Mny
CKISAHOMY (D/1aKOHi;
no 1 conakoHy y
KOMNekTi 3
HacagKoto-
po3nunoBayem B
iHOVBIQyanbHOMY
nakyBaHHi B nayui 3
KapToHy; no 20 Mny
CKNSIHOMY chn1akoHi;
no 4 cpnaxkoHu B
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
B NauLli 3 KAPTOHY;
no20mny
CKNSIHOMY chn1akoHi;
no 4 cpnaxkoHu B
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
Yy KOMMNEKTi 3
HacafKoto-
posnunoBavem B
iHAUBIAyanbHOMY
nakyBaHHI B nauii 3
KapToHy; no 50 mny
CKISAHOMY (D/1aKOHi;
no 1 dnakoHy B

TPYMM», Ykpaia,
ans HEO MPOBIO
KEAP IHK.,
KaHaga;
BWMYCK Cepii:
TOB «®APMEKC
TPYMM», Ykpaia,
ans HEO MPOBIO
KEAP IHK.,
KaHapa
abo
TOBAPUCTBO 3
OBME>XEHORO
BIAMNOBIAANBHI
CTHO
«HEOMPOBIOKE
AP-YKPAIHA»,
YkpaiHa

"Cknag" (He3HauyHe pegaryBaHHsi), "OcobamBocCTi
3acTocyBaHHsA" BigMoBigHO A0 iHchopMmaLii CTOCOBHO
6e3neku, sika 3a3HayeHa B MaTepianax
peecTpaLinHoOro 4ochbe.

MepioguyHICTb NoAaHHA PerynsipHO OHOB/HOBAHOMO
3BiTy 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
thapmakoHarnsgy, 3aTBepMKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 340pPOB'a YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayitiHo
20
nocgio4eHHs

nauui 3 KapToHy

24.

PEBIHO/IH
IMYHOI 1OoBY N
IH
AHTUPABIYHN
N NI gnNHN

PO34UH ANS iH'eEKLR
150 MO/mn no 2 abo
10 mn y cpnakoHi; no

1 chnakoHy y
KapTOHHIN nayui

HEO
MPOBIO
KEAP IHK.

KaHaga

KAMAZA NTA.

13painb

nepepeecTpawis Ha HeobMeXeHnii TepMiH
OHOB/IEHO iHGhopMmaLito y po3ainax
"®apmakoTepaneBTuyHa rpyna. Kog ATX." (6e3
thakTnyHOI 3MiHM kogy ATX), "®apmMakonoriyHi
BnacTtusocTi", "Moka3aHHs" (4ofaBaHHSA
3acTepexeHHs Npo HeobXifHICTb Kypcy BakumHaui),
"MpoTtunokasaHHsa", "Ocobnmsi 3axoau 6esnekn”,
"B3aemogia 3 iHWKMMM Nikapcbkumn 3acobamm Ta
iHLWi BMAW B3aemogijin", "OcobmnBocCTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHsA Ta fo3un”
(yTouHeHHs iHdhopMadii), "MobivHi peakuii”
IHCTPYKLUIii 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO Ao MaTepianis
peecTpauiiHOro A0CkE, @ TAKOX BHECEHI pefakKLiiiHi
YTOUHEHHSA y TekcT po3ginis "Cknag",
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta fo3n", "YMoBU
36epiraHHa" (pefaroBaHo).
MepiognyHICTb NOAaHHA PerynsipHO OHOB/IHOBAHOMO
3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHEHHSA
thapmakoHarnsgy, 3aTBepiKEHOro Haka3om
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/15778/01/01

25.

CUPOM BI,
KALLIO
nynbmo

cupon, 1,5 mr/mn no
100 mn y chnakoHi;
no 1 donakoHy 3
JI0XKOH MipHOO Y
KopoobLi

ToBapucTBo
3
06MexeHo
Bignosigans
HICTIO
"papmauesT
nyHa doipma
"BepTekc"”

YKpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAANbHICTIO
"GapmaueBTuyHa
thipma "BepTekc”,
Ykpaina
(BMPOGHMLTBO 3
npoaykuii in bulk
ToBapucTBa 3

YkpaiHa

nepepeecTpauis Ha HeobMeXeHuii TepMiH
OHOB/EHO iHGhopmaLito y po3ainax
"Cknag"(yTouHeHHs), "dapmakoTepaneBTUYHa
rpyna“(yTouHeHHs), "®apmakonoriyHi BiactusocTi”
(yTouHeHHs iHchopmaLii), "MpoTunokasaHHsA",
"B3aemogis 3 iHWVMK nikapcbkuMu 3acobamu Ta
iHWi BMAn B3aemopjii”, "OcobnBocCTi
3acTocyBaHHSA", "3acTOCyBaHHA Yy nepiog BaritTHOCTI
abo rogyBaHHA rpyaar” (yTouHeHHs iHchopmadii),

06MEXEHOo "3paTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
BiANOBIA&/IbHICTIO KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMK
"®GapmaLieBThyHA MexaHismamu'"(yTouHeHHs iHdbopmadii), "Cnocio
KOMNaHis 3acToCyBaHHSA Ta A031"(YTOYHEHHS iHchopmaL,i),
"3popos's"”, "OiTn"(yTouHeHHs iHchopmadi), "MepenosyBaHHA",
YkpaiHa) "Mo6iyHI peakuii" IHCTPYKUIT ANS MeANYHOro

6e3
peyenma

niosnsicae

UA/16024/01/01
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocsioYyeHHs1
3acTocyBaHHSA NikapcbKoro 3acoby BiAnoBiAHO A0
OHOBEHOT iHhopMaL,ii pedyepeHTHOro NikapcbKoro
3acoby CviHekog cupon.
MepiognyHICTb NOAaHHA PerynspHO OHOB/IHOBAHOMO
3BITy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi Ykpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
26. | CITAH-ABC TabneTku, BKpUTI [bxeHom IHais [xeHom BioTek IHgis nepepeecTpayis Ha 5 pokis 3a He UA/2445/01/01
NNiBKOBOIO BioTek MBT. MeT. N14. MepiognyHICTL NOAAHHA PerynsipHO OHOB/IIOBAHOTO peyenmom | nidssieae
o060s10HKot0, Ne 200: nra. 3BiTY 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
no 4 tabneTkn y thapmakoHarnsgy, 3aTBepAKeHoro Hakasom
cTpuni; no 1 ctpuny MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
B KAPTOHHOMY rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHBepTI; no 50 MiHicTepcTBi tocTuLi YKkpaiHn 29 ciuHa 2007 poky 3a
KOHBEPTIB Y Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
KapTOHHI KOpO6Lj; OXOPOHW 34,0POB'st YKpaiHu Bif 26 BepecHst 2016
Ne 4: no 4 TabneTtkn poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
y cTpuni; no 1 3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
cTpuny B 3BITIB 3 6e3neku.
KapTOHHOMY
KOHBEpTI
27. | CONIPEHALN NOPOLLOK leTepo IHais leTepo Apar3 IHais nepepeecTpawis Ha HeobMeXeHnii TepMiH - He UA/15842/01/01
HY CYKUUHAT | (cy6cTaHuis)y [Opar3 Nimiten nionsieae
noABIiHMX Niviten
nonieTNeHoBux
nakeTtax gns
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
28. | CTPOHAOEKC cnpeii onsa poToBol TOB HB® Ykpaina TOB HB® YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/15759/01/01
MOPOXHUHMU, «MIKPOXIM «MIKPOXIM>» MepioAnyHICTL NOAAHHS PEryasipHO OHOB/IIOBAHOTO peyenmom nionseae

no3oBaHwuii, 12,5
mr/gosa, no 10 mn
(64 posun) abo no 5
mn (32 posun) y
hnakoHi
noniMmepHomMy abo 3i
CBIT/103aXUCHOT0
ckna; no 1 dpnakoHy
y nayui 3 KApTOHY

»

3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHA
hapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuLi YKpaiHun 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 30pOB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocsioYyeHHs1
3BITiB 3 6e3neku.
29. | TETPALUUKANIH NMOPOLLIOK AT YkpaiHa HiHrkcisa KitoaH Kutaii nepepeecTpawis Ha HeobMeXeHnii TepMiH - He UA/16322/01/01
Yy (cybeTaHuin) y “BITAMIHA" dapmaueyTikan nionsieae
rAPOXNOPUA, | nonieTnneHoBomy Ko., 14.
nakeTi, B
astoMiHiEBOMY
MILLIKy, ynakoBaHoOMy
B (hibpoBOMYy
6apabaHi abo
NNacTMKOBIN KOPOOLL
ab0 B KapTOHHii
Kopobui ans
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
30. | YNbKABIC® Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHULTBO «in CnoBeHis nepepeecTpawis Ha HeobMeXeHui TepMiH 6e3 nionsieae | UA/16078/01/01
NNiBKOBOK HoBso mecTo bulk», neprHHe 3MiHV BHECEHO [0 IHCTPYKUIT A5 MeAUYHOro peyenma
060/10HKOH0, Mo 120 Ta BTOPUHHE 3acTOCyBaHHS NikapcbKoro 3acoby A0 po3zinis:
mr; no 14 TabneTok nakyBaHHs, "Oco61BoCTi 3acTocyBaHHSA", "MNepeao3yBaHHsA",
y 6nicTepi; no 2 abo KOHTPO/b Ta "Mo6iuHi peakwyji" BigNOBIAHO 4O OHOBMEHOI
6, abo 8 bnictepiB y BMNYCK cepil: iHchopmawii 3 6e3neku Aitoyoi Ta AONOMIKHUX
KapTOHHI KOpo6Lii KPKA, a.4., Hoso PEeYOBUH /iKapCbKOro 3acoby.
mMecTo, CroBeHis; MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
KOHTPO/b cepii: 3BiTy 3 6e3neku, BignoBigHO A0 Mopaaky 34iicHeHHSA
KPKA, a.4., Hoso thapmakoHarnsgy, 3aTBepaXeHoro Hakasom
mecTo, C/ioBeHis MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
OXOPOHW 3,0pOB'A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
31. | PEHIIE®PUHY | nopollok MpAT YkpaiHa Mannagj Apar3 IHgis nepepeecTpauisi Ha HEOBMEXEeHW TEPMIH - He UA/16233/01/01
FIAPOXNOPUA | kpucTasiyHuii "Jlekxim- EHp niosnsieae
(cybeTaHuin) y Xapkis" dapwmactoTikana
NoABINHMX Nimiteq, (FOHIT - 3)
nonieTNeHoBux
MiLLKax Ans
thapmaueBTUYHOIo
3aCTOCyBaHHSA
32. | PNYOAEPM mMasb, 0,05 mr/r, no ToBapucTBO YkpaiHa BCi cTagil YkpaiHa nepepeecTpawis Ha HeobMeXeHnii TepMiH 3a He UA/15997/02/01
15 ry Ty6i; no 1 Ty6i 3 BMPOGHMLITBA, OHOB/IEHO iH(hopMaLLito B IHCTPYKUIT ANs MEAUYHOTO peyenmom | nidssieae
y KOpobLj 3 KapTOHY 06MexeHo KOHTPO/Ib SKOCTI, 3acToCyBaHHs Nikapcbkoro 3acoby BifnoBiAHO [0
Bignosigaib BMNYCK cepil: pediepeHTHOro fikapcbkoro 3acoby (KyTiBenT, masb
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
HICTIO ToBapucTBO 3 0,005%) y posginax "OcobnmnBocCTi 3aCToCyBaHHA"
"®apmateBT obmexeHo Ta "MobiuHi peakw,i”.
nyHa BiANOBIAANbHICTIO MepiognyHicTb NOAAHHA PErysIipHO OHOBJIOBAHOMO
KOMnNaHis "®apmMaLueBThYHA 3BiTYy 3 6e3neku, BignoBiaHO A0 MNopsaaKy 34iNCHEHHS
"3popos'a” KOMNaHis hapmakoHarnagy, 3aTBepAXeHoro Hakasom
"3popos's", MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
YkpaiHa; BCi cTagil rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
BMPOOHULITBA, MiHicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
BWMYCK Cepii: Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
ToBapucTBO 3 OXOPOHW 3,0pOB'sA YKpaiHu Bif 26 BepecHsl 2016
obmexeHo poky Ne 996), cTaHOBWTb: 3riHO 3i CTpOKamu,
BiANOBIAANBHICTIO 3a3Ha4YeHUMN Y NepiogUYHOCTI MOAaHHS perynsipHux
"®apmMaLueBThYHA 3BITiB 3 6e3neKun.
KOMMaHis
"3popos'a"’,
YKpaiHa; KOHTpO/b
AKOCTI:
ToBapuncTBO 3
06MexeHot
BiANOBIA&NbHICTIO
"®APMEKC
FPYM", Ykpaina
33. | LE®YPOKCUM | nopoLuok ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa nepepeecTpawis Ha HeobMeXeHnii TepMiH 3a He UA/15365/01/01
PO34YMHY O/1s1 iH KL MO | aKuioHepHe akuioHepHe OHoOBNEHO iH(hopMaLilo y po3aiiax "®apmMakonoriyHi peyenmom | nidssieae
0,/5rno 1,5 a6o 50 TOBapuCTBO TOBapuCTBO B/1ACTMBOCTI" (YTOUYHEHHS iHdopmadi), "lMNoka3aHH:A",
MaKoHIB 3 NOPOLLKOM Y "Nlekxim- "Jlekxim-Xapkis" "B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
nauui 3 kKapToHy; 1 Xapkis" (nakyBaHHs i3 iHWi BMAaW B3aemogiin”, "Ocob6mBocTi
nakoH 3 NOPOLLKOM Ta dhopmu in bulk 3acToCcyBaHHS", "3acTOCyBaHHS y nepiog BaritTHOCTI
1 pmnyna 3 hipMun-BNPOGHMKa abo rogyBaHHSA rpyaar” (yTouHeHHs iHchopmadii),
PO34MHHKKOM (BOAa ANs Ksiny "3[aTHICTb BNAMBATU Ha LWBWUAKICTL peakuii npu

ekuii no 10 mn) y

6.icTepi; no 1 6nictepy

y [lauui 3 KapToHy

dapmaueyTikan
Ko., NiTa., Kutai)

KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHizmamu'"(yTouHeHHs iHdbopmadii), "Cnocio
3acTOCyBaHHSA Ta 031" (YTOUHEHHSs iHchopmali),

"[iTn"(yTouHeHHs iHdbopmadii), "MepegosyBaHHA",
"Mo6iuHi peakwyi" IHCTPYKUiT NS MeAUYHOro
3acTocyBaHHSA NikapcbKoro 3acoby BiAMNoBiAHO A0
OHOB/EHOI iHGhopMaLii LLoA0 6e3nekn 3acTOCyBaHHS
Lit0Y0T PEYOBUHN.

MepiognyHICTL NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y peaakuii Hakady MiHicTepcTsa
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo
3acoby ynakoska) 20
nocgio4eHHs
OXOPOHW 3,0pOB's YKpaiHu Bif 26 BepecHsl 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS PerynspHuX
3BITIB 3 6e3neku.
34. | LE®YPOKCUM | nopoLuok ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa nepepeecTpawis Ha HeobMeXeHnii TepMiH 3a He UA/15365/01/02
pO34nHYy oNs akuioHepHe akuioHepHe OHoOBNEHO iH(hopMaLilo y po3aiiax "®apmMakonoriyHi peyenmom | nidssieae
iH eKuii no 1,5 r no TOBapuCTBO TOBapuCTBO B/1ACTMBOCTI" (YTOYHEHHS iHdopmadi), "lMNoka3aHH:A",
1, 5 a6o 50 "Nlekxim- "Jlekxim-Xapkis" "B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta
hnakoHIB 3 Xapkis" (nakyBaHHS i3 iHWi BMAaW B3aemogiin”, "Ocob6nmBocTi

NOPOLLKOM Y nauui 3
KapToHY

dhopmu in bulk
hipMun-BNPOGHMKa
Ksiny
dapmaueyTikan
Ko., NiTa., Kutai)

3acTocyBaHHS", "3acToOCyBaHHS y nepiog BaritTHOCTI
abo rogyBaHHSA rpyaar” (yTouHeHHs iHchopmadii),
"3[aTHICTb BNAMBATU Ha LWBWUAKICTb peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHizmamu'"(yTouHeHHs iHdbopmadii), "Cnocio
3acTOCyBaHHSA Ta 031" (YTOUHEHHSs iHchopmaL,i),
"[iTn"(yTo4HeHHs iHdbopmadii), "MepegosyBaHHA",
"Mo6iuHi peakwyi" IHCTPYKUIT ANS MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby BiAMNoBIAHO A0
OHOB/EHOT iHGhopMaLii LLoA0 6e3nekn 3acTOCYBaHHS
Ailo4oi peyoBUHM.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBsigHO Ao Mopaaky 34iiCHeHHA
chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 340pPOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHUMKM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

B.o. I'enepanbHoro gupexkropa Jlupekropary

(apmaneBTUYHOTO 3a0e3meyeHHs

Ounekcanap I'PIHEHKO




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Aopatok 3

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

peecTpauito (nepepeecTpalito)

NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Bif 11 ciuHA 2022 poKy poKy Ne 43

Ne Hassa ®dopma sBUMYCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitliHa npoyedypa YmosBu Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. | AEPO®IIIH® | Tabnetku no 400 mr Ei. Bi. Ci. ITanis Eii. Bi. Ci. ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/4391/01/01
no 10 TabneTok y PAPMACH PAPMACBIOTILUMN - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbknii 3aci6. KOHTponb peyenmom
6nictepi; no 2 KOTILM C.MN.A. roTOBOrO /likapCbkoro 3acoby. 3miHa napameTpiB
6nictepu B C.NA.

KapTOHHI KOpO6L

cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
NikapcbKoro 3acoby (BHECEHHSA 3MiH Y AOCbE ANA
NpuBeAEHHS y BigNOBIAHICTb A0 3arasibHOI cTaTTi 2.9.40
«OfHOPIAHICTb A030BaHNX OANHULE» AdY/EBponelicbkol
thapmakonei 3amiCTb 3aTBEPKEHUX 3arasibHUX cTaTeil
2.9.5 «OgHopigHicTb Macu» Ta/abo 2.9.6 «OgHOPIgHICTL
[031»), 3MiHa NapamMeTpiB cneuudikadii, a came: po3ainu
«CepefiHsa Maca» Ta «OfHOPIAHICTb Macu» 3aMiHEHO Ha
po3zain «OQHOPIAHICTb A030BaHMX OAMHULL/PO3PaxyHKOBO-
BaroBuii Metogy. MNponoHoBaHa peaakuis: Ne
HaiimeHyBaHHSA nokasHukiB Bumorn MeTtog KOHTposto 3.
OfHOpIAHICTb A030BaHMX OA4MHULE/PO3PaxyHKOBO-BaroBuil
mMeTog * Bignosigae (L1 < 15; L1 < 25) .3 MKA N13, €P
2.9.40 *BUKOHYIOTLCS TifIbKM NPU BUMYCKY FOTOBOrO
NiKapcbKoro 3acooby;
3MiHu | TUNYy - 3MiHa NnapameTpiB cneumdikauii '3, a
came: - BUyYEHHS [OMILLKM 4 3 NOKa3HMKa «OoMiLLKu
(TLUX)>», OCKiflbkM AOMiLLKa NOXOAMTh Bif, mpouecy
BMPOBHULITBA AOKCOIiNiHY, SIKWIA 3AiACHIOETLCA
BMPOGHMKOM fijto4oi peyoBrHM Kores India, skuii Ginblue
He BYKOPUCTOBYETLCSA K NOCTAYa/IbHUK Ai040I PEYOBUHU;
-BUyYEHHs nokasHuka «lgeHtudikauisa (JokcoduiniH)»
MeToAoM TLUX, L0 BUKOHYETLCA TiNbKM MPY BUMYCKY, Y
3B'A3KY 3 AO04AHHSAM MeTody iaeHTudikauii meTogom
BEPX; -Buy4YeHHs nokasHuka «lgeHtudikadis
(Ookcodinin)» Y®/Bug, WO BUKOHYETLCA Ti/IbKM NPOTArOM
TepMiHy NPUAATHOCTI, Y 3B’A3KY 3 TUM, LU0 Lieli MOKa3HWK
BiICYTHIli B cneuudpikauii NpoTArom TepMiHy nNpuaaTHOCTI;
3MiHM | TUNY - gofgaHHa Ao cneuwudikauii npu BUNycky
nokasHuka «lgeHTudikauis gokcodinivy BEPX» 3
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIAHMM MeTo40M BNpobyBaHHS. [ponoHoBaHa
pepakuis: Ne HalimeHyBaHHs nokasHukiB Bumorn Metog
KOHTpoNto 5. |aeHTudikauis gokcodininy* -BEPX - Y®/Buga
Mo3nTrBHMiA M.5.1 MKA 13, BHYTPILLHA MeToauKa
BMPOGHMKA Mo3uTuBHWiA M.5.2 MKA 13, BHYTPIWHSA
MeToamka BUpobHUKa 7. CynyTHI gomiwku (BEPX)** : -
nowmiwka 1 < 0,2%; -gomiwka 2 < 0,2%; -gomilka 3 <
0,2%; -6yab-sika HecneumdpikoBaHa gomiwka < 0,17%; -
3arasibHuWiA BMICT gomiwok < 1,0%; M.7 MKA N3,
BHYTPILLHA MeToAuMka BUPoOHMKa; 9. BMicT fokcodiniHy
(BEPX)95,0-105,0% Big, 3asBneHoi kinbkocTi (380 mr/Tab-
420 mr/tab) M.10 MKA N3, BHYTPILLHA MeTOANKa
BUPOOBHMKA *BNKOHYIOTBCS Ti/IbKM NPU BUIMYCKY rOTOBOIO
nikapcbkoro 3acoby ** gomiwka 1: 1-(2-meTtun-1,3-
Aiokconain)-4-N-metunamido 5- N- metun kapbokcamigo
iMmiZazon -gomiwka 2: TeodpiniH-7-aueTanbAeria -Aomillka
3: TeopiniH; 3MiHK | TUNY - AOAAHHA BU3HAYEHHS 6YAb-AKOT
HecneuudikoBaHOI JOMILLKM [0 NokasHuKa «CynyTHI
nomiwku (BEPX)»;
3MiHU | TUNY - 3BYXXEHHS A0NYCTUMUX MeX [JoMiwku 1,
[Jomiwkn 2 Ta Jomiwkn 3 nokasHuka «CynyTHI JOMILLKM
(BEPX)»; 3miHu | Tuny - 3mMiHa MeTo4y BUMPOGYBaHHS
nokasHuka «Jomiwkun» 3 TIUX Ha BEPX; 3MiHu | Tuny -
3MiHa MeToAy KiflbKICHOro BU3HaYeHHs AokcoqiniHy 3 CP
Ha BEPX Ta 3a3Ha4yeHHA NOBHOro onucy Metoay
BUNPOBYBaHHSA iAeHTUiKaLi okcodinivy Y®/Bua.
YTOUHEHHS MeTOAYy BUNPOOYBaHHA TECTY HA PO3YMHEHHS
AN NpUBEAEHHS Y BiAMOBIAHICTb J0 MeToay
BUMNPOOYBaHHS, LLIO 3aTBEPMKEHN Y KpaiHi
3a9BHMKa/BMPOOHMKA, a caMe YyTOYHEHO Ha3By BOAM, L0
BUKOPWCTOBYETLCA («BOAA OUULLLEHa» 3aMiCTb «BOAA
[eioHi3oBaHa»), o0AaHO NPUMITKY NPO HEOOXIAHICTb
3aCTOCYBaHHA yNbTPasByKy 4715 NPUrOTyBaHHS i Npo
TEOPEeTUYHY KOHLEHTPaLil0 CTaHAaPTHOTO PO3YMHY

AEPTAN®

NOPOLLOK AnA
opasibHOT cycneHsil
no 100 mr, no 20
nakeTiB 3 NOPOLLKOM
Y KapTOHHIi
ynakoBLi

BAT
"T'eneoH
PixTep"

YropLmHa

BAT "l'egeoH PixTep”,
YropumHa (Bunyck
cepii); IHaycTpiac
dapmaceyTikac
Anwmipan, C.A., IcnaHis
(BMpOGHMLTBO
Hepo3gacoBaHoi
npoayKuii, NnepBnHHa
ynakoBKa, BTOPUHHA
ynakoBKa)

YropwmHa/
Icnanis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHT@KTHUX AaHVX YNOBHOBaXEHOI 0CO6M 3asBHUKA,

3a
peyenmom

UA/13910/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A hapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHH MacTep-
thaiina cuctemu chapmakoHarnsgy
3. | ASUTPOMIL, TabneTku, BKPUTI [xy6inaHt IHAis Lbxy6inanT [xeHepikc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/12966/01/01
NH nNiBKOBOIO L[bxeHepikc Nimiteq - 3MiHM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
060/10HKO0, M0 250 Nimiteq - OHOB/IEHHS BX€ 3aTBEPKEHOr0 TEKCTY MapKyBaHHS;
Mr, o 6 TabneTok y TOLLLO); BHECEHHSA 3MiH 10 po3ainy «MapkyBaHHs» MKA
6nictepi; no 1 13: 3anponoHoBaHo: MapKyBaHHs. Y BigNoBIAHOCTI A0
6nictepy y 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
KapTOHHIlA KOpooLi MapKyBaHHS YNakoBKM rOTOBOrO NMikapCbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi S| Ta iHLWOT TeXHIYHOT iHdhopmaLlii.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 micALiB nicns
3aTBEPMAKEHHS
4. | ASUTPOMIL, TabneTku, BKpUTI Lxy6inaHTt IHais Lbxy6inaHT [pxeHepikc IHais BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/12966/01/02
NH nNiBKOBOIO L[bxeHepikc Nimiteq - 3MiHM Woao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay peyenmom
060n0HKot0, No 500 Nimiteq - OHOBJ/IEHHS BXXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS;
Mr, no 3 TabneTkn B TOLLLO); BHECEHHSA 3MiH [0 po3ainy «MapkyBaHHs» MKA
6nictepi; no 1 N3: 3anponoHoBaHo: MapkKyBaHHs. Y BiANOBIAHOCTI A0
6nictepy y 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
KapTOHHI KOpO6L MapKyBaHHS YNakoBKV rOTOBOrO /likapCbkoro 3acoby 3
BHECEHHSAM iHhopmMaLii LWoA0 3a3Ha4YEeHHS OANHULLL
BMMIpIOBaHHSA y cuctemi S| Ta iHLWOT TEXHIYHOT iHdhopmaLlii.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS
5. | ASUTPOMIL, TabneTkn, BKPUTI Lxy6inaHt IHais [bxy6inaHT xeHepikc IHais BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3miHu | Tuny - UA/12967/01/01
NH NNiBKOBOO L[bxeHepikc Nimitep - 3MiHM Woao 6e3neku/edhekTVBHOCTI Ta chapmakoHarnsgy
060/10HKO0, N0 250 Nimiteq - OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS in
mr, in bulk: no 5000 bulk: no 5000 Ta61eTOK y NO/lieTUIEHOBOMY NakKeTi
TabneTok y (BHECEHHS NO3HAYeHb O4MHULL BUMIPIOBaHHS i3
nonieTuieHoBoMy 3acToCyBaHHAM NiTep NaTUHCLKOro andasiTy; TOLLO);
nakeTi BHECEHHS 3MiH [0 po34iny «MapkyBaHHs» MKA N3:
3anpornoHoBaHo: MapkyBaHHs. Y BifnoBigHOCTI f0
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. MapkyBaHHs. Y
BiZJNOBIAHOCTI [0 3aTBEPKEHOIO TEKCTY MapKyBaHHS, LLO
[oAaeTbeA.
OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKN roTOBOro
NiKapcbKkoro 3acoby 3 BHECEHHAM iHthopmal,ii oo
3a3HayvYeHHs OAMHMLb BUMIPIOBaHHSA Y cucTeMi Sl Ta iHWwoi
TeXHIYHOI iHdhopmaLlii. TepMiH BBEEHHSA 3MiH NPOTAroM 6
MicsILiB MicNsi 3aTBEPAYKEHHS
6. | ASUTPOMIL, TabneTKu, BKPUTI Lbxy6inaHTt IHAis [xy6inanT [xeHepikc IHAis BHECEHHS 3MiH [10 peeCcTpaLjiiiHMX MaTepianis: 3MiHu | Tuny - UA/12967/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NH

NNiBKOBOIO
060/10HKO10, No 500
mr, in bulk: no 5000
Tabnetoky
nonieTueHoBOMy
nakeTi

[xeHepikc
Nimiten

Nimiteq

- 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnsgy
- OHOB/IEHHS BX€ 3aTBEPKEHOr0 TEKCTY MapKyBaHHS in
bulk: no 5000 TabneTok y nonieTuaeHoBOMy nakeTi
(BHECEHHSA NO3HAYeHb O4MHULL BUMIPIOBaHHS i3
3acToCyBaHHAM fiTep NaTUHCLKOro andasiTy; TOLLO);
BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapKyBaHHs. Y BignoBigHOCTI 40
3aTBEPKEHOr0 TEKCTY MapkyBaHHS. MapKyBaHHS. Y
BiANOBIAHOCTI 10 3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0
[oAaETbCA.

OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBK/ roTOBOr0
niKkapcbKkoro 3acoby 3 BHECEHHAM iH(hopMalii Lwoao
3a3HayeHHs OAVHNLb BUMIPIOBAHHSA Y cucTeMi Sl Ta iHLWoi
TeXHiYHOT iHghopMaLii. TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHSA

AUrNIN®

Tabnetku no 50 mr;
in bulk: no 11,0 kry
6apabaHax

AT
"Papmak”

YKpaiHa

AET JlabopaTtopi3
MpaiiBeT JlimiTepq,

IHais

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
Ta/abo agpecu micusa NPOBamKeHHs AisIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJIH0 AKOCTI. (AISNbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOpTep, BKIOUAKUY BUMYCK CEpiil)
- 3MiHa Ha3Bu Ta agpecun BUpo6HuKa M3, 6e3 3miHu Micusa
BMPOGHMLTBA. BBEAEHHS 3MiH NpOTArom 6-T MicsLiB
nicnsa 3aTBepiKeHHS.

UA/17555/01/01

AUrNIN®

Tabnetku no 50 mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y nauui

AT
"papmak”

YKpaiHa

AT "dapmak”
(BMPOGHMLTBO 3
npoaykuii in bulk
hipmu-BMpoBOHUKA
AET Jlabopatopi3
MpaiigeT JNimiTes,
IHAiA)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKEHHS AisNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro sikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NPoBeAeHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOGHMK/IMNOPTEp, HE BKIKOUYAOUM BUMYCK
cepili) - BHECEHHS 3MiHV A0 MaTepianis peecTpavinHoro
[0CbE L10A0 3MiHW Ha3BK Ta agpecu BupobHuka in bulk,
6e3 3MiHN MicuA BUPO6HMLTBA. 3MiHV BHECEHI B
IHCTPYKLil0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ain "BUpobHUK" 3 BigNOBIAHNMM 3MiHAMM B
TEKCTi MapKyBaHHs ynakoBOK. BBeieHHs 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEpPAKEHHS

3a
peyenmom

UA/17556/01/01

AUININ®

Tabnetku no 50 wmr,
no 10 TabneTtok y
6nictepi, no 3 abo 6
6nicTepiB y navui

AT
"papmak”

YKpaiHa

AT "dapmak"
(BMPOGHMLTBO 3
npoaykuii in bulk
hipMU-BMPOGHMKA
AET Jlabopatopi3

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny
- OHOBJ/IEHHSA crneumdikalii Ha AONOMIKHY peYoBUHY
(rigpokcnponinuentosy HN3bKo3aMilleHy) Ansi
npuBeLeHHN y BiANOBIAHICTb 10 BUMOT MOHOrpadii
€Bponeiicbkoi chapmakonei. Kpim Toro, y 38's3ky 3

3a
peyenmom

UA/17556/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MpaiiBeT /114, IHAiN)

OHOBJIEHHAIM po3iny 3.2.P.4.1 OHOBNIOKOTLCA PO34in
3.2.P.1,3.2.P.3.2,3.2.P.4.2,3.2.P.4.3,3.2.P.4.4 onA
[0NOMDKHOT PEYOBVHY TigpOKCMNponinLentonosa
HN3bKO3aMiLLEeHa,;

3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA NikapcbkWii 3aci6.
KOHTposnb f40NOMKHUX peyoByH. 3MiHa napameTpis
cneundikauii Ta/abo AONYyCTUMMX MEX A/15 AOMOMIKHOT
pevoBUHU (SONOBHEHHS cneLmdikaLii HOBUM NOKa3HUKOM
3 BifNoBiAHUM MeTOA0M BMNPOGYBaHHS). MponoHoBaHa
pegpakuis: Particle size by Malvern (Microns) a) 50% = D
(0,5)45-75, b) 90% =D (0,9)150-250; 3miHu | TUMNY -
BUyYEHHS 3i cnevudikauii He3HaYHOro NokasHvKa Ha
L0MNOMiXHY peyoBuMHy (rigpokeunponinuentosy
HU3bKO3aMiLLEeHY), a came y HOPMyBaHHI NoKasHuka
«Po3Mip yacTok» BUIyYeHO napameTp “average particle
size”

10.

AUININ®

Tabnetku no 50 mr;
in bulk: no 11,0 kr y
6apabaHax

AT
"papmak”

YKpaiHa

AET Jlabopatopi3
MpaiseT /174,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHU | TUNy
- OHOBJ/IEHHS cneumdikalii Ha AONOMDKHY peYoBUHY
(rigpokcvnponiniLesnto3y H13bKo3aMmilleHy) Ans
nNpuBeLEeHHA y BIANOBIAHICTb 10 BUMOT MOHOrpadii
€Bponeiicbkoi hapmakonei. Kpim Toro, y 38’'A3Ky 3
OHOBJIEHHSIM po3giny 3.2.P.4.1 OHOBNIOKOTLCA PO34inn
3.2.P.1,3.2P.3.2,32P.4.2,32P.43,32P.44 ana
[0NOMDKHOT PEYOBVHM TigPOKCMIPONINLentonosa
HM3bKO3aMiLLEeHa,;

3MiHM | TUNY - 3MiHW 3 SIKOCTi. FTOTOBUIA NiKapCbKuii 3aci6.
KOHTponb 4ONOMKHUX peyoBrH. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX A5 AOMOMIKHOT
pevoBUHU (LONOBHEHHS cneLumdikaLii HOBUM NOKa3HUKOM
3 BifNoBiAHUM MeTOA0M BMNPO6YyBaHHS). MponoHoBaHa
pegpakuisi: Particle size by Malvern (Microns) a) 50% = D
(0,5)45-75, b) 90% =D (0,9)150-250; 3miHu | TUnNY -
BW/yYEHHS 3i cneymdikauii He3HaYHOro NokasHvKa Ha
[LOMNOMiXHY peyoBuMHy (rigpokcunponinuentosy
HU3bKO3aMiLLEeHY), @ came y HOPMyBaHHI NokasHUka
«P03Mip yacTok» BU/TyYeHO napameTp “average particle
size”

UA/17555/01/01

11.

ANNIA®

PO34UH AJ151 iH'EKLLNA,
40 mr/mn; no 0,165
My nonepeaHbo
3anoBHEHOMY
wnpuui; no 1
Lwnpuuy (3anasHomy
y 6nictep) y
KapTOHHI/ ynakoBsLi;
no 0,278 mny

Baiiep Al

HimeuunHa

BUPOBHULTBO
(Bktovaroum
CTepuibHYy
inbTpadito,
HanoBHEHHS -
nepBUHHA yNakoBka),
BTOPVHHA YNakKoBKa,
KOHTpPO/b cepii,
BignoBiganbHWIA 3a

Himeyuunna/
CLIA

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu |
TMny: 3MiHK 3 AkocTi. A®I. BupobHuuteo. 3miHa
BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci Adl, abo
3MiHa BUPOOHMKa (BKHOYatoun, fe HeobxigHo, Micue
npoBeAeHHSA KOHTPO0 AKocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiichbkiil dpapmakonei y
3aTBEPAKEHOMY AOCLE)(3MiHM [0 3aX0fiB, MOB'A3aHUX 3
KOHTposniem A®l, abo goaaBaHHs AiNbHULI, Ae

3a
peyenmom

UA/12600/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

CKNSIHOMY D1aKOHi;
no 1 cpnakoHy 3
hiNbTpyBaIbHO0
ronkow 18 Gy
KapTOHHIA ynakoBLi

BWMYCK cepii Ans
(hN1aKoHiB,
MapKyBaHHS,
6nicTepHa ynakoBka,
cTepwnisauis,
BTOPUHHA YNaKoBka,
BMPOGHNUNIA
KOHTPO/1b, KOHTPO/b
SKOCTI,
BignoBigasbHWi 3a
BUNYyCK cepii gns
nonepegHL0
3anoBHEHNX LUNPUL,B!
Baiiep Al', HimeuunHa,
BepniH; BUpo6GHNLTBO
Hepo3dacoBaHoi
NpoAyKLii, KOHTPO/Ib
AKOCTI
Hepo3dacoBaHoi
npoaykuii:
PenxeHepoH
dapmacbloTikasc, IHK.,
CLUA; KOHTPO/Ib AKOCTI
Hepo3gacoBaHol
npoaykuii: €spodpiHc
Naxkactep
Nab6opaTtopis, IHK.,
CLUA; Bupo6bHULTBO
(BKovaroumn
CTepPUsIbHY
inbTpavjto,
HanoBHEHHS -
nepBH1HHA yNakoBka),
BMPOGHNUNIA
KOHTPO/1b, KOHTPO/b
SKOCTI, BidyasibHa
iHCnekuis ans
(hN1aKoHiB;
BUPOGHNUNIA
KOHTPO/1b, KOHTPO/Ib
SAKOCTI, BidyasibHa
iHCnekuia ans
nonepeaHL0
3anoBHEHMX LUNPUL,B:
BeTtep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimeuwuuHa;

KOHTPO/Ib SIKOCTI:

NpPOBOANTLCS KOHTPOb/BUMPOOYBaHHS cepii) — AoAaBaHHS
OinbHuui BioReliance Ltd., Benvika BputaHisi, B AKOCTI
anbTepHaTUBHOI AiNbHUL, BigNoBifaIbHOT 38 KOHTPO/Ib
akocTi BuxigHnx matepianis (Cell line identity testing for
MCB, WCB and End of Production (EOP)); 3miHu | Tvny:
3MiHn 3 aKkocTi. A®l. BupobHMLTBO. 3MiHa BUPOGHUKA
BVXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci A®I, abo
3MiHa BUPOGHMKa (BKHOYatoun, fe HeobxigHo, Micue
npoBefieHHs1 KOHTPO/It0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin papmakonei y
3aTBEPAKEHOMY [0Cbe)(HOBA Ai/bHUUA A5 36epiraHHs
onoBHOro 6aHKy kNiTMH Ta/abo Po6ourx 6aHKiB KNiTWH) —
3aMiHa AinbHuLi 36epiraHHa ons F010BHOMO 6aHKy KIITUH,
a came 3amiHa [inbHULI AMepUKaHCbKa KONeKLis TUNoBUX
kynbTyp (ATCC), YHiBepcuTeT bonesapza, MaHaccac,
BipaxuHis, CLUA Ha AMepuKaHCbKa KONeKLUis TUNoBUX
KynbTyp (ATCC), 217 Meppi Mapkseit, FaTepcbypr,
Mepineng, CLUA, sk anlbTepHaTUBHOT AifIbHUL
BiANOBIAa/IbHOT 32 36epiraHHsA rofI0BHOr0 6aHKy KNiTuH;
3MiHM | Tuny: 3miHun 3 AkocTi. A®l. BUpobHULTBO. 3MiHN B
npoueci BupobHuuTea A®| (He3HayHa 3MiHa y NpoLeci
BUpo6HMUTBa ADI) — HE3HAYHI 3MiHU B 3aTBEPIKEHOMY
po6oyomy kBasichikaLiiHOMy NPOTOKONI BaHKy KMITUH Ta
KBaUtihikaLisi HOBOI cepii po6o4oro 6aHKy KNiTVH —
[ofaBaHHA ABOX a/lbTEPHATVBHUX METOAIB TECTYBaHHSA
(AHK-thiHrepnpuTUHry abo cekBeHTYBaHHSA HYKIEeTHOBUX
KMCNOT) ANs BUNPOGYBaHHSA 3 BU3HAYEHHS ieHTUYHOCTI
KNITUHHOT NiHii. 3MiHa TakoX 3acTocoByeTbCA AN MCB Ta
End of Production (EOP); 3MiHu | Tuny: 3miHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaui
Ta/abo [onycTUMMUX MeX, BUSHAUYEHNX Y crieundiikalisx Ha
A®l, abo BUXiAHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(3BYXXEHHS AONYCTUMUX MEX, BU3HAUYEHUX y cneuudikadin)
— 3BY)XEHHS KpuTepiiB NnpuiiHATHOCTI Ansa MCB ta WCB
LLIOA0 XUTTE3AATHOCTI B CNPUATIVBOMY CEPEAOBULLI 3
MOTOYHOrO 3HAYEHHS = 72 % A0 NOYATKOBOro 3HAYEHHS =
95 %,; 3MiHK | TUNY: 3MiHK 3 akocTi. A®l. BupobHuuTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(BkNtOYAKOUN, fe HEOOXIAHO, MiCLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXXEHOMY [OCbE)
(3MiHM g0 3axopAiB, NOB'A3aHUX 3 KOHTponem Adl, abo
[ofaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPONb/BMNPOGYBaHHS cepii) - 3aMiHa AinbHuui, Ae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Baiiep Al', HimeuunHa,

BynnepTans;
KOHTPONb AKOCTi AN
nonepeaHL0
3anoBHEHMX LINpUL,B,

KOHTPO/b AKOCTI
(TinbKkn TECT Ha
MeXaHiYHi BK/IIOYEHHS)
ans chnakonis: baviep
AT, HimeuunHa,
JleBepky3eH

— BUJTy4YeHHs1 HECYTTEBOTO napameTpy «BMICT npoTeiHy A»

NpoBOANTLCA KOHTPOsb SkocTi A®| — BioReliance, 14920
Broschart Road, Rockwille, MD 20850, CLLA Ha
BioReliance Corporation, 9900 Blackwell Road, Rockwille,
MD 20850, CLUA; 3miHu | Tuny: 3miHu 3 skocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiZAHOrO/NPOMIXHOIO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(Bktovatouu, fie HeobXigHO, MicLie NPOBEAEHHS KOHTPOJIIO
akocTi) AP (3a BigCyTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepAKeHOMY [0CbE)
(HoBa ginbHUUSA ANA 36epiraHHA M0N10BHOro 6aHKy KNITUH
Ta/abo Pobounx 6aHKiB KNiTUH) — 3aMiHa
BTOPUHHOIO/pe3epBHOro Micus 36epiraHHs rofI0BHOrO
6aHky KNiTuH 3 BioReliance, Glasgow, Scotland, West of
Scotland, Science Park, Glazgow, Lanarshire G20 OXA,
UK Ha BioReliance Ltd., Stirling University Innovation
Park, Hillfoots Road, Stirling FK9 4NF, UK; 3miHu | Tuny:
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BWXifHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPVCTOBYOTLCS Y BUPOGHMYOMY npoLeci Adl, abo
3MiHa BUPOGHMKa (BKHOYakoun, fe HeobxigHo, Micue
npoBefieHHs1 KOHTPO/IH0 sikocTi) AP (3a BigCyTHOCTI
cepTudpikaTa BifnoBiAHOCTI EBponeiickbkiin hapmakonei y
3aTBEPAKEHOMY [0CbLE)(3MIHM [0 3aX0fiB, NOB'A3aHUX 3
KoHTponiem A®l, abo gogasaHHsA AinbHuUUI, e
NPOBOAMNTLCA KOHTPO/Ib/BUNPOBYBaHHA cepii) — foaaBaHHSA
AiNbHULI, NPOBOAMTLCA KOHTPONb AKOCTI ADP| — AinbHUL
Regeneron Pharmaceuticals, Inc., 26 Tech Valley Drive,
east Greenbush, New York 12061, USA, B siKOCTi
anbTepHATUBHOT AiNbHWL; 3MiHM | TUMy: 3MiHW 3 AKOCTI.
A®|. Bupo6HMLTBO. 3MiHV BUNpoGYyBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuuTea A®I, WO BCTAHOB/EH Y
cneumdikaisx (iHLWi 3MiHW) — 3aMiHa KinbKiCHOrO
BM3HAYEHHS KNiTMHHOrO meTogy Minute Virus of Mouse
(MVM) in vitro, 0 3aCTOCOBYETLCSA Mif YaC BUTOTOB/IEHHS
A®I, Ha aHani3 metogom MNLP (Minute Virus of Mouse
(MVM) PCR Assay; 3MiHu | Tuny: 3miHu 3 skocTi. AdL.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONyCTUMUX MEX, BU3HaueHuX y cnevuddikadisx Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUNYYEHHA HE3HAYHOrO NOKasHUKa SKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka))

3i cneumdikauii npoMixkHoro npoAykTy andibepcenTy, Lo
BMKOPWCTOBYETLCA B Npoueci BUpobHuuTBa AdI; 3MiHu |
Tuny: 3MiHK 3 sKkocTi. A®l. KoHTponb A®I. 3miHa y

napameTpax cneyudikauii Ta/abo AoNyCTUMUX MEX,




36

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHW) - OHOB/IEHHS cneuudikauii BUXigHOT CMPOBUHN L-
MeTioHiH cynbdokeumiH (MSX); 3miHn | Trny: 3MiHN 3
aKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHW)

— 36i/IbLLEHHS MEXi 3@ NOKA3HUKOM «X/10puamn» y
cneundikauii BuxigHoro matepiany NaOH, wwo
BMKOPVCTOBYETbLCA Y BUPOGHMLTBI ADI 3 <5 ppm go < 20
pmm; 3MiHu |l Tuny: 3miHun 3 akocTi. A®IL. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHss APl abo BUXiAHOrO
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NpoLeci BUpobHMLTBa AD| (CyTTEBa
3MiHa y 6ionoriyHoMy/iMyHOI0rYHOMY/iMYyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofi, Y KoMy
BMKOPUCTOBYETLCA GionoriyHnii peareHT Ans 6ionoriyHoro
A®I, abo oro 3amiHa) — BHECEHHS CYTTEBUX 3MiH B
npoueaypy BUNpobyBaHHA METOAO0M iMyHOXiMiYHOrO
aHasi3y 3B’A3yBaHHsA A1 NPOMIKHOTO NpoaykTy Adl.
36epiraeTbCcA TOM camuidi NPUHLMN NpoLEesypy aHanisy,
BHECEHI NoKpalleHHs 40 po6oTu 3i cTaHAapTamu Ta
3paskamu, KpuTepiiB NpUAATHOCTI CUCTEMM, CTATUCTUYHOT
Mogeni i po3paxyHky; 3MiHW | Tuny: 3MiHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHsa AdD| abo
BUXiQHOrO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOUaoum 3amiHy abo
[0NoBHEHHS) AP| abo BMXIAHOIO/NPOMIXHOr0 NPOAYKTY) —
BBE[EHHS iIHCTPYMEHTa/IbHOTO MeToAy BUNPoBYyBaHHA Ans
nokasHuka «KanamyTHicTb» (3rigHo EP 2.2.1) ana A®l Ta
NPOMDKHOrO NPoAyKTy. [laHot 3MiHOK A0AAETHCA
albTePHATUBHUIA IHCTPYMEHTa/IbHWIA MeTOA, [0
Bi3ya/lbHOr0 MeToAy Ta BUAAIAETLCA 0OMEXyBasIbHWIA
KBanicpikaTop «Bi3y/IbHO» A1 MOX/IMBOCTI BUKOPUCTAHHS
060x MeTogiB; loAaTKOBO BHECEHI peAaKLiiiHi npaBku Ta
YTOYHeHHS 1o cneuudikauii M3, Wwo o6ymoBneHo
rapMmoHisauieto po3giny 3.2.P.5.1 Moaynb 3; 3MiHu | Tuny:
3MiHn 3 akocTi. A®l. Cuctema
KOHTelHep/3aKkynoptoBasibHWA 3aci6. 3MiHa B MeTogax
BUNPO6YBaHHSA 6e3nocepeHboi ynakoBku AP (iHLLi 3MiHK
B MeTofax BUNPOo6yBaHHS (BKtoYarouy 3aMiHy abo
[OOMOBHEHHS)) — AOAABaHHA MEeTOAY pamaHiBCbka
cnekTpohoToMeTpIA A0 cneumdikalii NnepBUHHOIO
nakyBaHHa A®| B SKOCTi a/ibTepHATMBHOIO METOAY A0 BXe
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3aTBepmxeHoro BIY meToay; 3MiHM | Tuny: 3MiHW 3 AKOCTI.
A®I. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®| (3a BigCYTHOCTI y 3aTBEPAKEHOMY AOCHE cepTuddikata
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIOYae
nepiog, NOBTOPHOrO BUNPO6YBaHHS) (3MiHa Y
3aTBEPAKEHOMY NPOTOKONI CTabINBbHOCTI) — 3MiHW Y
3aTBepXeHOMyY NPOTOKOoAi cTabinbHOCTI Ana Adl, a came
BUNyYEHHA napameTpis «[podiink onirocaxapugis» ta
«BMICT cianoBoi KUCNoTu» 3 fOCNigpKEHb CTAbINbLHOCTI
A®I. IcTOpuYHI pe3ynbTaTy AOCTIKEHHS cTabinbHoOCTi AdI
6ynu nepernaHyTi Ta AEMOHCTPYIOTb BiACYTHICTb 3MiH Y
npodoini onirocaxapuais Ta 3mMiH y BMICTi Cia/ioBOT KUC/10TH;
3MiHK | Tuny: 3MiHK 3 aKocTi. A®IL. KoHTponb AdL. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
matepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuuTBa A®| (iHLWi
3MiHV Y MeTogax BUNpobyBaHHA (BKIOYaoum 3amiHy abo
[0noBHeHHs) AD| abo BMXiZHOro/NPOMIKHOIO MPOAYKTY) —
3amiHa MeTofy i3oenekTnyHe okycysaHHs (IEF) Ha
MeToZ BidyanizaLis kaninspHoro i30eneKTpuyHoro
dhoycyBaHHs (iCIEF) ans koHTponto skocTi AdI,
nNpoMixxHoro npoaykty A®I ta '3 3i 3MiHOI KpUTEpIiB
NPUAHATHOCTI; 3MiHKW | TUNY: 3MiHK 3 iKocTi. APl KOHTpob
A®I. 3miHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOUaoum 3amiHy abo
[0NoBHEHHS) AP| abo BMXIAHOIO/NPOMIXHOr0 NPOAYKTY) —
3amiHa meToay BUNpobyBaHHSA eniekTpodopes B
noniakpuiamigHoMy resni B NpUCYTHOCTI
nopeumnncynbary Hatpito (HAC-MATE) Ha kaninspHuii
enekTpodopes y NPUCYTHOCTI Aofeunncynbdary HaTpilo
((KE-OCH) pns A®l, npomixxHoro npogykty A®l ta N3 3i
3MIHOK KPUTEPITB NPUAHATHOCTI; 3MiHK | Tuny: 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HUMLTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPAXEHNX
MeToAax BUNPOOYBaHHS) — HE3HAYHI 3MiHW Y MeTogj
BUNPO6YBaHHSA 3a NOKa3HUKOM «BMICT i3oacnaptamy» ans
A®| Ta N3, Wwo nonsraTb y AOAABAHHI KpUTEpIto
npugaTHocTi cuctemu; 1AaTKOBO BHECEHI pefakuiliHi
npaBKn Ta YTOYHEHHA 40 MeToZiB KoHTposto 13, wo
06yMOB/IEHO rapMOHi3aLi€to BifNOBIAHO [0 po3ainy
3.2.P.5.2 Mopynb 3; 3miHu | TMNY: 3miHK 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs AdD| abo
BVXiflHOro Martepiany/npoMiKHOTO NpoAyKTy/peareHTy, LWwo
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BMKOPVCTOBYETHLCA Y NpoLeci BUpo6HMuTBa AD| (HE3HAYHI
3MiHUW y 3aTBEPXXEHNX MeToAax BUNPOBYBaHHS) —
He3HauHi 3MiH1 40 MeToAVKV BUNpobyBaHHsA Ad®| Ta N3
meTogom E-YEPX, wo 06ymMoBieHa 3MiHOK po3paxyHkiB
nnoLi nikis; 3miHn | Tuny: 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHU Y NPOLLECi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, BKIovatoun
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) — HE3HAYHA 3MiHa Yy Mpoueci BUpo6HNLTBaA
N3, wo 06ymMoB/IeHO MOX/IUBICTIO HE po3chacoByBaTH,
36epiratu Ta HakonuuysaTu A®| nepes 6esnocepeHiMm
BUroTOB/EeHHAM /13 Y 3aTBEpAKEeHOMy npoLeci
BUPOGHMLITBA (ONoCcepeKoBaHe BUTOTOB/IEHHS NiKapCbKOi
chopmu) KiHueBY AP| posdhacoBytoTb y hnakoHn 06’emom
1 n Ta 36epiratoTb 3a Temnepatypu y 1-15 °C (AKwo
BUrOTOBNEHHSA J13 BiAbyBaTMMETbCA NPOTAroM 24 rofiviH)
ab60o 3a Temnepatypu < - 80 °C (Ko 36epiraeTbcs AoBLUE
24 rogwH). Jani A®| po3mMOpoXyHThb (SKLLO HeobXigHO) Ta
HaKonuuyloTb Yy Mikax 06’emom 50 N1 Ans oTpuMaHHs
nikapcbKoi hopMu. Y 3anponoHOBaHOMY NpoLeci
BMPOGHMLTBA (6e3nocepeaHs hopMysisLis)
po3dhacyBaHHs, A0AATKOBI eTanu
3aMOpPOXyBaHHS/PO3MOPOXYBaHHS Ta HAKOMUYEHHS
onyckaroTb, a kiHueBy A®| nepeHocsTb 6e3nocepesiHbo B
MiLLKM 06’emom 50 11; 3MiHM | TUNY: 3MiHK 3 SKOCTI.
[oTOBWIA NiKapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU
BUNPoOyBaHb ab0o JONYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig yac BUPo6HULTBA rOTOBOrO
NiKapCbKOro 3acoby (3BY)XXEHHS AONYCTUMUX MEX) —
3BY)KEHHSI AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumaikauii nig yac Bupo6HuLTBa /13, a came 3BYXEHHS
NIMITY LWUBMAKOCTI 3MiLLlyBaHHS Y BUPOOGHMYOMY NPOLIECI,
LL|0 3aCTOCOBYETLCA Ha eTani HaKOMMYEeHHS MPOMIKHOTO
npoaykty N3 (Formulated bulk) 3 60-110 06/xB go 80-110
06/xB; 3MiHU | TUNY: 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHN y BUPO6HMLTBI. 3MiHN BUNpPo6yBaHb abo
[0oNyCTUMUX MeX, BCTAHOB/IEHNX Y crneundikalisx, nig vyac
BMPOBHULTBA FOTOBOrO NiKAPCbKOro 3aco6y (3BY)XXEHHS
JONYCTUMUX MEX) - 3BYXXEHHS AOMYCTUMUX MEX,
BCTaHOBNEHUX Yy cneuudpikauii nig yac BupobHuyTea M3,
a came 3BYXXEHHS NiMITY LIBWUAKOCTI 3MiLLlyBaHHSA Y
BMPOOHNYOMY MPOLLEC, LLIO 3aCTOCOBYETLCA Ha eTani
po3BefieHHA npomikHOro npoaykty M3 (Formulated bulk)
3 60-110 06/xB A0 80-110 06/XxB; 3MiHU | TUMNY: 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHUX
y cneumcpikauisix, nig 4ac BUPOBGHMLITBA FOTOBOIO
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NiKapcbKoro 3acoby (3BY)XEHHS AOMYCTUMUNX MEX) —
3BY)EHHSI AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauii nig vyac Bupo6HuLTBa N3, a came 3BY)XEHHS
NiMITY LWUBMAKOCTI 3MiLLlyBaHHS Y BUPOO6HMYOMY NpOLIECi,
LLI0 3aCTOCOBYETHCA Ha eTani BUroTOB/IEHHSA NMPOMIKHOIO
npoaykty M3 (Formulated bulk) 3 60-110 06/xs go 80-110
06/xB; 3MiHuW | TMNy: 3MiHW 3 SKOCTI. FOTOBMIA NikapCbKNii
3aci6. 3MiHM Yy BUPO6HMLTBI. 3MiHW BUNpPobyBaHb abo
O0NyCTUMUX MEX, BCTAHOBMIEHNX Y cneundikalisx, nig vac
BMPOGHMLITBA FOTOBOTO /1iKAPCHLKOro 3aco0y (3BY>KEHHS
OOMYCTUMMX MEX) — 3BYXXEHHS [ONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumndikayii nig yac BupobHuuTea M3,
a came 3BYXEHHs NimiTy pH y BUpo6H14oMy npoveci, o
3aCTOCOBYETHLCS Ha eTari BUrOTOB/IEHHA NPOMiXXHOIO
npogykty N3 (Formulated bulk) 3 pH 5.9-6.5 go pH 5.95-
6.43; 3MiHW | TUMy: 3MiHK 3 AKOCTIi. FOTOBWIA NiKapCbKMii
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCcbKoro 3acoby (4ONOBHEHHS crevumdikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNPOBYBaHHSA) — AONOBHEHHS cneuudikauii HOBUM
noKasHUKOM — BBeEeHHs cneuudikallii Ha BUNyck
NPOMIKHOIO NPOAYKTY Hepo3sdhacoBaHOro npenapary
(Formulated bulk); 3miHu | Trny: 3MiHK 3 sikocTi. FoTOBWMIA
nikapcbkuii 3aci6. MNpoekTHWI NpocTip Ta
nicnspeecTpauiiHnii NPOTOKO/ ynpaBiHHA 3MiHaAMM.
BHeceHHs 3MiH, Lo nepefbayeHi y 3aTBepaKeHoMy
MPOTOKO/i YNPaB/liHHA 3MiHaMU (BHECEHHS 3MiHU Ans
6i0N10ri4HOro/iMyHOOrNYHOr0 NiKapcbKoro 3acoby) —
BHECEHHS 3MiH, L0 NepeabayeHi y 3aTBepaKeHOMY
NPOTOKOAI yNpas/liHHA 3MiHamu Ans 13 y nonepegHb0
3anoBHEHMX LINPpULAX, WO NosArae y BHeCeHi 611M3bko
NnoB’sA3aHnX 3MiH (3MiHa po3mipy cepii, 3MiHa BUPOGHNYOTO
npoLecy Ta 3MiHOK NEePBMHHOIO NakyBaHHS), BKIOYAK0UM
3MiHV BUPOGHUYMX ChYHKLiM ANA BignoBigabHUX
AinbHUUbL: fofaBaHHs AinbHULi BeTTep ®apma-depiHryHr
Mv6X i Ko. KI', MycBaiiceH 2, 88214 PaBeHcbypr,
HimeuunHa y siKOCTi BignoBifanbHOI 3a BUPOGHULTBO
nonepesHbO HANOBHEHMX LUNPULLB, BK/THOYAOUN NEPBUHHY
yNaKkoBKy Ta BUAAIEHHSA QYHKLT BTOPUHHOTO NakKyBaHHS
ANSA nonepeAHbo HANOBHEHUX LLINPULIB L,
BiAnoBigasbHOCTI; Buganexs ginbHuui Bettep ®apma-
®epiHryHr M'm6X i Ko. KI, WyTueHwTpacce 87, 99-11
88212 PaBeHcOypr, HiMeyurHa B SKOCTi AiNbHULL
BiANOBIAa/IbHOI 3@ BUPOGHMLITBO NonepeAHbO 3anoBHEHNX
LUMPWLIB, BK/OYAIOUM NEPBUHHY YNakKoBKy; [loAaBaHHsA
ninbHULU Baiiep AT, BepniH, HimeuunHa y siKocTi
BiANOBIAa/1bHOI 38 BTOPMHHY YNakKoBKY, KOHTPO/Ib AKOCTI Ta




40

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BUMYCK Cepii 419 yNakoBKu NnonepeaHbo 3anoBHEHI
wnpuuy; BuganerHs ainbHuyi MM MpeHsax MpoaykTioHC
MM6X, HimeuunHa y SKoCTi BignoBifanbHOT 3a BTOPUHHY
YNaKoBKY, KOHTPOJ1b SAKOCTI Ta BUMYCK Cepii AN15 yNakoBKu
nonepeAHbO 3anoBHEHI LINPULY;
[LopaBaHHA finbHUL Baiiep AT, JleBepky3seH, HimeuunHa y
SKOCTI BigNoBiJaibHOT 3a KOHTPO/Ib SIKOCTI A5
nonepeaHbLO 3anoBHEHMX WNpuLiB; [loAaTkoBO NpMBEAEHO
iHchopmalito Lwoao dyHKLA BUpo6HMKIB 13 y dhnakoHax
0o posginy 3.2.P.3.1. Mogynb 3 3MiHV BHECEHO B
IHCTPYKLUO 4151 MeANYHOrO 3aCTOCYBaHHSA Y PO34inu
"BUpOo6HMK" Ta "MicLe3HaxomKeHHs BUPOOHWMKa Ta oro
agpeca MicLs NpoBaKeHHs" 3 BiANOBIAHUMY 3MiHAMM B
TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 3-xX MiCALIB Micnsa 3aTBEPKEHHS
12. | AKTEMPA® KOHLeHTpaT Ans ®.XocpcpmaH | Lseliyapis Brpo6HMLTBO Anonis/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu Il 3a UA/13909/01/01
pO34uHy aons H-/19 Powwu Hepo3gacoBaHoi cuaA/ My - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
iHcpy3iiA, 20 mr/mn no Nt npoayKuii, NnepBnHHe Himeuunna/ hapmakoHarnsgy. 3MiHu y TepaneBTUYHNX NoKa3aHHAX
80 mr/4 mn abo 200 nakyBaHHs: LLiBefiuapis | (ZogaBaHHA HOBOro TepaneBTUYHOrO NokasaHHs abo 3miHa
mr/10 mn a6o 400 Uyraii ®apma y 3aTBEpAKEHOMY MOKa3aHHi) - 3MiHN BHECEHO 10
Mr/20 Mn y donakoHi; MaHydekTypuHr Ko. IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS NiKapCbKOoro
no 1 a6o 4 dpnakoHu Ntp, AnoHis; 3acoby Ao posginy "lMNokasaHHa" (AogaHe HOBe NoKasaHHS:
Y KapTOHHIli kopobLi Bupo6HULTBO "KopoHasipycHa xBopoba 2019 (COVID-19) NikyBaHHSA
Hepo3dgacoBaHol KOpOHaBipyCcHOT xBopo6u 2019 (COVID-19) y gopocanx
npoaykuii (ans nauieHTiB, SKi OTPMMYIOTb CUCTEMHI KOPTMKOCTEpOian i
ynakoBku no 400 mr/20 noTpebytoTb okcureHoTepanii abo LWTYYHOT BEHTUNALT
M/1), BUNPOOGYBaHHSA nerexb.") Ta, AK HacNiAokK, A0 po3Ainis "dapMakonorivHi
KOHTPO/I0 AKOCTI (AN BnactmeocTi”, "MpoTunokasaHHs", "OcobnmMBOCTi
ynakoBku no 400 mr/20 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta 4o3u", "MobiuHi
mn): peakuii”. BBeeHHs 3MiH NpoTArom 6 micsAuis nicns
[xeHeHTekK IHK., CLUA; 3aTBepAKEHHA.
BUNPOGYBaHHSA
KOHTPO/IO SIKOCTI (815
ynakoBku o 400 mr/20
MJ1):
[xeHeHTek IHK., CLUA;
BunpobyBaHHs
KOHTPOJIO AKOCTi:
Pow ®apma Arl,
HimeuuunHa;
BToprHe nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI,
BUNYCK cepil:
®.XodpmaHH-/15 PoLu
JNitg, Wseliyapis
13. | A/IMATE/Ib® | cycneHsia opasnbHa TOB "TeBa YkpaiHa BankaHndapma-TposH Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 6e3 UA/3264/01/01
no 170 mny YkpaiHa" - MOAAHHS OHOBNEHOI Bepcii MacTep-thaina Ha AdI peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
h1aKkoHi CKNsHOMY MarHito rigpokeng nacta AP/Version 2020-01-07 Big,
a6o 3 3aTBepMKeHnx BupobHukis APl SPI Pharma, SAS
nonieTunexHTepedTa (®paHuis) Ta SPI Pharma, Inc. (CLUA). Takox, BHECEHHS
naTty; no 1 donakoHy YTOYHEHHS [0 Ha3Bu BMpo6Huka SPI Pharma, ®paHuia B
3 MipPHOHO JTOXKOIO B MK$ 13 3 meTo0 NpuBEAEHHS Y BIANOBIAHICTb A0
KapTOHHI KopobLyj; p.3.2.5.2.1 Bupo6Huku mactep-cpaiina Ha A®l, a came
no 10 mny BkasaTtu Ha3By sik SPI Pharma, SAS (France).
nakeTuky; no 10 a6o MpuBeaeHHs p. «Cknag» MKA /13 fo npuitHaToro B
20 nakeTvkiB y KomnaHii hopmarty BuKnafeHHs iHdopmadii. BeegeHHs
KapTOHHI/ Kopoo6Li 3MiH NPOTAroM 6-Tu MiCALB NicNs 3aTBEPMAKEHHS; 3MiHU |
TUNy - NOAAHHA OHOBJIEHOT Bepcii MacTep-ghaiina Ha AdI
Antomiito rigpokeung, renb AP/Version 2019-07-31 Big
3aTBepmxeHnx BupobHukisa A®l SPI Pharma, SAS
(®paHuis) Ta SPI Pharma, Inc. (CLLA). Takox, BHECEHHS
YTOYHEHHS A0 Ha3Bu BUpobHuKa SPI Pharma, ®paHuis B
MKS$ /13 3 MeTOl NpMBEAEHHS Y BiAMOBIAHICTb 40
p.3.2.5.2.1 BupobHuku mactep-cpaiina Ha A®l, a came
BkasaTtu Ha3By sik SPI Pharma, SAS (France).
MpuBegeHHs p. «Cknag» MKA /13 go npuitHaToro B
KoMnaHii hopmaty BUknageHHs iHopmadii. BBefeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMXKEHHS
14. | ANNIOE eKCTpaKT piakvin ans TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/3220/01/01
EKCTPAKT iH'ekuiii, no 1 mn B "BIO®PAPMA BIO®APMA" - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
amnyni; no 5 amnyn " BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
y 6nicTepi; no 2 cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
6nictepu B nauui 3 [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
KapToHy YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHU Y PO3MILLEeHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOBaXeHOT 0C06M 3a8BHUKA, BiAMnoBigaIbHOT 3a
hapmakoHarnag.
MponoHoBaHa pepgakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag
15. | ANITENKA Tabnetkn gns TOB Ykpaina TOB "TepHodhapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/5454/02/01
XyBaHHA no 0,12 ; "TepHodap - 3MiHK 3 SKoCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenma
no 10 TabneTtok y M" 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs

6nictepi; no 2 abo
no 5 6nictepiB y
naJui 3 KapToHy

rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapCbKOro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPAKYETLCS AaHUMU peasibHOro Yacy) -
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO /liKapCbKOro
3aco6y. 3aTBepaKeHo: 2 poku. 3anponoHOBaHO: 3 POKM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
16. | AMBPOKCO/ | tabnetku no 30 Mr MNAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/5667/01/01
Yy no 10 TabneTtok y "Ximdhapmsa "UepsoHa 3ipka" - BUNYYeEHHS 3i cneyndikauii Ta MeToAiB KOHTPOHO AKOCTI peuyenma
FIAPOXTIOPU | 6nicTepi; no 2 BOJ, roTOBOrO NikapCbKOro 3acoby nokasHuka “KpemHito giokeng
A 6nicTepn y nauui 3 "YepBoHa KOM101AHWI 6E3BOAHNIA"
KapToHy; no 20 3ipka”
TabneTtok y 6nictepi;
no 1 6nictepy y
nayi 3 KapToHY
17. | AMITPUNTUAN | po3unH Ans iH'ekuii, TosapucTtso YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHa 3a UA/4872/02/01
IHY 10 mr/Mn, no 2 mn B 3 BUMYCK Cepii: 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyenmom
rigPOXNI0OPU | amnyni, no 10 06MeXeHOo ToBapucTBo 3 Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
A-03 amnyn y nayui 3 BignoBigasb 06MEXEHOI0 NPOTArom 6-Tv MiCAILIB Micns 3aTBEPAKEHHS. 3MiHu | Tuny
KapToOHy; Mo 2 M/ B HICTIO BigNoBiAa/IbHICTIO - 3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
amnyni, no 10 "®GapmaueBT "[locnigHuii 3aBog, thapmakoHarnagy. BeefeHHs abo 3MiHWM [0 y3arasibHeHUX
amnyn y énictepi, no nyHa "r'HUNC", YKpaiHa; BCi AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
1 6nicTepy y nauui 3 KOMMaHis cTagii BUpobHMLTBA, y3araslbHeHVX faHux Npo cucteMy dpapmakoHarisay,
KapToHy; No 2 MN B "3popos'a” KOHTPO/1b SIKOCTI, 3MiHa YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
amnyni, no 5 amnyn BMNYCK cepil: 3[iiCHEHHST (papMakoHarnsay; KOHTakTHOT 0cobu 3
y 6nicTepi, no 2 ToBapucTBO 3 hapmakoHarnsgy 3asiBHUKa An15 34iACHEHHS
6nictepn y nauui 3 06MEXEHO thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
KapToHy BiANOBIAA/LHICTIO YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
"XapkiBcbke thapmakoHarnagy (Bkovatoum KOHTaKTHi AaHi) Ta/abo
hapmaueBTUyHe 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
nignpMeEMCTBO thapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0cobu
"340poB's Hapoay", 3asBHUKA, BiANOBIAa/IbHOI 3a hapmakoHarnsag. [iroya
YkpaiHa; Bci cTagji pepakuis: MnakciHa OneHa BonogumupisHa.
BMPOGHMLTBA, MponoHoBaHa pepakuis: LesueHko OneHa IropiBHa. 3miHa
KOHTPO/b AKOCTI, KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BUNYCK BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy.
cepii:-ToBapucTeo 3
06MEXEHOI0
BiANOBIAANILHICTIO
"bapmaveBTnyHa
KomnaHis "3g0poB'a”,
YkpaiHa
18. | AMOKCUN® Tabnetku, Wo MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/12288/01/01
AT aucnepryoTtbes, no "Knismegnp "KuiBmegnpenapar” - BBeZleHHs 40AaTKOBOro po3mipy cepii NN3; peyenmom
500 mr, no 10 enapar" 3anponoHOBaHO: - Bif MiHIMa/IbHOro po3mipy 69 444
Tabnetok y 6nictepi; Tabnetok (50 kr) 4O MakCMMasIbHOro po3mipy 222 222
no 2 6nictepu B Tabnetok (160 kr); - 300 «r, LWo cTaHOBUTL 416 666
nadui 3 KapToHy TabneTtok (3 4onycTMMUM BiaxuneHHam Big 375 000
Tabnetok go 458 333 TabneTokK)
19. | AHANBIH - Tabnetku no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/15689/01/01
ANBA30N - TabneTtok y 6nictepi; 3 [04aTKOBOI - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peuyenma
NAMABEPWUH | no 1 6nictepy B [,00aTKOBOIO BiANOBIAA/ILHICTIO BBefieHHs1 a60 3MiHM [0 y3arasibHEHUX AAHKX NPO
nayui; no 10 Bignosiganb "IHTEPXIM" cuctemy papmakoHarnsgy (BBefeHHs y3araibHeHnxX
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi

HICTIO
"I[HTEPXIM"

JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiZiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-chaiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuia: ®dinoHeHKo Maprapita BikTopiBHa.
MponoHoBaHa pepakuis: HaropHa Onexna OnekcaHAapiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6M,
BifnoBifasIbHOI 3a dpapmakoHarnsg

20.

AHACTPO30
n-BICTA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 1 Mr
no 14 TabneTtok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopobui

Mictpan
Kenitan
MeHexmeH
T Nlimiteq,

AHrnis

(B1pOGHMLTBO
(noBHWIA LyKN),
BK/IHOHAI0UM BUNYCK
cepii) CiHTOH XicnaHis,
C.J1., IcnaHis;
(nakyBaHHs)
PotTeHgopg dapma
v6X, HimeuunHa

IcnaHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- AgMIHICTpaTUBHI 3MiHW. BunyyeHHst BUPOOHUYOI AinbHUL
(Brovatoum ginbHui ans A®Il, NpoMixHOro NpoaykTy abo
roTOBOrO /iKaPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNOBiganibHOro 3a BUMYCK Cepi,
MicLLe NpoBeAEHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXiAHOrO Marepiany, peareHTy abo A0NOMiKHOT
PEYOoBMHM (SKLLLO 3a3HAYEHO Y OCLE) - BUYUYEHHS
BUpo6HMYOT ainbHuui M3 CiHtoH BB, HigepnaHau,
BiANoOBiAaNbHOI 3a BUNyck cepii Ta MM® BB, Higepnanaw,
BiANOBIAA/IbHOI 32 NaKyBaHHA. 3aTBepAXeHi BUPOGHMUYI
OiNbHALLLLO 3aNULLNANCE — BUKOHYIOTb Ti cami (pyHKLUIT,
LLIO BUTYYeHi. 3MiHN BHECEHI B IHCTPYKL,iO 4719 MEANYHOIO
3acTOCyBaHHS NiKapCbKoro 3acoby y po3aiv "Bupo6HuK",
"MicLe3HaxomKeHHs! BUpOOHMKa Ta ioro agpeca miclst
NPOBaKEHHS AiS/IbHOCTI" 3 BIANOBIAHUMN 3MiHaMK B
TEKCTi MapKyBaHHS ynakoBok. BBefieHHs 3MiH npoTsrom 6-
TW MiCALIB Nicns 3aTBepAKEHHS

3a
peyermom

UA/16472/01/01

21.

AHA®EPOH

TabneTku, no 20
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI KopoobLi

TOB
"MaTepia
Meguka-
YkpaiHa"

Ykpaina

3AT CaHTOoHika

NntBa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
— OHOBNEHHA Y Nigpo3gini 3.2.S.4 KoHTponb Aitoyoi
PeYoBUHW: 3a3HAYEHHS KOHTPO/TIO APl «AHTUTINA [0

raMmma iHTepepoHy NI0AMHN addiHHO OUULLLEHI: CyMiL
romeonaTnyHux posseseHb C12, C30 Tta C200x»;

OHOBMIEHHSA Y N. 3.2.S.2.2. Onnc BUPOGHMYOro npoLecy Ta

10ro KOHTPO/H0: BBEAEHO A0AATKOBY KifIbKICTb MaTepiasis

NS aHanisy, npoLec BUPO6HNLTBA HE 3MIHIOETLCS; 3MiHU |

TUMY - BBEJIEHHS A0ATKOBOTO MeToAy BUNPoOyBaHHA ANA

LOMOMDKHOT peyoBMHM NakTo3n moHorigpaT (Identification

test Raman spectrometry Ph. Eur. 2.2.48); 3minu Il Tuny -
3MiHa AOoNyCTUMMUX MEX A/151 MOoKasHuKa «4YucTtoTar,
BM3HAYeHOro y cneuudikauii Ha BUXigHWUIA NPOAYKT
«AHTUTINA [0 raMmMa iHTepdepoHy MtoanHn adiHHO
OUMLLIEHI», LLI0 BUKOPUCTOBYETLCS Y NpoLeci BUPObHMLTBA
A®|, 06yMOB/iEHA BHECEHHAM YTOYHEHHS LLOA0

6e3
peyenma

UA/2614/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

MOX/IMBOCTi NOSIBY CMYTU 3 BiJOMOIO0 KOHTPO/IbOBAHO0
[OOMILLKOIO - KpONsiYuM anb6yMiHOM; 3MiHu Il Tuny —
3anponoHOBaHO YTOYHEHHS AONYCTUMUX MeX 3a
MokasHMKoM «MoieKyNsipPHO-MacoBuii po3nogin»,
BM3HAYEHOro y cneuudikawii Ha BUXiZHWUIA NPOAYKT
«AHTUTINA [0 raMMa iHTepdepoHy MoANHN addiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCS Y NpoLeCi BUPOOHMLTBA
A®I; pefakuiiiHy npaBKy B Ha3Bi napameTpy
«MonekynsapHO-MacoBWil PO3NOAiN»; BHOCATLCA HE3HAYHI
pefakLiiiHi NpaBKM WoA0 NEBHUX MOKa3HWKIB cneuydikadii
BMXIZHOrO NPOAYKTY «AHTUTINA A0 raMMa iHTepdepoHy
NOAVHN ahiHHO OUMLLIEHI», SIKi HE TATHYTbL 3@ COBGOH0 3MiH,
3aAB/IEHI 3 METOI NPUBEAEHHS Y BiANOBIAHICTL peaakLii
marepianiB peecTpauiiiHoro f0Cbe 3 JOKYMEHTALEH
BVPOGHMKa BUXIAHOTO NPOAYKTY

22,

AHA®EPOH
AnTavmn

TabneTku no 20
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIA Kopoo6Li

TOB
"MaTepia
Meguka-
YkpaiHa"

Ykpaina

3AT CaHToHika

NntBa

BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTepianis: 3MiHu | TUny
— OHOBNEHHSA Y Nigpo3aini 3.2.S.4 KoHTponb Aitoyoi
PEeYOBUHW: 3a3HAYEHHS KOHTPOs0 APl «AHTUTINA [0

raMmma iHTepepoHy NIoANHN adpiHHO OYULLEHI: CyMiL
romeonaTtnyHux possegeHs C12, C30 ta C50»; OHOBNEHHA
y n. 3.2.5.2.2. Onuc BMpoBHNYOro npouecy Ta noro
KOHTPO/0: BBEAEHO AOAATKOBY KisIbKICTb MaTepiasis ans
aHanisy, npouec BUPOBGHMLITBA HE 3MIHIOETLCS; 3MiHN |
TUMY - - BBEEHHS 404ATKOBOrO MeToAy BUNpobyBaHHSA
AN AOMOMDKHOT PeYOBMHM NaKTO3W MOHOrigpaTt
(Identification test Rama spectrophotometry Ph. Eur.
2.2.48); 3miHn |l TURY - 3MiHa AONYCTUMMX MEX A5
nokasHuka «4uctoTta», BU3HAUYEHOro y cneuudikauii Ha
BUXiAHWI NPOAYKT «AHTUTINA 10 ramMma iHTepchepoHy
NOAVHN addiHHO OUULLEHI», L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuutea A®l, 06ymoB/ieHa BHECEHHAM
YTOUYHEHHS LLO0 MOX/MBOCTi NOSIBU CMYTM 3 BiOMOIO
KOHTPO/IbOBAHOK AOMILLKOK - KPONISAUNM asibbyMiHOM;
3MiHK |l TNy — 3aNPONOHOBAHO YTOUHEHHS JOMYyCTUMUX
MeX 3a NOKa3HUMKOM «MoneKkynsipHO-MacoBuiA po3nogin»,
BM3HAYEHOro y cneuudikauii Ha BUXigHWUIA NPOAYKT
«AHTWTINA J0 ramMmMa iHTepdhepoHy toanHY addiHHO
OUWLLIEHI», L0 BUKOPUCTOBYETLCS Y NpoLeCi BUPOOHMLTBA
Adl; BHECEHO pefakLiliHy npaBKy y Ha3By napameTpy
«MonekynapHO-MacoBWi PO3N0AIN»; BHOCATLCA HE3HAYHI
pefakLiiiHi NpaBKM W00 NEBHUX MOKa3HWKIB cneLmdikaii
BMXiAHOrO NPOAYKTY «AHTUTINA A0 ramma iHTepdyepory
NoAVHN ahiHHO OYMLLIEHI», 3 METOI MPUBEAEHHS Y
BiANOBIAHICTb peaakLii MaTepianis peecTpayiiiHoro AockLe
3 [JOKYMeHTaLi€l0 BUPOOHUKA BUXIAHOrO NPoAyKTY

6e3
peyenma

UA/7756/01/01

23.

AH3NBEN®

nactunku no 10
nacTuiokK y bnictepi;

HOBE/
IJAY CAHAT

TypeyuunHa

HOBE INIAY CAHAI
BE TIAXXAPET A.LL.

TypeyuunHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3acib. Cuctema

6e3
peyenma

UA/10263/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 10 macTunok y BE KOHTeliHep/3akyrnopoBa/ibHWiA 3aci6. 3MiHa po3mipy
6nictepi; no 1, no 2 TIOIKAPET YyNaKoBKM rOTOBOTO JiKapCbKOro 3acoby (3MiHa KinlbKOCTi
abo no 3 6nictepu B A.LL. oAvHULbL (Hanpvknag TabneTok, amnys TOL0) B YNakosLii:)
KapTOHHI ynakoBsL,i - 3miHa y Ajjiana3oHi 3aTBepAXEHNX PO3MIpiB YNakoBKy -
BBeEHHS O0AATKOBOro BMAYy nakysaHHs: Ne20 (10x2) 3
BiANOBIAHUMY 3MiHaMK 0 po3ainy “Ynakoska”, 6e3 3MiHu
NMepBMHHOIO NaKyBas/IbHOTO MaTepiasy. 3MiHW BHECEHI B
po3ain "YnakoBka" (BBeAeHHSA fAoAaTkoBol ynakosku Ne 20
6e3 3MiHM NEPBMHHOI) B IHCTPYKLiO 4158 MeAUYHOTo
3aCTOCyBaHHS NiKapCbKoro 3acoby, K HaC/MiAoK -
3aTBEPKEHHS TEKCTY MapKyBaHHA [10AaTKOBOI yNakoBK/
24. | AH3VUBEN® NacTUKM 3i CMakoMm HOBEN TypeyunHa HOBEJT INIAY CAHAI TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/10264/01/01
mMeHTOny, no 10 INIAY CAHAI BE TII>KAPET A.LL. - 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3acib. Cuctema peyenma
nacTunokK y énictepi; BE KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
no 10 nacTuiok y TIOIKAPET yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (3miHa KilbKOCTi
6nicTepi; no 1, no 2 A.LL. oavHUUbL (Hanpviknag TabneTok, amnyn TOL0) B yNakoBLi:)
ab6o no 3 6nictepu B - 3MiHa y Aiana3oHi 3aTBepAKeHNX PO3MIpiB YNakoBKY -
KapTOHHIi ynakosLi BBEAEHHS [OAATKOBOro BMAY nakyBaHHs: Ne20 (10x2) 3
BiANOBIAHUMY 3MiHaMK A0 po34iny “Ynakoska”, 6e3 3MiHU
NepBMHHOTO NakyBa/lbHOrO Matepiany. 3MiHW BHECEHI B
po3gin "YnakoBka" (BBeAEHHS 40OAATKOBOT ynakoBku Ne 20
6€3 3MiHM NEePBMHHOI) B IHCTPYKLilO A1 MeAUYHOT0o
3acTocyBaHHSA NiKapcbKoro 3acoby, K HacnifoK -
3aTBEPKEHHS TEKCTY MapKyBaHHS [0AaTKOBOI yNakoBKM
25. | AH3UBEN® NacTU/KM 3i CMakom HOBE/ TypeyunHa HOBEJ IIAY CAHAI TypeuunHa | BHECEHHSI 3MiH 40 peecTpauiiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/10265/01/01
mefy Ta MmoHa, no | IJJAY CAHAT BE TIOXKAPET A.LL. - 3MiHK 3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
10 nactunok y BE KOHTeliHep/3akyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
6nicTepi; no 10 TIOIKAPET yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (3MiHa KislbKOCTi
nacTunok y énictepi; A.LL. OAMHWLb (Hanpuknaz TabneTok, amnyn TOLL0) B yNakoBLi:)
no 1, no 2 abo no 3 - 3miHa y AjianasoHi 3aTBepAKEHNX PO3MIpIB YNaKoBKy -
6nictepy B BBeEHHSA [OAATKOBOro BMAy nakysaHHsa: Ne20 (10x2) 3
KapTOHHIA ynakoBL,i BiANOBIAHMMM 3MiHAMKN A0 po34iny “YnakoBka', 6e3 3mMiHu
NMepBMHHOIO NakyBaslIbHOro Martepiasny. 3MiHW BHECEHI B
po3ain "YnakoBka" (BBeAeHHA fo4aTKoBOT ynakoBku Ne 20
6€e3 3MiHM NePBUHHOI) B IHCTPYKLiIO 4158 MegUYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby, SK HaCMiAoK -
3aTBEPAKEHHSA TEKCTY MapKyBaHHA [10AATKOBOI yMakoBK/
26. | APTUDPUH- PO3YMH ANA iH'eKUil ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHuX maTepianis: 3MiHuW | TUNY 3a UA/1349/01/02
340POB'A no 1,7 mn B amnyni; 3 06MEXEHO - MOJAHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
no 10 amnyny 06MEeXeHoH Bi4NOBIAA/IbHICTIO €Bponeiicbkiii hapmakonei ans A®| AptukaiHy
KapTOHHIlA Kopo6Lii 3 BiAgnosigasib "PapmaLeBTnyHa rigpoxnopug CEP No. R1-CEP 2003-215-Rev 07
neperopogkamu; no HICTIO KoMnaHis "3gopos's”, (nonepegHs Bepciss CEP No. R1-CEP 2003-215-Rev 06)
1,7 mn B amnyni, no "apmaueBT Ykpaina (Bci cTagii Bif 3aTBepxeHoro BupobHnka SCl PHARMTECH, INC.,
5 amnyn y 6nictepi; nyHa BMPOGHMLTBA, Taiwan
no 2 6nictepu B KOMMNaHis KOTPO/Ib SIKOCTI,
KapTOHHI KopobLyj; "3popos'a"” BUNYyCK cepii);
no 1,7 mn B amnyni, ToBapucTso 3
no 10 amnyn y 06MEXEHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 BigNoBiAA/IbHICTIO
6nictepy B "®APMEKC I'Pymn",
KapTOHHIlA KOpo6L; Ykpaina (Bci ctagii
no 1,7 mny kapnyni, BMPOGHMLTBA,
no 10 kapnyny KOHTPO/b AKOCTI)
6nictepi, no 5
6nictepiB y
KapTOHHI Kopoo6Li
27. | APTUDPUH- PO34NH ANS iH'EKLIA TosapucTtso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/1349/01/01
300POB'A (1:100 000) no 1,7 3 obmexeHo - NoJaHHs OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI peyenmom
DOPTE M1y Kapnysi; no 10 06MeXeHOo BiANOBIAA/ILHICTIO €Bponeiicbkiit hapmakonei gns A®l AptukaiHy
Kapnyn y 6nictepi; Bignosigasb "bapmaLeBTnyHa rigpoxnopug CEP No. R1-CEP 2003-215-Rev 07
no 1 a6ono5 HiCTIO KomnaHis "3g0poB'a”, (nonepegHs Bepcis CEP No. R1-CEP 2003-215-Rev 06)
6nictepiB y "®bapmaueBT YkpaiHa (Bci cTagii Bif, 3aTBepAxeHoro BupobHuka SClI PHARMTECH, INC.,
KapTOHHI Kopoobui nyHa BMPOGHMLTBA, Taiwan
KomnaHis KOTPOJIb AKOCTI,
"3popos'a" BUNycCK cepii);
ToBapucTBo 3
06MeXeHOI0
BiANOBIAANILHICTIO
"®APMEKC IPyn",
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI)
28. | ACKOPBIHO PO34UH ON15 iH'EKLLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/2991/01/02
BA 100 mr/mn, no 2 mn "®bapmaueBT "PapmaveBTnyHa - 3aMiHa AONOMDKHOT PeYOBMHN HATPIO CybQITy peyenmom
KNCNOTA- B amnyni, no 5 nyHa chipma ipma "AapHuus" 6e3sogHoro (E 221) Ha HaTpito meTabicynbdiT (E 223).
AAPHMLSA ammnys B KOHTYPHii "OapHnus” BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas

YapyHKoBIl
ynakosLij; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

3aTBEPXEHHS; 3MiHM | TUNYy — 3MiHa KpuTepii B
NPUIRHATHOCTI Y cneyudikaLii Ha NPOMIDKHY MPOAYKLiI0 3a
nokasHukamu «pH»: 3 «Big 6,1 fo 6,3» Ha «Big 5,7 fo
6,3», Ta «KifibkiCHe BU3HAYEHHS»: 3 «He MeHLwe 103 Mr i
He Ginblwe 106 Mr ackopb6iHOBOI KMcNotTn B 1 mMn
npenapary» Ha «He MeHLue 95 Mr i He Ginblie 105 mr
ackopbiHoBoi kncnotu B 1 mn npenapaty» (+ 5 % Big
HOMiHa/IbHOrO BMICTY). BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALiB MicNa 3aTBEPKEHHS; 3MiHU | TUNY — BHECEHHS
3MiH 40 MeToziB KOHTPoN0 13 3a nokasHUKamu:
«MexaHiyHi BKoUeHHs» Ta «KinbkicHe BU3HaYeHHs».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS; 3MiHU || Tuny — 3MiHM Y BUpOBHUYOMY
npoueci M3, wo nonsAratTb B yAOCKOHaIEHI BUPOOGHNYOrO
npouecy Ha Ctagii 1 MpurotyBaHHsa Ta ginbTpawis
po3unHy Ta Ha CTagii 2 HanoBHeHHs Ta 3anaiika amnyn, a
came 3anpornoHOBaHO BYKOPWCTOBYBATMW a30T 3aMiCTb
BYIIEKNC/IOrO rasy, /19 3abe3neyeHHs 3axucty
NiKapcbKoro 3acoby Bif OKMCNEHHA Ta Aerpagadii B
npoueci BupobHuuTtea. [lo4aTkoBo AeTanizoBaHO onuc Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CXeMy TEeXHOJIOT4YHOro MpoLiecy Ta KOHTPOJIHO NpoLecy Ha
BCiX CTafifX BUPOOHNLTBA. BBEAEHHA 3MiH MPOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPKEHHSA
29. | AYTMEHTUH MOPOLLIOK ANt nakcoCmiT Benwvka CmIiTKnsiiH Bivem Benwvka BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0987/05/02
™ Opa/IbHOT CyCneHsil, KnsiiH BpuTaHis dapmacboTUKac, BpuTaHis/ - NOJAHHSA OHOBNEHOTO cepTudikaTa BignosigHocTi E® R1- | peuyernmom
400 mr/57 mr B 5 mn, Excnopt Benuka BputaHis; ®paHuis CEP 1999-111-Rev 03 gana A®| Kanito knaBynaHarty Big,
MOPOLLIOK N8t Nimiteq "nakco Bennkom BXe 3aTBepxeHoro BupobHunka SmithKline Beecham
NpUroTyBaHHa 70 mn MpoaakwH, dpaHLis Pharmaceuticals, United Kingdom sk Hacnigok,
cycnexsii y npuseaeHHs cneundikauii A®I signosigHo moHorpadii
chnakoHax 3 €, 30kpema: BUyYeHHs nokasHuka "Clavam 2
npo3oporo ckna 3 carboxylate" Ta BHeCEHHSI HE3HAYHMX pefakLUiliHUX NpaBok
MeTasneBoo
KPWILLIKOIO, LU0
3arBUHYYETLCA (3
KOHTPOMEM NepLUoro
BIAKPUTTSA i
nosniMepHoo
NAiBKOH, L0
MICTUTbCA
BCepeaVHi) pa3om 3
[03y04MM LWNPULOM
abo mMipHUM
KoBnaykom, abo
MipHOIO JTOXKOIO,
noMilweHni B
KapTOHHY KOPObKY
a60 3 KPULLIKOHO i3
3axMCTOM Bifg,
BIAKPUTTA AITbMYU
pasom 3 [J03yunmM
LWNpuLom abo
MipHOIO JTOXKOHO,
MOMILLEHWNIA B
KapTOHHY KOPOGKY
30. | ALUL® PO34MH OpasbHUIA, CaHpo3 CnoseHis Cantotac Papma HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1 6e3 UA/8272/02/01
no 20 mr/mn, no 100 dapmachboTi 'm6X, HimeuunHa TUMy - OHOBNEHO [NaH ynpasiHHA pu3vkamu 4o Bepcil peyenma
mn abo no 200 mny Kan3 a.a. (BUnNyck cepii); ®apma 3.0 ansa nikapcbkoro 3acoby ALILI®, po3unH opasibHUiA No
donakoHi; no 1 BepHirepoge Mm6X, 20 mr/mn; no 100 mn a6o no 200 mn y dpnakoHi; no 1
chnakoHy y HimeuunHa h1aKoHy y KOMMIEKTi 3 MipHUM KOBMaYkoMm Ta/abo MipHUM
KOMMNEKTi 3 MipHUM (Bpo6HMLUTBO "bulk”, ansikatopom (LUNpULEM) Y KaPTOHHI kopobLi. BHeceHi
KoBMaykom Ta/abo nepBuHHE Ta 3MiHM [0 YacTuH: “3aranbHa iHhopmauin”, “Cneyucpikanis
MipHUM anikaTopom BTOPUHHE NakyBaHHS, 3 6e3nekn”, “NnaH 3 hapmakoHarnsgy”, “rnadm wono
(wnpuuem) y TeCTyBaHHs) nicnspeecTpauiiHnx gocnigkeHb ecpekTnBHOCTI", “3axoamn
KapTOHHIl KopooLi 3 MiHiMi3ayii pu3ukis”, “Pe3tome nnaHy ynpas/iHHA
pusnkammn”
31. | AULU® NIOHI TabneTku Wunydi no CaHpo3 CnoBeHist Cantrtac dapma HimeuuynHa BHECEHHS1 3MiH 10 peecTpaLiiHnx maTtepianiB: 3miHu |l 6e3 UA/6568/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
600 mr; no 10 dapmacbioTi vM6X, HimeyunHa; TUMY - OHOB/EHO [NNnaH ynpaBniHHA pusukamu o Bepcil peyenma
Tabnetok y Ty6i; no Kan3 a.n. Xepmec 3.0 ansa nikapcbkoro 3acoby ALILI® JloHr, TabneTku wunydi
1 Ty6i B KAPTOHHIlA ApuHaiimiTTenb M6X, no 600 mr; no 10 Tabnetok y Ty6i; no 1 Ty6i B KAPTOHHIiA
Kopobui HimeuunHa KOpoO6Li. BHeceHi 3mMiHM A0 YyacTuH: “3aranbHa
iHdhopmauis”, “Cneumdikadia 3 6e3nekn”, “naH 3
chapmakoHarnsgy”, “rnaxHu Woao nicnsipeectpauiiinx
pocnigpxeHb edpeKTUBHOCTI”, “3axoan 3 MiHiMisauil
pusunkis”, “Pestome nnaHy ynpasniHHA puankamu’
32. | AULU® NTOHIr TabneTku Wwunydi no CaHpo3 CnoseHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/6568/01/01
600 wr; no 10 dapmacbHoTi M6X, HimeuunHa; TUMY - 3MiHWN BHECEHI A0 IHCTPYKLUii AN MeANYHOro peyenma
TabneTtok y Ty6i; no Kan3 a.n. Xepmec dapma 'M6X, 3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
1 Ty6i B KAPTOHHIN HimeuunHa "apmakonoriyHi B1acTMBOCTI" Ha NigcTasi maTepianis
Kopobui peecTpaLiiHoro Aocke. BBeeHHs 3MiH NpoTArom 6-tu
MicsILiB nicns 3aTBepKEHHS
33. | BENANIIH Tabnetku; no 10 My6niyHe Ykpaina My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/6226/01/01
TabneTok y 6nictepi; | akuioHepHe TOBapuCTBO "HayKoBo- - 3MiHV BHECEHO A0 IHCTPYKUiT 418 MeanyHoro peyenma
no 1 6nictepy B TOBapucTBO BMPOGHWYMNIA LEHTP 3aCTOCYBaHHS NikapCcbKoro 3acoby A0 po3Ainis:
nadui 3 KapToHy "HaykoBo- "BopLyariBcbkui "B3aemMogis 3 iHWMMM NiKapCbKuMm 3acobamm Ta iHWi B1uan
BMPOGHUUNIA Ximiko- B3aemogiit", "OcobmBocTi 3acTocyBaHHS", "[106iYHi
LeHTp hapmaLeBTUYHNIA peakui” Wwoao 6e3nekun 3acTocyBaHHA Ait0H0i peHOBUHM
"BopLuariscb 3aBof", YKpaiHa, MeTaMmi30/1y HaTpito BiANOBIAHO A0 pekomeHaauii PRAC.
KNI Ximiko- ToBapucTso 3 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
thapmaveBT 06MEXEHOI0 3aTBEPAKEHHS
NYHWIA BiANOBIAATLHICTIO
3asog” "ArPO®APM",
YKpaiHa
34. | BEM®O/A PO3YMH ONs iH ekl BAT YropwumHa 360pKa pyykun ans YropwmHa/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/17528/01/01
B nonepegHb0 "l'epeoH iH'EKLil, BTOPUHHA PpaHuis/ - 3MiHM Woao 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnagy. peyenmom
HanoBHEHIN pyuLi No PixTep" ynakoBka, f,03BiN1 Ha Benuka BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHWX Npo
75 MO (5,5 Bunyck cepii: BAT BpuTaHis cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX
MKr)/0,125 mn; no "l'epeoH Pixrep", [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
0,125 mn po3unHy YropLmHa; YNOBHOBaXXeHOi 0c0obM, BiANOBIfaIbHOT 3a 34iiCHEHHS
ONs1 iH'eKUI B BUPOBHMLTBO hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarisagy
CKIsiHOMY Hepo3gacoBaHol 3asBHMKa 415 34iiCHEHH:A dapMakoHarnsay B Ykpaii,
KapTpuaxi, 3 npoayKLii, NnepBnHHa AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXeHOT 0cobu,
ryMOBOIO NPOGKOto- ynakoBka (KapTpuaxi); BiANOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay
NOpPLUHEM i 'YMOBUM KOHTPO/1b SIKOCTI 3a (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLieHHi
[ONCKOM 3 HaCTynHUMHN MacTep-chalina cuctemu hapMakoHarnisay) - 3mMiHa
aIOMIHIEBUM MOKa3HNKaMu: KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
KOBMaykoM, Bacterial endotoxins, BiANOBIAA/IbHOI 3a 34ilicHeHHA hapmakoHarnsgy. 3miHa
BMILLEHOMY Y PYUKY Sterility; Visual Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
0151 BBEAEHHST; no 1 Appearance; Visible hapmakoHarisgy. 3miHa MicLe3Haxo4KeHHs MacTep-
a6o 5, a6o 10 Particles; Sub-visible thaiina cuctemu chapmakoHarnsgy
nonepeaHL0 Particles: Pecichapm
HarMoBHEHNX PYYOK 3 MoH, ®paHuis;
0/1HOPa30BUMU BUPOGHMLITBO
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

ronkamu (BignoBigHO
1 a6o 5 a6o 10) i
cepBeTKamu,
NPOCOYEHNMMN
cnmpTom
(BignosigHo 1 a6o 5
ab6o 10) B KapTOHHii
KopoobLi

Hepo3dacoBaHoi
npoayKuii; nepBrHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMK
noKasHukamu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: CiMi
dapmacbloTikasic
NimiTen, Benuka
BpuTaHis;
BMPOGHNLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
BCiMa NokasHukamu
cneupudikadlii, okpim
Biological activity
(BionoriyHoi
aKkTuBHOCTI), Bacterial
endotoxins
(BaktepianbHNx
€HA0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB):
BAT "l'egeoH
PixTep"4, YropwimHa

35.

BEM®OJIA

PO34MH ANA iH ek
B nonepegHLo
HamnoBHeHiIN py4li no
150 MO (11
Mkr)/0,25 mn; no
0,25 M1 po34mnHY
Ans iH'exkuini B
CKNISAHOMY
KapTpuoxi, 3
ryMOBOO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[NCKOM 3
aOMIHIEBUM
KOBMayKoM,

BMILLEHOMY Y PYUKY
0151 BBEfIEHHS; no 1

BAT
"lefeoH
PixTep"

YropwmHa

360pKa pyykv gns
iH'EKLi, BTOPUHHA
ynakoBka, A03Bin Ha
BUNyckK cepii: BAT
"lepeoH Pixtep",
YropuwuHa;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMK
noKasHukamm:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible

YropumHa/
®paHuia/
Benuvka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAALHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A hapmakoHarnsgy. 3miHa
MicLs 34iliCHEHHA OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy. 3miHa MicLe3HaxomKeHHsS MacTep-

3a
peyermom

UA/17528/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo 5, a6o 10 Particles; Sub-visible thaiina cuctemun chapmakoHarnsgy
nonepegHL0 Particles: Pecidapm
HanoBHEHMX PY4OK 3 MoH, ®paHujis;
0fIHOPa30BUMU BUPOBHMNLITBO
ronkamu (BignoBsigHO Hepo3gacoBaHol
1a6o 5 a6o 10) i NpoAyKLUii; NnepBrHHA
cepBeTkamy, ynakoBka (KkapTpuaxi);
NPOCOYEHNMMN KOHTPO/Tb AKOCTi 3a
CnmpToM HacTynHUMK
(BignoBigHo 1 a6o 5 NoKasHUKaMu:
a60 10) B KapTOHHiii Bacterial endotoxins;
KopooLi Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: CiMi
dapmacbloTikasc
NimiTen, Benuka
BpuTaHis;
BVMPOGHMLTBO
Hepo3dacoBaHol
npoayKujii, NnepBnHHa
ynakoBka (KkapTpuaxi);
KOHTPO/Tb AKOCTi 3a
BCiMa NokasH1Kamm
cneupndikaii, okpim
Biological activity
(BionoriyHoi
aKkTuBHOCTI), Bacterial
endotoxins
(BakTepiasibHUX
€HZ0TOKCUHIB),
Sterility
(CtepunsHocTi) Ta N-
Glycans (N-rnikaHiB):
BAT "TeneoH
PixTep"4, YropwimHa
36. | BEM®O/NA PO34MH A1 iH ek BAT YropwmHa 360pKa pyykv ans YropuwuHa/ | BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepiani: 3MiHu | TUny 3a UA/17528/01/03
B nonepegHL0 "T'epeoH iH'EKLil, BTOPUHHA PpaHuis/ - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
HarnoBHeHiI pyyli no PixTep" ynakoBka, [03Bin Ha Benuka BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
225 MO (16,5 BUNycK cepii: BAT BpuTaHis cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX

MKr)/0,375 m; no
0,375 M po3UnHY
ONs iH'eKUIn B
CK/ISITHOMY
KapTpuaxi, 3
rymoBOI0 Npo6Koto-
MOPLUHEM | TYyMOBUM
[OVCKOM 3

"l'epeoH Pixtep",
YropLmHa;
BMPOGHMLTBO
Hepo3gacoBaHoi
npoayKuii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Ib AKOCTi 3a
HacTynHMK

JaHux nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnsagy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-chaiina cuctemy papmakoHarisay) - 3mMiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aTOMIHIEBUM MOKa3HNKaMu: KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
KOBMa4KoM, Bacterial endotoxins, BiANOBIAA/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy. 3miHa
BMILLEHOMY Y PYUKY Sterility; Visual Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
Ans BBefeHHs; no 1 Appearance; Visible hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-
a6o 5, a6o 10 Particles; Sub-visible thaiina cuctemu chapmakoHarnsgy
nonepegHsL0 Particles: Pecidhapm
HarnoBHEHNX PYYOK 3 MoH, ®paHuis;
0fiHOPa30BUMU BUPOGHMLITBO
ronkamu (BignoBigHO Hepo3gacoBaHol
1a6o 5 a6o 10) i npoayKLUii; NnepBnHHa
cepBeTkamu, ynakoBka (KapTpuoxi);
NPOCOYEHNUMU KOHTPO/1b AKOCTi 3a
cnmpTom HacTynHUMK
(BignosigHo 1 a6o 5 NoKasHNKamu:
a60 10) B KapTOHHii Bacterial endotoxins;
Kopobui Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: CiMi
PapmacbloTikasic
NimiTen, Benuka
BpuTtaHis;
BMPOGHMLTBO
Hepo3gacoBaHol
npoaykuii, NnepBnHHa
ynakoBka (KapTpuoxi);
KOHTPO/Ib AKOCTi 3a
BCiMa NnokasHukamu
cneumaikauii, okpim
Biological activity
(BionoriyHoi
aKTuMBHOCTI), Bacterial
endotoxins
(BakTepiasibHUX
€H0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHis):
BAT "TefieoH
PixTep"4, YropwmHa
37. | BEM®O/A PO34UH ANA iH ek BAT YropwuHa 360pKa pyyku ans YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/17528/01/04
B nonepeaHbL0 "T'eneoH iH'EKLI, BTOPUHHA dpaHuis/ - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
HarnoBHeHiI py4li no PixTep" ynakoBka, [03Bin Ha Benvka BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
300 MO (22 mkr)/0,5 BUnyck cepii: BAT BpuTaHis cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX

mn; no 0,5 mn

"l'epeoH PixTep",

[JaHnx npo cuctemy dhapmakoHarnsgy, smiHa

pO34nHYy A5 iH'EKUINA YropLumHa; YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
B CK/IIHOMY BMPOGHMLTBO thapmakoHarnsay; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
KapTpuaxi, 3 Hepo3dacoBaHoi 3asBHMKa 415 3AiICHEHHA ddapmakoHarnsagy B Ykpaii,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rymMoBOI0 Npo6Koto- npoaykuii, NnepBnHHa AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
NopLUHEM i 'YMOBUM ynakoBka (KapTpuoxi); BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay
OVCKOM 3 KOHTPO/Ib AKOCTi 3a (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
aIlOMIHIEBUM HacCTynmHUMU MacTep-aiina cuctemy papmakoHarnisay) - 3mMiHa
KOBMaYKoM, NOKa3HNKaMu: KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BMILLEHOMY Y pyuKy Bacterial endotoxins, BiANOBIAA/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy. 3miHa
0151 BBEAEHHST; no 1 Sterility; Visual MicLs 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
a6o 5, a6o 10 Appearance; Visible thapmMakoHarnagy. 3miHa MicLue3HaxomKeHHA MmacTep-
nonepeAHL0 Particles; Sub-visible chaiina cuctemu chapmakoHarnagy
HarnoBHEHNX PYYOK 3 Particles: Pecichapm
ofiHOpa3oBUMMN MoH, ®paHLis;
ronkamu (BignoBigHO BUPOBHULTBO
1a6o 5 a6o 10) i Hepo3dacoBaHoi
cepBeTKamu, NPOAYKLIT; nepBuHHa
NnpoCcoYeHnMmN ynakoBka (kapTpuaxi);
cnmpTom KOHTPO/Tb AKOCTi 3a
(BignosigHo 1 a6o 5 HaCTyNHUMU
a60 10) B KapTOHHii nokasHMkamu:
Kopobui Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: CiMi
dapmacbloTikasic
NimiTen, Benuka
BpuTaHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
BCiMa NokasHukamu
cneuudikadlii, okpim
Biological activity
(BionoriyHoi
aKkTuBHOCTI), Bacterial
endotoxins
(BaktepianbHNx
€HA0TOKCUHIB),
Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB):
BAT "l'egeoH
PixTep"4, YropwimHa
38. | BEM®O/IA PO34MH ANA iH ek BAT YropwmHa 360pKa pyykv gns YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17528/01/05
B nonepegHL0 "l'epeoH iH'EKLi, BTOPUHHA ®paHuia/ - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
HamnoBHeHiIN py4li no PixTep" yrnakoBka, [03Bi/1 Ha Benuka BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX JaHuX Npo
450 MO (33 BuNyck cepii: BAT BpuTaHis cmucTemy hapmakoHarnsgy (BBefieHHS y3arasibHeEHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

mkr)/0,75 mn; no
0,75 M1 pO34mnHY
AN iH'eKuii B
CK/IAHOMY
KapTpuaxi, 3
ryMOBOIO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[AnCckoM 3
alOMIHIEBUM
KOBMaYKoM,
BMILLEEHOMY Y PYUKy
015 BBEfleHHs; no 1
abo 5, abo 10
nonepegHLo
HarnoBHEHNX PY4OK 3
0fIHOPa30BUMU
ronkamu (BignoBsigHO
1a6o 5 a6o 10) i
cepBeTkamu,
NPOCOYEHNMMN
CnmpTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHiii
KopooLi

"lepeoH Pixtep",
YropuuHa;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMK
noKasHukamu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: Pecidapm
MoH, ®paHuis;
BVMPOGHMLTBO
Hepo3acoBaHol
NpoAyKLU|i; NnepBnHHA
ynakoBka (KkapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMK
MOKa3HNKaMu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: CiMi
dapmacbloTikasc
NimiTen, Benuka
BpuTaHis;
BVMPOGHMLTBO
Hepo3gacoBaHol
npoayKujii, NnepBnHHa
ynakoBka (KkapTpuaxi);
KOHTPO/Tb AKOCTi 3a
BCiMa NokasH1Kamm
cneupndikaii, okpim
Biological activity
(BionoriyHoi
aKkTuBHOCTI), Bacterial
endotoxins
(BakTepiasibHUX
€HZ0TOKCUHIB),
Sterility
(CtepunsHocTi) Ta N-
Glycans (N-rnikaHiB):
BAT "TeneoH
PixTep"4, YropwimHa

JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiZiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-chaiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHMUX faHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHs dhapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
39. | BET®EP 1A MOPOLLIOK AN TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15462/01/01
nntoc po3unHy ans iH'ekuii | "BIOPAPMA BIO®APMA" - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
no 6000000 MO (30 " BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
MKr),1 donakoH 3 cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
MOPOLLKOM Y [JaHux Npo cuctemy dpapmakoHarnsgy, 3mMiHa
KomnnekTi 3 1 YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iiCHEHHS
amnysiow 3 dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
PO34YMHHMKOM Mo 1 3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
M/ (Boga gns SKLLO BOHA BiAMiHHA Bif YNOBHOBaXEHOI 0cobu,
iH'eKLin cTepunbHa) BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
y 6nictepi; no 1 (BKNHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLeHHi
6nicTepy y nayui 3 macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
KapToHy; 4 doiakoHM YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
3 MOPOLLKOM Y thapmakoHarnsag,
KoMnNekTi 3 4 MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
amnynamu 3 KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
PO34YMHHMKOM MO 1 BifNoBiganbHOT 3a hapmakoHarnag
mn (Bogda Ans
iH'eKLin cTepunbHa)
y 6nictepi; no 1
6nictepy y nauui 3
KapTOHY
40. | BET®EP®-1B | nioginizar gns TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/13962/01/01
po3unHy ans iH'ekuii | "BIOPAPMA "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy. peyenmom
no 0,3 mr (9600000 " BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
MO) 5 donakoHiB 3 cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHNxX
niodpinizatom y AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
KOMNeKTi 3 5 YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
amnynamm dhapmakoHarnsgy; KOHTaKkTHoi 0cobum 3 chapmakoHarnagy
PO3YMHHMKA NO 2 M/ 3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
(HaTpito xnopug, AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
po3uurH 0,54%) y BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
6nicTepi; no 2 (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
6nictepn y navui MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuisi: Mow TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BigNoBigasIbHOI 3a dhapmakoHarnsg
41. | BET®EP®-1A | po3uuH ANns iH'ekuji TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13963/01/02
no 12 000 000 MO; "BIODPAPMA BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom

5 wnpwuyis (06'emom
1 mn) y 6nictepi; no
2 6nicTepu B nayui

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHMKA 4151 3AiICHEHHA ddapMakoHarnsay B Ykpaii,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-aiina cuctemy papmakoHarnisay) - 3mMiHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BigNoBigasIbHOI 3a hapmakoHarnsg
42. | BIONEKTPA TabneTku wunyi; no AnbneH LLiBefiuapis lepmec ®apma MM6X HimeuunHa | BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/13697/01/01
MATHE3IYM 10 Tabnetok y Ty6i; dapma Al - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peuyenma
®OPTICCIMY | no1a6o2T1y6u B agpecy 3asiBHMKa (BNacHuKa peecTpawiinHoro
M nauuj 3 KapToHy noceigyeHHs). 3MiHa agpecu 3asBHMKa. 3MiHW | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
afpecy MicLs NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/HOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAa€e BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHSs BUpo6HKKa 13 , 6e3 3MiHu Micus
BMPOOHMUTBA. 3MiHVM BHECEHO B IHCTPYKLitO 415
Me[MYHOro 3aCTOCYBaHHS y po3ain "Bupo6HuK" 3
BIANOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby.
43. | BICOCTA] TabneTku, BKpUTI CTALA HimeuunHa CTALA HimeuunHa/ | BHeCEeHHs 3MiH 40 peecTpauiliHnx Matepianis: 3miHu | Tuny 3a UA/3987/01/01
nNiBKOBOIO ApuHaiMiTT ApuHaiimiTTens Arl, B'eTHam - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
060/10HKOI0, N0 5 Mr, enb Al HimeuumnHa (Bunyck BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
no 10 Tabnetok y cepii); CTENNA®APM cuctemy thapmakoHarnsagy (BBefeHHs y3arasibHeHNxX
6nictepi; no 3 abo 6 IK.B. KO., T4, - AaHunx npo cuctemy hapmakoHarnsgy, 3miHa
6nicTepiB y naPo34in 1, YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
KapTOHHIA KOpo6L; B'eTHam dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
no 10 TabneTtok y (BUPOGHNLTBO 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
6nictepi B Hepo3ghacoBaHOro SKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0COo6bu,
aNIOMiIHIEBOMY NpoAayKTy, NepBUHHE BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
caluerTi; no 3 abo 6 Ta BTOPUHHE (BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
6nicTepiB y nakyBaHHs1, KOHTPO/1b MacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
KapTOHHIA Kopoo6Li cepir) YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BigMoBigabHOI 3a
chapmakoHarnsg;
MponoHoBaHa pepakuis — ip. AHgpeac IBaHoBwY / Dr.
Andreas Iwanowitsch. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
thapmakoHarang,
44. | BICOCTA] TabneTku, BKpUTI CTALA HimeyunHa CTALA HimeuumHa/ | BHeCEeHHs 3MiH 40 peecTpauiliHnx MaTepianis: 3miHu | Tuny 3a UA/3987/01/02
nNiBKOBOIO ApuHaiAMITT ApuHaiimiTTens Arl, B'eTHam - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
060/10HKOH0, M0 10 enb Al, HimeuumHa (Bunyck BBefeHHs1 abo 3MiHM A0 y3ara/ibHEHWX JaHuX Npo
mr, no 10 TabneTok HimeuunHa cepii); CTENNA®APM cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
y 6nicTepi; no 3 abo [K.B. KO., NTA4. - [JaHnx npo cuctemy dpapmakoHarnsagy, smiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6 6nicTepiB y mAarPo34in 1, YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
KapTOHHI KopobLyj; B'eTHam hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
no 10 TabneTok y (B1pOGHNLTBO 3asBHUKA 419 34iICHEHHS hapMakoHarniagy B YkpaiHi,
6nicTtepi B Hepo3dacoBaHOro AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
aNOMIHIEBOMY NpoAayKTY, NepBUHHE BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
cawleTi; no 3 abo 6 Ta BTOPUHHE (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
6nictepiB y nakyBaHHs1, KOHTPO/Tb MacTep-aiina cuctemy papMmakoHarnisay) - 3mMiHa
KapTOHHIlA KopooLi cepir) YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
hapmakoHarnsga:
MponoHoBaHa pepakuis — [ip. AHgpeac IBaHoBuY / Dr.
Andreas Iwanowitsch. 3miHa KOHTaKkTHUX gaHUX
YNOBHOBaXEHOT 0C06M, BigNoOBigansLHoI 3a
thapmakoHaring,
45. | BOHEBICTA PO34MH ON8 iH KL, MicTtpan AHrnis BUPO6HMLTBO bulk, HimeuunHa/ | BHeCEHHs 3MiH 40 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny 3a UA/16927/01/01
1 mr/Mnno3mne Kenitan nepBUHHE Ta Benbrisi/ - 3MiHM 3 AAKOCTi. FOTOBWIA NiKapcbKknii 3aci6. 3miHM y peyenmom
nonepegHL0 MeHemXMeH BTOPWHHE NaKyBaHHS: Icnanis/ BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
HanoBHEHOMY T NimiTep, EBep ®apma JxeH IpnaHgis BMPOOHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
wnpu1yi; no 1 'm6X, HimeuyunHa,; npouecy roToBOro /likapcbKoro 3acoby (AinbHUUsS ons
nonepegHL0 BTOPWHHE MaKyBaHHS: BTOPWHHOTO NMakKyBaHHS) - BBEieHHS a/lbTepHaTUBHOT
HarnoBHeHOMY EHecTia Benmpxunym LiNbHUL BTOPUHHOTO NakyBaHHsA 13 Bacgenn €spona
LUNPULYY B KOMM/IEKTI H.B., Benbris; Bunyck Nimiten, lpnaxgisn
3 rO/IKOI0 B cepii: CiHTOH XicnaHis,
KOHTYPHIl C.J1.,, IcnaHisi;
YapyHKOBIl yrnakoBL,i BTOPUHHE NaKyBaHHSA:
B maui Bacpenn €spona
NimiTen, IpnaHgis
46. | BOHEBICTA PO34MH ON1 iH e, MicTtpan AHrniA EBep ®apma [xeH HimeuuunHa/ BHECEHHS 3MiH 10 peeCTpaLjiiiHNX MaTepianiB: TEXHIYHY 3a UA/16927/01/01
1 mr/Mnno 3 mnB Kenitan 'mM6X, HimeuunHa Benbrisi/ NOMWJIKY BUNPAB/IEHO B TEKCTi MapKyBaHHsS Ha BTOPUHHIN peyenmom
nonepeaHe0 MeHepKkmeH (BUpoGHMLTBO bulk, Icnanis yMNakoBLii NiKapcbKoro 3acoby; 3anpornoHOBaHo: 4.
HanoBHEHOMY T NlimiTep, nepBuHHE Ta JNIKAPCBbKA ®OPMA TA KIJTIBKICTb OANHMLb B
wnpuyi; no 1 BTOPVHHE NakKyBaHHS); YNAKOBLLI po3unH ans iH'exuili solution for injection 3
nonepeaHL0 EnecTia bBenmxuym mr/3 mn, 3 mg/3 ml, 1 wnpuy, 1 syringe. 3a3HaveHe
HanoBHEHOMY HB, Benbris BMMNpaB/IEHHS BiANoBifae MaTepiasiam peecTpaviiiHoro
LUMPULY B KOMNIEKTI (BTOPUHHE [0Cbe
3 rOJIKOI0 B nakyBaHHs); CiHTOH
KOHTYPHIl XicnaHis, C.J1., IcnaHis
YapyHKOBIli ynakoBLj (Bunyck cepii)
B nauuj
47. | BPAKCOH PO34UH A5 iH'EKLLN, TOB "lOpis- YkpaiHa TOB "Opia-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14026/01/01
40 mr/mn, no 1 mn Papm” - 3MiHV BHECEHI [0 IHCTPYKLIT 418 MeANYHOro peyenmom
abo 2 m/1 B amnyni; 3acToCyBaHHS fikapcbKkoro 3acoby y po3gin "Oco6/mBocCTi
no 5 amnyn B 3aCTOCyBaHHA" Ta 40 KOPOTKOT XapakTepucTunkm
KOHTYPHIl nikapcbKoro 3acoby y po3gin "4.5. Ocobnusi
YapyHKOBIW 3acTepeXeHHs Ta 3anobikHi 3axo4m Npy 3acTOCyBaHHiI"
ynakosLi; no 2 BiANOBIAHO 0 OHOBNEHOT iHGhopMaLlii Wwoao 6e3nekn
KOHTYPHI YapyHKOBI Aito4oi peyoBrHU. BBefeHHS 3MiH NPOTArom 6-T1 MicALIB
YNakoBKM B nauLli 3
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KapToHy

nicns saTee PAXKEHHA

48.

BYTO/NIAP®

PO34MH A8 iH EKLiA,
2 mr/mn; no 1 mn
po34nHy B amnyni;
no 5 amnyn y kaceri;
no 1 kaceTi y nauui 3
KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHNUNIA
LieHTp
"BopLuariscb
Knii XiMiko-
thapmaueBT
NYHWIA
3asof”

YkpaiHa

My6niyHe akuioHepHe
TOBapucTBO "HaykoBo-
BVMPOGHWYMNIA LLEHTP
"BopLuariBcbkuii
XimiKo-
hapmaLeBTUYHNIA
3asof”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- pefakuiiiHi npaBkv Ta 4OoNOBHEHHS B Cneuudikauii ons
KOHTPOJI0 NEePBUHHOTO MakKyBaslbHOrO Matepiasty «AMyun
3 TPYGHOrO CKNa EMHICTIO 2 M1» B po34iNni «Onuc». 3MiHu
B Cneyudpikauii 415 KOHTPO/IH0 NEPBUHHOIO NakyBaslbHOTO
marepiany «AMMynun 3 TpyOHOro Ckna EMHICTIO 2 M1», a
came 3MiHM B NepiognYHOCTI NokasHuKiB «MakcumasibHe
nponyckaHHs csitna (%)» Ta «ligponiTmyHa CTiiKiCTb» -
KOHTPOIOIOTb KOXHY NepLuy Ta N'sTy Cepito NOTOYHOro
POKY KOXHOr0 BUPOBOHMKA KOXHOro po3mipy. (Tect
"MakcumanbHe nponyckaHHs csitna (%)" BUKOHYETbCA AN
amnyn 6pyHaTHOro Kobopy); 3MiHK | TURy - 3MiHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3acib. 3mMiHa napameTpis
cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
yNakoBKM rOTOBOTO /1iKapCbKOro 3acoby; CynyTHSA 3MiHa -
3MiHuM 3 SKOCTi. [O0TOBMIA Nikapcbkumin 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHWi 3aci6. 3MiHa y meTodax
BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
3ac06y (He3HauHi 3MiHM y 3aTBEPAKEHNX MeTogax
BMNpOGYBaHb). 3MiHM B Cneuudikadii 15 KOHTPOO
amnyn, a came 3MiHa KpUTepito NPUAHATHOCTI NOKa3HWKa
«ligponiTuyHa CTiliKicTb» Ta NoCAiA0BHA HE3HAYHA 3MiHA Y
3aTBEPMAKEHNX METOAAX BUNPOOYBaHb MOKa3HMKA.
«ligponiTuyHa cTilikicTb». 3a3HaveHHs iHhopmal, Lwoao
rifpPONITUYHOrO KNacy CTilikocTi amnyn B p. 3.2.P.7.
CurcTeMa KoHTelHep/3aKynoploBasibHUIA 3aci6; 3MiHW | Tuny
- 3MiHM B CreuundikaLii 418 KOHTPO/I0 amny/l — BBEAEHHSA
TecTy «ApceH» (KOHTPO/IOITL 3rifHO cepTudikara
BMPOGHWKA); 3MiHU | TUNY - BUTYYEHHS HaliMEeHYBaHHS
nocTayvasibHUKIB NakyBasibHUX MaTepiasis 3
peecTpaviiiHoro 4ocbe; 3MiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOrO
niKkapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOIO JliKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBepKEHNX MeToAax BUNPOOYBaHHS); CyrmyTHS 3MiHa -
3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPOOYyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y cneumdikalisx, nig vyac BMpo6bHMLUTBa
roTOBOro Nikapcbkoro 3acoby. HesHauHi 3MiHK 0 po3ainy
«CTepunbHicTb» ansa N3 1a MM obymoBneHi
npuBeLEHHSM Yy BigNoBigHICTb Ao Bumor EP/A®Y

3a
peyenmom

UA/15461/01/01

49,

BA3EJ/IIHOBE
MACNO

mMacno no 25 mn abo
no50 mny
dhnakoHax; no 50 mn

MpAT
PapmaLesT
NyHa

YkpaiHa

MpAT
PapmaLeBTUYHA
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1
TUNYy - BBEEHHS A04ATKOBOrO BUPOo6HMKa API
(BazeniHoBoro macna) MNaHaxap Oin PecpiHepi (IHA5N)

6e3
peuyenma

UA/6520/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y donakoHi; no 1 habpuka Nimiten, IHAis; 3anponoHoBaHo: CoHHe60pH PidhaiiHg,
hnakoHy B nauui 3 "Biona" MpopakTe, B.B. Higepnanan Taigac IHTepHeiwHn (TK)
KapToHy Nimiten, Kntaii Fanaxap Oin PediHepi (IHAis) MimiTes,
IHais
50. | BA/ICAPTAH | nopoLuok TOB "TK YkpaiHa UxeussaH TiaHto Kutaii BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/17955/01/01
(cybeTaHuis) y "ABpopa" dapmacstoTikan Ko., - nogaHHs oHosneHoro CEP R1-CEP 2013-159 - Rev 02
NoABINHMX nra. Ansa cybcTaHuii Valsartan Big Bxe 3aTBepkKeHoro
nosnieTuIeHoBMX BUpobHKa ZHEJIANG TIANYU PHARMACEUTICAL CO.,
MiLLKax A LTD. Ak Hacnigok 3miHn y cneumdikavii Ta metogax
thapmaLeBTUYHOro KoHTponito A®I, 30Kkpema AONOBHEHHS crneumndikawii
3acTocyBaHHs nokasHvkamy MB-X (He 6inbLue 4.6 ppm); Ta 3arajibHUm
BMiCTOM MyTareHHux gomiwok (MB-Br, asngn, MB-X) (He
6inblwe 15,6 ppm); 3aMiHa Ha3BU TeCTy «A3ng HaTpilo» Ha
«A3ua»; NpMBEAEHHA HOPMYBaHHSA Ta BUKNALEHHS
MEeTOAMKM 3a NOKA3HUKOM «HiTpo3amiHu» y BignoBigHOCTI
no CEP ( N-HiTpo3ogumeTuiamiH He 6inblue 0.03 ppm; N-
HiTpo3oameTUIamiH He 6inbwe 0.02 ppm)
51. | BA/IbCAPIA TabneTkn, BKPUTI CaHpo3 CnoBeHis Jlek ®apmaueBTMyHa HimeuyunHa/ | BHeCeHHs 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15620/01/01
H NNiBKOBOIO dapmachboTi KoMnaHisa 4.4., B'eTHam - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/E-cepTudikaT | peyenmom
060/10HKO10, M0 80 Kan3 a.n. CnoseHis (Bunyck BiAnoBiaHOCTI €Bponelickbkiin hapmakonei/MoHorpadii.
mr/12,5 wr, no 14 cepii, TeCTyBaHHs); MopaHHA HOBOro abo OHOBIEHOTO cepTudikaTa
Tabnetok y 6nictepi; Hosaprtic ®apma BiANOBIAHOCTI ab0 BUNYYEHHS cepTudikaTta BignoBigHOCTI
no 1 abo 2 6nictepu C.n.A., ITanisa €Bponeiicbkiit hapmakonei: ana A®l; agns BUXigHoro
Y KapTOHHIll kopoobui (BMPOGHMLTBO "in marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
bulk", nakyBaHHs); BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
C.K. CaHgos C.P.N.,, peyoBuUHM (CepTuUdikaTt BiANOBIgHOCTI EBpONechkili
PymyHis (Bunyck cepii, thapmakonei) - HoBuii cepTuddikat Bif BXe 3aTBEpAKEHOro
TeCTyBaHHs) BMPOGHMKA - BBEJEHHS HOBOro cepTudikaTa BiANoBIgHOCTI
€Bponeiicbkiii hapmakonei Ne RO-CEP 2016-290-Rev 03
ANA [4ilyoi peyoBMHM BasicapTaH Bif BXe 3aTBEPAXEHOro
Bupo6HuKa Novartis Pharma AG, LUBeiiuapis; 3mMiHu | Tuny
- 3MiHM 3 AKOCTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HMLTBA AD| (foaaBaHHS abo 3amiHa (3a BUHATKOM
aKTMBHOI pe4Y0oBWHYM 6ios10riYHOro abo iMyHOI0ri4YHOro
NOXO[KEHHS) NapameTpa cnevmdikadii 3 BignoBigHUM
MeTOAOM BUNPO6YBaHHA 3a pe3y/ibTatamu AOC/iMKEHb 3
6e3nekn abo AKOCTI) - 3BY)XEHHSA AOMYCTUMUX MEX,
BM3HauYeHuX y cneuudpikauisx Ha APl (BasicaptaH) ans N-
Nitrosodimethylamine (NDMA) Big 0,090 ppm
52. | BANIbCAPIA TabneTku, BKpUTI CaHpo3 CnoBeHis Nek ®apmaveBTu4Ha CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15620/01/02
H NiBKOBOO PapmacbioTi KomnaHia Aa.4., ITanis/ - 3MiHK 3 AKocTi. CepTudikar signosigHocTi/lE-cepTudikat | peyenmom
060/10HKOI0, M0 160 Kai3 4.4. CnoBeHis (Bunyck PymyHis / BiANOBIAHOCTI €Bponelichbkili hapmakonei/MoHorpadii.

Mmr/25 mr, no 14

cepii, TeCTyBaHHs);

MoAaHHsa HoBOro a6o OHOB/IEHOIO cepTuddikaTa
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHi Kopobuj

HoapTic ®apma
C.n.A, ltania
(BMPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. CaHgos C.P.J1.,
PymyHis (Bunyck cepii,
TeCTYBaHHS)

BiANOBIAHOCTI ab0 BUNyYeHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AD|; 4518 AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
chapmakonei) - HoBuii cepTudpikaT Bif BXe 3aTBEpAKEHOro
BMPOGHMKA - BBEJEHHS HOBOro cepTtudikaTa BiANOBIAHOCTI
€Bponeiicbkit hapmakonei Ne RO-CEP 2016-290-Rev 03
ANA [ilyoi peyoBMHW BasicapTaH Bif BXe 3aTBEPAKEHOr0
Bupo6HuKa Novartis Pharma AG, LUBeiiuapis; 3miHu | Tuny
- 3MiHM 3 AKoCTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikauii Ta/abo JONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMpO6HMLTBA AD| (fofaBaHHSA abo 3amiHa (3a BUHATKOM
aKTMBHOI peY0oBMHYM 6i0o/10rYHOr0 abo iMyHOIOTIYHOro
NOXO[KEHHS) NapamMeTpa cneumdikadii 3 BignoBigHUM
MEeTOZOM BUNPOBYBaHHA 3a pe3y/ibTatamu AOC/iKEHb 3
6e3nekn abo AKOCTI) - 3BY)KEHHS AOMYCTUMUX MEX,
BU3Ha4YeHUX y cneuudikauisx Ha APl (BasicaptaH) ansa N-
Nitrosodimethylamine (NDMA) Big 0,090 ppm

53.

BA/IbCAPIA
H

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, M0 160
mr /12,5 mr; no 14
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHIli kopobLi

CaHpo3
dapmachboTi
Kans g.4.

CnoBeHis

Jlek ®apmaueBTnyHa
KoMnaHis 4.4.,
CnoBeHisa (BUNycK
cepiid, TecTyBaHHs);
HosapTic ®apma
C.n.A., lTania
(BMpPOGHMLTBO "in
bulk", nakyBaHHs);
C.K. Cangos C.P.11.,
PymyHis (Bunyck cepii,
TEeCTyBaHHs)

ITania/
PymyHis/
CnoBeHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikaT BignoBigHoOCTI/IE-cepTudikaT
BiANOBIAHOCTI EBponelichbkin hapmakonei/MmoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignosigHOCTI
€sponevicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; A58 [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBPONENChKIl
thapmakonei) - HoBuii cepTudpikat Bif BXe 3aTBEpAXEHOro
BMPOOHUKA - BBEJEHHSI HOBOTO cepTudikary BiZnoBigHOCTI
€sponelicbkiii hapmakonei CEP: RO-CEP 2016-290-Rev
03 gnsa BancaprtaHy Big Novartis Pharma AG, LUeliuapis,
AK BXe 3aTBEPAKEHOr0 BUPOBHMKA; 3MiHW | TUny - 3MiHK 3
AKocTi. A®Il. KoHTponb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYOTLCA Y NPOLLECi
BMPOGHMLTBA AD| (oaaBaHHS abo 3amiHa (3a BUHATKOM
aKTMBHOI pevoBUHY 6i0N0rYHOro abo iMyHOI0rYHOTO
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOZ0M BUNPO6YBaHHA 3a pesy/bTataMun JOC/igKeHb 3
6e3nekn abo AKOCTI) - 3BY)XXEHHS AOMYCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha APl (BancapTaH) ans
NDMA Big 0,090 ppm go 0,030 ppm

3a
peyenmom

UA/15619/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
54. | BAP®APUH Tabnetku no 2,5 mr Takepa ABcTpis Takepa dapma Cn. 3 Monbwa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/7897/01/01
HIKOME/], no 100 TabneTok y ABCTpist 0.0. - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuit 3aci6. KoHTpob peyenmom
thnakoHi; no 1 M6X roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
chnakoHy B cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
KapTOHHilA KopooLi NiKapcbKoro 3acoby (BHECEeHHS 3MiH Y 0CbE ANns
npuBeLEeHHs y BiANOBIAHICTb A0 3arasibHoi cTaTTi 2.9.40
«OHOPIgHICTb A030BaHMX OAMHULBL» AdY/EBponeicbkol
chapmakonei 3amiCTb 3aTBeppKeHNX 3arasibHNX cTaTei
2.9.5 «OgHopigHICTb Macu» Ta/abo 2.9.6 «OaHOopIgHICTb
[031») - BHECEHHS 3MiH f0 Creumndikayii Ta MeTtogais
KOHTPOJO SIKOCTI, a caMe - NPUBEAEHHS Y BIAMNOBIAHICTb A0
3arasibHOI cTaTTi 2.9.40 «OAHOPIHICTL 4030BaHNX
oAnHNLb» NY/EP
55. | BEHK/IKCTO | Tabnetku, BKpUTI E66BI LLiBeiiLapis E668i AlipneHg HN Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/16667/01/02
® NiBKOBOO Biochapmach B.B., Ipnangis HimeuunHa - 3MiHUM 3 AkocTi. A®I. BupobHuuTeo. 3miHa po3mipy cepil peyenmom
o060n0Hkoto, 50 mMr toTikan3 (BMpOGHMLTBO (Bkntovatoun gianasorn) A®| abo NPOMIKHOTO MPOAYKTY,
Ne 7 (no 1 TabneTtui eX NiKapcbKoro 3acooby, SIKMIA 3aCTOCOBYETHLCA Y NpoLieci BUPoGHULTBA ADI
y 6nicTepi, no 7 TecTyBaHHs); E66BI (36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
6nicTepis B [Honuneng Mm6X i Ko. po3mipom) - 36ibLUEHHS po3Mipy cepii APl BeHeToknakcy
KapTOHHIA Kopoo6LLi) KI, HimeuunHa 3141 «krA po 281 krA (kilogram/active) Ha 4 cTagii
(BUPOGHMLTBO, BMPOGHULITBA
nakyBaHHs Ta
TecTyBaHHs
NPOMKHOro
ekcTpygary
BEHETOK/TaKCy;
nepBrHHE Ta
BTOPWHHE MaKyBaHHS,
BUNYCK Cepii roTOBOro
NiKapcbKoro 3acoby)
56. | BEHK/MIKCTO | Tabnetku, BKpUTI E66Bi LLiBefiuapis E66BI AlipneHg HN Ipnaxgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/16667/01/01
® nNiBKOBOIO Biothapmach B.B., IpnaHgin HimeyunHa - 3MiHK 3 AKOCTi. A®l. BUpobHMLTBO. 3MiHa po3mipy cepii peyenmom
060n0HkKot0, 10 Mr toTiKan3 (B1pOGHMLTBO (Bkntovaroun gianasonn) A®| abo NPOMIKHOTO MPOAYKTY,
Ne 14 (no 2 M6X nikapcbKkoro 3acoby, AKMIA 3aCTOCOBYETHLCA Y NpoLieci BUpobHuuTBa AdI
Tabnetkn y 6nictepi, TecTyBaHHs); E66BI (36inbLlweHHsA o 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHUM
no 7 6nictepis B [oiiuneng N'm6X i Ko. PO3MipoM) - 36inbLUEHHS po3Mipy cepii A®| BeHeTokakcy
KapTOHHI Kopoo6Lii) KI, HimewunHa 3 141 «krA po 281 krA (kilogram/active) Ha 4 cTagii
(BUPOGHMLTBO, BMPOOHULITBA
nakyBaHHs Ta
TecTyBaHHs
NPOMiXHOro
ekcTpygary
BEHETOK/TaKCy;
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
BMNYCK Cepii roTOBOro
nNiKapcbKoro 3acoby)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
57. | BEHKNIKCTO | Ttabnetku, BKpUTI E66Bi LLiBefiuapis E66Bi Aipneng HN Ipnangis/ BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16667/01/03
® nNiBKOBOIO Biothapmach B.B., Ipnangin HimeyunHa - 3MiHK 3 AKOCTi. A®l. BUpobHMLTBO. 3MiHa po3Mipy cepil peyenmom
060/10HKOt0, 100 Mr toTikan3 (B1pOGHNLTBO (Bkntovaroun gianasornn) A®| abo NPOMIKHOTO NPOAYKTY,
Ne 7 (no 1 Tabnetui M6X nikapcbKoro 3acooby, AKMIA 3aCTOCOBYETHLCA Y NpoLieci BUpobHuuTea AdI
y 6nictepi, no 7 TecTyBaHHs); E66BI (36inbLleHHsA fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
6nicTepis B [Loiiunensg Mv6X i Ko. po3mipom) - 36iMbLLEHHA po3Mipy cepii APl BeHeToknakcy
KapTOHHI KopobLi); Kr, HimewunHa 3 141 «rA po 281 krA (kilogram/active) Ha 4 cTagii
Ne 14 (no 2 (BUpPO6GHMLTBO, BMpOOHULTBA
Tabnetkn y 6nictepi, nakyBaHHs Ta
no 7 6nicTtepis B TeCTyBaHHS
KapTOHHIlA Kopoo6Li); NPOMIiXHOro
Ne 112 (no 4 eKkcTpyaary
Tabnetkn y 6nictepi, BEHETOK/Iakcy;
no 7 6nictepis B nepBuHHe Ta
KapTOHHIlA KOpo6Li, BTOPUHHE NaKyBaHHS,
no 4 KapTOHHI BWMYCK Cepil roToBOro
KOPOGKW y rpynoBiii nikapcbKoro 3acoby)
ynakoBsLii)
58. | BIBUMAK PO34MH A5 iH'EKLN, Dxul Hopseris xul Xenckea IpnaHgjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/4254/01/01
270 wmr itogy/mn; no Xenckea AC Ipnangis Nimiteq, - 3MiHW BHECEHO [0 IHCTPYKLii 4518 MeANYHOro peyenmom
50 mn a6o no 100 3aCTOCYBaHHS NMikapCcbkoro 3acoby A0 po3ainy
My chnakoHi; no 10 "Oco6MBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
oNakoHiB y pekomeHpauili PRAC
KapTOHHI Kopobui
59. | BIBUMNAK PO34NH A5 iH'EKLIN, Doxul Hopseris [xunl Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4254/01/02
320 wr inogy/mn; no Xenckea AC Ipnangis Nimiteq, - 3MiHW BHECEHO [0 IHCTPYKLii A8 MeANYHOro peyenmom
20 mn, a6o no 50 3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
mn, abo no 100 mn, "Oco6nMBOCTI 3aCTOCYBaHHA" BiANOBIAHO A0
a6o no 200 mn, abo pekomeHpauii PRAC
no 500 mny
donakoHi; no 10
hnakoHiB y
KapTOHHI KopooLi
60. | BIBUMNAK PO34MH ONs iH'EKUIN, Loxnl Hopseris xnl Xenckea Ipnangis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3miHu | Tuny 3a UA/4254/01/01
270 wmr inogy/mn; no Xenckea AC Ipnangis Nimiteq, - 3MiHM Woao 6e3neku/eheKTUBHOCTI Ta thapmakoHarnsgy. peyenmom
50 mn a6o no 100 BeefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHWX Npo
M1y chrakoHi; no 10 cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNxX
hnakoHiB y [aHunx npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHi KOpO6L YNOBHOBaXXeHOi 0c0obM, BiANOBifa/IbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiACHEHHS hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy pO3MiLLieHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3[jicCHeHHs1 hapMakoHarnsay B YkpaiHi. [ponoHoBaHa
pepakuisi: Myniii liogmuna BikTopiBHa. 3MiHa KOHTAKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHNX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBiAa/IbHOT 3a
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi
61. | BIBUMNAK PO3YNH A5 iH'EKLIN, Doxul Hopseris [xunl Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4254/01/02
320 wr inogy/mn; no Xenckea AC IpnaHgisa Nimiteq, - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
20 mn, a6o no 50 BBeneHHs1 abo 3MiHU [0 y3araslbHEHUX JaHWX Npo
mn, abo no 100 mn, cucTemy thapmakoHarnsagy (BBefeHHS y3arasibHEHNX
abo no 200 mn, abo [JaHnx npo cuctemy dpapmakoHarnsgy, amiHa
no 500 mny YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
donakoHi; no 10 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarisgy
ch1akoHiB y 3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsay B Ykpaii,
KapTOHHIlA KOpooLi AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemy hapmakoHarnisay) - 3mMiHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
3[jicCHeHHs1 hapMakoHarisay B YkpaiHi. [ponoHoBaHa
pepakuisi: Myniii ogmmna BikTopiBHa. 3MiHa KOHTAKTHUX
LaHNX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBIAA/IbHOT 3a
3AjiCHeHHs1 hapMakoHarisay B YkpaiHi
62. | BI/IATE 1000 NMOPOLLOK Ta Oxktadhapma ABCTpist Brnpo6HuK, AscTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1 3a UA/17518/01/02
MO PO3YMHHUK ANA PapmaLesT BiANOBIAa/IbHUIA 3@ in Himeuunna/ TUMY - 3asBHMKOM HaJaHO OHOB/IEHW MNaH ynpaBaiHHA peyenmom
PO34MHY A5 iH'EKUNA nKa bulk Bupo6HMLTBO, LBewis pu3ukamu Bepcis 9.2. 3MiHW BHECEHO [0 YacTuH I
no 100 MO/mn; MpoayKTioHC NepBUHHY YNaKoBKy, "Cneumdikauia 3 6esnekun”, lll "MnaH 3 hapmakoHarnagy",
KapToHHa kopobka rec. Mm.6.X. KOHTPO/Ib SIKOCTI, VIl "OopaTkn” 3rigHo 3 BUMoramm go CtaH4apTU30BaHoOro

Ne 1: no 1 dpnakoHy
3 MOPOLLKOM 415
NPUroTyBaHHS
pO34nHYy A5 iH ek
(1000 MO).
KapToHHa kopobka
Ne 2: no 1 dpnakoHy
3 PO3YMHHUKOM
(Boga ans iH'ekuiii 3
0,1% nonicop6aTom
80) no 10 mny
KapTOHHI KopoobLi
pasom 3
KOMMNIEKTOM NSt
PO3UYMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHS.
Komnnekr gns
PO3YMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBEAEHHSA
cknagaetbes 3: 1

BK/THOHAI0UM BidyasibHY
iHCNeKLjito NopoLLKy
A5 pO3YMHY Ans
iH'eKLA, BisyanbHy
IHCNEKLit0 PO3YMHHUKA
Ta BTOPUHHE
nakyBaHHs,
MapKyBaHHS1, BUNYCK
cepii AnsA KiHLEBOro
NpoAyKTy (NOpoLUOK
NS PO34nHy Ans
iH eKUili Ta
PO3YMHHUK):
OkTathapma
dapmaveBTVKa
MpopaykTioHcrec.
M.6.X., ABCTpisi;
Brnpo6HuK,
BignoBiganbHWii 3a
Bi3yasibHy IHCNEKL,i0
PO3UYUHHKIKE,
BTOPWHHE NakyBaHHSA

chopmaty NYP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated format)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LUMpULL Ta MapKyBaHHS
ofiHopasoswuid, 1 KIHLLeBOro NpoayKTy
KOMMAEKT Ans ( nopoLuky ans
nepeHocy (1 PO34UNHY A5 iH EKLi
[ABYXKiHLieBa rosika, Ta PO3YMHHYKA):
1 chinbTpyBasibHA Oktadhapma [eccay
ronka), 1 Komnaekt vM6X, HimeyunHa;
Ans iHdy3in (ronka- Brvpo6HuK,
MeTenuk), 2 BiANOBiAa/IbHWIA 3@ in
MpOCOYeHi CNNPTOM bulk BUpo6HMLTBO,
TaMnoHu. KaptoHHa NepBUHHY YNakoBKy Ta
Kopobka Nel Ta KOHTPO/b AKOCTI
KapTOHHa KOpob6ka PO3UMHHYIKA:
Ne2 06’egHyOTbCA Oxktadhapma AB,
MiX CO60t0 Lsewis
nNacTVKOBO
Mn/1iBKOO
63. | BIJIATE 500 MOPOLLOK Ta OkTadapma AscTpis Brpo6HuK, AscTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/17518/01/01
MO PO3YMHHVK ANS dapmaueBT BiAMOBIga/IbHUIA 3a in Himeuunna/ TUMY - 3a5BHMKOM HaaHO OHOB/IEHWIA MaH yrnpaBiHHS peyenmom
PO34UHY ON15 iH'EKLIA nKa bulk Bupo6HMLTBO, LBewis pu3ukamu Bepcist 9.2. 3MiHW BHECEHO [0 YacTuH I
no 100 MO/mn; MpopaykTioHe NepBUHHY YNaKoBKY, "Cneuudikauis 3 6esnekun”, Il "MnaH 3 dpapmakoHarnagy",
KapToHHa kopobka rec. Mm.6.X. KOHTPO/Ib SIKOCTI, VIl "Oopatkn" 3rigHo 3 BUMoramu ao CtaHAapTM30BaHoro

Ne 1: no 1 cpnakoHy
3 MOPOLLKOM A/1S
NPUroTyBaHHs
PO34UHY ON151 iH KLl
(500 MO). KapToHHa
kopobka Ne 2: no 1
donakoHy 3
PO34YMHHMKOM (BOAA
ONns iv'ekuin 30,1 %
nonicop6arom 80)
no 5 My KapTOHHii
KopobLi pasom 3
KOMMNIEKTOM Ansi
PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHS.
Komnnekr gns
PO3YMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBEAEHHSA
cknagaetbesd 3: 1
LUMpULL
opHopasosuid, 1
KOMNNEeKT ans
nepexocy (1
[OBYXKiHLIeBa ronka,

BK/THOHAI0UM BidyasibHY
iHCNEKL,it0 MOPOLLKY
AN PO34nHY An1s
iH'eKLA, BisyalbHY
IHCMEKL,il0 PO3YMHHMKA
Ta BTOPWHHE
nakyBaHHs,
MapKyBaHHs1, BUNYCK
cepii Ans KiHLEBOro
npoAayKTy (NopoLUoK
NS PO3UnHY Ans
iH ekuili Ta
PO3YMHHUK):
OkTachapma
dapmaueBTmkKa
MpopaykTioHcrec.
M.6.X., ABCTpisi;
B1po6HWK,
BiANOBIgaIbHUI 3a
Bi3yasibHy iHCMEKL|it0
PO3YMHHYIKA,
BTOPWHHE NakyBaHHS
Ta MapKyBaHHS
KIHLLeBOro NpoayKTy
( nopoLuky ans
PO34YMHY AN5 iH EKLiN

dopmaty NYP (EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated format)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 ghinbTpyBanbHa Ta PO3YMHHUKA):
ronka), 1 komnnekr Oktadhapma [eccay
AN iHdysiit (ronka- M6X, HimeyunHa;
MeTenuk), 2 Brpo6HuK,
NPOCOYEHi CNMPTOM BiANoOBigabHUIA 3a in
TaMmnoHn. KapToHHa bulk BUpo6HMLTBO,
kopo6ka Ne 1 Ta NepBUHHY YNakoBKy Ta
KapTOHHa KOpob6ka KOHTPO/b SKOCTI
Ne 2 06’eiHyIOTbCA PO3UYMHHUKA:
MiX CO60H0 OkTadhapma AB,
nNacTyKoBO LBewjs
N/iBKOH0.
64. | BICMYTY MOPOLLIOK TOB YkpaiHa OoCB Icnanis BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny - UA/12622/01/01
CYBrANAT (cy6eTaHuin) y "®APMEKC PAPMACBIOTIKAN, - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
nakeTax noABiNHUX reyn" C.P.N afipecy Micus NPoBaKEHHS Ais/IbHOCTI BUPOOHMKA
noslieTuIeHoBMX (BKntoYaroun, 3a HeObXiAHOCTI, MicLie NPOBEeAEHHS
ans KOHTPOJI SIKOCTi), @60 BnacHuKa macTep-gaiina Ha Adl,
thapmaueBTUYHOro abo noctavasnbHuka Adl/BnxigHoro
3acTocyBaHHSA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBepXeHOMY [10Cbe, a60 BUPOGHMKA HOBOI LONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [OCbE) - 3MiHA Ha3BK Ta
appecy Brpo6Huka A®I (BicmyTty Cy6ranar), 6e3 3amiHu
MicL BUPOOHMLTBA. YTOYHEHHSI NOKa3aHHA AN
3actocyBaHHs A®| (3aTBepmxeHo: MNopoLuok (cybcTaHuis)
y nakeTax NoABiiHNX NONIETUNEHOBKX A1 BUPOOHMLTBA
HecTepunbHMX Nikapcbkyx hopm 3anponoHoBaHo:
Mopowok (cybcTaHLis) y nakeTax NoABiHMX
nonieTNeHoBUX ANs PapMaLeBTUHHOrO 3aCTOCyBaHHS.
65. | BITANPOCT cynosuTopii TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 6e3 UA/14209/01/01
peKTasIbHI; No 5 "BIOPAPMA" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenma

cynosuTopiie y
KOHTYPHIl
YapyHKOBIW
ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBKW y navu,i

"BIO®PAPMA

BBefieHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
[JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3a8BHMKa AN 34iICHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnag.

MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
KOHT@KTHUX AaHVX YNOBHOBaXEHOi 0CO6M 3asBHUKA,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAa/IbHOI 3a hapMakoHarag
66. | BITANPOCT niocpinizat ana TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2988/01/01
PO3YuHy AN "BIO®PAPMA "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy. peyenmom
iH'ekuiin; 5 donakoHiB " BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
3 niogpinizatom y cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHNxX
6nicTepi; no 2 [JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
6nicTepn y nauuj 3 YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
KapToHy dhapmakoHarnsgy; KOHTaKkTHoi 0cobum 3 hapmakoHarnagy
3asBHMKa AN5 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
MacTep-aiina cuctemy papMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuisi: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BigNoBigas/IbHOI 3a dhapmakoHarnsg
67. | BI®EHA TabneTku, BKpUTI MNOAN3EP CLWA Mdpaiizep ITanisa ITania/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu Il 3a UA/2666/01/01
nNiBKOBOIO IHK. C.p.n., Itania HimeyunHa TUMY - 3MiHW BHECEHO [0 IHCTPYKLii 418 MeAn4HOoro peyenmom
060n0HKot0, No 200 (B1pOGHMLTBO 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3giny "Bsaemogis
Mr no 7 TabneTtok y npenaparty in bulk, 3 iHWMMU flikapcbkMMK 3acobamu Ta iHLWI BUAW B3aeMogiin”
6nictepi; no 2 KOHTPO/Ib SAKOCTi Npun BiANOBIAHO [0 MaTepianiB peecTpauiliHoro foche.
6nictepy B BUNYCKY, NaKyBaHHs, BBefeHHs1 3MiH NpoTArom 6 micAuiB nicns 3aTBepOXKEHHS;
KapTOHHIlA KopoobLi KOHTPO/b AKOCTI 3MiHu |l TUNY - 3MiHW BHECEHO [0 IHCTPYKLUIT An1A
(cTabinbHICTb), BUNYCK MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby A0 po3gainy
cepii); P-dapm "B3aemogis 3 iHWVMK fikapcbknMm 3acobamu Ta iHLWi BUan
xepmaHi MM6X, B3aeMOZjit" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
HimeuunHa [ocbe. BBeeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
(B1pOGHMLTBO 3aTBEPMKEHHS; 3MiHM |l TURY - 3MiHW BHECEHO [0
npenaparty in bulk, IHCTPYKLi ANA MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
KOHTPO/Ib SAKOCTi Npun 3acoby A0 po3ainis "®apmakonoriyHi BiactueocTi”
BUNYCKY, NaKyBaHHs, ("®apmakognHamika"), "B3aemogis 3 iHLLMMY NiKapCbKUMKN
KOHTPO/b AKOCTI 3aco6amu Ta iHLWi BuAy B3aeMogiii" Ta "OcobmBOoCTi
(cTabinbHICTb), BUNYCK 3acTocyBaHHs" BignoBigHO A0 MaTepianiB peecTpaviiitHoro
cepii ) Aocbe. BBeAeHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS; 3MiHM Il TUMY - 3MiHW BHECEHO [0
IHCTPYKLUIi 4719 MEAUYHOTO 3aCTOCYBaHHS Nikapcbkoro
3acoby Ao po3ginis "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK NiKapCbKMKU 3aco6amMm Ta iHLWi BUAY B3aeMOgiin",
"Oco61BOCTI 3acTOCyBaHHA" BiANOBIAHO A0 MaTepianis
peecTpaLiniHoro Aocbe. BBeAeHHs 3MiH NPOTArom 6-Tu
MicsILiB Micns 3aTBepPOYKEHHS
68. | BI®EHA TabneTkn, BKpUTI MNOAN3EP CLWA Mdpaiizep ITanis ITania/ BHECEHHS 3MiH /10 peecTpaLjiiiHix maTepianis: 3MiHu || 3a UA/2666/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
N/1iBKOBOO IHK. C.p.n., Itanisa HimeuunHa TUMY - 3MiHW BHECEHO [0 IHCTPYKUIiT 4519 MEeANYHOro peyenmom
060/10HKO10, M0 50 (BUPOGHULTBO 3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy "B3aemogis
mr no 10 TabneTok y npenapary in bulk, 3 iHWMMU NliKapCbKMMK 3acobamu Ta iHLWI BUAW B3aeMogiin”
6nicTepi; no 1 KOHTPO/Ib SIKOCTi Npu BiANOBIAHO [0 MaTepiasiB peecTpauiliHoro focChe.
6nictepy B BUNYCKY, NaKyBaHHS, BBefeHHA 3MiH NPOTAroM 6 MiCALIB NiCiA 3aTBEPAXEHHS;
KapTOHHIA KOpO6L KOHTPO/b AKOCTI 3MiHW Il TUNY - 3MiHW BHECEHO [0 IHCTPYKLUT ANs
(cTabinbHicTb), BUMYCK MeJMYHOro 3aCTOCYBaHHS MiKkapcbKoro 3acoby [0 po3giny
cepii); P-dapm "B3aemogis 3 iHWMKU NiKkapcbkumm 3acobamu Ta iHLWi B1uau
xepmaHi TM6X, B3a€EMOgjit" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
HimeuunHa [ocbe. BBeeHHS 3MiH NpoTArom 6-T1 MicauiB nicas
(BUPOGHULTBO 3aTBepKEHHS; 3MiHu || Tuny - 3MiHWM BHECEHO A0
npenapary in bulk, IHCTPYKLii 415 MeAUYHOTO 3aCTOCYBaHHS J1iKapCbKoro
KOHTPO/Ib SIKOCTi Npu 3acoby Ao posginis "®apmakosnoriyHi BnactueocTi"
BUNYCKY, NaKyBaHHS, ("PapmakogmHamika"), "B3aemogis 3 iHUMMU NiKapCbKUMN
KOHTPO/b AKOCTI 3acobamu Ta iHWi BUAY B3aemogiit" Ta "OcobnmnBocTi
(cTabinbHicTb), BUMYCK 3acTocyBaHHS" BigMnoBigHO A0 MaTepianiB peecTpavliinHoro
cepii’) [ocbe. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS; 3MiHM Il TUNY - 3MiHW BHECEHO [0
IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby fo po3ginis "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK NiKapCbKMK 3acob6amu Ta iHLWi BUAM B3aeMogiin",
"Oco6MBOCTI 3aCTOCyBaHHS" Bi4NOBIAHO A0 MaTepiasis
peecTpauiiHoro Aocbe. BBeAEHHSA 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA
69. | BOBEH3M Tabnetku MYKOC HimeuunHa MYKOC HimeuunHa | BHeCEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/2842/01/01
KMLLKOBOPO34UHHI, dapma EmynbcioHcresennblu - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
no 20 TabneTok y v6X i Ko. atht m6X BBefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHWX NPo
6nicTepi; no 2 abo K cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
10 6nictepiB y [aHunx npo cuctemy hapmakoHarnagy, 3amiHa
KapTOHHI Kopo6Lyj; YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
no 800 TabneTok y dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
6aHkax 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A ddapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
hapmakoHarnsg.
[MponoHoBaHa pegakuis: Sabine Franck. 3miHa KOHTaKTHWX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKA, BignoBiganbHOT
3a 3[jicHeHHs1 hapMakoHarisay. 3MiHa KOHTaKTHOT 0cobu
3asBHMKA, BIANOBIAA/bHOI 3a thapmakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: Mopinvk Aptem Bonogmmmnposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA thapmakoHarnagy B YkpaiHi
70. | BOPUKA3 TabneTkn, BKpUTI "neHmapk IHAis "neHmapk IHAis BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/15815/01/01
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n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acoby

NNiBKOBOIO
060/10HKOK No 50 mr
Ne 10 (10x1) y
6nictepax

dPapmacboT
nkans Jita,.

dapmacbloTUKan3

Nimitepn

- 3MiHM WoAo 6e3nekn/eheKTBHOCTI Ta chapmakoHarnagy.
BBeAeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHEHNX
JaHunx Npo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnafy; KOHTakTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemu hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
3pjiicHeHHs hapmakoHarnisgy. [ponoHoBaHa pefakuis:
[OHiaHewBap ApiyH CaHan (Dr. Dnyaneshwar Ariun
Sanap). 3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT 0CObM
3as1BHMKA, BignoBiga/IbHOI 3a 34iACHEHHST
chapmakoHarnsgy. BeefieHHs KOHTaKTHOT 0CO6Y 3asiBHYKA,
BiANOBIAaNbHOI 3a 3iiCHEHHS hapmakoHarnsay B
YkpaiHi. BBe4eHHS KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAANILHOI 32 34iiCHEHHS
hapmakoHarnagy B YkpaiHi. [MponoHoBaHa pegakuis:
MawmeToBa [iHa HisiziBHa. 3MiHa Micusi 34iCHEHHS
OCHOBHOI AifNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu

chapmakoHarnsgy

peyernmom

UA/15815/01/02

71.

BOPUKA3

TabneTku, BKPUTI
nNiBKOBOIO
o060n0oHkoto no 200
mr Ne 10 (10x1) y
6nictepax

neHmapk
dPapmacbioT
vkans Jita.

IHAis

neHmapk

PapmacboTrKan3

Nimiteq.

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
3piicHeHHs hapmakoHarnsgy. MponoHoBaHa pefakuis:
[HianewBap ApiyH Canan (Dr. Dnyaneshwar Ariun
Sanap). 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0cobu
3asBHMKA, BiANOBIAAILHOI 38 34iiCHEHHSA
chapmakoHarnsgy. BeefieHHs KOHTaKTHOT 0CO6U 3asiBHYIKA,
BiANOBIAa/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy B
YkpaiHi. BBeEHHSA KOHTaKTHMUX AaHnX KOHTaKTHOI 0cobu
3as1BHVKA, BignoBigabHOI 3a 34iCHEHHSI

hapmMakoHarnagy B YkpaiHi. [ponoHoBaHa pefakuis:

3a
peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MameToBa [iHa HisiziBHa. 3miHa Micus 34iCHEHHS
OCHOBHOI AiSiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
chapmakoHarnsgy

72.

BOTPIEHT™

TabneTku, BKPUTI
NiBKOBOO
o60n0oHkoto, no 200
mr; no 30 TabneTok
y donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

Hosapric
Papma Al

LLiBeiiuapis

nakco Bennkom C.A.,

Icnanis (BUpo6HUK aNns

nakyBaHHS Ta BUMYCKy

cepii); Mnakco
OnepeiwHe FOK
NimiTen, Benuka
BpuTaHia (BUpo6HUK
Hepo3dgacoBaHol
npoayKuii)

IcnaHis/
Benuka
BpuTaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- BojaBaHHA komnaHii Thermo Fisher Scientific Cork
Limited, IpnaHgisi, Sk BUpoOHMKa cybCTaHL;i
(HemikpoHi3oBaHoi) MasonaHi6 rigpoxnopug (nonepesHs
Ha3Ba SmithKline Beecham (Cork) Limited, Currabinny,
Carrigaline, Cork, Ireland); 3miHu | Tuny - 3MiHa Ha3BK
BUpo6HMKa APl Smith Kline Beecham (Cork) Limited Ha
Thermo Fisher Scientific Cork Limited; 3miHu | Tuny - 3miHa
6e3nocepeaHbOl YNakoBKM aKTUBHOI cy6cTaHUii Ma3onaHio
rigpoxnopug; 3aTtBepApkeH0: XapHoBuiA NoMieTUIeHOBNiA
nakyBasbHUii matepian (food grade anti-static low density
polyethylene bags, LDPE); 3anponoHoBaHo:
BUKOPVCTaHHA MOJieTUIeHOBOro nakeTa MeAn4yHoro
npu3HaveHHs (medical grade anti-static low density
polyethylene bags, LDPE); 3miHu | Tuny - He3Ha4yHa 3MiHa
3aTBEPAXEHOI NpoLeaypy BUNPOOYBaHHA 3aUTMLLKOBUX
PO34YMHHYKIB 3@ gonomoroto X ans cybcTaHLii nasonaHio
rigpoxnopua: KpUTepii NpuaaTHOCTI cCUCTEMU NepernsHyTi
ansa gumetundopmamiagy; 3mMiHm | Tuny - He3HauHi 3MiHU B
npoueaypi BUnpobyBaHHS "BMICTY CMOPiAHEHNX JOMILLOK
3a gonomoroto BEPX (nnowa%)" wasxom gogaBaHHs
OLTOBOI KAC/IOTY [0 PyXOMOT hasu A 418 NPOMIXXHOro
npoaykty; N-(2-xnop-4-nipumignnin)-2,3-gumetun-2H-
iHaason-6-amiH (GW790323X) (OHOB/EHHS Y Migpo3aini
3.2.5.2.4. KOHTPO/b KPUTUYHUX CTafili i NPOMKHOI
NpoAyKLii); 3MiHM | TUNY - HE3HAYHI 3MiHV B NpoLeaypi
BMMNPO6YBaHHA "BMiCTy CMOPigHEHNX JOMILLOK 3a
ponomoroto BEPX (nnowa%)" wnsaxom BBeLeHHs
aNbTepHaTUBHOT KOIOHKWN AN BUXiAHOro mMartepiany; 2,3-
anmeTun-2H-ingason-6-amiH (GW776944B) (OHOB/IEHHS Y
nigpo3gini 3.2.S.2.3. KoHTponb martepianis); 3MiHu | Tuny -
He3HauHi 3MiHV B npoueaypi BUNpobysaHHs "Po3mip
yacTok" LWISAXOM BBeAeHHS 06naaHaHHA Malvern S3000
AIK a/lbTepHaTBKN NOTO4YHOMY MeToay Malvern S2000 ans
KoHTpono APl (OHOBNEHHS Yy nigpo3aini 3.2.5.4.2.
AHaniTUYHI MeToAVKY); 3MiHM | TUNy - 36iNbLUEHHS Nepiogy
NOBTOPHOrO BUNPOGYBaHHA A1 HEMIKPOHI30BAHOIO
nasonaHiby rigpoxiopuay 3 24 micsuis Ao 60 micsuis

3a
peyenmom

UA/12035/01/01

73.

BOTPIEHT™

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO10, Mo 400
mr; no 30 TabneTok
y thnakoHi; no 1

Hosapric
®apma Al

LLiBefiuapis

nakco Bennkom C.A.,
IcnaHis (BUPOBHUK Ans
nakyBaHHS Ta BUNyCcKy
cepii); Mnakco
OnepeiiwHc KOK

Icnanis/
Benvka
BpuTtaHis

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- popasaHHA komnaHii Thermo Fisher Scientific Cork
Limited, IpnaHgis, sk BUpobHMKa cy6CcTaHL;i
(HemikpoHizoBaHoT) Ma3onaHi6b rigpoxnopug, (nonepegHs
Ha3sa SmithKline Beecham (Cork) Limited, Currabinny,

3a
peyenmom

UA/12035/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

chnakoHy B
KapTOHHilA KopooLi

NimiTen, Benuka
BpuTaHis (BUPO6HUK
Hepo3gacoBaHol
npoayKLii)

Carrigaline, Cork, Ireland); 3miHu | Tuny - 3MiHa Ha3BK
BUpo6HMKa A®I Smith Kline Beecham (Cork) Limited Ha
Thermo Fisher Scientific Cork Limited; 3miHu | Tuny - 3miHa
6e3nocepeHbOl YNakoBKM akTUBHOI cy6cTaHUii Ma3onaHio
rigpoxnopug; 3aTtBepApkeH0: XapHoBuiA MoMieTUIeHOBWI
nakyBasibHuin Matepian (food grade anti-static low density
polyethylene bags, LDPE); 3anponoHoBaHo:
BUKOPVCTaHHA MOJieTUIEHOBOTrO nakeTa MeAnyHoro
npu3HadeHHs (medical grade anti-static low density
polyethylene bags, LDPE); 3miHu | Tuny - He3Ha4yHa 3MiHa
3aTBEPMXEHOI NpoLedypy BUNPOOYBaHHA 3aUTULLKOBUX
PO34YMHHYKIB 3@ gonomoroto X ans cybcTaHLii nasonaHio
rigpoxnopua: KpUTepii NpuaaTHOCTI CUCTEMU NepernsHyTi
4nsa gumetundopmamiagy; 3mMiHv | Tuny - He3HauHi 3MiH1 B
npoueaypi BunpobyBaHHA "BMICTY CMOPiAHEHNX [OMILLOK
3a gonomoroto BEPX (nnowa%)" wisxom gogaBaHHsA
OUTOBOI KAC/IOTW 0 PyXOMOT hasut A 419 NPOMIXHOro
npoaykty; N-(2-xnop-4-nipumignnin)-2,3-gumetun-2H-
iHaason-6-amiH (GW790323X) (OHOB/EHHS Y Migpo3aini
3.2.5.2.4.KOHTPO/b KPUTUYHUX CTafili i NPOMiKHOI
NPOAYKLiT); 3MiHW | TUNY - HE3HAYHI 3MiHK B NpoLeaypi
BMMNPOBYBaHHA "BMICTy CMOPigAHEHNX AOMILLOK 3a
ponomoroto BEPX (nnowa%)" Wwnsaxom BBeeHHs
aNlbTepHATUBHOT KOIOHKWN NS BUXigHOro Matepiany; 2,3-
anmveTun-2H-ingason-6-amiH (GW776944B) (OHOB/IEHHS Y
nigpo3gini 3.2.S.2.3. KoHTponb martepianis); 3MiHu | Tuny -
He3HauHi 3MiHV B npoLeaypi BUNpobysaHHs "Po3mip
yacTokK" W/ISAXOM BBeAeHHS 06naaHaHHA Malvern S3000
AK a/lbTepHaTVBKN NOTOYHOMY MeTody Malvern S2000 ans
KOHTposto APl (OHOBNEHHS Yy niapo3aini 3.2.S5.4.2.
AHaniTUYHi MeToavkM); 3MiHK | TMny - 36iNbLUEHHS Nepiogy
NOBTOPHOTO BUNPOGYBaHHA [/151 HEMIKPOHI30BAHOIO
nasonaHiby rigpoxiopuay 3 24 micsuis Ao 60 micsuis

74.

BMPIB

MOPOLUOK A5
pO3uuHy Ansi
iHdoy3ili, no 400 Of,
1 donakoH 3
MOPOLLKOM Y
KapTOHHI Kopoobui

LWaviep
dapmachboTi
Kan3
Ipnangis
Nimiteq

IpnaHgjs

Lariep
dapmacboTikan3
Ipnangisa Nimiteq,
Ipnangisa (Bunyck

cepir)

IpnaHgjs

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3arasibHEHUX AaHWX NPo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[JaHux Npo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAA/IbHOI 32 34ilicCHEHH:A ddapmakoHarnsgy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: Sumit Munjal, MBBS FRSPH

3a
peyenmom

UA/15706/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MSc DLSHTM MRQA. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
3ailicHeHHs hapMakoHarnsgy. 3MiHa KOHTakTHOI 0cobu
3asBHUKA, BiANOBIAA/IbLHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pefakuis: Benrep Jlloamuna AHaToniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiAMNOBIAa/IbHOI 3a 34iiCHEHHS ddapmakoHarnsgy B
YkpaiHi. 3MiHa MicLsa 3AiACHEHHSI OCHOBHOI AifNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHA MacTep-
charina cuctemun papmakoHarasgy Ta hioro Homepa
75. | FEKCAKCM cycneHsisa gns CaHodpi ®paHuin CaHodpi MNacTep, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13080/01/01
® | HEXAXIM iH'ekuiin, no 0,5 mn MacTep ®paHLis (MOBHWI LMK YropwumHa - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. KoHTpob peyenmom
BAKUVHA (1 posa) B BMPOGHULITBA, BUMYCK rOTOBOrO JiKapCbKOro 3acoby - HafaHHA onNucy MeToAVKN
ana nonepegHsL0 cepii); CaHoi- BMNPOBGYBaHHSA 3a NOKa3HUKOM «BakTepianbHi
MPO®DINAKT 3arnoBHEHNX AseHTic MpaiisiT Ko. €HAO0TOKCUHU» Y MKA
KN wnpuudax 3 1-eto Nrp., Nnatcopma
OVNOTEPII, (a60 2-ma) NOTICTUKN Ta
NPABLA, OKpemnmu rosikamu, ANCTpUbYLIi y M.
KALLUTHOKY no 1 wnpuuy B BypanewT, YropuuHa
(AUENIONAP | KapTOHHIA ynakoBsL,; (BTOpPUHHE NakyBaHHS,
HUIA no 0,5 mn (1 gosa) B BUMYCK Cepii)
KOMMOHEHT | nonepefHbo
), FENATUTY 3arnoBHEHUX
B wnpuyax 3 1-eto0
PEKOMBIHA (abo 2-ma)
HTHA, OKPEMUMM rosikamu,
noniomieni no 1 wnpuuy B
TY cTaHgapTHO-
IHAKTUBOBA | eKkcrnopTHiii
HA TA ynakoBLi, sika
3AXBOPHOB MICTUTBCA Y
AHb, KapTOHHI KopoobLi 3
CMNPUYUNHEH | iHCcTpyKuieto ans
nx MeANYHOro
HAEMOPHIL 3acToCyBaHHS; Mo
us Tuny B 0,5mn (1 gosa) B
KOH'HOFOBA nonepegHbL0
HA, 3anoBHEHUX
AACOPBOBA | wnpuuax 3 1-et0
HA, PIOKA (abo 2-ma)

OKPEMMUMM rofikamu,
no 10 wnpwuyis B
KapTOHHI ynakoBL,i;
no 0,5 mn (1 gosa) B
nonepeAHbL0
3aMN0BHEHUX
wnpuudax 3 1-eto
(abo 2-ma)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OKPEMUMM rofiKamu,
no 10 wnpuuis B
cTaHgapTHO-
€KCMOPTHiN
ynakoBLi, aka
MiCTUTbCA Y
KapTOHHI KopobLi 3
iHCTpYKUieto ans
MeLMYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) y
nakoHax, no 10
h1aKkoHiB y
KapTOHHIA ynakoBL,i;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
hnakoHiB B
cTaHAapTHO-
€KCMOPTHiN
ynakoBLi, aka
MiCTUTbCA Y
KapPTOHHI KOpooOLyi
76. | FTEKCAKCM cycneHsisa gns CaHodpi ®paHuin CaHodpi MNacTep, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13080/01/01
® | HEXAXIM iH'ekuiin, no 0,5 mn Mactep dpaHuia (NOBHWI LMKN YropLwmHa - MEPEHECEHHS TECTY Ha CTepWsIbHICTL 3 eTany Single peyenmom
BAKLUVHA (1 posa) B BMPOGHULITBA, BUMYCK Harvest Ha eTan Crude Harvest y npoueci BupobHuuTBa
ana nonepegHsL0 cepii); CaHoi- [Lit040i pevOBUHY IHAKTUBOBAHOIT TPMBA/IEHTHOI BaKLMHN
MPODINTAKT 3arnoBHEHUX ABeHTic MpaisiT Ko. nNpoT¥ NOAIOMIENITY; 3MiHM | TMNY - 3MiHW JO TecTy Specific
KN wnpuuax 3 1-eto Ntp., Nnatcopma extraneous agents (viruses) metogom g-PCR Ha eTani
OVNOTEPII, (abo 2-ma) NOriCTUKM Ta Single Harvest Release nicns aHanisy pu3uky BignosigHo
NPABLA, OKpemnmu rosikamu, ANCTpUbYLIi y M. fo Ph. Eur. 2.6.16 y npoueci BMpo6H1LTBA Aoyl
KALLUTHOKY no 1 wnpuuy B BypanewT, YropuuHa PEYOBUHM iIHAKTUBOBAHOI TPUBAJIEHTHOI BaKLVMHM NPOTU
(AUENIONAP | KapTOHHIiA ynakoBsL; (BTOpUHHE MaKyBaHHS, nonioMieniTy; 3MiHn | TUNYy - BUAANEHHS KPONiB 3
HWA no 0,5 mn (1 gosa) B BMNYCK cepil) BMNpo6yBaHHs Test for extraneous agents using animals
KOMMOHEHT | nonepegHbo Ha eTani Single Harvest y npoueci BUpo6HuLTBa Aitoyoi
), FENATUTY 3anoBHEHNX pPEYOBUHM IHAKTVBOBAHOT TPUBA/IEHTHOI BaKLMHN NMPOTU
B wnpuyax 3 1-eto0 noAioMieNiTy; 3mMiHM | TUNY - 3MiHA KOHTPaKTHOI
PEKOMBIHA (abo 2-ma) nab6oparopii BiANoBigasibHOI 3a TecTyBaHHA Working Seed
HTHA, OKPEMUMM rosikamu, Lot y npoueci BUpo6HULTBA Ail04OT PeYOBUHU
noniomieni no 1 wnpuuy B iHaKTMBOBAHOI TPMBAIEHTHOI BakLUMHW NPOTW NONIOMIENITY
TY cTaHAapTHO- meTogom Fluorescent Product Enhanced Reverse
IHAKTUBOBA | eKkcrnopTHiii Transcriptase (FPERT). 3anponoHosaHo: Vitrology
HA TA ynakoBLi, sika Limited/SGS, 5, South Avenue, Clydebank Business Park,
3AXBOPIOB MICTUTBCA Y Glasgow G81 2LG, United Kingdom; 3minu Il Tuny -
AHb, KapTOHHI KopoobLi 3 BUK/IIOYEHHS CTPENTOMILMHY Cy/ibdhaTy Ta NoniMikcuHy B
CNPUYUNHEH | iHCcTpyKuieto ans 3i ck1agy NOXWBHOTO cepefoBuLAa AN Ky/IbTUBYBaHHS
nx MeLVYHOro KMiTUH Vero y npoueci BUpO6GHMLTBA PO60UMX MOCIBHUX
HAEMOPHIL 3acToCyBaHHs; Mo cepiii noniosipycy Tuny 1 Ta TMny 3, BNPOBaZKEHHS HOBOI
us Tmny B 0,5mn (1 gosa) B cucTemu nocnigoBHoi dinbTpauii Crude Harvest 3amicTb
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOH'FOrOBA
HA,
AACOPBOBA
HA, PIOKA

nonepegHL0
3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuyis B
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) B
nonepeAHL0
3arnoBHeHUX
wnpuuyax 3 1-eto
(abo 2-ma)
OKPEMMUMM rofiKamu,
no 10 wnpuuis B
cTaHAapTHO-
€KCMOPTHiN
ynakoBLi, aka
MiCTUTbCA Y
KapTOHHI Kopobui 3
iHCTpYKUieo ans
MeAMUHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) y
nakoHax, no 10
h1aKkoHiB y
KapTOHHIA ynakoBL,i;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
hnakoHiB B
cTaHgapTHO-
€KCMOPTHiN
ynakoBLi, aka
MiCTUTbCA Y
KapPTOHHI KOpooLii

hinbTpavji 3 BUKOPUCTaHHAM KpemHe3eMy Ha eTani
oTpumMaHHs Single Harvest, a TakoX AoAaBaHHsS TECTY Ha
cTepwnbHicTb Ans Crude Harvest

77.

FEKCIKOH

necapii no 16 mr no
5 necapiis y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM y nauui 3
KapToHyY

TOB "®3
"BIO®PAPMA

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHM A0 y3arasibHEHUX AaHuX Npo
cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
dhapmakoHarnng.

6e3
peuyenma

UA/15850/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHariag
78. | TEPLUENTUH niodpinizat gns ®.XocpcpmaH | Lseliyapis Brpo6HMLTBO CLWA/ BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/13007/01/01
® KOHUeHTpaTy ans H-/19 Powwu Hepo3gacoBaHoi HimeuuunHa/ MRy - 3MiHW WoAao 6e3nekn/eteKTUBHOCTI Ta peyenmom
PO3YuHy AN Nt npoayKuii, NnepBnHHe Lsenuapis | dapmakoHarnsagy. BHecenHs abo 3miHa(v) A0 30608B'A3aHb
iHcpysii no 150 wmr; nakyBaHHs: Ta yMOB BMAadi peecTpayiiiHoro NocBig4yeHHs, BK/oYaoum
niocpinizat ana [bkeHeHTekK IHK., CLUA, MnaH ynpasniHHA pr3mkKamMu (3acTocyBaHHS 3MiH(1), ski(a)
KOHLeHTpaTy Ans Brpo6HMLTBO BMMaralTb(€) NOAANbLLOTO 06I'PYHTYBAHHSA HOBUMM
po34nHy Ans Hepo3dacosaHoi [00aTKOBUM AiaHNMK, Lo MatoTb HagasaTuca
iHpy3iiA y dhnakoHi, npoAykLii, nepBrHHe KOMMETEHTHUM OpPraHoM, OCKi/IbKM BUMaraeTbCsa CyTTeBa
no 1 donakoHy B nakyBaHHSs!, BTOPUHHE OLliHK& KOMMETEHTHUM OpraHoM) - 3asBHUKOM HafaHo
KapTOHHIA Kopoo6Li nakyBaHHs, OHOBJ/IEHUIA NaH ynpasiHHA pusukamu Bepcia 22.1.
BUNPOGYBaHHSA 3MiHM BHeCceHO [0 YacTuH: |l «Cneyudpikauis 3 6e3neku»,
KOHTPOJIHO SIKOCTI, Il «MnaH 3 hapmakoHarnsagy», V «3axoam 3 MiHimizawii
BMMYCK cepii: Pow pu3ukiB», VI «Pe3tome niaHy ynpasniHHA pusnkamu, VI
[LiarHocTrke Mv6X, «Joaatkn» y 3B’A3Ky 3 OHOBJ/IEHHAM iHGhopMaLil LWoa0
HimeyunHa 3aBepLUEHOro cTatycy gocnimpkeHHs MO28048
BTopuHHE nakyBaHHS,
BUNPOGYBaHHSA
KOHTPOJIHO SIKOCTI,
BUMYCK Cepii:
®.XohchmaHH-/1a Po
Nta, Wseiuapis
79. | FEPUENTUH niodpinisar ana @.XodhdpmaH LLiBefiuapis Brpo6HMLTBO CLa/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu Il 3a UA/13007/01/02
® KOHUeHTpaTy ans H-/19 Powwu Hepo3dacoBaHoi LLiBeiiuapis MRy - 3MiHK WoAao 6e3nekn/eeKTUBHOCTI Ta peyenmom
PO34nHy ons nth npoaykuii, nepBrHHe thapmakoHarnagy. BHeceHHs a6o 3miHa(1) A0 3060B'A3aHb
iHpy3iiA no 440 wmr; nakyBaHHs, Ta yMOB BMAadi peecTpawyiiiHoro NocBig4YeHHs, BK/oUaum
niodpinizat ana BUNPOGYBaHHS. MnaH ynpasniHHA pr3mkKamm (3acTocyBaHHS 3MiH(1), ski(a)

KOHLeHTpaTy ans
pO34nHy Ans
iHpy3iiA y dhnakoHi,
pasom 3 20 mn
PO34MHHMKA
(PO3UYUHHUK:
bakTepiocTaTnyHa
BoAa ANs iH'ekuinn 20
MJ1, LLO MICTUTb
1,1% 6eH31n0BOro
CnupTy Ta BoAy ANns
iH'eKLii) y donakoHi B
KapTOHHI KopoobLi

KOHTPOJTH0 SIKOCTI
(TiNbKM CTEPUNBHICTb
Ta MexaHiyHi
BK/IIOYEHHS):
[xeHeHTekK IHK., CLUA;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI
(TiNbKM CTEPUNBHICTb
Ta MexaHiyHi
BK/IIOYEHHS):
[xeHeHTekK IHK., CLUA;
BunpobyBaHHs
KOHTPOJIH0 SIKOCTI:
®.XohhmaHH-/1a Pow
N1p, Weeiiuapis;
BTOpuHHE nakyBaHHA,
BMNpPOGYBaHHSA
KOHTPOJIH0 AKOCTi,

BMMaratTb(€) NOAaNbLIOTO 06I'PYHTYBaHHS HOBUMM
[04aTKOBUM JaHUMW, L0 MatoTb HagasaTucs
KOMMETEHTHVMM OpraHoM, OCKi/IbKM BUMaraeTbCs CyTTEBaA
OL|iHK& KOMMETEHTHUM OpraHoM) - 3assBHUKOM HafaHo
OHOBJ/IEHUIA NNaH ynpasniHHA pusukamu Bepcia 22.1.
3MiHV BHECeHO A0 vacTuH: || «Cneumdikayis 3 6e3nekuns,
Il «MnaH 3 hapmakoHarnsagy», V «3axogu 3 MiHimizaw,i
pusunkiB», VI «Pe3stome nnaHy ynpasniHHA pusnkamu», VII
«Jjoaatkn» y 3B’A3Ky 3 OHOBJ/IEHHAM iHGhopMaLLil LWoa0
3aBepLUEHOro cTatycy gocnimpkeHHs MO28048
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

80.

BUMYCK Cepii:
®.XohhmaHH-/1a Po
N1, Weeiiyapis;
PO3UMHHNK:
Brpo6HMLTBO
Hepo3gacoBaHol
npoaykuii, NnepBnHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs,
BMMNPOGYBaHHSA
KOHTPOJIIO AKOCTI,
BUMYCK Cepii:
®.XodpcpmaHH-/15 PoLu
NTp, Weeiiuapis;
BunpobyBaHHs
KOHTPOJIHO AKOCTI:
®.XohchmaHH-/1a Po
N1a, Weeiiyapis

riAPOKOPTU
30H

Ma3b 1% no10ry
Ty6i antoMmiHieBiit; no
1 Ty6i B mauui 3
KapTOHY

AN "CTALA-
YKPAIHA"

Ykpaina

TOB «®3
«BIOPAPMA»

Ykpaina

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHa
3asiBHUKA (BN1aCHMKa PeeCTpaLiiiHoOro nocBig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3mitu | TUny - 3MiHK

oo 6e3nekn/edeKTUBHOCTI Ta dpapmakoHarnsagy (iHwi
3MiHM) 3MiHN 0 MeToiB KOHTPOO AKOCTI J13 po3ain
"MapkyBaHHsA": 3aTBepakeHo: Mapkmposka. B
COOTBETCTBUW C NpuaraemMoin MapKMpoBKOIA.
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOr0

TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY MapKyBaHHS

yMakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopma,ii
OO0 3a3HaYEeHHS OAUHNLB BUMIpIOBaHHSA Y cucTemi Sl.
3Minn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeefeHHsa abo 3mMiHM 0 y3arasibHeHNX
[AaHuxX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHX faHux Npo cuctemy dpapmakoHarnisgy,
3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnsgy B YkpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXeEHOI 0C06W, BiANOBIAALHOI 32 3iiCHEHHS
hapmakoHarnsay (Bknoyarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-daiina cuctemm
thapmakoHarnagy) 3miHa ynoBHOBaXXeHOT 0CcobU 3asBHUKA,
BiANOBIAau1bHOI 3a hapmakoHarnag. [jrova pegakuis: Dr.
Elena Shilova.

MponoHoBaHa pepakuisi: Mpycbkuii CTaHicnas
Bonogmmuposmy. 3mMiHa KOHTaKTHUX SaHWX
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
thapmakoHarnag. 3MiHu | Tuny - 3MiHK 3 siKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBGHMLTBI. 3MiHa

3a
peyenmom

UA/5132/01/01




75

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

iMnopTepa/3aMiHu, L0 CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofasBaHHA BUPOOHUKA, LLIO BiANOBifaE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bkovaroun
KOHTPO/L/BUNPOBYBaHHA cepii - 3amiHa BUpOoOHMKa
nikapcbKoro 3acoby (3arBepaxeHo: AT "Hwxdapm",
Pacilicbka ®epnepauis; 3anponoHosaHo: TOB "®3
"Biothapma", YkpaiHa). 3MiHVU BHECEeHi y po3ainu
"BUpOoGHMK" Ta "MicLe3HaxomKeHHs BUPOOHMKa Ta ioro
agpeca MicLs NPOBaKEHHS Ais/IbHOCTI" B iIHCTPYKLiO Ans
MeAUYHOro 3acToCyBaHHA Ta fK Hac/iAoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKW /liKapCbKOro 3acoby.
3MiHn | TURY - 3MiHK 3 SKOCTi. [O0TOBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa ab0o BBeAEeHHS f00aTKOBOI
AiNbHULI BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(minbHULSA, Ha SKI NPOBOAATLCS OYAb-AKi BUPOOHUYI
cTagji, 3a BUHATKOM BUNYCKY CEPIii, KOHTPOO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCcTepW/IbHUX JiKapCbkuX 3ac06iB) CynyTHs 3MiHa - 3MiHU
3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa abo BBeAeHHS [04aTKOBOI AiNbHML BUPO6HULTBA
[Ns YacTVHM abo BCbOro BUPOBGHMYOro NpoLecy roToBoro
nNikapcbKoro 3acoby (AiNbHULUA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTi. [0TOBWIA NiKapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeAEeHHS f0AaTKOBOI
AiNbHULI BUPOBHULTBA /19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro MikapCbKoro 3acoby
(ZinbHULA ANA NEPBUHHOIO NakyBaHHS) 3aMiHa BUPOGHMKa
niKkapcbKoro 3acoby (3aTBepaxeHo: AT "Hwuxdapm",
Pacilicbka ®epnepauis; 3anponoHosaHo: TOB "®3
"Biothapma", YkpaiHa). « 3MiHu Il Tuny - 3mMiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauin Ta/abo gonNycTUMUX MEX NepPBUHHOT
yMakoBKW rOTOBOrO MiKapCbKOro 3acoby (iHLwi 3MiHW) 3MiHW
[0 creumdikauii BXifHOro KOHTPO/II0 Ha Tyou Ta, K
Hacnigok, OHoB/eHHA po3ainy 3.2.P.7. Cuctema
KOHTeliHep/3akyrnoptoBasibHWiA 3aci6. 3MiHn |l Tuny - 3MiHK
3 AKOCTi. [0TOBUIA NiKapcbkuid 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHa po3Mipy cepil (BktoYatoUn gianaszoH po3mipy cepii)
rOTOBOrO /liKapCbkoro 3acoby (iHLi 3MiHW) 3MiHa po3Mipy
cepil roToBoro nikapcbkoro 3acoby (3aTBepmxeHo: 75000
yMNakKoBOK, 3anpornoHoBaHo: 6800 Ty6).
3MiHu Il TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6bHULTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHULTBI rOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbKkoro 3acoby (iHLwi 3MiHN)
BHECEHHS aKTyasibHOT iHhopmMaLii y TEXHONOrYHY cxemy
Ta onuc Bupo6Huyoro npotecy /13 (Moayns 3, p. 3.2.P.3.
Mpovuec BnpobHuyTBa /13) — 3MiHa y 061afHaHH,
[0[aTKOBI TEXHO/OTIYHI onepawii.
81. | MNAPOKCU3WN | TabneTkun, BKpUTI ToBapucteo | YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH 10 peecTpavljiiiHuX maTepianis: 3miHu | 3a UA/16404/01/01
H-3H N1iBKOBOIO 3 BMPOGHMLITBA, OKpIM Tuny - 3MiHK 3 AKoCTi. [0TOBWIA NTikapcbkuii 3aci6. Cuctema |  peyernmom
060/10HKOI0, M0 25 06MEeXEHO BMNYCKY cepil, KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy
mr; no 10 TabneTok BiAgnoBigasb KOHTPO/b AKOCTI: yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
y 6nicTepi; no 3 HiCTIO ToBapucTBo 3 yNakoBKM MEBHOTO PO3MiIpy)
6nictepu y Kopobui "XapkiBcbke 06MeXeHo BUAyYeHHs ynakosku Ne 10 (10x1), Ne 20 (20x1) y 6nictepi
hapmauesT BiANOBIA&BLHICTIO y kopobuj, 3 BIAMOBIAHMMN 3MiHAMW Y PO34iNi «YNnakoBka»:
N4yHe "®APMEKC IrPyn-, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
nignpuemMcTs YKpaiHa; Bunyck cepii: 3aTBepPAXEHHSA
0 "3p0poB'a ToBapucTBO 3
Hapogay" 0bMexeHoto
BiANOBIA&/ILHICTIO
"XapkiBCcbke
hapmaueBTUyHe
nignpUeMCcTBO
"340p0oB'a Hapoay",
YkpaiHa
82. | NMAPOKCU3WN | TabneTkun, BKpUTI ToBapucteo | YkpaiHa TosapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/16404/01/01
H-3H NNiBKOBOIO 3 06MexeHo - 3MiHM Woao 6e3nekn/eteKkTNBHOCTI Ta chapmakoHarnaay. peyenmom
060/10HKOI0, M0 25 06MEXEHO BiANOBIA&/ILHICTIO 3MiHa y KOpOTKili XxapakTepucTuLi Nikapcbkoro 3acoby,
mr; no 10 TabneTok BiAgnoBigasb "®APMEKC Irpyn-, TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MegnyHoro
y 6nicTepi; no 3 HiCTIO YkpaiHa (Bci cTagii 3acToCyBaHHA Ha niAcTasi perynspHO OHOB/OBAHOIO 3BTy
6nictepu y Kopobui "XapkiBcbke BMPOBHULTBA, OKPIM 3 6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
hapmaneBT BUMYCKY Cepii, 3aCTOCYBaHHS NiKapcbkoro 3acoby B nicnspeecTpauiiHni
N4yHe KOHTPO/b AKOCTI)); nepiof, abo ik pe3ynbTaT OLiHKM 3BITY 3 AOC/iKEHD,
nianpuemMcTB ToBapucTBO 3 npoBeeHnX BiANOBIAHO A0 NNaHy neaiaTpuyHmuX
0 "340poB'A 0bMexeHot pocnigmkeds (PIP) (3MiHy y3rofxeHo 3 KOMNETEHTHUM
Hapoay" BiANOBIA&/TIbHICTIO YMNOBHOB&XEHUM OpPraHoM) - 3MiHW BHECEHI [0 IHCTPYyKLUil
"XapkiBcbke ONA MeAUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby [0
hapmaueBTNyHE po3ziny "Mo6iyHi peakyii” Wo40 6e3nekn 3acToCyBaHHs
nignpUeEMCTBO nikapcbkoro 3acoby BignoBigHo A0 pekoMeHaauii PRAC.
"3p0poB'a Hapoay", BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
YkpaiHa (Bunyck cepii) 3aTBEepKEHHSA
83. | MMEHPAS3 TabneTku, BKpUTI "neHmapk IHAis "neHmapk IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15731/01/01
nNiBKOBOIO PapmacboT ®apmacbsroTukans Jitg - 3MiHM WoAao 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
060/10HKOI0, MO 5 Mr nkans Jita. BeeieHHs1 ab0 3MiHW 10 y3arasibHEHNX AaHux Npo

no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KopooLi

cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHUKA ANA 34iiCHeHHA hapMakoHarnisgy B YkpaiHi,
SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0CcOo6M,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBifaIbHOT 3a
3AiicHeHHA hapMakoHarnsgy. NponoHoBaHa peAakLis:
[Hianewsap ApiyH Canan (Dr. Dnyaneshwar Ariun
Sanap). 3MiHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT 0CcobM
3asBHUKA, BiANOBIAANLHOI 32 34iiCHEHHS
thapmakoHarnsgy. BeeeHHs KOHTakTHOI 0CO6Y 3asiBHMKA,
BiAMOBIAa/IbHOI 3a 34iiCHEHH: ddapmakoHarnsagy B
YKpaiHi. BBeleHHA KOHTaKTHUX AaHWX KOHTaKTHOT 0cobun
3a8BHUKA, BiAMNOBiAa/IbHOI 3a 3A4iAICHEHHS
hapmakoHarnsgy B Ykpaini. NponoHoBaHa pefakuis:
MawmeToBa [jiHa HisziBHa. 3miHa Micus 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCL,e3HaxoMKeHHs1 MacTep-daiina cuctemm
chapmakoHarnsgy

84.

FNEHPA3

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKO10, M0 10
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

"neHmapk
dapmacbioT
nkans Jita,.

IHais

neHmapk
dapmacboTrKaN3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/edheKTUBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
JaHunxX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapMmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBigaibHOI 3a
3piicHeHHs hapMakoHarnsgy. MponoHoBaHa pefakuis:
[OHiaHewBap ApiyH CaHan (Dr. Dnyaneshwar Ariun
Sanap). 3MiHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT 0CObM
3as1BHMKA, BignoBiga/bHOI 3a 34jiCHEHHS!
chapmakoHarnsgy. BBefieHHs KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dhapmakoHarnsagy B
YkpaiHi. BBe4eHHS KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3as1BHUKA, BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarniagy B Ykpaini. [MponoHoBaHa pegakuis:
MawmeToBa [iHa HisiziBHa. 3miHa Micusi 34iACHEHHS
OCHOBHOI AiiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs macTep-daiina cuctemm
chapmakoHarnsgy

3a
peyermom

UA/15731/01/02

85.

FNEHPAS3

TabneTtkn, BKPUTI
NNiBKOBOKO
060/10HKOH, Mo 20

rneHmapk
dPapmacboT
vkan3 Jita.

IHAis

neHmapk
PapmacboTrKan3
1A,

IHAis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny
- 3MiHM WoA0 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 a60 3MiHM 0 y3arasibHEHUX AaHUX Npo

3a
peyenmom

UA/15731/01/03




78

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

mr no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI KopoobLi

cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
[JaHux Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy pO3MiLLeHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
3AiicHeHHs hapMakoHarnsagy. NponoHoBaHa peAakuis:
[Hianewsap ApiyH Canan (Dr. Dnyaneshwar Ariun
Sanap). 3miHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT 0CcobM
3asBHUKA, BiANOBIAANILHOI 32 34iiCHEHHS
thapmakoHarnsgy. BeeeHHs KOHTakTHOI 0CO6M 3asiBHMKA,
BiAMOBIA&/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy B
YKpaiHi. BBeleHHA KOHTaKTHUX AaHWX KOHTaKTHOT 0cobu
3a8BHUKA, BiAMOBIAa/IbHOI 3a 3A4iAICHEHHS
hapmakoHarnsgy B Ykpaini. NponoHoBaHa pefakuis:
MawmeToBa [iiHa HisziBHa. 3miHa Micus 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
chapmakoHarnsgy

86.

FNEHPA3

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 40
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

"neHmapk
dapmacbioT
nkans Jita,.

IHais

neHmapk
dapmacboTuKaN3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAALHOI 32 3iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3piicHeHHs1 hapmMakoHarnisgy. [ponoHoBaHa pefakuis:
[OHiaHewBap ApiyH CaHan (Dr. Dnyaneshwar Ariun
Sanap). 3miHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT 0CObM
3as1BHMKA, BignoBiga/bHOI 3a 34iCHEHHSI
chapmakoHarnsgy. BBefieHHs KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA ddapmakoHarnsagy B
YkpaiHi. BBe4eHHS KOHTaKTHUX AaHNX KOHTaKkTHOI 0cobu
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarniagy B Ykpaini. [MponoHoBaHa pegakuis:
MawmeToBa [iHa HisiziBHa. 3miHa Micusi 34iACHEHHS
OCHOBHOI flifi/IbHOCTI 3 dhapmMakoHarnsay. 3miHa

3a
peyermom

UA/15731/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
chapmakoHarnagy

87.

FNOAY _
HACTOWKA

HacToika no 25 mn
abo no 100 mny
hnakoHax CKASTHUX
abo nonimepHux

MPAT
"OITOPAPM

YkpaiHa

MPAT "®ITO®APM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
BUMPaB/IEHO TEXHIYHY NOMUWIIKY Y TEKCTI MapKyBaHHS
NepBUHHOT YNakoBKU NiKapcbKoro 3acoby: 3anponoHOBaHO:
2. KINIbKICTb AIK04Ol PEYOBUHMN Cknag: 1 conakoH
MICTUTb HACTOWKM NN0AiB rnogy noapibHeHnx (Crataegi
fructus) (1:10) (ekcTpareHT — eTaHon 70 %). 3a3HayeHe
BMNPaB/IEHHS Bi4NOBigAE MaTepiasiaM peecTpauiinHoro
[0CbE

6e3
peyenma

UA/8144/01/01

88.

FNFOKO3A-
JAPHULA

PO34UH A5 iH'EKLiA,
400 mr/mn, no 10 mn
abo 20 mn B amnyni;
no 5 aéo 10 amnyn B
nauuj

MpAT
"®bapmauesT
nyHa chipma

"AapHuus"”

YkpaiHa

MpAT
"bapmaLeBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny
- BHECEHHS 3MiH Ao 3.2.P.3.2. Cknag Ha cepito, 30Kkpema:
[LOMNOBHEHHSA 3aTBEPMKEHMX PO3MipiB cepiii 13
iHChopMaLieto Woao KinbkocTi aMmnys; 3MiHu | Tuny -
36iNbLUEHHS TEepMiHy 36epiraHHs MPOMIXHOro NPOAYKTY 3
24 ropuH 0o 32 roguH nicnsa onepaduii 1.2. MpurotyBaHHsA
po3unHy Ta nepep onepauieto 1.3. PinbTpais posumHy;
3MiHW | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NTiKapCbknin 3aci6.
3MiHU Y BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6HULTBA
roTOBOrO fiKapcbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULTBI FTOTOBOIO
nikapcbKoro 3acoby - BHECEHHS 3MiH A0 po3ainy 3.2.P.3.
Mpouec BMpPO6HMLTBA NiKapCbKOro 3acoby, 30kpema: Ha
cTagii 3 Ctepuniszauis po3unHy B amnynax npoBefeHHs
onepadiii Wo40 KOHTPO/II0 aMmys Ha repMEeTUYHICTb; Ha
Cragii 4 KOHTpOsib po3ynHy B aMmnynax npoBeAeHHs
KOHTPO/II0 aMny/1 NvLe Ha BiACYTHICTb MeXaHiHUX
BK/OYeHb. B po3gini 3.2.P.3.3. Onuc Bupo6HM4oro
npotiecy Ta KOHTPO/I0 NpoLecy AeTani3oBaHo
TEeXHOJIOTiYHI CTagji B onuMci Ta cxeMi BUPOOGHMLTBA Ta
BHECEHI peAakLUiliHi npaBku

3a
peyenmom

UA/2349/01/01

89.

FNMIOKOCAT

PO34MH ANA iH'eKUil
no 2 mn B amnyni A
Yy KOMM/IEKTi 3
PO34YNHHMKOM
(mieTaHonamin, Boga
Ans iH'ekuiid) no 1
M B amnyni B; no 5
amnyn Ay 6nictepi;
no5amnynBy
6nictepi; no 1
6nictepy 3
amnynamv A tano 1
6nictepy 3

TOB "®3
"BIO®PAPMA

YkpaiHa

TOB "®3"
BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 3MiHun | TUNY
- 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHeHNX
JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHVKa 4115 34iiCHEeHHA hapmakoHarisagy B YkpaiHi,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiiNOBIfANbLHOI 3a 3jiiCHEHHS hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI 3a

3a
peuyenmom

UA/15851/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
amnynamu B y nauui hapmakoHarnsg,.
3 KapTOHY; Mo 2 M/ B MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
amnyni Ay KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
KOMMNJIEKTi 3 BiANOBIAa/IbHOI 3a hapMakoHariag
POUNHHUKOM
(aieTaHonawiH, Boga
Ans iH'ekuiid) no 1
M B amnyni B; no 1
amnyniAtal
amnyni B y 6nictepi;
no 1 6nictepy y
nauuji 3 KapToHy; No
2mMmnBamnyni Ay
KOMMNEKTi 3
POUNHHUKOM
(oieTaHonamiH, Boga
Ans iH'ekuiid) no 1
M1 B amnyni B; no 6
amnyn Ay 6nictepi;
no 6 amnyn By
6nictepi; no 1
6nictepy 3
amnynamv A tano 1
6nictepy 3
amnynamu By nauui
3 KApPTOHY
90. | FNMIOKODAX | Tabnetku, BKpUTI Mepk CaHnTe PpaHuis Mepk CaHTe, PpaHuis ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/3994/01/02
® N1iBKOBOIO c.a.c. (BMpPOGHMLTBO 3a Icnanis BMMpaB/IEHHS TEXHIYHOT MOMUIIKM B [O3YBaHHI /liKapcbkoro | peyernmom
060/10HKO10, Mo 850 NMOBHWUM LMKIOM); 3acoby 3a3HavyeHoro B cneumdikayii Ha KiHelb TepMiHY
mr; no 15 TabneTok Mepk, C/, IcnaHis npuAaTHOCTI B NpoekTax 3MiH o MK4: MNponoHoBaHa
y 6nicTepi; no 2 abo (BMpPOGHMLTBO 3a pepakuis. CMELNPIKALIA Ha nikapcbkuii 3aci6
no 4 6nictepu y NOBHUM LMK/IOM) FMTIOKODAXK®, TabneTkun, BKpUTI NAIBKOBOK 060/I0HKOHO,
KapTOHHI Kopo6Lyj; no 850 Mr. Y 3B’A3Ky 3 HEKOPEKTHUM NepeHeceHHAM
no 20 Tabnetok y iHchbopmawii 3 3aTBepmxeHnx MKA (Hakaz MO3 Ykpainu Ne
6nictepi; no 3 537 Big 20.08.2015 p), nig yac BHeECEHHS 3MiH 0 MKA, aki
6nictepu y He CTOCYHTbCA [03yBaHHA MikapcbKoro 3acoby (Hakas
KapTOHHIA Kopoo6Li MO3 Ykpainn Ne 2034 Big 23.09.2021 p.)
91. | FOPAOKC PO34UH AJ151 iH'EKLLNA, BAT YropwuHa BAT "lepeoH Pixtep" YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/7395/01/01
10 000 KIoA/mn; no "l'epeoH — Bi3yaslbHW TECT Ha BMICT binlka y 3aTBepKeHiii peyenmom
10 mn B amnyni; no PixTep" crneundikaii 113 3amMiHeHO ABOMa IHCTPYMEHTalbHUMU

5amnyny
nAacTuKoBili hopmi;
no 5 N1acTukoBuX
(hOpM Yy KapTOHHii
Kopobui

TecTamu y 3anpornoHoBaHii cnewudikauii 3 MeToro
KiNIbKICHOrO KOHTPO/1t0 AOMILLOK Ta MPOAYKTiB po3nagy
npenaparty. Kputepiii NpUAHATHOCTI anpoOTUHIHOBKX
oniroMepiB Ta CrMopigHEHNX PEYOBUH Y3roKyeTbCS 3
MoHorpadieto USP ans iH'ekuii anpoTuHiHY, Ta
MOHorpagieto €EP® AN KOHLEHTPOBAHOIO PO3YNHY
anpoTKHIHY; 3MiHM | TMNY - 3aMiHa NOKa3HWKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

iaeHTudikauii girovoi pevyoBuHM: BisyanbHa igeHTudikayis
(MeTopq, 3acCHOBaHMIA Ha iHFiGyBaHHI aKTUBHOCTI TPUMCUHA)
3aMiHEHO MeToAoM TecTyBaHHS BEPX - |geHTudbikauis
(AkTuBHa peyoBuHa - MeToz 1) 3 BiAMNOBIAHMM METOL0M
BUNPOBYBaHHS; 3MiHW | TUNY — HE3HAaYHa 3MiHa Y
3aTBEPAKEHOMY MeTOZi BUNpobyBaHHS 3a NOKa3HUKOM
«CTyniHb 3a6apB/IEHHA PO34KHY>», a came: OnNnc MeToay
CTaH4apTM30BaHO LUIAXOM BBEAEHHS 3araslbHoro
hopmaTy; pasom 3 TUM, 6yN0 3MIHEHO BHYTPILLHE
KoAyBaHHA MeToAy B crnieumdikavi, a TakoX OHOBMBCSA
HoMep cneuudikauii; 3miHu | Trny - i3 cneumdikayii MNN3
3anponoHOBaHO BUyYEHHS MOKasHKKa «MiporeHHiCTb»;
3MiHuM | Tuny - B cneumdikadii 13 3anponoHoBaHo
3BY)EHHS AOMYCTUMMX MEX 3a NoKasHuKamn «ANPOTUHIH»
Ta «BeH3nNoBWiA CNUPT»; 3MiHN | TUMNY — AONOBHEHHS
cneupndikauii /13 HOBMM MOKa3HMKOM BUMPOOYBaHHS Ha
unctoTy «beHzanbaerig» 3 BignoBigHMM METOLOM
BUNPOBYBaHHSA; 3MiHW | TMNy — ONOBHEHHSA cneumdikauii
"N3 HOBUM NOKa3HMKOM «[1pO30pPICTb PO3UMHY>» 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS; 3MiHU | TUnNy —
[OMNOBHEHHA crieymdikayii 13 HOBUM NOKa3HUKOM
«Onuc» 3 BigMoBigHMM METOL0M BUNPOOYBaHHS;
3MiHU | TUMY — BHECEHHSI HE3HAYHNX 3MiH Y 3aTBEPMXEHY
MeTOANKY BUNPOOYBaHHA 3a NOKa3HWKOM «HaTpito
X710pUA»: onuc metody 6y/10 CTaHAapPTU30BaHO LLUIAXOM
BBE/leHHS 3arasibHoro chopmary; 3micT meToay
BMNPOGYBaHHA He 3MIHEHO; pa3oMm 3 TUM Oy/10 3MIHEHO
BHYTPILLUHE KOAYBaHHA MeToAy B Crneuudikadii, a Takox
OHOBMBCA HOMep Cneuudikauii; 3MmiHn | Tuny —
3anpornoHOBaHO He3HauHi 3MiHM 40 MeToAy BUNPoOyBaHHSA
«BbakTepianibHi eHAO0TOKCMHW»: onuc MeToay 6yio
CTaH4apTM30BaHO LUIAXOM BBEAEHHS 3araslbHoro
dopmaTy; 3MICT MeToAy BUNPOOYBaHHA He 3MiIHEHO; pa3oM
3 TUM By/10 3MIHEHO BHYTPILLHE KOAYBaHHSA METOAY B
Cneupmdpikauii;
3MiHKM | TUMY — 3aNPONOHOBAHO HE3HAYHI 3MiHV 4,0 MeToay
BMNPO6YyBaHHA «CTepW/IbHICTb»: onuc metody 6yno
CTaH4apTM30BaHO LUIAXOM BBEAEHHS 3araslbHoro
dopmaTy; 3MICT MeToAy BUNPOOYBaHHA He 3MiIHEHO; pa3oM
3 TUM By/10 3MIHEHO BHYTPILLHE KOAYBaHHSA METOAY B
Cneuudpikauii; 3miHK | TNy — 3anponoHOBaHO He3HauHI
3MiHM A0 MeToay BUNpPobyBaHHA «licTamiH»: onuc meTogy
6yN10 CTaHAapPTM30BaHO LUISAXOM BBELEHHS 3araslbHOro
hopmaTy; 3MIiCT MeToAy BUNPOOYBaHHA He 3MIHEHO; pa3oMm
3 TUM By/10 3MIHEHO BHYTPILLHE KOAYBaHHA METOAY B
Cneuudpikauii; 3mMiHM | TUMY — 3aNpONOHOBaHO HE3HAYHI
3MiHW [0 METOAY BUNPOGYBaHHA «AHOMasIbHa
TOKCUYHICTb»: ONuc MeToy 6y/10 CTaH4apTM308aHo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

LLNISIXOM BBELEHHSA 3arasibHOro hopmary; 3amicT Metogy
BUNPOBYBaHHA He 3MiIHWAN; pa3oM 3 TM Byn10 3MiHEHO
BHYTPILLUHE KOofyBaHHA MeToAy B Cneumndikavii; 3MiHu |
TNy — 3anponoHOBaHO HE3HAYHI 3MiHM [0 MeToay
BUMPOOYBaHHA «BMICT Cyx0ro 3anLuKy»: onuc metoay
6yn0 cTaHAapTU30BaHO LUIAXOM BBELEHHS 3ara/ibHOro
chopmaTty. OnMc MICTUTb MOCW/IaHHS Ha MeTog, “Xnopuga
HaTpilo”, KKt B6y/10 3MIHEHO Yepes 3MiHy Kooy
3a3Ha4yeHoro MeToay; pasom 3 TM 6y/10 3MiHEHO
BHYTPILLUHE KOAyBaHHA MeTogy B Cneumndikauii; 3MiHu |
TUNY — 3anNponoHOBaHO HEe3HAaYHi 3MiHM [0 MeToay
BUNpo6yBaHHA «lMokasHuKK igeHTudikauii MeTog 2»: onuc
meTogy 6yn0 CTaHAapTU30BaHO LLMISXOM BBELEHHS
3aranibHoro chopmarty. Onumc 6yno JONOBHEHO
iaeHTndiKaujieo Ta LOKNagHUM ONMCOM NPUTOTYBaHHSA
po3unHy HCI; pa3om 3 TM 6yn10 3MiHEHO BHYTPILLHE
KoZyBaHHSA MeToay B Cneumdikaui; 3mMiHu | Tuny —
3anpornoHOBaHO He3HauHi 3MiHM 40 MeToAy BUNpPoOyBaHHSA
«O6’eM, L0 BUTArAETLCA»: ONUC MeToAy 6yno
CTaH4apTM30BaHO LUIAXOM BBEAEHHS 3araslbHoro
cdhopmaTy; pasoMm 3 TUM ByN10 3MIHEHO BHYTPILLHE
KogyBaHHA meTogy B Cneuudikauii;
3MiHU | TUNY - 3aNPONOHOBAHO HE3HAaYHI 3MiHM [0 MeToay
BUNPOOGYBaHHA «MeXaHiuHi BK/TOYEHHS: HEBUANMI
4acTku»: onuc Metogy 6yno cTaH4apTU30BaHO LW/IAXOM
BBEJeHHA 3arasibHoro hopmary, pasom 3 Tum 6yno
3MiHEHO BHYTPILLHE KOAYBaHHA MeToay B Cneundikauii;
3MiHW | TUNY - 3aNPONOHOBAHO HE3HAYHI 3MiHM [0 MeToay
BUNPOOYBaHHA «MeXaHiuHi BK/THOUEHHS: BUANMI HYaCTKM»:
onuc meTogy 6yno cTaHAapTU30BaHO LLIAXOM BBEAEHHS
3aranibHOro hopmarty; onnuc MeTOAVKM AeTasi3oBaHo
3riiHO MOHorpadii chapmakonei, pa3om 3 TMm 6yno
3MiHEHO BHYTPILLHE KOAYBaHHA MeToay B Crneundikauii;
3MiHU | TUNY - 3aNPONOHOBAHO HE3HAYHI 3MiHM [0 MeToay
BUNPOBYBaHHA «pH»: onuc meTtoay 6yno
CTaHAApPTU30BaHO LLNSIXOM BBEJEHHS 3arasibHoro
dopmaTy; 3MICT MeToAy BUNPO6YBaHHS He 3MiIHEHO; pa3oM
3 TUM 6Y/10 3MIHEHO BHYTPILLHE KOAYBaHHA MeToay B
Cneumdpikauii; 3miHu | TMny - 3anNponoHOBaHO HE3HaYHI
3MiHM 00 MeToAy BUNpobyBaHHsA «AbBcopbuis»: onuc
meTogy 6yno cTaHAapTU30BaHO LUISXOM BBELEHHS
3arasibHOro popmarty; 3mMicT MeToay BUNPoOYyBaHHA He
3MiHEHO; pa3oMm 3 TM 6y/10 3MIHEHO BHYTPILLHE KOAYBaHHS
mMeToay B Cneuudikauii

92. | FPUNEKC NMopoLUoK ANs KOHina6, Nn CLWA TOB HOC dapmauis, Monbwa/ BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/6285/01/01
XOTAKTUB OpasibHOr0 PO3UUHY, MonbLa (BUPO6HUK, dapmauis - NOJaHHA HOBOTO cepTudikarta BignoBigHOCTI peyenma
MAKC no 5 r NopoLLKy y BiANOBiga/IbHUI 32 €Bponelicbkiit papmakonei Ne R1-CEP 2004-019 - Rev 05
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n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cawe; no 5 cawe BVMPOGHMLTBO 3a ans A®l ackop6iHOBOT KNCIOTY Bif, HOBOTO BUPOGHMKA
abo no 8 cawe y NOBHUM LMK/TOM) CSPC WEISHENG PHARMACEUTICAL
KapTOHHIA navui (SHIJIAZHUANG) CO., LTD., China (80n0BHeHHs)
93. | FrPUNOUUTP | cupon, 1,5 mr/mn no ToBapucTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/13783/01/01
OH-BPOHXO 100 mn a6o 200 mn 3 BUPOGHMLTBA, - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
y donakoHi; no 1 obmexeHor KOHTPO/Ib SIKOCTI, 3MiHN Y KOPOTKili XapakTepucTuL Nikapcbkoro 3acoby,
chakoHy pasom 3 BiAgNoBiga b BUMYCK Cepii: TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeauyHoro
MipHOIO NTOXKOI Y HICTIO ToBapucTBo 3 3acToCyBaHHA reHepuyHNxX/ribpugHmx/6ionoaibHnx
KOpOoOL,i 3 KapTOHY; "®apmaueBT 06MEXEHO0 NiKapcbknx 3acobiB Nic/i BHECEHHS TiET caMol 3MiHW Ha
no 5 mn a6o 15 mny N4yHa BiANOBIAA/LHICTD pedhepeHTHWIT MpenapaT (3MiHa He NoTpebye HaAaHHSA
cauwle; no 20 cawe y KoMnNaHis «®dapmaLeBTnyHa XOAHWX HOBWX AOAATKOBUX faHWX). BBeAeHHs 3MiH
KOpOO6Li 3 KapTOHY "3p0pos'a" KOMMaHis «300p0oB’a», NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; CYMyTHA
YkpaiHa Bci cTagii 3MiHa - 3MiHN Woao 6e3nekn/edyeKTUBHOCTI Ta
BUPOGHULTBA, thapmakoHarnagy. BHeceHHs a6o 3MiHa(1) [0 3060B'A3aHb
KOHTPO/Ib SIKOCTI: Ta YMOB BMAa4i peecTpauiiiHoro NocBig4eHHs, BKIYaum
ToBapucTBO 3 MnaH ynpasniHHA pusnkamu (3aCToCyBaHHS TEKCTY, KNI
06MEXEHO NOrofpkeHuii 3 KOMNETEHTHUM OpraHoM). 3MiHV BHECEHI 10
BiANOBIAA/LHICTIO IHCTPYKLi 415 MeAUYHOrO 3aCTOCYBaHHS J1ikapCbKoro
"XapkiBcbke 3acoby y po3ginu "®apmakoTepaneBTuyHa rpyna” (Lwono
hapmaueBTUyHe Ha3Bw), "®apmakonorivyHi BnactusocTi', "B3aemopis 3
nignpMeMCTBO IHLWMK NiKapCbKMKU 3acob6amMm Ta iHLWi BUAY B3aemogin",
"3p0p0oB'a Hapoay"”, "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHS y nepiog,
YkpaiHa BariTHOCTI abo rogyBaHHA rpyaat”, "34aTHiCTb BNaAMBaTu
Ha LWBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWK1MK MexaHi3mamu®, "Crocib 3acTocyBaHHSA Ta
nosun”, "Oitn" (pegarysaHHs), "MepenosysaHHa", "T0OGIYHI
peakuii 3rigHo 3 iHhopmaLielo Woa0 MeguyHoro
3acTocyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(CMHEKOA, cupon, 1,5 mr/mn). Ak Hacnigok, 3miHu
BHECEHO [0 TEKTY MapKyBaHHA BTOPVHHOT YNakoBKu
nikapcbKoro 3acoby
94. | AANALUVH Kpem BariHanbHWi1 2 MOAN3EP CWA dapmauis i AngpKoH CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/1903/03/01
MIXBOBUIA %; no 20 r y Ty6i; no IHK. KomnaHi 11C - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeanyHoro peyenmom
KPEM 1 Ty6i pasom 3 3

annikatopamv B
KapTOHHI KopoobLi

3acTocyBaHHS Nikapcbkoro 3acoby [0 po3ainy
"Oco61BOCTI 3aCTOCYBaHHA" LWOA0 OHOBEHHS
iHchopmauii 3 6e3neku ONOMIKHNX PeYOBUH. BBeaeHHS
3MiH NPOTAroM 3-X MicAUiB NicNA 3aTBepAXeHHS; 3MiHW ]
TUMY - 3MiHW BHECEHO [0 IHCTPYKLii 418 MeAn4HOoro
3aCTOCyBaHHA MikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aeMogisa 3 iHWMMKU NiKapCbKUMu
3aco6amu Ta iHWi BUAW B3aemogiii”, "Oco61mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHoOcTi abo
rogyBaHHs rpyaar”, "Mepepo3syBaHHs", "TobiuHI peakuii”.
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPMKEHHS; 3MiHM |l TRy - 3MiHW BHECEHO [0
IHCTPYKLIi A1 MEANYHOTO 3aCTOCYBaHHS J1iKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acoby A0 po3ainy "3acTocyBaHHs y nepioA BariTHOCTi abo
roflysaHHs rpyaar” (iHgpopmMauis Wwoao 3acTocyBaHHS
nNiKapcbKoro 3acoby B Nepiog, roayBaHHSA rpyaaHo).
BBeaeHHs 3MiH NpoTArom 3-x MiCALIB MiC/1A 3aTBEPAKEHHS
95. | AANTOMIUN niochinizoBaHuii MicTtpan AHrnis KOHTPO/b SKOCTI cepii IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/18452/01/01
H-BICTA NMopoLUOK ANA Kenitan (kpim ITanis/ - 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHN y peyenmom
pO34nHy N8 iH'ekUid | MeHemxmeH MiKpO6ioorivHMX HigepnaHvgn BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
a6o iHdysiii no 350 T NimiTeq, NoKa3HWKIB) Ta BMPOOGHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
Mmr, 1 doniakoH 3 BignoBigasibHWi 3a npouecy roToBOro /likapCcbKoro 3acoby (AinbHUUsS ons
MOPOLLKOM Y nauui BUNYCK cepii: BTOPWHHOTO NMakKyBaHHS) - BBeAeHHs AOAATKOBOI AiNbHULL
MEZAIYEM, C.A,, [O151 BTOPUHHOTO nakyBaHHs - Yoanak HigepnaHan b.B.,
Icnanis; BUpo6HNULTBO HigepnaHgn
nikapcbKkoro 3acoby,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Ib SKOCTI cepii:
XIKMA ITANIA C.M.A.,
ITanis; BTOpUHHE
nakysaHHsa: MIKIHC
PAPMA, C.A,, IcnaHis;
BTOPWHHE NaKyBaHHS:
Yoanak HigepnaHgy,
B.B., HigepnaHaun
96. | AANTOMILN niodpinizoBaHuii MicTtpan AHrniA KOHTPO/b AKOCTI cepil Icnanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/18452/01/02
H-BICTA NopoLUoK AN Kenitan (kpim ITania/ - 3MiHK 3 sIKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3miHM y peyenmom
pO3unHy ANns iH'ekuin | MeHemxmeH MiKpOBIOorivHNX HigepnaHgu BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
abo iHdysiri no 500 T Nliviteq, nokasHUKiB) Ta BMPOGHMLTBA A4J151 HACTUHM ab0 BCbOTO BYPOGHMYOTO
Mmr, 1 chnakoH 3 BiANOBigaIbHUI 3a npouecy roToBOro /likapcbkoro 3acoby (AinbHUUs ons
MOPOLLKOM Yy mayLi BUMYCK Cepii: BTOPUHHOTO NakyBaHHS) - BBEAEHHS A0AATKOBOT AifIbHUL
MEZIUEM, C.A,, 0151 BTOPMHHOTO nakyBaHHs - Yoanak HigepnaHau b.B.,
IcnaHis; BUpO6HULTBO HigepnaHnamn
NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTi cepii:
XIKMA ITANIA C.MN.A.,
ITanis; BTOpUHHE
nakysaHHs: MIKIHC
PAPMA, C.A,, IcnaHis;
BTOPWHHE MaKyBaHHS:
Yoanak HigepnaHgu,
B.B., HigepnaHaun
97. | AAUENTOH® | po3unH Ans iH'eKuiid, EBEP ABCTpIst EBEP dapma €Ha HimeuyunHa/ | BHeCeHHs 3MiH 4O peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/17992/01/01
10 mr/mn, no 3 Mny Heiipo M6X, HimeuunHa PpaHuin - nofaHHHA oHosneHoro CEP R1-CEP 2008-332-Rev02 peyenmom
KapTpuaxi, no 5 Papma (KOHTPO/Ib SIKOCTI (nonepeaHs Bepcis R1-CEP 2008-332-Rev01) ans aitoyoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTpuaXiB y M6X rOTOBOrO J1iKapCbKOro peyoBMHM anoMopdiHy riApoX10pyAaYy remirigparty Bif Bxe
N1acTuKOBIl 3acoby, BTOpPVHHE 3aTBepxeHoro Bupo6bHvka Sanofi Chimie, ®paHuist; 3miHK
KOHTYpHIli ynakoBLi nakyBaHHs, BUMYyCK | TNy - gonoBHeHHs cneumdikauii A®| HOBUM NOKa3HUKOM
B KapTOHHIi kopo6Li cepii; BTOPUHHE AKOCTI Ta BifMoBiAHM METOLOM BUMNPOOYBaHHS,
nakyBaHHs); 06yMOBJ/IEHEe OHOBJIEHHAM cepTudikaTa BignosigHocTi EP
Pecidhapm MoHTc, ana A®l Bif yxe 3aTBepAxeHoro BupobHuka Sanofi
®paHuis Chimie, ®paHuis, ockinbku ueli ceptudpikat CEP R1-CEP
(BUPOGHULTBO 2008-332-Rev 02 MicTUTb f,0AaTKOBWIA MOKA3HUK — BMICT
rOTOBOrO /iKapCbKOro CYNyTHLOI AOMILLKN anomMopdiHy OPTO-XiHOHY — Ta
3acoby, NnepBUHHE BiANoBigHW BEPX meTog BUNpoGyBaHHS
nakyBaHHSs, KOHTPO/Tb
AKOCTI)
98. | AE3NOPATA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/13810/01/01
AVH 060/10HKOI0, M0 5 Mr; "TexHonor" - 3MiHK 3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
no 10 TabneTok y KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa po3mipy
6nicTepi; no 1 abo yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (3MiHa KislbKOCTi
no 3, a6o no 10 OAMHWLb (Hanpuknag TabneTok, amnyn TOLL0) B yNakoBLi:)
6nicTepis B Nayuj 3 - 3miHa nosa fianasoHoM 3aTBeEpPKEHVX PO3MIpiB
KapTOHY ynakoBku - BegeHHA foAaTKOBOro BuAy nakysaHHs: Ne 100
(10x10) no 10 TabneTok y 6nicTepi, no 10 6nicTepis B
nayuj 3 KapToHy, 3 Bi4MOBIAHMU 3MiHAMU A0 PO3Ainy
“YnakoBka”, 6€3 3MiH1 NEPBUHHOIO Ta BTOPUHHOIO
nakyBaslbHOro matepiany. BHeceHHs f04aTKOBOT ynakoBku
Ne 100 (10x10) y 6nicTepax 3 MapKeTUHIOBMUX MipKyBaHb.
3MiHU BHECEHI B IHCTPYKL0 4719 MEANYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "yYnakoBka" sik Hacnifok
nosisa 404atkoBoi ynakosku Ne 100
99. | AE3OPEMIH TabneTku, BKpUTI TOB "MIBE YkpaiHa Mi6e Mm6X HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/17211/01/01
30 N1iBKOBOIO YKPAIHA" ApuHaiimiTTeNnb - BBeZleHHs 40AaTKOBOro noctavasnbHuka Colorcon ons peyenmom
o6onoHkoto, no 0,03 6inoi cymiwwi gnsa nniskoBoro nokpuTTa (Opadry Il
mr/0,15 wr; no 21 31F58914 White). fAkicHuiA Ta KinbKicHWI cknag, Ta
Tabnetuiy énictepi, crneundikalis cymiwi gns nNiBKOBOro NOKpUTTS
no 1, a6o no 3, a6o 3a/IMLLIATLCSA HE3MIHHUMM
no 6 6nictepiB y
KapTOHHI KopoobLi
100. | AESODEMO TabneTkn, BKPUTI TOB «MIBE YKkpaina Mibe Mm6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/16503/01/01
HO® 75 NNiBKOBOO YKPAIHA» ApuHaiimiTTens - BBEZleHHA 40AaTKoBOro nocrtavasnbHuka Colorcon ons peyenmom
o6onoHkoto no 0,075 6inoi cymiwi gnsa nniskosoro nokputTa (Opadry Il
mr; no 1 a6o no 3, 31F58914 White). AkicHWIA Ta KiZIbKICHUIA cknag Ta
abo no 6 6nictepiB crneundikalis cymiwi gns nNiBkOBOro NOKpUTTA
no 28 TabneTok y 3aULLATLCA HE3MIHHUMU
KapTOHHI KOpoOLyi
101. | AEKACAH® po3unH 0,2 mr/mn; TOB "tOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu || 6e3 UA/5364/01/01
no 50 mn a6o 100 Papm” TUNY - 3MiHW BHECEHO B IHCTPYKLi0 415 MegnyHoro peyenma
M, abo 200 mn, abo 3aCTOCyBaHHSA NMikapCcbKoro 3acoby A0 po3ainy
400 mn y naswkax "®apmakonorivHi B/1lacTMBOCTI" (BHECEHO iHChopMaLito Ha
CKNAHUX; No 50 mn nigcTasi AaHWX AOKTIHIYHMX JOCMiDKeHb). 3MiHU BHECEHO
a60 100 mn, abo B KOpOTKY XapaKTepuUCTUKY NikapCcbKoro 3acoby A0 po3ainy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
250 mn, a6o 500 mn, "®apmakognHaMiyHi BNacTuBocTi" (BHeCeHo iHdhopmMaLito
a6o 1000 mn, abo Ha nigcTasi AaHNX JOKNIHIYHUX JAOCniAKeHb). BBeaeHHs
2000 mn, abo 3000 3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS
mn, abo 5000 mn 'y
KOHTeliHepax
noniMepHux; no 2
mn abo 5 mny
KOHTEliHepi
0/1HOA030BOMY, MO
4, abo 8, abo 10,
ab6o 12 koHTeliHepiB
y nayui 3 KapToHY
102. | AEKCAMETA | kpanni o4Hi 0,1 % no TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/8384/01/01
30H- 10mny "BIODAPMA "BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
BIO®APMA nacTMKoBoMy " BBeneHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX Npo
chnakoHi, no 1 cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
donakoHy B nauui 3 [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
KapToHy YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobM,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHU Y PO3MILLEeHHI
mMacTep-aiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOBaXeHOT 0C06M 3a8BHUKA, BiAMnoBigaIbHOT 3a
hapmakoHarnag.
MponoHoBaHa pepgakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BifnoBifasIbHOI 3a dpapmakoHarnsg
103. | AEKCMNPO PO34MH A5 iH EKLi, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17373/01/01
50 mr/2 mn, no 2 mMn "®apmaueBT "apmaueBTnyHa - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
B amnyni; no 5 nyHa hipma dipma "OapHuus” 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
amnyn y KOHTYPHIN "NapHuus" rOTOBOrO NiKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
YapyHKOBIl npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toproeoi
ynakosLi; no 1 ynakoBku (NiATBEPLXKYETLCA AaHVMU peasibHOro vacy) -
KOHTYPHIi 36iNbLUEHHA TepMiHy npugaTHocTi 13 3 2 o 3 pokis Ans
YapyHKOBIli ynakoBLi TOProBOi YNakoBKK, L0 NiATBEPAXKYETLCA AaHUMM
B nauLii peasibHOro Yacy. 3MiHM BHECEHI B iHCTPYKLUitO AN
MEeAMYHOro 3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3gin
"TepMiH npuaaTHOCTI". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsILiB MicNs 3aTBEpPKEHHS
104. | AENbTIBA TabneTkn, BKPUTI P-dapm HimeuunHa AHAepcoHBpekoH Benvka BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/17212/01/01
NNiBKOBOO xepmaHi (FOKen) NimiTes, BpuTaHis/ - 3MiHM Woao 6e3neku/edpekTVBHOCTI Ta chapmakoHarnsagy peyenmom
06010HKO0, N0 50 M6X Benwuka bBputaHis AnoHis/ - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
mr; 48 TabneTok B (MepBuHHE HimeuunHa 3aco6y 3 BHECEHHAM iHhopMaLii LWoA0 3a3HauYeHHs
ynakosLii: no 8 nakyBaHHs, BTOPUHHE OAVHULIb BUMIpIOBaHHA y cucteMi SI. TepMiH BBeeHHs
Tabnetok y 6nictepi, nakysaHHs); Ouyka 3MiH NPOTAroM 3 MICALIB MiCNA 3aTBEPLKEHHS
no 6 6nictepis y dapmacstoTikan Ko.,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi NTa., AnoHis
(Bnpo6bHULTBO
rOTOBOrO /iKapCbKOro
3aco0y, KOHTPO/1b
AKocTi); P-dapm
[xepmaHi MM6X,
HimeuumHa (MepBuHHE
nakyBaHHs, BTOPUHHE
nakyBaHHs, BUMYCK
cepii)
105. | AEHIUE® NopoLUoK AN BITA CAH Benukobput AHaHTa Mepikeap IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/15264/01/02
PO3unHy A5 iH'eKwuin nTa aHis Nimiteq, IHais; Ceicc - 3MiHM wWoao 6e3nekun/echekTVBHOCTI Ta dhapmakoHarnagy peyenmom
abo iHdysiino 2r; 1 MepeHTepanc N14., - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW JlikapCbKOro
b1aKoH 3 MOPOLLKOM IHAis 3acoby. BBefieHHs 3MiH NpOTArom 3-x MicsuiB nicns
y KOpobLj 3 KapTOHY 3aTBEPMAKEHHS
106. | AEHOBE/Ib® | TabneTtku, BKpUTI TOB «MIBE YkpaiHa Mi6e Mm6X HimeyunHa BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/15836/01/01
30 N1iBKOBOIO YKPAIHA» ApuHaiimiTTens - BBeZleHHs 40AaTKOBOro noctavasnbHuka Colorcon ons peyenmom
o6onoHkoto, no 0,03 6inoi cymiwwi gnsa nniskosoro nokputTa (Opadry Il
Mmr/2 mr; no 21 31F58914 White). fAkicHuiA Ta KinbKicHWI cknag, Ta
Tabnetui, no 1 abo cneundikalis cymiwi gns nNiBKOBOro NOKpUTTS
no 3, abo no 6 3a/IMLLIATLCSA HE3MIHHUMM
6nicTepiB y
KapTOHHI KopooLi
107. | AEHOBE/Ib® | TabneTku, BKpUTI TOB «MIBE YKkpaina Mibe Mm6X HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny 3a UA/15836/01/01
30 NNiBKOBOO YKPAIHA» ApuHaiimiTTens - NOJAHHA OHOB/EHOTO cepTudikaTy BiAnoBigAHOCTI € Ne peyenmom
o060onoHkoto, no 0,03 RO-CEP 2016-155-Rev 01 gnsa A®| [lieHorecTy, Bif BXe
Mmr/2 mr; no 21 3aTBepaxeHoro BmpobHnka NEWCHEM S.p.A., ltaly, Ta sik
TabneTtui, no 1 abo HacnifoK AoAaBaHHA HEMIKPOHI30BAHOTO CTYMEHS OUYNCTKN
no 3, abo no 6 Ai040T peyoBMHY 3 BiAMNOBILHUM ONNCOM METOAY, WO He
6nictepiB y BM/IMBAE Ha SKICTb iKapCbKOro 3acoby, OCKi/IbKM B MPOLLeCi
KapTOHHI KOpO6L BMPOGHMLTBA /13 BUKOPMCTOBYETLCA NNLLIE
MiKpOHi30BaHa CTyniHb 04NCTKN API
108. | AEMAKIH® TabneTku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon ®paHuia/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/2598/02/01
EHTEPIK 300 060/10HKOI0, "CaHodi- IHoacTpia, PpaHuis; IcnaHis - BUNy4YeHHs 3i cneuudikaLii LONOMIXHOI peqoBUHM peyenmom
KMLLKOBOPO34YMHHI N0 ABEHTIC CAHO®I-ABEHTIC Kanbujto cnniikaT He3HauyHMX NokasHMKIB “MikpobionoriyHa
300 mr Ne 100 YkpaiHa" C.A., IcnaHis ymcToTa” Ta “Po3mip yactok”
(10x10): no 10
TabneTtok y 6nictepi;
no 10 6nictepiB y
KapTOHHI Kopoo6Li
109. | AEPMABIH masb no 15 ry Ty6i; TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/14273/01/01
no 1 Ty6i y nauuyj 3 "BIO®APMA "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
KapToOHyY " BBeeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
JaHuUX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKA 419 34iICHEHHS hapMakoHarniagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
MacTep-aiina cuctemy papMmakoHarnisay) - 3mMiHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3as8BHUKA,
BigNoBigasIbHOI 3a dhapmakoHarnsg
110. | MKAPAIHC® | TabneTtku, BKpUTI Bepinrep HimeuunHa BepiHrep IHrenbxaim HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/14980/01/01
nNiBKOBOIO IHrenbxainm dapma Mv6X i Ko. KT, TUMY - 3MiHW BHECEHO A0 IHCTPYKUIi AN MeguyHoro peyenmom
06010HKO0, N0 25 IHTepHeLwHn HimeuunHa 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
mr no 10 TabneTok y M6X (BMpOGHMLTBO, "®apmakonoriyHi BnactueocTi", "Ocob6nnBoCTi
nepcoposaHomy nakyBaHHs, 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 4o3Kn"
6nicTepi; no 1 abo 3 MapKyBaHHs, BiANOBIAHO A0 iHhopMmaL,ii OHOBNEHOT KOPOTKOT
6nictepu y KOHTPO/Ib SIKOCTI, XapaKkTepucTMKK Nikapcbkoro 3acoby, "Aitn" (BHeceHO
KapTOHHIlA KOpooLi BUNYyCK cepii ); He3Ha4Hi peflakTopChKi NpaBku). BBeAEeHHS 3MiH NPOTArom
Papwm/lor dapma 6-TV MicALIB NiCNsA 3aTBEPAKEHHS
NopxicTik TM6X,
HimeuunHa
(anbTepHaTMBHA
OinbHUUS aNns
BTOPWHHOTO
nakyBaHHs);
LLteremaHH
JNboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUS aNns
BTOPWHHOTO
nakyBaHHs)
111. | MKAPAIHC® | TabneTtku, BKpUTI BepiHrep HimeyunHa BepiHrep IHrenbxaiim HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianis: 3MiHu |1 3a UA/14980/01/02
nNiBKOBOIO IHrenbxainm Papma Mv6X i Ko. KT, TUMY - 3MiHW BHECEHO A0 IHCTPYKUii AN MeguyuHoro peyenmom
o060n0Hkoto, no 10 IHTepHeLwHn HimeuunHa 3aCTOCyBaHHS MikapcbKoro 3acoby A0 po3ainis
mr no 10 TabneTtok y M6X (BMpOGHMLTBO, "®apmakonoriyHi BnactueocTi", "Ocob6nnBoCTi
nepcoposaHomy nakyBaHHs, 3acTocyBaHHs", "Cnoci6b 3acTocyBaHHs Ta 4o3un"
6nicTepi; no 1 a6o 3 MapKyBaHHs, BiAMNOBIAHO A0 iHopMaL,ii OHOBNIEHOT KOPOTKOT
6nictepu y KOHTPOJ1b SIKOCTI,

KapTOHHIl KopooLi

BUNYyCK cepii );
dapm/lor Papma
NopxicTik TM6X,

HimeyunHa

XapaKTepuCTMKM Nikapcbkoro 3acoby, "Aitn" (BHeceHO
He3HauHi peakTopChki NpaBku). BBeAeHHS 3MiH NPOTArom
6-TV MicALIB NicNsA 3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(anbTepHaTMBHA
OinbHUUA ANns
BTOPUHHOTO
nakyBaHHs);
LLiteremaHH
JboHbepnakyHreH
yHA, oricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHA
OinbHUUA ANns
BTOPUHHOTO
nakyBaHHs)
112. | AULETEN® TabneTku, BKPUTI A660TT HimeyunHa MaiinaH /labopatopi3 ®paHuin BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/0007/01/01
nNiBKOBOIO NabopaTtopi3 CAC - BB eHHA A0L4aTKOBOI a/ibTEPHATUBHOI BUPOOHNYOT peyenmom
060/10HKOHD, Mo 50 meX AinbHUUi A BUpo6Huka A®l- M2l Salin, France, sika
Mmr, no 20 TabneTok BignoBigasbHa 3a KOHTPONb cepii APl BBeeHHs 3MiH
y 6nicTepi; no 1 abo NPOTAroM 6-T1 MICALIB MIC/SA 3aTBEPKEHHS; 3MiHM | Tuny -
2 6nictepu B [ofaBaHHsA HOBOro napameTpy Ao cneuundikauii Ad|
KapTOHHIlA KOpooLi (ananisy BMicTy TpaHc-i3omepiB), LWo 6yae NpoBOAUTUCH
MeToAO0M ra3oBoi xpomartorpadii An1s BupobHuka Adl M2I
Salin, France. BBegeHHs 3MiH MpOTSAroM 6-Tv micsLiB
nicnsa 3aTBepKeHHs ; 3MiHW | TUNy - AoAaBaHHSA HOBOrO
napameTpy Ao cneumndikayii A®I (aHanisy uncrtoTn), Wwo
6yae npoBoauTuck metogom BEPX ans BupobHuutea AdI
M2I Salin, France. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmXeHHs; 3MiHu |l Tuny - BBEEHHS HOBOTO
anbTepHaTUMBHOrO BMpo6HMKa M2l Salin gns Ad| —
niHasepito 6pomigy. MNponoHoBaHa peakuisi. BUpo6bHMKK
aKTMBHOI peyoBuHK: Finorga SAS, France a6o M2l Salin,
France
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
113. | AIATHON® NMopoLIoK AN AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/11708/01/01
OpaibHOro Po3ynHy, "®apmak” - 3MiHa y meToamLi BunpobysaHHsA ans A®I 3a nokasHUKOM peyenmom
64 r/nakeT; no 73,69 «MikpobiosioriyHa uncToTa», a came BUTly4EHO ONUC
I NOPOLLKY Y NakeTi; NpoBEefEHHA MEeTOANKN, OCKITbKM MEeTOAMKa KOHTPOSIIO 3a
no 4 nakeTn B navuj [aHUM NOKa3HUKOM MPOBOAUTLCS BiANOBIAHO A0 BUMOT
3 KapTOHY EP, gonoBHeHo nocunaHHaM Ha APY* (*- gitoue BUAAHHS);
KpuTepii NPUAHATHOCTI 3a/MLLEHi 6e3 3MiH; 3MiHK | Tuny -
3amiHa Aitoyoi MeToaunkm BunpobyBaHHs ans APl
nonietunenraikonto 4000 3a nokasHMKOM «ETuneHokeug,
Ta fjioKkcaH» Ha HOBY MeTOANKY, Lo BiAnoBigae BUMoram
EP; 3MiHu | TUNY - BBEAEHHA a/ibTepHATUBHOI METOANKN
BMNpo6yBaHHA ana APl nonietunenraikonto 4000 3a
NMoKasHUKOM «ETUNEHOKCUA, Ta fjioKCaH»
114. | AOP3ONTUK | Kpanni o4Hi, po3unH, | Bapliascbku MonbLa BapLuaBcbkuii MonbLa BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHu | 3a UA/14472/01/01
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n/n

JliKapcbK0O20

Hassa

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

20 mr/mn; no 5 mn
PO34MHY Y (priakoHi-
KpanenbHuui; no 1
chnakoHy B
KapTOHHilA KopooLi

]
hapmaueBT
WNYHWIA 3aBOf,
Monbcha AT

hapmaLeBTUYHNI
3aBog, Monbtha AT

TUMy - 3MiHK 3 AKOCTi. [0TOBWIA NTikapcbkumii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onoMiKHUX peyoBUHaxX) roToBOro
NiKapcbKoro 3acoby (iHLi 3MiHM) 3MiHa Ha3BK BOAY 3
"Bofa BMCOKOoUMLLEHa " Ha "BOAA OuMLLEHA", OCKi/bKM B
EP BunyuyeHa MoHorpadgist "Bofa BrcokooumLeHa ";
OHOBJ/IEHHS BignosigHux p. 3.2.P.1; 3.2.P.3.2; 3.2.P.3.3;
3.2.P.4.1. 3MiHV BHECEHI B iHCTPYKLil0 415 MEAUNYHOTO
3acTocyBaHHSA nikapcbkoro 3acoby y posgin "Ckiag"
(monomMiXHI pe4oBUHW) 3 BIAMOBIAHMMW 3MIHAMW B TEKCTI
MapKyBaHHS YNakoBOK. BBefieHHA 3MiH NpoTAarom 6-Tu
MicaLiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3miHn 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHU y NpoLieci BUPO6HMLITBA FOTOBOTO /1iKapCbKOro
3ac006y, BKIOYaUM NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOOHULTBI TOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHM) 3MiHK y NpoLieci BUPO6HMLTBA
roTOBOrO MiKapcbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCA NpW BUPOGHULTBI, a came
[0aBaHHA a/lbTEPHATUBY: BUKOPUCTOBYBaTH abo He
BMKOPVCTOBYBATU NepeHanoBHEHHS AOMOMIKHOT peYoBUHN
i pPOKCUETUNLLENION03M NPY BUPOBHULTBI /13, 3a51eXHO
Bif ii B'A3KOCTI, 3aTBEPKEHO: TiAPOKCMETUILENI0N03a:
4,75 Mr+15% nepeHanoBHEHHs 3anponoHOBaHO:
rigpokcneTunuentonosa: 4,75 mr* * 15% 3actocoByeTbCSA
nig, Yyac BUPO6GHMLTBA, KO B'A3KICTb <1800Mm[Ma; 6e3
nepesuLLEHHA 15%, AKLWo B'A3KICTb >1800MIMa; BBeaeHHs
3MiH NpOTArom 6-T1 MicALiB Nicna 3aTBEPAKEHHS

peyernmom

115.

AOPMINMAH

T

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0 110 25
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
B KapTOHHI kopo6Lyi

[Op. Binbmap
LLisabe
v6X i Ko.
Kl

HimeuunHa

[p. Binbmap LLIBabe
mM6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- BUy4YeHHs He3Ha4yHoro nokasHvika i3 cneuudikauii M3
(npwv BMNYCKy Ta TEPMIHY NPUAATHOCTI), @ came
«igeHTudbikauis 6apBHUKIB: TUTaHyY Aiokcuay Ta
iHgurokapmiHy E 132»; 3miHu | Tvny - HOBI pe3ynbTatn 36-
MicsYHUX AaHux no ctabinbHocTi (30 °C/70% BigHOCHOT
BOJIOrOCTi) NOKa3ytoTb, WO 3MiHa yMOB 3 "36epirat npu
Temnepartypi 3 25 °C" Ha "36epiraTn npu Temneparypi He
BuLe 30 °C" € 06r'pyHTOBAHOID; 3MiHM | TUMY - 36iNbLIEHHSA
nepiofly NOBTOPHOrO TecTyBaHHA AD| ekcTpakTy menicu 3
6 MmicAauiB A0 36 MicAliB.
3anponoHoBaHo: 3.2.S.7.1. EkcTpakT menicu: MNepiog
NOBTOPHOro TecTyBaHHs 36 MicsLiB

6e3
peyenma

UA/7837/01/01

116.

AOPOTABEPU

HY

riaAPOXNoPU

A

Tabnetku no 40 mr
no 10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nictepi;
no 2 a6o no 3
6nicTepy B navui 3
KapToHy

AT
"ly6Hndhap
e

YkpaiHa

AT "ly6Huncbapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBaibHWii 3aci6. 3MiHa po3mipy
yrNaKkoBKW FOTOBOr0 NiKapCbKoro 3acoby (3MiHa KislbKOCTi
oavHULbL (Hanpvknag TabneTok, amnyn TOL0) B yNakoBLi:)
- 3MiHa no3a gjana3oHoM 3aTBepKEeHNX po3Mmipis
YyNaKkoBKM - BBELEHHS [0AATKOBOrO Po3Mipy ynakoBku Ne
30 (10x3) y 6riicTepax B mauyLi 3 KapToHy, 6€3 3MiHuK

6e3
peuyenma

UA/0834/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepPBUHHOTO NakKyBaslbHOro Martepiasy, 3 BiANOBIAHMMY
3MiHamu y po3gaini «Ynakoka» MKSA J13. 3MiHW BHeceHO B
IHCTPYKL,il0 415 MeAMYHOro 3acToCyBaHHS NikapCbKoro
3aco0by B po3Ain «YnakoBka», a caMme — BBEA,EHHS
[04aTKOBOro po3mipy ynakosku N3 (no 3 6nictepu B
nauuj) Ta ik HacnigoK — 3aTBepPAKEHHS TEKCTY
MapKyBaHHSA [,0[aTKOBOI yNakoBKM /TiKapCbKOro 3acoby.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
117. | AYAK renb; no 15ra6ono | MnakcoCmit | Benuka nakco OnepeiilHc Benuka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/8202/01/01
25r,a60no030r Knsiin BpuTaHis HOK Nimiteq, BpuTaHis Tuny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkumii 3aci6. Cuctema peuyenma
rento B Ty6i; no 1 Ekcnopt KOHTeliHep/3aKynoptoBasbHWii 3aci6. 3MiHa po3mipy
Ty6i B KQPTOHHIA Nimiteq yNakoBKM rOTOBOTO NiKapCbKoro 3acoby (3miHa

Kopobui

Macwu/o06'eMy BMICTy KOHTeliHepa 6araTtoi03080ro
NiKapcbKoro 3acoby A1 HenapeHTepasibHOro
3acTocyBaHHSA (ab0 04HOL030BOr0, YaCTKOBOTO
BUKOPUCTaHHS))

BBefeHHss fogaTkoBoro po3mipy ynakosku /13 no 30 r
rento y Ty6i 3 BiANOBIAHUMY 3MiHAMY B P. «YNaKoBKa».
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPMKEHHS. 3MiHW | TUny - AOMIHICTPaTMBHI 3MiHN.
BunyyeHHst BUPOOHMYOT AinbHUL (BKHOYAKUN [iTbHAL
ana A®l, npoMiXHOro NPoAyKTy abo roToBOro NikapCbKoro
3ac00y, AiNbHULI 4518 NPOoBeAEHHSA NakyBaHHS, BUPOOHNMKa,
BiANOBIA&/TLHOrO 3a BUMYCK Cepil, MicLie MPOBeAEeHHS
KOHTPO/It0 cepii) abo nocTavasibHKKa BUXIgHOTO
MaTepiany, peareHTy abo fOMOMIKHOI PEHOBUHM (SIKLLO
3a3HayeHo y OCbE) - BUYYEHHS OAHOrO i3 3aTBEPIKEHNX
BUpo6HuKiB I'N13 CTichen NabopaTopis (IpnaHais) NTa,.,
Ipnangis (BMPOBHULTBO 3a MOBHUM LIMKIOM). 3MiHU
BHECEHO B iHCTPYKL,iIO 415 MEANYHOrO 3aCTOCYBaHHSA
00 BUNYYEHHS BUPOGHUKA (HaliMeHyBaHHSA Ta
MiCLE3HaXOMKEHHS) 3 Bi4NOBIAHNUMMN 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS. 3MiHN |
Tuny - 3miHu 3 skocTi. CepTudikaTt BignosigHOCTI/lIE-
cepTudikaT BiAnoBigHOCTI EBpoNenchbkili
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudpikaTa BignosigHOCTI EBponelickbkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHMLTBI AdI; Ana
[L0MOMIXHOT peyqoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - OHOB/IEHWIA cepTudikar Bif,
yXe 3aTBeppKeHoro BMpo6Huka - MNogaHHs OHOBMEHOTO
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
R1-CEP 2013-178 - Rev 01 (3aTBepaxeHo: R1-CEP 2013-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
178 - Rev 00) ansa Ad| kningamiyuHy docdart Bif Bxe
3aTBepMAXeHOro BupobHuka ZHEJIANG HISOAR
PHARMACEUTICAL CO., LTD., KuTaii gns iioro
BMPOGHMYOT AinbHnui ZHEJIANG HISOAR CHUANNAN
PHARMACEUTICAL CO., LTD., Kutaii. Ak Hacnifox,
OHOBJ/IEHHS NEepPeniKy BUPOOHMKIB MPOMIXKHUX NPOAYKTIB
ans BupobHuuTea AP kniHgamiumHy docdat. 3MiHn |
Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa po3mipy
yMaKoBKN rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yNakoBKW MEBHOTO PO3Mipy) - BunyyeHHs 3aTBepmxeHol
ynakosku /13 no 50 r rento B Ty6i, 3 BIANOBIAHUMY
3MiHaMK B p. «YNakoBKa». 3MiHW BHECEHO B iHCTPYKLItO
ONA MeAUYHOro 3aCTOCYBaHHSA y Po3ain «YnakoBka» 3
BiAMNOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKM
NikapcbKoro 3acoby (BUyYeHHS 3aTBepIKEHOT yNakoBKMN —
50 r). BBefieHHs 3MiH NpOTArom 6-Tv MicaLiB nicns
3aTBEPKEHHS.
118. | AyYOKoNT Kpanni O4Hi, po3yvH Na6opatyap ®paHuis OENOAPM TYP ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/18728/01/01
no5mny Tea BUMPAaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTI MapKyBaHHSA peyenmom
6aratof030B0MYy eTUKETKWN AN18 ynakosku 10 mn, a came: y n.6 IHWE Tekcty
dpnakoHi 3 HacCoCoM i MapKyBaHHS EeTUKETKV 3amiCTb MOMUJIKOBO BKa3aHOro
3axXUCHUM 06"emy «5 M/1» 3a3HayYeHO NpaBuUNbHUIA 06"eM — «10 M/I».
KoBnaykom; no 1 3a3HayeHe BMMNpaB/IeHHA BignoBigae maTepianam
chnakoHy y peecTpauiiHoro Jocke
[0NOMDKHOMY
NnpUCTPOi AN
noctasku; Nel abo
Ne3 y kopobui abo
no 10 mny
6araTtof030B0My
pN1akoHi 3 HACOCOM i
3aXMCHUM
KoBnauykom; no 1
donakoHy y
[I0MOMDKHOMY
npucTpoi 4nsa
poctasku; Nel abo
No2 y kopobui
119. | AYONPOCT Kpansi 04Hi, po3ynH K.T. PymyHis K.T. Pomchapm PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15824/01/01
no25mny POM®APM KomnaHi C.P.J1. - NO4AHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peyenmom
chnakoHi- KOMMAHI €ponevicbkin hapmakonei Ne R1-CEP 2010-084-Rev 02
KpanesnbHuuj; no 1 C.P.N. 0N [jlo40T peqyoBrHU TUMO/ON Masiear Bif, BXe
dhnakoHy- 3aTBEPAXEHOTO BUPOGHUKA
KpanenbHuui y
KapPTOHHI KOpooOLi
120. | EBKABA/I®6 NMopoLLIOK AN ecnapma HimeyunHa Nlingodhapm MmeX HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 6e3 UA/16272/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
00 CALLE OpasibHOr0 PO3UYUHY M6X BMMpaB/IEHO TEXHIYHY MOMUIIKY B po3aini "Oco6nmnsocTi peyenma
no 600 mr; no 3rB. 3acTocyBaHHA" IHCTPYKLT 4719 MeAMUYHOro 3aCTOCYBaHHS
cawle; no 10, a6o no nikapcbKoro 3acoby, fonyLeHy npu npoueaypi BHECEHHS
20, abo no 50 cawe 3MmiH (Haka3 Ne 1498 Big 20.07.2021): 3anponoHOBaHO: ...
B KapTOHHiiA MaujieHTw i3 pigKicHO CNaAKoBO IHTONEPaHTHICTIO 40
ynakoBLi ranaxktosu, geciumtom nakrtasu abo manbabcopbuieto
T/1II0KO3U-FaN1akTo31 He MOBWHHI MpuiMaTtu
«EBKABAJI®600 calle». 3a3HayeHe BUMpaB/ieHHA
BiANOBiAae matepianamM peecTpauiiHoro 4ockLe
121. | EKBEMEBICT | Tabnetku, BKpUTi Mictpan AHrnis PoTtTengopd ®apma HimeuunHa/ | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHu | Tuny 3a UA/16623/01/01
A nNiBKOBOIO Kenitan m6X, HimeyunHa IcnaHis - BHECEHHS 3MiH A0 cneumdikauii Ta MeToAiB peyenmom
06010HKO0, N0 25 MeHemxmeH (BTOPUHHE BMNpo6yBaHHA A®| Ek3emecTaHy 3a NoKasHUKOM
mr, no 10 Tabnetok T NimiTeq, nakyBaHHs); CiHTOH "Residual solvents (GC)", 30kpemMa: foAaBaHHS
y 6nictepi; no 3 XicnaHis, C.J1., IcnaHis [04aTKOBOro nokasHuka skocTi Toluene 3 BignoBigHUM
6nictepy B (NoBHWIA LWKN KpuTepiem npuiiHaTHocTI ( < 0,089%)
KapTOHHIA Kopoo6Li BMPO6HMLITBA)
122. | EKCTPAKT 3 €KCTpaKT rycTuii MAT YkpaiHa MAT "Tanuuchapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny - UA/9744/01/01
nncTsd (cy6eTaHuin) y "Tanuuchap — BHECEHHS 3MiH 10 MaTepiasliB peecTpaviliHoro focbe, a
EBKANIOTY 60uKax noAiMepHNX m" came B Cneuudikauito Ta MeToAmM KOHTposto s Ad|
rycTunm [Ans BUpo6HMLTBA EKCTPaKT 3 /ICTA eBKa/NTy rycTuiA 3a NoKasHUKOM “Baxki
HecTepuIbHMUX mMeTanu": KOHTPO/b AAHOr0 NoKa3HKKa NPOMOHYETLCS
nNikapcbknx hopm nNpoBOAMTY 3rigHO BUMOr dY, 2.4.27. BusHauyeHHs
NpoBOAATbL METOAO0M aTOMHO-EMICIHOI CNeKTPoOMETpil 3
IHAYKTMBHO 3B’A3HO0 nnasmoio (APY 2.2.57). CynyTHsA
3MiHa - 3MiHu 3 akocTi. ADI. KoHTponb A®I. 3miHa y
mMeToAax BunpobyBaHHs A®| abo BUxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AD| (iHLwi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOYaoun 3amiHy abo
[0noBHeHHs)) AP| abo BMXIAHOTO/NPOMIXXHOrO NPOAYKTY)
123. | EIKOUMH® TabneTkn, BKPUTI MAT YKkpaina MNAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/17361/01/01
nNiBKOBOO "Kvismegnp "Kuismegnpenapar” - 3MiHUM 3 AKkocTi. A®I. CTabinbHicTb. 3MiHa nepioay peyernmom
06010HKO0, N0 100 enapar” NOBTOPHUX BMNpOo6yBaHb/nepiody 36epiraHHa abo ymMoB
mr, no 10 TabneTok 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
B 6nicTepi, no 3 cepTudpikaTa BiANoBiAHOCTI EBponeiickkili hapmakoner,
6nicTepy B nayi LLIO BK/THOYAE Nepio NOBTOPHOro BUNpobyBaHHS) (nepios,
NOBTOPHOro BMNPObyBaHHA/Mepios 36epiraHHs) -
36inblUeHHss abo BBeAEHHA nepiogy NOBTOPHOrO
BunpobyBsaHHA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
OOCNiMpKeHb Y peasibHOMY Yaci - 36i/IbLUEHHS Nepioay
NOBTOPHOTO BMNPOGYBaHHA Ha OCHOBI pe3y nbTaTis
focnigpkeHb y peanbHoMy yaci Ana A®l Pebawminigy.
3anponoHoBaHo: 4 pokn. BBeaeHHs 3MiH NpoTArom 6-tu
MicsILiB Micns 3aTBepPYKEHHS
124. | EHIXEPUKC | cycneHsia ans CnakcoCwmit Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu || 3a UA/15740/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
™.B/ iHekujin, 20 mkr/1 KnsaiH BpuTaHis Bionogxikans C.A. TUMY - 3MiHW BHECEHO [0 IHCTPYKUIiT 4519 MEeANYHOro peyenmom
ENGERIX™-B | mn, no 1 mn (20 mkr) Ekcnopt 3acTocyBaHHA NikapcbKoro 3acoby Ao po3diny "Ymosu
BAKUWHA (1 po3a pns Nimiteq 36epiraHHA" Ta pefakuiiiHi NpaBkn TEKCTY po3ainis
ansa popocnux) Ta no 0,5 "Cknag", "ImyHonorivHi Ta 6ionoriyHi BnactmeocTi”,
MPO®DINAKT M (10 mkr) (1 gosa "Cnoci6 3acTocyBaHHA Ta 4031, "YnakoBka".
KN ans piteid) y OHoBeHHs iHchopMmauii B po3gini «YMoBu 36epiraHHs.
BIPYCHOIO chnakoHi; no 1, abo [JopatkoBa iHdhopmMaLisi LWoAo CTabiNbHOCTi» B IHCTPYKUIT
FENATUTY B, | 10 a60 25 ckIsHKX 0151 MeMYHOro 3acToCyBaHHS NikapcbKoro 3acooby.
PEKOMBIHA MOHO03HMX 3anponoHoBaHo: [aHi Npo cTabinbHICTb cBigYaTh Npo Te,
HTHA h1aKkoHiB y LLI0 BakuyHa EHmpxepukc™-B € cTtabinbHo npu
KapTOHHI KopobLyj; Temnepartypi go 37 °C npotarom 3 gHiB abo o 25 °C
no 1 mn (20 mkr) (1 npoTArom 7 AHie. Lii AaHi npu3HaYeni gns meguuHmx
[l03a 4Ns JOPOC/INX) npaLiBHMKIB NinLe Y BUNaAKy TUMYacoBOro BiAXU/IEHHS
Tano 0,5 mn (10 Temneparyp. TepMiH BBeA,eHHS 3MiH - NPOTArom 6 MicsiLis
Mkr) (1 go3a gns nicns saTBepmkeHHs
aiten) y
nonepegHLo
HarnoBHEHOMY
wnpuui; no 1
nonepegHL0
HarnoBHEHOMY
LUNPULLY B KAPTOHHIi
Kopobui
125. | ENOBIOKPU PO34MH A5 iH'EKUIN TOB "®3 Ykpaina TOB "3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/17088/01/01
H no 1000 MO y "BIO®APMA "BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
nonepegHLo " BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
HarnoBHEHNX cncTemy thapmakoHarnsgy (BBeeHHs y3arasibHeEHNX
wnpuuax no 1 mn 8 JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
nonepegHsL0 YNOBHOBaXeEHOI 0C06W, BiANOBIAALHOI 32 3iiCHEHHS
HanoBHEHOMY hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarisgy
wnpudy; no 5 3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
nonepegHsL0 AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
HanoBHEHMUX BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
wnpuuiB y 6nictepi; (BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
no 1 6nictepy y MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
nadui; no 1 mn B YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
amnyni; no 5 amnyn thapmakoHarnsag.
y 6nictepi; no 1 MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
6nictepy y nauui KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHariag
126. | ENMOBIOKPU PO34UH A1s1 iH'EKLLIA TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/17088/01/02
H no 2000 MO y "BIOPAPMA "BIOPAPMA" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenmom
nonepegHL0 " BBefieHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
HanoBHEHWX cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
wnpuuax no 1 mn B JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
nornepeaHL0 YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS

HanoBHEHOMY

¢hapmakoHarnisifly; KOHTaKTHOI 0co6M 3 hapmakoHarsay
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
wnpudy; no 5 3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
nonepegHL0 AKLLO BOHA BiAMiHHA Bif, YNMOBHOBaXEHOI 0co6Mm,
HanoBHEHMUX BiiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
wnpuuiB y 6nictepi; (BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLeHHi
no 1 6nictepy y MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
naJui; no 1 mn B YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
amnyni; no 5 amnyn thapmakoHarnsag.
y 6nictepi; no 1 MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
6nictepy y nauui KOHTaKTHMUX faHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarag
127. | ENOBIOKPU PO34UH A5 iH'EKLLA TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/17088/01/03
H no 4000 MO y "BIOPAPMA "BIO®PAPMA" - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
nonepegHL0 " BeeieHHs1 a60 3MiHW A0 y3arasibHEHUX AaHuxX Npo
HanoBHEHWX cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
wnpuuax no 1 mn B [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
nonepegHL0 YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
HarnoBHEHOMY dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
wnpuyy; no 5 3asBHMKa 415 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
nonepegHL0 AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
HanoBHEHMUX BiANOBIAA/IbHOI 3a 34iicCHEHHA dapmakoHarnsgy
wnpuuis y 6nictepi; (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
no 1 6nictepy y MacTep-aiina cuctemy papMakoHarnisay) - 3mMiHa
naJui; no 1 mn B YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
amnyni; no 5 amnyn thapmakoHarnag.
y 6nicTepi; no 1 MponoHoBaHa pepakuisi: Mow TeTaHa HOpiiBHa. 3MiHa
6nictepy y nauui KOHTaKTHUX JaHMX YNOBHOBAXEHOI 0CObM 3asBHUKA,
BigNoBigas/IbHOI 3a dhapmakoHarnsg
128. | ENMOBIOKPU PO34UH A5 iH'EKLA TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/17088/01/04
H no 10000 MO y "BIO®PAPMA "BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom

nonepeaHbL0
HaroBHEHWX
wnpuyax no 1 mn B
nonepeaHbL0
HaroBHeHOMY
wnpudy; no 5
nonepeaHbL0
HaroBHEHWX
wnpuuis y énicrepi;
no 1 6nictepy y
nayyi; no 1l mne
amny”ni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y nauui

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
cucTemy hapmakoHarnsagy (BBefleHHs y3arasibHeHUX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iICHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHHA hapmakoHarnsagy
(BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
YMOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepgakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
129. | EPEBPA® Tabnetku TOB "T'eonik YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/12485/01/01
CcybniHrBaU1bHI NO bapm - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuit 3aci6. KoHTpob peuyenma
0,02 r; no 10 MapkeTuHr roTOBOrO NlikapCbKOro 3acoby - HagaHHA MeTopais
Tabnetok y 6nictepi; Mpyn" KOHTPO/0 skocTi /13 ykpaiHCbKO MOBOLO; 3MiHuM I Tuny -
no 1 a6o no 2 3MiHU 3 AKOCTi. A®l. BUpo6bHMLTBO. 3MiHA BUPOGHMKA
6nicTepu B nay, 3 BUWXiHOro/NPOMKHOro NpoAyKTy/pearenTy, Lo
KapToHy; no 20 BUKOPWCTOBYIOTLCA Yy BUPOGHNYOMY npoueci API, abo
Tabnetok y 6nictepi; 3MiHa BUPOGHMKa (BK/THOUaouu, e HeobXigHo, micue
no 1 6nictepy B NpoBefeHHs1 KOHTPO/IH0 AkocTi) AP (3a BigCyTHOCTI
nauuj 3 KapToHy cepTudiikaTa BignNoBiAHOCTI EBpONeENCHKI hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOrO BUPOGHMKa ADI
3 HafaHHAM MacTep-dhaiina Ha A®l) - BBEAEHHSA
popatkoBoro BupobHuka A®I MpAT «Bionik», YkpaiHa
130. | ETONO3UA KOHUeHTpaT ans EBEBE ABCTpis EBEBE ®apma ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2569/01/01
"EBEBE" PO34UnHY An1A Papma lec.m.6.X. Hdpr. KT, - MO4AHHS OHOBIEHOTO cepTudlikaTa BignoBigHOCTI peyenmom
iHcpys3iiA, 20 mr/mn, lec.m.6.X. ABCTpIS (MOBHWIA LYKN €sponelicbkin dhapmakonei Ne R1-CEP 1999-144 - Rev 06
no 2,5 mn (50 mr), Hdor.KI BMPOBHULTBA); onsa A®l eTonosuay Bif BXe 3aTBEPAXEHOro BUPOGHMKa
a6o no 5 mn (100 3elibepcaopc /labop Sicor S.r.l, ITanis, y HacnigoK BUNYyYEHHS NOKa3HMKa
Mr), a6o no 10 mn 'm6X , ABCTpis «BaXKKi METa/In» Ta BBEAEHHS 3BiTY 3 OLHKM PU3UKIB LLIOAO
(200 wmr), a6o no 20 (TecTyBaHHs); MM/ BMICTY eleMeHTHNX AOMILLOK BiAMNOBIAHO A0 BUMOT
mn (400 mr) y Mikpob6ionoriwec HacTaHosu ICH Q3D; 3miHu | Tuny - NnogaHHA OHOB/IEHOTO
chnakoHi, no 1 Mptochnabop M6X , cepTtudikaTa BignoBigHOCTI EBponelickbkiin dhapmakonei Ne
donakoHy B ABCTpIs (TecTyBaHHs) R1-CEP 2007-061 - Rev 05 ana A®l etonosugy Bif Bxe
KapTOHHI Kopobui 3aTBepmxeHoro supobHuka CIPLA LIMITED, IHgis, y
Hacnifok BUyyYeHHs metoay aHanisy «Hyflo Supercel»;
YTOUYHEHHS afpecy BUPOGHMYOI AiNbHULj, a came — Ha3Ba
MicTa 3MiHeHa 3 baHranopy Ha BeHranypy
131. | 30BIJ1IAM TabneTku, BKpUTI MAWNJIAH IHais MAMJIAH IHais BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/11204/01/02
nNiBKOBOIO NABOPATO NABOPATOPI3 TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHs peyenmom
060/10HKO10, Mo 150 PI3 NIMITEL Ta/abo agpecu 3asBHUKA (BacHUKa peecTpaviiHoro
mr/300 wr, no 60 NIMITEL NnocBigYeHHs) 3MiHa Ha3BW Ta agpecy 3asBHYKa (B/1acHMKa

Tabnetoky
n1acTMKoBOMY
KOHTeliHepi; no 1
nnacTykoBoMy
KOHTeliHepi y nauui

peecTpavuiiiHoro noceig4eHHs1) BBegeHHs 3MiH NpoTsrom 6-
TN MIiCALB NiCNA 3aTBEPMAXEHHS. 3MiHM | Tuny -
AfMiHiCTpaTVBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
agpecu Micus NpoBaMKEHHS AisNIbHOCTI
BUPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOHAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeAeHHSA KOHTPOJIHO AKOCTI. (LISNbHICTb, 3a Ky
BiANoBigae BUPOGHMK/IMNOpTep, BKIOUAKOUY BUMYCK CEPIi)
3miHa Ha3BuM Ta agpecu BUPOOHMKa, 6e3 3MiHN MicLA
BUPOGHMLTBA. BBEAEHHSA 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAao
6e3nekn/edeKTBHOCTI Ta (hapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3arasibHeHNX AaHUX NpPo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
cuctemy dpapmakoHarisgy, 3miHa ynoBHOBaKeHOI ocobu,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa ans
3pjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHaraay (BK/IYakumn KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0C06u 3asBHYKa,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay:

[Oitoua pepakuin: Coyuyek CeiTnaHa BacuniBHa.
MponoHoBaHa pepakuis: BansaHT Xiap / Balwant Heer.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0COOY 3asiBHYKA,
BiNOBIfa/IbHOT 3a 34iiCHEHHS hapMakoHarnsgy.
BBefieHHs1 KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CO6M
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnagy B YkpaiHi. [ponoHoBaHa pefaku,is:
Basnnescbka KOnis BanepiisHa.

BBefeHHs KOHTaKTHUX AaHMX KOHTaKTHOT 0co6u
YyNOBHOBaXXEHOI 0CO6M 3as1BHMKA, BignoBigaibHOI 3a
3[jiCHeHHs1 dhapmakoHaragy B YkpaiHi. 3minu | Tuny -
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay
(iHWi 3MiHW) BHeceHHs 3MiH A0 po3ainy «MapKyBaHHA»
MKA N3 3areepaxeHo: MapkyBaHHs. TeKCT MapKyBaHHS,
LLI0 HAHOCWTLCS Ha NEPBUHHY Ta BTOPVUHHY YNaKOBKY.
3anponoHoBaHo: MapkyBaHHs. 3riHO 3aTBEPKEHOr0
TeKCTy MapkyBaHHs. 3MiHuW | Tuny - 3miln Wwono
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BunyueHHs
(cvna gii) BuganenHs cunm gii 30 Mr/60 Mr. 3miHun Wwoao
BUAAIEHHS f03yBaHHA no 30 mr/60 Mr BHeceHi o
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3acoby y po3ginu "Cknag”, "/likapcbka popma. OCHOBHi
dhiznko-xiMiuHi BnacTmsocTi”, "Cnocib 3acTocyBaHHsA Ta
[o3n" y 3B's3Ky 3 BifK/IMKaHHSIM peecTpauiiHoro
NocBiAYEHHS 419 A03yBaHHA N0 30 Mr/60 mr.

132.

30BINNAM

TabneTku, BKpUTI
nNiBKOBOIO
06010HKOt0, N0 150
mr/300 wmr, no 60
Tabnetok y
nnacTykoBoMy
KOHTeliHepi; mo 1
nnacTykoBoMy
KOHTeHepi y nauui 3
KapTOHY

MAUTAH
NNABOPATO
PI3
NIMITEQ

IHAIA

MANAH
NNABOPATOPI3
NIMITES,

IHAIA

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny
- 3MiHM BHeCeHi B TEKCT MapKyBaHHS YNaKkoBKM /liKapCbKoro
3aco06y W00 3a3HaUYeHHS OAVHNLb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHS1 3MiH NpOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHSI

3a
peyenmom

UA/11204/01/02

133.

30BI/1IAM

TabneTtkn, BKPUTI
NNiBKOBOKO
060/10HKOI0, Mo 150
mr/300 wmr, no 60

MANNAH
NABOPATO
PI3
NIMITEL

IHAIA

MAW/TAH
JNIABOPATOPI3
NIMITEA,

IHAIA

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHM BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCyBaHHSA NiKapcbKoro 3acoby y po3ainu:
"PapmakoTepaneBTMyHa rpyna', "B3aemogis 3 iHwWnmu

3a
peyenmom

UA/11204/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetoky nikapcbknMmn 3acobamu Ta iHWi BUAW B3aEMogii",
nnacTMKoBOMy "Oco61MBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy nepiop,
KOHTeliHepi; no 1 BariTHoCTi abo rogyBaHHsa rpyaat”, "Cnocié 3actocyBaHHA
n1acTMKoOBOMY Ta gosun", "Oitn" (yTouHeHHs iHchopmauii), "MobiuHi peakwyji
KOHTEliHepi y nauui 3 3riHO 3 iH(hopmaLieto LWoA0 MeaNYHOro 3acTOCyBaHHS
KapTOHy pedepeHTHOro flikapcbkoro 3acoby (COMBIVIR,
TabneTku, BKpUTi 060110HKO0, 150 mMr/300 mr, He
3apeecTpoBaHuii B YKpaiHi); 3MiHW | Tuny - 3MiHU BHECEHi
[0 IHCTPYKUIT 415 MeANYHOro 3acToCyBaHHS NiKapCbKoro
3ac00y W00 KOHTaKTHUX AaHnX A4/19 NOBIJOMMIEHHS NP0
BVHVKHEHHS NOBGIYHMX peakLiiii."
134. | IBPAHC Kancynm no 75 mr no Mdpaiizep CLA Mdpaiizep HimeyunHa BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/15747/01/01
7 kancyn y bnictepi; Eiu.Ci.Mi. MeH ek ypuHr - AgMmiHicTpaTuBHi 3MiHW. 3MiHa kogy ATX. BHeceHo o peyenmom
no 3 6nictepu y Kopnopeiiw [Loiunensg MmeX IHCTpYKLUiT ANna MeAMYHOro 3aCTOCYBaHHSA npenapary Ao
KapTOHHI Kopoobui H posginy "®apmakoTepanesTuuHa rpyna. Kog ATX" Ta go
KopoTKoi xapakTepucTvkn NikapcbKoro 3acoby [0 po3giny
"apmakoTepaneBTuyHa rpyna. Kog ATX" BignosigHo A0
MixHapogHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepaxeHo —
AHTUHeonacTNYHi 3acobu. IHriGiTopn npoTeiHkiHasu. Koz
ATX LO1X E33, 3anponoHOBaHO — AHTUHEONIACTUYHI
3aco6u. IHriGiTopy uukniH3anexHoi kiHasu (CDK). Kog
ATX LO1E FO1
135. | IBPAHC kancynu no 100 mr Mdpaiizep CLIA Mdpaiizep HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/15747/01/02
no 7 kancyny Eiau.Ci.Mi. MeHodek4ypuHr - AOMiHiCTpaTuBHI 3MiHK. 3MiHa kogy ATX. BHeceHo 0 peyenmom
6nictepi; no 3 Kopnopeiiw [Loiunens MmeX IHCTpYKLUiT ANna MeAMYHOro 3aCTOCYBaHHA npenapary Ao
6nictepn y H posgainy "®apmakoTepaneBTuyHa rpyna. Kog ATX" Ta go
KapTOHHI KOpO6L KopoTKoi xapakTepncTvkn NikapCbkoro 3acoby [0 po3giny
"®apmakoTepanesTuyHa rpyna. Kog ATX" BignosigHo Ao
MixXHapoaHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepxeHo —
AHTUHeonacT1YHi 3acobw. IHriGiTopn npoTeiHkiHasu. Koz
ATX LO1X E33, 3anponoHOBaHO — AHTMHEONACTUYHI
3aco6u. IHriGiTopy uukniH3anexHoi kiHasn (CDK). Kopg,
ATX LO1E FO1
136. | IBPAHC kancynu no 125 wmr, Mdpaiizep CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3miHu | Tuny 3a UA/15747/01/03
no 7 kancyny Eiau.Ci.Mi. MeHodek4ypuHr - AOMiHicTpaTuBHI 3MiHK. 3MiHa kogy ATX. BHeceHo o peyenmom
6nicTepi; no 3 Kopnopeiiu [Loiiuneng M6X IHCTPYKLUiT A5 MefMUYHOro 3aCToCyBaHHA npenaparty o
6nictepn y H po3giny "®apmakoTepaneBTunyHa rpyna. Kog ATX" Ta go
KapTOHHI KOpO6L KopoTKoi xapakTepncTvkn Nikapcbkoro 3acoby [0 po3giny
"®apmakoTepanesTuyHa rpyna. Kog ATX" BianosigHo Ao
MiXHapogHoro knacucpikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3aTBepxeHo —
AHTUHeoNnacTNYHi 3acobu. IHriGiTopn npoTeiHkiHasu. Koz
ATX LO1X E33, 3anponoHOBaHO — AHTMHEONIACTUYHI
3aco6u. IHriGiTopy uukniH3anexHoi kiHasn (CDK). Kopg,
ATX LO1E FO1.
137. | IBYNPOM TabneTkn, BKpUTI KOHina6, /1M CLIA TOB HOC dapmauis Monbwa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny 6e3 UA/6045/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
060/10HKO10, Mo 200 - 3MiHV BHECEHO A0 iIHCTPYKLi 415 MeAUYHOro peyenma
Mr, Mo 2 TabneTkn y 3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
cawe; no 10 "3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
Tabnetok B 6nicTepi; rPyAAH0" BigNOBIAHO [0 OHOB/EHOT iHdhopMalLiii 3 6e3neku
no 1 6nictepy B [ito4oi pevoBuHW. TepMiH BBeAEHHS 3MiH NpoTAarom 3
KapTOHHIlA KOpo6L; MiCALIB MiCNA 3aTBEPKEHHSA
no 50 Tabnetok y
dhnakoHi; no 1
chnakoHy B
KapPTOHHI KOpooLyi
138. | IBYNPOM TabneTku, BKPUTI lOHina6, Nn CWA TOB tOC dapmauis, Monbwa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/1361/01/01
MAKC 060/10HKO0, Mo 400 Monbla (BMPOGHUK, Benuka - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeanyHoro peyenma
Mr; no 6 TabneTok y BiANoOBigaIbHMI 3a BpuTaHis 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ain
6nictepi, no 1 yNakoBKy, KOHTPO/b Ta "3acTocyBaHHS y nepiof, BariTHOCTi abo rofgyBaHHs
6nictepy B BUWMYCK Cepii roToBoro rpyAA0" BignoBigHO [0 OHOBEHOI iHdopmaLii 3 6e3nekn
KapTOHHI kopo6Lyj; npoaykty); Wyedapm Aito4oi peyoBrHN. TepMiH BBEAEHHS 3MiH NpoTarom 3
no 12 tabneTtok y Cepsices /114, Benuka MicsILiB nicns 3aTBepKEHHS
6nicTepi; no 1 abo BpuTtaHis (BUPOGHWK,
no 2 6nictepu B BignoBigabHWi 3a
KapTOHHI KopobLj, BUPOGHULTBO,
no 24 Tabnetkn y KOHTPO/b Ta BUMYCK
chnakoHi, no 1 npoaykty in bulk)
donakoHy B
KapTOHHI/ Kopobui
139. | IBYNPOM Kancynu m'ski no FOHina6, Nn CWA MateoH CodhTaxens HigepnaHgy | BHeCeHHsI 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 6e3 UA/6045/02/01
CNOPUHT 200 wmr; no 6 abo no B.B., HigepnaHamn / NonbLua/ - 3MiHW BHECEHO [0 IHCTPYKLii A8 MeanYHOoro peuyenma
KAMNC 10, a6o no 12 (BUPOGHMK, dapmauis 3acToCcyBaHHSA NiKapcbkoro 3acoby y po3gin
Kancyn y 6nictepi; BiANOBIgaIbHMI 3a "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
no 1 6nictepy B BUPOGHMLTBO, rpyaar” BiANoBiAHO A0 OHOB/EHOI iHGhopMaLLl 3 6e3neku
KapTOHHI Kopo6Lyj; KOHTPO/1b Ta BUMYCK Ailo4oi peyoBrHN. TepMiH BBEAEHHS 3MiH - 3 Micaui nicns
no 12 kancyny npoaykty in bulk); 3aTBepKEHHA
6nictepi; no 2 TOB tOC dapmauis,
6nictepu B Monbwa (BUpo6HMK
KapTOHHI Kopo6Lyj; BignoBiganbHWii 3a
no 10 kancyny yNaKkoBKy, KOHTPO/b Ta
6nicTepi; no 3 BWMYCK Cepii roToBOro
6nictepu B NPOAYKTY)
KapTOHHI KopooLi
140. | IBYNPOM Kancynm m'siki no KOHina6, NN CLWA MateoH Codhtaxenc HigepnaHgn | BHECEHHSI 3MiH 4O peecTpauiiiH1X MaTepiasiiB: 3MiHu | Tuny 6e3 UA/13880/01/01
CMNPUHT 400 wmr; no 6 kancyn B.B., HigepnaHaun / NonbLa - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeANYHOro peyenma
MAKC y 6nictepi; no 1 (BUPOBHMLTBO Ta 3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
6nictepy B KOHTPO/b SKOCTI "3acTocyBaHHs y nepiog BariTHOCTi abo roayBaHHs
KapTOHHI KopobLyj; npogykty in bulk, rPyAAt0 BiANOBIAHO A0 OHOBMEHOI iHbopMaL,i 3 6e3nekn
no 10 kancyny KOHTPO/1b B NpoLeci Aio4oi peyoBrHU. TepMiH BBEAEHHS 3MiH - 3 Micaui nicna
6nictepi; no 1 abo BUPOGHMLTBA, 3aTBEpPAKEHHSA
no 2 6nictepu B KOHTpO/b cepii);
KapTOHHi KOpO6L Mpokci SlabopaTopis
b.B., Higepnangn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(koHTponb cepii); TOB
HOC dapmadis,
Monbwa (nepsrHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUNYCK
cepii)
141. | IHOANEH TabneTku, BKpUTI dapmaneBT Monbwa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0877/01/01
060/10HKO0, M0 2,5 WYHWIA 3aBOf, 3aBof "MOJIb®APMA" - 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAUYHOTO peyenmom
mr; no 10 TabneTok "MONb®AP C.A. 3acTOCyBaHHS NikapcbKkoro 3acoby Ao po3sginis "B3aemopis
y 6nicTepi; no 2 abo MA" C.A. 3 iHWVMK NiKapcbKMK 3aco6amu Ta iHLWi BUAK
3 abo 6 6nictepiB y B3aemogiit", "OcobmBoCTi 3acTocyBaHHS", "[M06IYHI
KapTOHHI Kopoobui peakuii" woao 6e3nekn 3acToCyBaHHSA Ai04oi peYoBUHMY,
BiANOBIAHO A0 pekomeHAauiin PRAC
142. | IHAANEH SR | TabneTku, BKpUTI dapmaunesT Monbua dapmaneBTUYHNI Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/0877/02/01
060/10HKOI0 3 WYHWI 3aB0[, 3aBog, "MOJIbGAPMA" - 3MiHM BHECEHO A0 IHCTPYKUiT 418 MeanyHoro peyenmom
MoAndiKoBaHUM "MONb®AP C.A. 3aCTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis "B3aemMogis
BVBINIbHEHHSM MO MA" C.A. 3 iHLWMMK fiKapCcbKMK 3acob6amu Ta iHWi BUAK
1,5 mr; no 14 a6o no B3aemMogiin", "OcobmBocCTi 3acTocyBaHHS", "MoGIYHI
15 TabneTok y peakuji” Wwoao 6e3nekn 3acToCyBaHHA Aito4ol peyoBUHY,
6nictepi; no 2 abo BiANOBIAHO A0 pekomeHaauin PRAC
no 4 6nictepu B
KaPTOHHIi KOpoOLii
143. | IHO3UHY NOPOLLOK ToBapucTeo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny - UA/17740/01/01
NMPAHOBEKC | (cybcTaHuis) y 3 06MEXEHO - Ha cTagii 1. OTpumaHHs coni 1-gumeTuiamiHo-2-
nonieTMIeHoBUX 06MeXeHo BiNOBigaNbHICTIO nponaHosn-4-aueTamifo6eH30/HOT KNCNOTY — BBEAEHO
MiLLKax Ans BiAgnoBigasib "®APMXIM" chinbTpauilo peakuiiHoi MacK nepes 0XONOKEHHAM;
hapMaLeBTUHHOIO HICTIO 3anponoHoBaHo: Ctagist 1. OTpumaHHs coni 1-
3acToCcyBaHHA "OAPMXIM" OvMeTuNaMiHo-2-nponaHon-4-aueTamigo6eH30HoT
KNCNOTK. Y peakTop 3aBaHTaXxXyloTb CNVPT i30NPOniNoBuiA,
N,N-gumeTnnamiHo-2-nponaHos, 4-auetamigobeH30liHy
KUCNOTY, HarpiBaloTb, Aal0Tb BUTPUMKY, (INbTPYIOTb,
hiNbTpaT OXONOLKYHOTh | BATPUMYIOTb [0 KpUcTasisauii
macu. OTpMMaHy Ciflb BifpkKuMatoTb, NPOMUBaIOTHL CNVPTOM
i30MponifoBnM, BiKMMaroTb, BUBAHTaXYIOTb Ta
nepefalTb Ha cTagito 2.
144. | IHTENEHC® Tabnetku no 100 wmr, TOB YkpaiHa AncceH-Cinar C.n.A. ITanisa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu || 3a UA/9963/01/01
no 120 TabneTok y "[I>XOHCOH i TUMY - 3MiHW BHECEHO [0 IHCTPYKLUiT A8 MeAnYHOro peyenmom
thnakoHax 3 [bxoHcoH 3acTOCyBaHHs Nikapcbkoro 3acoby Ao po3ginis
nonietTunexy; no 1 YkpaiHa" "Oco6nmBoCTi 3acTocyBaHHs", "MobiuHI peakwyji”.
donakoHy B BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
KapTOHHIA nayui 3aTBepKEeHHsA
145. | IHTENEHC® Tabnetku no 200 wmr, TOB YkpaiHa AxcceH-Cinar C.n.A. ITania BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/9963/01/02
no 60 TabneTok y "[>XOHCOH | TUMY - 3MiHW BHECEHO [0 IHCTPYKLiT A8 MeANYHOro peyenmom
chnakoHax 3 [bxoHCcoH 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
nosietTunexHy; no 1 YkpaiHa" "Oco6mBOCTi 3acTocyBaHHs", "MNMob6iYHI peakuii”.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chnakoHy B BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
KapTOHHI navui 3aTBEPKEHHSA
146. | IHTENNIEHC® Tabnetku no 100 wr; TOB Ykpaina AHccen-Cinar C.n.A. ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3miHu I 3a UA/9963/01/01
no 120 TabneTtok y "[I>XOHCOH i Tuny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
chnakoHax 3 LbKoHCOH chapmakoHarnsgy. 3MiHv y TepaneBTUUHNX NOKa3aHHAX
nonietTunexy; no 1 YkpaiHa" (mogaBaHHA HOBOrO TEpanNeBTMYHOIO NoKasaHHA abo 3miHa
chnakoHy B y 3aTBEpP)KEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
KapTOHHI nauwi IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro
3acoby Ao po3giny "lMokasaHHA" Ta BigNOBIgHI 3MiHW 40
po3gainis "®apmakosnoriyHi BnactueocTi', "B3aemogis 3
iHLIMMK NiKapcbKMKU 3aco6amMu Ta iHLi BUAY B3aeMOii",
"Oco6/1BOCTI 3acTocyBaHHs", "Cnocib 3acTocyBaHHsA Ta
posn", "Aitn", "MNo6iyHi peakuii" Ha OCHOBI pe3ynbTaTiB
KniHiYHoro gocnimkeHHs TMC125-C234/IMPAACT P1090 .
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
147. | IHTE/IEHC® Tabnetku no 200 wr; TOB YkpaiHa AHccen-Cinar C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |1 3a UA/9963/01/02
no 60 TabneTok y "[IXOHCOH i TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
dhnakoHax 3 JbKoHCOH chapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NOKa3aHHAX
nonietuneny; no 1 YkpaiHa" (mopaBaHHA HOBOro TepaneBTUYHOrO Nokas3aHHs abo 3MiHa
chnakoHy B y 3aTBEPL)KEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
KapTOHHI navw,i IHCTPYKLi ANA MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3giny "MokasaHHA" Ta BigNOBIAHI 3MiHW 40
po3ginis "®apmakonoriuHi BnactusocTi’, "B3aemogis 3
iHLIMMK NiKapCbKMKU 3aco6amMm Ta iHLWi BUAY B3aeMogiin",
"Oco61BOCTi 3acTocyBaHHA", "Cnoci6 3acTocyBaHHA Ta
posn", "Aitn", "Mo6iyHi peakuii" Ha OCHOBI pe3ybTaTiB
KNiHiYHOro gocnigpkeHHs TMC125-C234/IMPAACT P1090 .
BBefeHHSA 3MiH NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
148. | IPUHOCUHJ, KOHUeHTpaT ans TOB «TeBa YkpaiHa CiHgaH ®apma CP/1, PymyHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/6528/01/01
AH NPUroTyBaHHA YkpaiHa» PymyHis; AkTasic ITanisa - 3MiHM Wopao 6e3nekn/edhekTUBHOCTI Ta peyenmom
PO34nHy ons ITania C.n.A., ITanis hapmMakoHarnisgy. 3miHa y KOpoTKilii XxapakTepucTuui

iHcpysiiA, 20 mr/mn;
no 2 mn, abo 5 mn,
abo 15 mn, abo 25
M1y dpnakoHi; no 1
donakoHy B nauuj
KapTOHHIN

nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Me[IMYHOro 3acTOCyBaHHA Ha MigcTasi perynspHo
OHOBJOBAHOIO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby, abo
JocnifpkeHb 3 6e3neky 3acTOCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaviiiHnii nepiog, abo sk pesynbTar OLiHKu
3BiTY 3 JOCNifKEHb, MPOBEAEHNX BiAMNOBIAHO A0 NaaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM) - 3MiHN BHECEHI
[0 IHCTPYKUIT 415 MEeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby y po3ginu: "B3aemogist 3 iHLIMMM NlikapCbKUMu
3acob6amu Ta iHLWi BUAW B3aemogiit”, "OcobnmnBocTi
3acTocyBaHHA" 3rigHO 3 4aHUMM LWoA0 Ge3nekn Ajtoyol
PEYOBUHW. BBEEHHSA 3MiH NPOTArom 3-X MicALiB nicnis
3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK LWOA0
6e3nekn/edeKTVBHOCTI Ta hapMakoHarasgy. 3mMiHn y
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN MeANYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHnx/6ionodibHMX Nikapcbknx 3aco6is
nicns BHECEHHs Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3mMiHa He NOTpebye HafaHHSA XXOAHUX HOBUX
[04ATKOBUX AaHuX) - 3MiHW BHECEHI [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHA iKapCbKoro 3acoby y po3ginu:
"®apmakoTepanesTuyHa rpyna. Kog ATX" (3aTtBepaXeHo:
AHTWHeonNacT1yHi 3acobu. IpuHotekaH. Kog ATX LO1X
X19 3anponoHoBaHO: AHTMHEOMIACTUYHI 3aco6u.
IHriGiTopy Tonoisomepasm |. Kog ATX LO1CEQ02),
"®apmakonoriyni BnactmeocTi”, "MokasaHHA" (YTOYHEHHS
iHchbopmawi), "MpoTmnokasaHHA", "Oco6uBi 3axoamn
6e3nekn”, "BzaemMogis 3 iHLWIMMM NikapcbknuMy 3acobamu Ta
iHWi BMAW B3aemopiii", "Oco6IMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepios BariTHOCTi abo rofyBaHHs
rpyaar”, "3aaTHiCTb BNAMBATY Ha LIBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWWUMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3u" (iHopmMauis 3 6esnekm),
"AOitn" (iHcbopmavuisa 3 6e3neku), "Mepeno3yBaHHNA",
"Mo6iuHi peakwji”, "HecymicHicTb" 3rigHO 3 iHchopMmaLieto
00 MEANYHOrO 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (CAMPTO 20 mg/mL concentrate for
solution for infusion, He 3apeecTpoBaHuii B YKpaiHi).
BBEJEHHS 3MiH NPOTAroM 3-X MicsILiB Nic/a 3aTBepAKEHHS

149.

KANEHAYNN
KBITKA

KBiTKM N0 25T, 40 1
abo50ra6o55ry
nauykax 3 BHYTPILUHIM
NakeToM 3 Li/IbHOO
CUPOBUHOLO; No 25 T,
40 r abo 50 r abo 55
Iy naykax 3
BHYTPILLHIM NaKkeToMm
3 nogpibHeHo
CUpPOBUHOIO; N0 1,51
y hinbTp-nakeTi, No
20 ¢hinbTp-nakeTiB y
naJi 3 KapToHy

AT
"ly6Hndhap
o

YKpaiHa

AT "ly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
yrnakoBKW/ rOTOBOr0 NiKapCbKoro 3acoby (3mMiHa
macu/06'eMy BMICTY KOHTeliHepa 6aratof030B0Oro
nikapcbKoro 3acoby AN HenapeHTepasibHOro
3acTocyBaHHA (260 04HOA030BOr0, YaCTKOBOTO
BVIKOPVCTaHHS))

[0AaBaHHA [O4ATKOBOIO BUAY NEPBUHHOI YNakoBKu — Mo
55 I B naykax 3 BHYTPILUHIM NakeToM 3 BiAMNOBiAHUMMU
3MiHamu Jo po3ginis: "Ynakoska", "Cknag",
"Cneupdikauia” MKSA. TekcT iHCTPYKUiT NS MeanyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby HaHeCEHO Ha naykax.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAUIB Micns
3aTBEPAKEHHS

6e3
peuyenma

UA/8282/01/01

150.

KAMBLIO
Xnopup,

PO34UH AJ151 iH'EKLLNA,
100 mr/mn; no 5 mn
abo no 10 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLi; no 2

TOB
"APTEPIYM
nTa”

YKpaiHa

MAT "Tanuuchapm”

Ykpaina

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHS
peecTpavuiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 2740
Big 09.12.2021 B npoueci BHECEHHA 3MiH (3MiHU | Tuny -
3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NnpugaTtHocTi abo ymoBax 36epiraHHsi
roTOBOrO J1iKapCcbKoro 3acoby (iHLi 3MiHW) - 36iNbLUEHHS
TEPMiHY NPUAATHOCTI 3 2 POKiB Ha 6iNbLL TPUMBaIMA TEPMIH

3a
peyenmom

UA/17873/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTYPHI YapyHKOBI - 3 pOKU, Ha OCHOBI NMO3WUTVBHUX PE3Y/bTATIB
ynakoBKU B navi [OBrOCTPOKOBUX A0CNIMKEHb CTAbiNbHOCTI y peasibHoMy
yaci. BeBefieHHs 3MiH npoTsrom 6-Tv MicsauiB nicns
3aTBepmxeHHs). Pepakuis B Hakasi: UA/17873/001/01.
3anponoHoBaHa pefakuis: UA/17873/01/01.
151. | KAPBETOLUM PO3YNH A5 iH'EKLIN, TosapucTso YkpaiHa TOB "dapmiges” NaTB.is BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16148/01/01
H 100 mkr/mn mo 1 mn 3 - BUTyYeHHS! BUPOGHMKa aKTMBHOI cybcTaHLii kapbeTouuHy |  peyenmom
y thnakoHi; no 4 a6o 06MeXeHOo MoniMentug Nabopatopiec ®paHce CAC, dpaHLuis
5 chnakoHis y BiAgnoBigasb 3anponoHoBaHo: Xemmo ®apmac’ioTikanc MeT. /114., [Hais/
KapTOHHI navu,i HiCTIO Hemmo Pharmaceuticals Pvt. Ltd., India
"POKET-
SAPM"
152. | KAPOOCAN® | TabneTtku, BKpUTI MeHapiHi TNokcembypr BEPNIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/7139/01/01
nnroc nNiBKOBOIO IHTEpHeLLoH HimeuuunHa (MepBuHHe - 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAUYHOTO peyenmom
20/12,5 o060n0Hkoto, no 20 an Ta BTOPUHHE 3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis:
mr/12,5 wr, no 14 OnepeiwoH nakyBaHHs1, KOHTPO/1b "Oco6nmBoCTi 3acTocyBaHHSA", "To6iYHI peakuii” woao
Tabnetok y 6nictepi; c Ta BUNyck cepiit); Aaivi 6e3nekun 3acTocyBaHHA Aito4oi pevyoBUHY BiANOBIAHO A0
no 1 a6o no 2 INiokcembypr CaHkio FOpoyn 'mM6X, pekomeHgauiii PRAC. BeBeAeHHS 3MiH NpoTArom 6-tu
6nictepy B C.A. HimeyunHa MicsILiB Micns 3aTBepOKEHHS
KapTOHHIlA KopooLi (Brpo6bHuLTBO "in
bulk"); MeHapiHi-®oH
XegeH 'mo6X,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)
153. | KAPAOCA/N® | TabneTtku, BKpUTI MeHapiHi TNMokcembypr BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHun | TUNY 3a UA/7140/01/01
NKC 20/25 NAiBKOBOIO IHTepHeLLOoH HimeuumnHa (MepBuHHE - 3MiHM BHECEHO A0 IHCTPYKUiT 4151 MEANYHOTO peyenmom
060/10HKO0, NO 20 an Ta BTOPWHHE 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ginis:
mr/25 mr, no 14 OnepeiiwoH nakyBaHHs!, KOHTPO/1b "Ocob6nuBocTi 3acTocyBaHHsA", "MMo6iYHI peakuii" Wwono
TabneTtok y 6nictepi; c Ta BMNycCK cepiit); Aaiuvi 6e3nekun 3aCToCyBaHHS Aito40i pevyoBUHYM BiAMOBIAHO A0
no 1 a6o 2 6nictepu | Jliokcembypr CaHkio FOpoyn 'M6X, pekomeHpauili PRAC. BBeeHHS 3MiH NpoTArom 6-Tu
B KAPTOHHIlA KOpOGL C.A. HimeuunHa MiCALIB MiCNA 3aTBEPKEHHSA
(BUPOGHMLTBO "in
bulk"); MeHapiHi-®oH
XeigeH Mm6X,
HimeuumnHa (MepBuHHe
Ta BTOPWHHE
nakyBaHHs!, KOHTPO/1b
Ta BMNYCK cepiit)
154. | KAPI3OH Kpem, 0,5 mr/1 r, no TOB «MIBE YkpaiHa Mi6e Mm6X HimeyunHa 3 BHECEHHS 3MiH 10 peECTpaLiiiHMX MaTepiasiB: 3MiHu | 3a UA/10950/02/01
15r,a6ono 30, YKPAIHA» ApuHaiimiTTeNb TUMy - NogaHHa oHoeneHoro CEP Bif BXe 3aTBepXeHoro peyenmom
abo no 50 ry Ty6i; BMPOGHMKa Aito4oi pevoBrHN KnobeTasony nponioHary,
no 1 Ty6i B R1-CEP 2007-066-Rev 03, sk Hacnifok 3a3HayeHHs
KapTOHHI KOpo6Li AoMiLwKn «Dx» i «E» - NMT 0,10 %, Ta npuBefeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cneundikauii Ta MeTogiB KoHTposio Ad| y BiANoBigHICTb
[0 MoHorpadii E®
155. | KAPIBOH masb, 0,5 mr/r, no 15 TOB "MIBE Ykpaina Mmi6e Mv6X HimeyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/10950/03/01
raéo30r,abo50r YKPAIHA" ApuHaiimiTTens - nogaHHs oHoBneHoro CEP Bif Bxe 3aTBepXeHoro peyenmom
y Ty6i; no 1 Ty6i B BUPOGHMKaA Ajto40i pevyoBrHU KnobeTasosny nponioHary,
KapTOHHIM nauui R1-CEP 2007-066-Rev 03, sk Hacnifok 3a3HaveHHs
AoMiwky «Dx» i «E» - NMT 0,10 %, Ta npuBeAeHHs
cneumaikauii Ta MeToaiB KOHTpoto APl y BiANOBIAHICTbL
[0 MoHorpadii EP
156. | KBAMATEN® | nioginizar gns BAT YropwuHa BAT "l'epeoH Pixtep" YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu || 3a UA/2937/01/01
PO34UHY ON151 iH'EKLLIA "TefeoH TVNy - BBEAEHHS A04ATKOBOro po3mipy cepii roToBoro peyenmom
no 20 mr; 5 PixTep" NikapcbKoro 3acoby. 3arBepaxeHo: 22 kr (22 000
doNakoHiB 3 donakoHiB) 25 kr (25 000 dhnakoHiB) 3anpornoHoBaHO: 22 Kr
niocpinizaTom pasom (22 000 dhnakoHiB) 25 kr (25 000 chnakoHis) 75 kr (75 000
3 5 amnynamu no 5 h1aKoHiIB)
M1 po3umHHuKa (0,9
% pPO34MHYy HaTpI0
xnopvay) B
KapPTOHHIi ynakoBUi
157. | KBEPTUH TabneTkn XyBasbHi My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/0119/02/01
no 40 wr; no 10 akuioHepHe TOBapucTBO "HaykoBo- - 3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHK y peuyenma
Tabnetok y 6nictepi; | ToBapucTeo BVMPOGHWYNIA LLEHTP BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoum gianasoH
no 3 6nictepu B "HaykoBo- "BopLuariBcbkuii po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
nadui; no 90 BMPOBHNYMI XiMiKo- 00 10 pasiB NoOpiBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
Tabnetok y LeHTp hapmaLeBTUYHNIA 3MiHa po3mipy cepii [113; 3anponoHoBaHo: Big 210 000 fo
KOHTeliHepax; no 90 "BopLuariscb 3asof” 472 500 Ttabnetok (Big 7,000 o 15,750 Tuc. nak. Ne10x3;
Tabnetok y Knit XiMiko- Bif 2,333 o 5,250 Tuc. nak. Ne 90)
KOHTeliHepi; no 1 hapmaueBT
KOHTelHepy B naui NYHWIA
3asof”
158. | KBETUKCON TabneTku, BKpUTI 3AT JNnToBCbka AkTasic J114. ManbTa BHECEHHS 3MiH 10 peecTpaLjiiiHMX maTepianis: 3MiHu | Tuny 3a UA/13882/01/01
NiBKOBOIO «®apwmnira» Pecny6nika - AOMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060n0Hkot0, No 25 agpecy 3asBHVKa (BNnacHvKa peecTpauiiHoro
Mmr, no 10 TabneTok NnocBig4eHHs) - 3MiHa agpecn 3asBHYKa. 3MiHW BHECEHI B
y 6nicTepi, no 3 IHCTPYKL,il0 415 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
6nictepu y 3acoby y po3ainm "3asBHuK", "MicLe3HaxomKeHHs
KapTOHHI navwi 3asBHMKA" 3 BiANOBIAHNMY 3MiHAMY B TEKCTi MapKyBaHHS
ynakoBOK. BBeieHHS 3MiH NpOTArom 6-Tu micauis nicns
3aTBEPAKEHHS
159. | KBETUKCON TabneTtku, BKPUTI 3AT JnToBCbka AkTasic J114. ManbTa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13882/01/02
NiBKOBOO «®apwmnira» Pecny6nika - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom

060/10HKOI0, Mo 100
Mmr, no 10 TabneTok
y 6nicTepi, no 3
6nictepn y

afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
NnocBig4eHHs) - 3MiHa afpecn 3asBHYKa. 3MiHWU BHECEHI B
IHCTPYKL,il0 415 MeAMYHOro 3acTOCyBaHHS NikapCbKoro
3aco6y y po3ginm "3asBHuK", "MicLe3HaxomKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI navu,i 3asBHUKA" 3 BIAMOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHs
ynakoBOK. BBefleHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS
160. | KBETUKCO/N | TabneTtku, BKpUTI 3AT JinToBCbKa AxTasic /174, ManbTa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13882/01/03
nNiBKOBOIO «Papmira» Pecny6nika - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKO10, Mo 200 agpecy 3asiBHMKa (BNacHuKa peecTpawiinHoro
mr, no 10 Tabnetok NoCBiJYEHHS) - 3MiHa aApecy 3asiBHVKa. 3MiHN BHECEHI B
y 6nictepi, no 3 IHCTPYKLiO ANA MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro
6nictepu y 3acoby y po3ginu "3anBHuK", "MicLe3HaxoaKeHHs
KapTOHHI navu,i 3asBHUKA" 3 BIAMOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHs
ynakoBOK. BBefleHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
3aTBEPAKEHHS
161. | KETOHAN® Kancynm 3 CaHpo3 CnoBeHis ek ®apmaveBTUYHa CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/8325/03/02
ayo MoAandikoBaHUM dapmachbHoTi KoMnaHisa 4.4., - MOAAHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peyenmom
BUBINIbHEHHSIM Kans a.a. CnoBeHis €ponelicbkiii hapmakonei Ne R1-CEP 2003-136-REV 06
TBepAi no 150 mr no (BMpPOGHMLTBO 3a ana A®l ketonpodeHy Bifl BXe 3aTBEpAXEHOro BUPOOHUKa
10 kancyny NOBHUM LK/IOM; Zhejiang Jiuzhou Pharmaceutical Co., Ltd., y Hacnigok
6nicTepi; no 2 nakyBaHHs) BBE/lEHHS A0AATKOBOr0 noctavyasibHuka BUXIgHOI
6nictepy B pevoBUHM; 3MiHW NapameTpiB crneundikaLii 3a NOKa3HUKOM
KapTOHHIl KopooLi «3aINLLKOBI PO3YNHHUKM»; 3MiHK | TUNy - chapmakonei Ne
R1-CEP 2005-217-REV 02 gns ONOMiXHOI pe4yoBUHM
XenaTuHy Bif BXe 3aTBeppKeHoro BupobHuka Nitta
Gelatin Inc;
3MiHM | TNy - NogaHHA oHoBneHoro ME-ceptudiikata
BiAgNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-344-REV 03 o3 AONOMDKHOT PeYOBUHU XenaTuHy
Bif BXe 3aTBepmxeHoro BupobHuka NITTA GELATIN
INDIA LTD; 3miHu | TUny - BUnyyYeHHs E-ceptudikata
BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP
2004-247-Rev 00 gns fONOMIKHOI Pe4OBUHMN XenaTuHy
BMpo6Huka Nitta Gelatin Inc; 3miHW | TRy - BUNy4YeHHs MNe-
cepTudikaTa BignosiaHOCTI EBponeiickbkiii hapmakonei Ne
R1-CEP 2004-320-Rev 00 gns fOMOMIKHOI Pe4OBUHM
xenatuHy BupobHuka Nitta Gelatin Inc; 3miHu | Tvny -
nofaHHsa oHoBneHoro ME-cepTudiikara BiANOBIAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2000-045-REV 04
AN AONOMIKHOT PEYOBUHY XenaTuHy Big, Bxe
3aTBepaAxeHoro BupobHrka TESSENDERLO GROUP N.V
162. | KIMALE®D® NMopOoLIOK ANs MAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3miHu | Tuny 3a UA/0501/01/02
po3unHy Ans iH'ekuii | "Kuismegnp "Kuismegnpenapar” — He3HaYHi 3MiHV [10 3aTBEepAKEHOro MeToAy peyenmom
no 0,75 ry chnaxoHi; enapat" BUNpo6yBaHHA 415 13 3a NokasHNKOM «MexaHiyHi
1 chnakoH 3 BKJ/THOUEHHS»; 3MiHW | TUMY - HE3HAYHI 3MiHW A0
MOPOLLKOM Y naui 3aTBEPAKEHOIO MeToAy BUNpobyBaHHs ana M3 3a
nokasH1KoM «KiflbkicHe BU3HAYEHHS»
163. | KIMALE®® MOPOLLIOK AN MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/0501/01/01
po3unHy Ons iH'ekuii | "Kuismegnp "Kuiemegnpenapar” — He3HaYHi 3MiHV 10 3aTBEepAKEHOro MeToay peyenmom
no 1,5 r y cpnakoHi, enapat” BMNpo6yBaHHA A5 13 3a NokasHNKOM «MexaHiyHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 donakoH 3 BKJ/TIOUYEHHS»; 3MiHW | TUMY - HE3HAYHI 3MiHW A0
MOPOLLKOM Y naui 3aTBEPAKEHOr0 MeToAy BUNpobyBaHHs ana M3 3a
nokasH1koM «KiflbkicHe BU3HAYEHHS»
164. | KITPYAA® KOHLeHTpaT Ans Mepk LWapn LBeiiuapis BMPOGHUK IpnaHgis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16209/01/01
pO34nHy aons i Joym IOEA Hepo3dacoBaHoi HigepnaHgn | tuny - 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
iHcpy3i, 25 mr/mn; vM6X NpPoAyKUii, KOHTPO b / thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
no 4 mn SIKOCTi Ta TeCTyBaHHS Benuka nikapcbkoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
KOHUeHTpaTy y cTabinbHoCcTi, BpuTanisa/ MeAUYHOro 3acTocyBaHHA Ha nigcTasi perynspHo
donakoHi; no 1 nepByHHE NakyBaHHS: Himeuunna/ OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acoby, abo
chnakoHy 3 MC/, IHTepHeLLHN Benebris OOcCnimKeHb 3 6e3Mnekn 3acTocyBaHHS /iKapCbKoro 3acoby

npenapatom B
KapTOHHI Kopoobui

M6X/MCL, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/1b SIKOCTi Ta
TeCcTyBaHHs
CTabiNIbHOCTI:

MCJ, IHTepHeLwHN
M6X/MCL, IpnaHgis
(BpiHHi), Ipnangis;
H.B. OpraHoH,
HigepnaHaw;
KOHTPO/b AKOCTi Ta
TecTyBaHHs
cTabinbHoCTI:
aKTUBHICTb ELISA,
ineHTudikauis 3a
aKkTuBHicTIO ELISA:
KoBaHc Jlabopatopi3
Nimiten (KoBaHc),
Benvka bputaHis;
TecTyBaHHS
cTabifbHOCTI:
TeCTyBaHHS LiNiCHOCTI
3aKpUTTS KOHTEHepy:
HysicaH mM6X,
HimeuuunHa;
BTOPUHHE NaKyBaHHS
Ta MapKyBaHHS,
[103BiN Ha BUMNYCK
cepii:

LWepinr-Mnay Na6o
H.B., Benbria

B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 JOCNIAKEHb, NPOBEAEHMX BifNOBIAHO A0 NNaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLiT 4518 MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby Ao po3giny "MNob6iyHi peakyii™
BiANoBigHO A0 pekomeHaauin PRAC EMA. BBefeHHS 3MiH
npoTArom 6 micsAuiB nicnsa 3atsepgykeHHs. 3Minm |l Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS HOBOrO
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepakKeHOMY
nokasaHHi) - 3MiHM BHeCeHO A0 IHCTpyKLii AN MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Moka3aHHs" (ZofaHe HOBe NokasaHHs: TpuYdi HeraTuBHMI
pak rpyaHoi 3as103u MNpenapat Kitpyga® y noegHaHHi 3
ximioTepanieto nokasaHuii Ans NikyBaHHA NawieHTiB 3
MICLEBO peLuaVBYOUYMM HepesekTabensHnM abo
MeTacTaTU4yHUM TPUi HEraTVBHNM PakoM rpyHOT 3a/1031
(triple-negative breast cancer, TNBC), konu nyx/imHu
ekcnpecytoTb PD-L1 (CPS ? 10), wo nigTeepakeHo
Ba/ligoBaHNM TecToMm (AMB. po3ain «Cnocib 3acTocyBaHHs
Ta [003M1»).), Ta, K Hacnigok Ao posginis "Cnocié
3acTocyBaHHs Ta go3n", "MobiuHi peakuii”. BBeAeHHS 3MiH
npoTsarom 6 micsAuiB nicns 3atBepgkeHHs. 3Minu |l Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
3MiHM y TepaneBTUYHNX NoKasaHHAX (4oAaBaHHA HOBOrO
TepaneBTWYHOTO NoKas3aHHA abo 3MiHa y 3aTBepKeHOMY
nokasaHHi) - 3MiHM BHECEHO A0 IHCTPYKUii A1 MegnuyHoro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"Moka3aHHsA" (BHECEHO YTOYHEHHS A0 3aTBEPKEHOr0
rokasaHHsl, 3anponoHoBaHo: KnacuyHa nimcoma
XomxkiHa MpenapaT Kitpyga® nokasaHwin Ans nikyBaHHS
[0pOC/INX 3 PeLuamnByoUo0 abo pedpakTepHOo
KnacuyHoto nimdpomoro XomxkiHa (classical Hodgkin
lymphoma, cHL). Mpenapart Kitpyga® npusHaveHuin ans
nikyBaHHS fiTeli 3 pedpakTepHoto cHL abo 3 peunansom
cHL nicnsa 2 a6o 6inbLie niHili Tepanii.), Ta, K HAaCNiA0K J0
po3ginis "Ocob6MBOCTi 3acTocyBaHHs", "Cnoci6
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3acTocyBaHHs Ta go3u", "[itn", "MobiuHi peakwyji".
BBefeHHs 3MiH NPOTAroM 6 MiCALIB NicNs 3aTBEPAXEHHS.
3minu [l TMny - 3MiHK Woao 6esnekn/echekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 Yy KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT 4N
MEAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOKTIHIYHMMM, KTIHIYHUMW AaHUMK Ta AaHUMK 3
hapmakoHarnsgy - 3MiHuM BHeCEHO [0 IHCTpyKuUil aAns
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Oco611BOCTI 3aCTOCYBaHHS" CTOCOBHO MOX/IMBOCTI
BWHUKHEHHS CK1epOo3ylo4oro XoNaHriTy 3a AaHuMm
NOCTMApKETUHIOBUX CNOCTEPEXEHb.

BBefeHHs1 3MiH NpoTArom 6 micsLiB nicns 3aTBEPAXKEHHS.

165.

KNTOTPUMA3
on

Kpem 1 %; no20ry
Ty6i; no 1 Ty6i B
KapTOHHIA Kopoo6Li

nakcoCmit
Knsiin
EkcnopTt
Nimiteq

Benvka
BputaHis

nakcoCmiTKnsiiH
dapmacboTrkan3 C.A.

MonbLa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT AN
MeAMNYHOro 3aCTOCyBaHHS
reHepuYHMX/ribpnaHNx/6ionodibHNX nikapcbkmx 3acobis
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUA
npenapar (3mMiHa He NnoTpebye HafaHHA XOLHNX HOBMX
[04AaTKOBMX AaHnX) 3MiHM BHECeHi A0 IHCTpyKUii Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ginis: "®apmakonoriyHi BnactmeocTi”, "MNokasaHHA",
"B3aemogis 3 iHWMMU SlikapCbkuMK 3acobamu Ta iHLWi BUAN
B3aeMOgiit", "3acTocyBaHHSA y nepiog, BaritTHoOCTi abo
rofyBaHHs rpyaar”, "34atHicTb BN/IMBATY HA LUBUAKICTb
peakuii npy KepyBaHHi aBTOTPaHCMOPTOM abo0 iHWMMHK
MexaHismamu”, "Cnocib 3actocyBaHHs Ta fo3un", "Mo6GiyHi
peakuii" BignoBigHO A0 iHchopmavii pedepeHTHOro
nikapcbkoro 3acoby (Canesten Cream, 1%). BBegeHHs
3MiH NPOTArom 6-TM MiCALIB MiCNA 3aTBepPAKEHHSA

6e3
peyenma

UA/2564/02/01

166.

KOKAPBOKC
NNA3N
rAPOX/I0PU
)i}

PO34MH A5 iH EKLi,
50 Mr/2 mn, no 2 mn
B amnyni; no 5
amnyn y 6nictepi; no
1 a6o 2 6nictepu y
nauui

TOB "®3
"BIO®PAPMA

Ykpaina

TOB "®3
"BIO®PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta thapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A ddapmakoHarnsagy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-chaiina cuctemu hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

3a
peyernmom

UA/15971/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHariag
167. | KOKAPBOKC | niodcpinizar gns TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/3242/01/01
NNA3N po3unHy ans iH'ekuii | "BIOPAPMA BIO®APMA" - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
rgPoOXNoOPU | no 50 mr; 5 " BBeneHHs1 abo 3MiHM A0 y3arasibHEHUX JaHWX Npo
a h/1aKoHiIB 3 cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
niocpinizatom y [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
6nicTepi; no 2 YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHSA
6nicTepn y nauuj 3 thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
KapToHy; 5 donakoHiB 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
3 fiogpinizaTom y AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
KOMNeKTi 3 5 BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
amnynamu (BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
pO34MHHKKa (BOga MacTep-haiina cuctemm hapmakoHarnsgy) - amiHa
ONS iH eyt no 2 YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMnoBigabHOT 3a
M) y 6nictepi; no 1 hapmakoHarnag,.
abo 2 6nictepu y MponoHoBaHa pepgakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
nautii 3 KapToHy KOHTaKTHUX AaHVX YOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag
168. | KOMOMILUVH MOPOLLIOK A5 TOB «TeBa YkpaiHa Brpo6HMLUTBO [Danis/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/7533/01/01
IH'€EKLIA pO34uHy OoNns YkpaiHa» Hepo3ghacoBaHoro Benuvka TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbkWii 3aci6. 3MiHK Y peyenmom
iH'eKUN, iHdy3ilt abo NpoAayKTy, NepBUHHA BpuTania/ BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYTbCSA
iHranauin no 1 000 ynakoBKa, KOHTPO/1b YropuymHa/ BUMYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOrO NiKapCbKoro
000 MO; 10 cepii: Kcenis Ipnangis/ 3acoby (3amiHa abo AoaaBaHHA BUPOOHNMKA, L0
oNakoHiB 3 dapmacbioTikens AnC, | HimeuumHa BignoBifgae 3a BBe3eHHA Ta/abo Bunyck cepii) - He

NOPOLLKOM B
KapTOHHIA Kopoo6Li

[JaHis; BropuHHa
ynakoBka, [l03Bi/1 Ha
BMNyck cepii: MeH
dapmachbtoTikan
Cepsices JlimiTes,
Benvka bBputaHis;
KoHTponb cepii:
Kcenia
dapmacbtoTikens /1714,
YropwmHa; [4,03Bin Ha
BMNYCK Cepil:
MinmayHT Xenckeap
Nimiten, IpnaHgis;
BTopuHHa ynakoska:
Mpectnx MNpomoyLUH
BepkaBcthepaepyHr
yHA, Bepbecepsic
'M6X, HimeuunHa

BK/1I0YAI0UY KOHTPO/b/BUNPOGYBaHHSA cepii - BBEAEHHSA
anbTepHaTtuMBHOI AinbHuUui Millmount Healthcare Limited
(Ireland), BignosiganbHOI 3a BUNyckK cepii /13. 3MiHn
BHECEHO B iHCTPYKLiIO A/19 MeAMNYHOr0 3aCTOCYBaHHS
00 HaliMeHyBaHHSA Ta MiCLIe3HaXOKeHHS BUPOOHUKa
(oofaBaHHA BUPOOHUYOI AiNbHWLI) 3 BignoBigHMU
3MiHaMK y TEKCTi MapKyBaHHS yMakoBKM NiKapCbKoro
3acoby. BBegeHHs 3MiH MpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS

3MmiHu | TMny - 3MiHKM 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS AOAATKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTUHN abo BCbOro
BMPOBHMYOro NPoLEecy roToBOrO JliKapCbKOro 3acoby
(4iNbHULUA 0N BTOPUHHOTO NakyBaHHSA)

BBE/IeHHS1 aNlbTePHATVBHOT AiNbHULI 4151 BTOPUHHOTO
nakyBaHHs /13 - Prestige Promotion Verkaufsfoerderung &
Werbeservice GmbH (Germany). BBeieHHsA 3MiH
NpOTArom 6 MicsiLiB nicns 3aTBepoKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
169. | KONMOMILUWH MOPOLLIOK AN TOB «TeBa YkpaiHa Brpo6HMLTBO [Oanis/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/7533/01/02
IH'€EKLIA pO34uHy ons YkpaiHa» Hepo3ghacoBaHoro Benuka TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN Y peyenmom
iH'eKLilA, iHdpy3ili abo NpPOAYKTY, NEpPBUHHA BputaHis/ BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHK, L0 CTOCYHOTLCA
iHransuiin no 2 000 yMakoBKa, KOHTPO/Tb YropmHa/ BMNYCKY Cepii Ta KOHTPO/IK0 SKOCTi FOTOBOTO NiKapCbKoro
000 MO 10 cepii: Kcenis Ipnangis/ 3acoby (3aMiHa abo AofaBaHHsA BUPOOHNMKA, L0
h/1aKoHiIB 3 dapmacktoTikens AnC, | HimeuyunHa BiANoBifae 3a BBE3EHHSA Ta/abo Bunyck cepii) - He
MOPOLLKOM B [Janis; BropuHHa BK/IHOHAK0UM KOHTPO/Ib/BUNPOOYBaHHSA Cepii - BBEAEHHS
KapTOHHIlA KopooLi ynakoBKa, [03BiN Ha anbTepHaTtuMBHOI AinbHuUui Millmount Healthcare Limited
BUMYCK cepii: MeH (Ireland), BignosiganbHoi 3a BUNycK cepii 13. 3MiHK
dapmacbloTikan BHECEHO B iHCTPYKL,iIO 415 MEANYHOTrO 3aCTOCYBaHHSA
Cepsices JlimiTeq, LLI0A0 HaliMEeHYBaHHS Ta MiCLLe3HaXOKEHHS BUPOOHUKA
Benuka bputaHis; (mopasaHHA BUPOBGHMYOT AifIbHULI) 3 BIANOBIAHUMM
KoHTposk cepii: 3MiHaMK y TEKCTi MapKyBaHHS yNakoBKW /1iKapCbKoro
Kcenis 3aco6y. BBefieHHs 3MiH NpoTArom 6 micsAuis nicns
dapmacsktoTikens /174,, 3aTBEPAKEHHSA
YropuwuHa; [103Bin Ha 3MmiHu | TMny - 3MiHKW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
BMNYCK cepil: 3MiHM Y BUPOOHULTBI. 3amiHa abo BBefeHHS [04aTKOBOI
MinmayHT Xenckeap AiNbHWL| BUPOBHULTBA 718 YacTuHK abo BCbOro
Nimiten, lpnaHgis; BVMPOGHMYOrO MPOLECY rOTOBOrO MiKapCbKoro 3acoby
BTopvHHa ynakoBka: (8inbHWUA NS BTOPUHHOTO NaKyBaHHS)
MpecTtnx MpomoyLuH BBE[EHHS a/IbTePHATUBHOI AiNbHULI 4719 BTOPUHHOIO
BepkascthepaepyHr nakyBaHHs /13 - Prestige Promotion Verkaufsfoerderung &
yH Bepbecepsic Werbeservice GmbH (Germany). BBeeHHs 3MiH
M6X, HimeuunHa npoTArom 6 micsALiB Nicns 3aTBepAYKEHHS
170. | KOMMOTPO® | kpem BariHanbHWii 1 | 3eHTiBa, K.C. Yecbka KoHdpapma dpaHc, ®paHuis BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/3481/02/01
IH %; no 15 r y Ty6i; no Pecny6nika dpaHuis (KOHTPOsb TUNy - 3aMiHa BUPOGHMKa Ajto40i pevyoBuHY MNpoMecTpuH peyenmom
1 Ty6i B kOpOOL,i cepii (Tinbkn SAM MONACHEM Ha Sicor de Mexico S.A. de C.V., 5k
MikpobionoriyHe Hacnifok OHOBAeHW po3gin 3.2.S.Ad|
TeCcTyBaHHs));
Nab6opaTtopis LWemiHo,
dpaHuis
(BUPOBHMLTBO 3a
NOBHWUM LIMKIOM)
171. | KOMIPHATI/ KOHUeHTpaT ans Mdpaiizep CWA Mdpaiizep Benbris/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/18592/01/01
COMIRNATY avcnepcii ans Eiiu.Ci.Mi. MeHodek Yy pUHr HimeyunHa TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
™ iH'ekuiT; 1 donakoH Kopnope#iLuH Benbris HB, Benbris; KOHTpO/ib AONOMIXKHUX peyoBuH. 3MiHa Yy MeTogax
(0,45 mn) micTuTb 6 BaiioHTek BMNPOOYBaHHA AONOMDKHOI PEUOBUHM (iHLLI 3MiHU Y
003 no 30 mkr; 195 MeHodek Yy pUHr MeTofax BUNpobyBaHHA (BK/IOYaKUM 3aMiHy abo
h1aKoHIB y vM6X, HimeuunHa [ofasaHHs)) - 3anpoBapKeHHs NPOTOKoNY kBanidikawi
KapTOHHIlA KopoobLi MalibyTHIX NepBNHHMX pechepeHTHMX maTepianis (PRM) Ta
po6ouux cepiit cTaHgapTHUX MaTepianis (WRM) ans
LOMOMDKHMX pevoBuH ALC-0159 Ta ALC-0315, BBeAEHHS
HOBOI napTii PRM a9 nonomMikHOI peyoBuHn ALC-0159.
172. | KOMIPHATI / KOHLleHTpaT Ans Mdcpaiizep CLA Mdpaiizep Benbria/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepiania: 3MiHu | 3a UA/18592/01/01
COMIRNATY avcnepcii gns Eiy.Ci.Mi. MeHgEKYYPUHT HimeuunHa | Tvny - 3MiHM 3 AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. Cuctema |  peyernmom
™ iH'ekuiT; 1 dpnakoH Kopnope#iLuH Benbris HB, bBenbris; KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa dhopmu abo
(0,45 mn) micTuTb 6 BailoHTek PO3Mipy KOHTEHepa Yv 3aKynopBasIbHOro 3acoby




110

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
£03 no 30 mkr; 195 MeH ek ypuHr (nepBWHHOI ynakoBKu) (CTepubHi Nikapcbki 3acobm) -
hnakoHiB y 'm6X, HimeyunHa 3MiHa dhopmu Ta po3mipy NEPBUHHOT yNakoBKW rOTOBOr0

KapTOHHIlA KOpO6L

NPOAYKTY Ha ABi Pi3Hi hopMu dhnakoHiB 3 pisHUMK
po3mipamu hiakoHa Ta pisHMMM YLUifIbHIOBaYaMm
hnakoHa.
3MiHu | TUNY - 3MiHK 3 AKoCTi. FOTOBWIA NikapCbkuii 3aci6.
3MiHM y BUpOGHMLTBI. 3amiHa abo BBeAEeHHS 404ATKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOBHMYOro NPoLEecy roToBOrO /likapCbKOro 3acoby
(@iNbHULSA ANA BTOPVMHHOIO MakyBaHHS) - [logaBaHHs
BMpo6HuKa mibe GmbH Arzneimittel, Minchener StralRe
15, 06796 Brehna, Germany (mibe) BignosigasibHOro 3a
BTOPVHHE NaKyBaHHSA roTOBOrO NPOAYKTY.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HUMLITBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTMHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AinbHUUA ANA NEPBMHHOIO NakyBaHHS) - [logaBaHHA
BMpO6HMKa mibe GmbH Arzneimittel, Miinchener StraRe
15, 06796 Brehna, Germany (mibe) BignosigasbHoro 3a
NepBUHHE NaKyBaHHSi FOTOBOTO NPOAYKTY.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTpOob roToBOro nikapcbkoro 3acoby. 3mMiHa y meTtogax
BMNPOBYBaHHSA rOTOBOTO JliKAPCLKOro 3acoby (He3HauHa
3MiHa y 3aTBEpMKEHUX MeToAax BUNpobyBaHHs) -
HesHauHi 3mMiHv A0 MeToAy BMNPO6YyBaHHA rOTOBOrO
nikapcbKoro 3acoby 3a nokasHnkamy RNA content Ta RNA
Encapsulation metogom Fluorescence Assay, a came
3a3HayYeHHs KOHLeHTpavi 3paska y BUrnagi gianasoHy Ta
BapiaHTiB NobyA0BK KasibpyBasibHOI KPUBOI.
3MiHn | TURY - 3MiHK 3 SKOCTi. [O0TOBMIA Nikapcbkuii 3aci6.
KOHTpOob roToBOro nikapcbkoro 3acoby. 3mMiHa y meTtogax
BMNPOBYBaHHSA rOTOBOTO JliKAPCLKOro 3acoby (He3HauHa
3MiHa y 3aTBEpIKEHNX MeTogax BUNpobyBaHHs) - 3MiHK
[0 MeTofy BUNpoGYBaHHSA rOTOBOTO /liKapCbKOro 3acoby 3a
nokasHukom In vitro Expression metogom Cell-based flow
cytometry: — yTOUHEHHS KpUTEPIiB NPUAHATHOCTI AN
OTpUMAaHOT KiNlbKOCTi KNiTUH (K ana NC/DPC, Tak i ans
TS): 230000 3arasibHNX NOAili AN KOXHOT TYHKV
(miHiManibHa KinbKiCTb NOAjNA, 3i6paHnx Ha NyHKy: 50000)
3amicTb 30000 - 50000 3aranbHUX NOAiNA A1 KOXHOT
JIYHKW; — NacaxyBaHHS KNiTUH 3 2-0r0 Mo 4-uii fieHb, Konu
X BuciBatoTb, 7000 — 36000 XMTTE3AATHUX KNITUH/CM2
(3amicTb 41000); — nicnga iHKy6auii K1iITUHU NOBUHHI
Bi3yasiIbHO 3/mBatucs npubnansHo Ha 70% (3amictb 30-
60%).
3MiHu | TUNY - 3MiHK 3 SKOCTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOr0o NiKapcbKoro 3acoby. 3MiHa y MeTogax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y

MeTofax BunpobyBaHb (BKIOYa4uM 3aMiHy abo
[ONOBHEHHS)) - [logaBaHHA [0 cnevudikaLii roToBoro
NiKapCbKOro 3acoby aslbTEPHATUBHOIO MeToay
BM3HA4YeHHs BMICTY ninigis HPLC-ELSD (High
performance liquid chromatography — evaporative light
scattering detection).
3MiHu |l TUny - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLITBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Mikapcbkoro 3acoby
(ainbHMUA, Ha sk NPOBOAATLCS BYAb-AKi BUPOOHWI
cTagii, 3a BUHATKOM BUMYCKY Cepiii, NPOBEAEHHSA KOHTPOJIIO
AKOCTi Ta BTOPUHHOIO NakyBaHHSA, A1 NiKapCbKux 3acobis
6i010r4YHOro/iMyHOMOMNYHOTO MOXOMKEHHS ab0 NiKapCbKmx
hopM KOMMIEKCHOro (CK1aHOoro) BUpo6bHUYOro npoecy) -
[opasaHHA BUpo6HMKa mibe GmbH Arzneimittel,
Minchener Stral3e 15, 06796 Brehna, Germany (mibe)
BignosigasbHoro 3a etanu BupobHuuTaa fill and finish
rOTOBOrO NPOAYKTY.
3MiHu Il TUnY - 3MiHK 3 KOCTi. FTOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOI0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo AofasaHHsA AiNbHULI, Ha
AKIW 34IACHIOETBCS KOHTPO/Ib SIKOCTI/BUNPOGYBaHHSA cepii
415 6ioNoriYHOro/iMyHO/0rNYHOro NikapcbKoro 3acoby, Ta
6y b-AKOI AiNIbHUL, Ha Kl 3aCTOCOBYETLCA
6i0N0rivyHMIA/iMyHONOTIYHNI METOZ, BUNPOGYBaHHS) -
[opaBaHHA BUpo6HMKa mibe GmbH Arzneimittel,
Minchener Stral3e 15, 06796 Brehna, Germany (mibe)
BiANOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTi Ta BUNPOGYBaHHS
CTabiNIbHOCTI FOTOBOr0O NPOAYKTY 3@ NOKa3HUKaMu
Composition and Strenght, Purity Ta Adventitious Agent.
3MmiHu |l Tuny - 3MiHK 3 SKocCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IHO SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo AofaBaHHsA AiNbHULI, Ha
SKIl 3AIACHIOETLCSA KOHTPO/Ib SKOCTI/BUNPOGYBaHHSA cepii
Ans 6ionoriyHoro/iMyHo0r4HOro Nikapcbkoro 3acoby, Ta
6y Ob-AKOI AiNbHNL, HA 5Kl 3aCTOCOBYETHCS
6ionoriyHuii/imyHoNoriyHniAi MeTog, BUNPOGYBaHHS) -
[opasaHHsa BupobHuka BioNTech Innovative
Manufacturing Services GmbH (IMFS),
VollmersbachstralRe 66 55743 Idar-Oberstein, Germany
BIANOBIA@/ILHOIO 3a KOHTPO/Ib AKOCTi Ta BUNPOBYBaHHSA
CTabisIbHOCTi FOTOBOrO NPOAYKTY 3a nokasHukamu ldentity,

Potency Ta Purity
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
173. | KOHTPUBEH | po3uuH ans iH'ekuii, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/10355/01/01
10 000 KIO/mn; no 1 | "BIO®APMA "BIO®APMA" - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
M/1 B amnyni; no 5 " BBeneHHs1 abo 3MiHM A0 y3araslbHEHUX JaHWX Npo
amnyn y 6nictepi; no cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
2 6nicTepu y nayui 3 [aHunx npo cuctemy hapmakoHarnsgy, amiHa
KapToHy; no 5 mn B YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iiCHEHHS
amnyni; no 5 amnyn dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
y 6nictepi; no 1 3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
6nicTepy B nauui 3 AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
KapToHy; no 50 mny BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
hnakoHax Ne 1 (BKNHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLeHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasIbHOI 3a dhapmakoHarnsg
174. | KOM/IABIKC® | TabneTku, BKpUTI TOB Ykpaina CAHO®I BIHTPOIN dpaHuin BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/11680/01/02
060/10HKO, 75 "CaHodi- IHOACTPIA - 3MiHV BHECEHO A0 iIHCTPYKLi A1 MeAUYHOro peyenmom
Mmr/75 mr Ne 28 ABeHTIC 3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
(7x4): no 7 TabneTok YkpaiHa" "®apmakonoriyHi B1acTmBocTi" (YTOUHEHHS iHdhopmaLi),

y 6nicTepi; no 4
6nictepu B
KapTOHHI Kopobui

"B3aemogis 3 iHWVMU NikapcbKnMK 3acob6amu Ta iHLWi BUan
B3a€EMOZI" 1040 OHOBEHHS iH(hOpMaLlii 3 6e3neku
L0401 PEYOBVIHM «KMONIAOrPEsb» NPU CYyNnyTHbOMY

3acTocyBaHHi aroHicTiB onioigis BiANOBIAHO A0
pekomeHaauiii PSUSA EMA. BBefgHHs 3MiH NPOTSArom 6-
TN MicAILiB Nicns 3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHN
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainy "B3aemogis 3 iHwnmu
nikapcbknMuy 3acobamu Ta iHLWi BUAW B3aeMoii" Woao
OHOBJIEHHS iHGhOpMaLii 3 6e3Mnekun Ajloyoi pevyoBnHU
«Knonigorpenb» Npy CynyTHbOMY 3aCTOCyBaHHi 6yCcTepHOI
aHTUPEeTPOBIPYCHOI Tepanii BignoBigHO A0 pekoMeHaau il
CHMP EMA. BBefgHHs 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS;
3MiHW Il TRy - 3MiHW BHECEHO [0 IHCTPYKUii Ans
MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi Bnactnsocti”, "BaaemMogis 3 iHWMMK
nikapcbknMuy 3acobamu Ta iHLWi BUAW B3aemMogiin" Wwopo
OHOBJIEHHS iHdhopMaLii 3 6e3nekn npy nepexogi 3 6inbLu
NOTYXHOrO iHribiTopy peuenTtopa P2Y12 Ha knonigorpens
0fiHOYaCHO 3 acnipMHom nicns roctpoi asm MKC.
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHW BHECEHO [0
IHCTPYKLii 415 MeAUYHOr0 3aCTOCYBaHHS J1ikapCbKoro
3acoby A0 po3ainis "B3aeMogis 3 iHLLUMMUY NiKapCbKUMKN
3acobamu Ta iHWi BUuan B3aemogiii", "OcobamMBocCTi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acTocyBaHHS" LOA0 OHOB/EHHS iHhopMmaL,i 3 6e3nekn
[il040T PEYOBUHN «K/10MiJOrpesb» npu CynyTHbOMY
3acTocyBaHHi NOTYXHUX iHgykTopis CYP2C19 BignosigHo
40 pekomeHgauin CHMP EMA. BBefieHHS1 3MiH NPOTSArom
6-Tn MicsAUiB nicNsA 3aTBEPIKEHHS
175. | KOPBANTAB | TabneTtku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/14729/01/01
EKCTPA N1iBKOBOIO "ACIHO - OHOBJ/IEHHS BX€ 3aTBEPIKEHUX METOAIB KOHTPO/IH AKOCTI peyenma
060/10HKO10, M0 10 YKPAIHA" NiKapcbKoro 3acoby, a caMme BUKNALEeHHs TEKCTY
Tabnetok y 6nictepi; [epXaBHOK MOBOIO 3riHO Cy4YacHWUX BUMOT; 3MiHW | Tuny -
no 1 a6o 2 6nictepu noAaHHs oHoBrieHoro CepTudikarty BiANOBIAHOCTI
B KapTOHHIA navui €sponelicbkiit hapmakonei R1-CEP 2004- 089 - Rev 05
ana A®l (Jlokcmnaminy rigporeH cykuuHary) Big,
3aTBEpMAKEeHOro BMpobHuka «Union Quimico Farmaceutica,
S.A. (UQUIFA, S.A.)», IcnaHis. 3anponoHoBaHo: CEP Ne
R1-CEP 2004- 089 - Rev 05; 3MiHu | Tuny - nogaHHsA
oHoBsieHoro CepTudikaty BifnoBigHOCTI EBpONECHKii
thapmakonei R1-CEP 2004- 089 - Rev 06 ana Adl
(Ookcunaminy rigporeH cykumMHarTy) Bif 3aTBEPAKEHOrO
BMpO6HMKa «Union Quimico Farmaceutica, S.A. (UQUIFA,
S.A.)», IcnaHis; 3mMiHW | TUNY - BHECEHHS 3MiHK A0
cneumdikauii A®I (Jlokcmnaminy rigporeH cykuyHary), a
came BUAaEHHS NMOKa3HUKa «PO3UMHHICTb»
176. | KOPOAPOH® | po3uunH ans iH'ekuii, TOB YkpaiHa CaHodpi BiHTpon PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/3683/01/01
50 mr/mn, Ne 6: no 3 "CaHodi- IHpacTpia - AONOBHEHHSA cneuudikauii APl amiogapoHy peyenmom
M/1 B amnyni; no 6 ABeHTIC rigpoxnopugy HOBYMM NOKasHWKamy AKOCTI LLoA0
amnyn B NosiMepHux YkpaiHa" MiKPOGiONOriYHOI YACTOTM Ta BifMNOBIAHMMMN MeTOL4AMU
yapyHkax y Bunpo6ysaHHs (TAMC: NMT 100 CFU/g; TYMC: NMT 100
KapTOHHIA Kopoo6Li CFUlg; Bacterial endotoxins: NMT 0.33 1U/g); 3MiHu | Tuny
- MO4AHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€sponeiicbkii hapmakonei Ne R1-CEP 2009-031-Rev 02
onsa A®l amiogapoHy rigpoxiopuay Bif BXe
3aTBepAXeHoro Bupo6Huka Sanofi Chimie, ®paHuis, y
HacnifoK BUAAIEHHS TecTy «Baxki meTann» Ta
«PO34MHHICTb»; AoAaBaHHA 3BITY 3 OLHKM PU3UKIB LLLOA0
BMICTY e1eMeHTHNX AOMILLOK BiAMNOBIAHO A0 BUMOT
HactaHosu ICH Q3D
177. | KOPUHPAP® | Tabnetku TOB "TeBa YkpaiHa 3irchpig, /14, LLiBeiiuapisi/ | BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/9902/01/01
YHO 40 NPOJIOHroBaHoI fji YkpaiHa" LBeliuapis (KOHTpONb ManbTa/ - NOJaHHA HOBOTO cepTudikaTy BiAnoBiAHOCTI peyenmom
no 40 wr, no 10 cepii); 3irdpig dpaHuis/ €Bponeiickkiii hapmakonei Ne R1-CEP 1996-105-Rev 04
Tabnetok y 6nictepi; Manbta fiT4,., ManbTa HimeyunHa A®I HicheauniHy Big HoBoro Bupo6Hrka MOEHS Catalana
no 2 a6o no 5, a6o (B1pOGHULTBO S.L. (BONOBHEHHS); 3MiHM | TUMY - BUYYEHHSA HE3HAYHOIO
no 10 6nicTepiB y Hepo3g)acoBaHol nokasHuKa siKocTi (BUNPO6yBaHHSA Ha NUTOMY M/IOLLY

KopoobLi

npoaykuii, nepBrHHa
Ta BTOPUHHA

nosepxHi (BET) 3i cneundikavii A®| Hicheauniny Big
BMpo6Huka Siegfried Ltd; 3miHW | TNy - nprBefeHHs BUMor
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yMakoBKa, KOHTPO/1b cneuudikauii A®| HidheauniHy y BIiANOBIAHICTb A0 AitoYOoi
cepii); 3irdopig Papma MoHorpadii €E® — KinibkicHe BU3HAUYEHHS fil040l peYOBUHU
AT, LWeeliuapis NPOBOAUTLCA NNLLE METOAOM TUTPYBAHHS | He
(BMpOGHMLTBO npoBoAnTbLCS MeTofoM BEPX; 3MiHu | TURy - npuBeaeHHs
Hepo3gacoBaHol BUMOTr crieundikauii A®I HicheamniHy y BiANOBIAHICTL A0
npoayKujii, NnepBnHHa Aitoyoi MoHorpadii € — |geHTudikaLis Ajiro4oi peyoBuHM
Ta BTOpUHHa meTogom BEPX He npoBoguTbCs; 3MiHM | Tumy -
ynakoBKa, KOHTPO/1b npvBefeHHa BuMor cneumadikauii A®I HidbeamniHy y
cepii); KoHdapma BIANOBIAHICTb A0 Ajto4oi MoHorpadii €EP — BunpobyBaHHsA
®paHc, dpaHuis Ha Temneparypy n/aB/ieHHA He NPOBOANTLCA BiANOBILHO
(koHTpONb cepii [0 MoHorpagii €®; 3miHu | TUNY - NpuBEeEHHSA BUMOT
(TinbKM cneumdikauii A®I HiheanniHy BIANOBIAHICTL A0 AitoYoi
MikpobionoriyHe MoHorpadii €O — [logaHo BUNpoGyBaHHSA Ha BMIiCT
TecTyBaHHs)); Mepkne [Jomiwkmn D Ta iHWKMX OCHOBHMX AOMILLOK BifnoBigHO A0
M6X, HimeuunHa MoHorpadii EP. Takox NPONOHYETLCA BHECTU PAS,
(803Bin Ha BUMyCK pefakuiiH1X 3MiH, a came BUTy4YnTU BUNPOBYBaHHS SKi
cepir) NpoBOAATH 3rifHO 3 MOHOrpadgiieto USP, a came: UV
spectrum, Sulphate, Chloride, Titration, Heavy metals (Pb)
178. | KCANTO®DAWN | posunH ans in ekuii, A/T HoBo [aHis A/T Hoso Hopgick, Oanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/18253/01/01
100 O4/mn Ta 3,6 Hopgaick [aHia (BUpobHUK Cnony4eHi - 3MiHW BHECEHO [0 IHCTPYKUIT 415 MEAUYHOIO peyenmom
Mmr/MA, o 3 Mny BiANOBIAaIbHMI 3a LWratn 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis

KapTpuaXi, SKni
MICTUTBCA B
nonepeaHL0
3anoBHeHil
6araTtono30Biii
0fHOPa30BIN
LINpuL-pyYLi, no 1,
3 abo 5 nonepefHbLO
3arnoBHEHUX LINpUL-
PY4OK B KApTOHHIl
Kopobui

36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE NakKyBaHHS
roTOBOr0 NPOAYKTY,
KOHTPO/b SIKOCTI
rOTOBOrO NPOAYKTY);
A/T Hoso Hopgick,
[aHia (BUpobHUK
Hepo3acoBaHOro
NPOAyKTY,
HanoBHEHHS,
nepBMHHA ynakoBka,
nepesipka Ta
KOHTPO/b AKOCTI,
BiANOBIAaIbHMI 3a
BUMYCK Cepiii
KIHLLeBOro NPOAYKTY);
Hoso Hopgaick
dapmacbloTikan
IHpacTpis, /M,
CronyyeHi WraTtn
(BMpOGHMLTBO
NPOAYKTY,
HanoBHEHHS
KapTpuaxy Ta
KOHTPO/b SIKOCTI

won

"Oco61BOCTi 3acTocyBaHHS", "Crnocib 3acTocyBaHHS Ta
no3n" "To6iuHi peakuii” BignoBigHO A0 pekoMeHaaLil
PRAC EMA w040 p13vKiB BAHUKHEHHS amifioifo3y LUKipK
npu 3acTOCyBaHHi NikapcbKoro 3acoby. BBeAeHHS 3MiH
NpOTArom 6 MicsiLiB Micna 3aTBepKeHHs
3MiHW || TMny - 3MiHM BHECEHO A0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS J/likapcbKoro 3acoby Ao po3ginis
"Oco61BOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[o3n". BBefieHHs 3MiH NpOTArom 6-Tu micsuis nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NPOAYKUIT;
KOMMNIEKTYBaHHS,
MapKyBaHHSA Ta
BTOPVHHE NakKyBaHHS
roTOBOrO NiKapCbKOro
3acoby)
179. | KCAHTUHON | po3uunH ANns iH'ekuii, MNAT YkpaiHa MAT "Fanuudcpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/4963/01/01
Yy 150 mr/mn; no 2 mn "Tanuuchap - 3MiHM 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy peyenmom
HIKOTUHAT B amnyni; no 10 m" NOBTOPHMX BUNPO6YyBaHb/nepiogy 36epiraHHs abo ymMoB
ammnyn y KOHTYpHIiA 36epiraHHa A®I (3a BigCyTHOCTI y 3aTBEPAKEHOMY [0CHE
YapyHKOBIl cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakoner,
ynakosLi; no 1 LLIO BK/1HOYA€E Nepios NOBTOPHOrO BMNPO6YBaHHs) (nepios
KOHTYPHIi NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) -
YapyHKOBIli ynakoBLyj 36inbLUEHHS abo BBeLEeHHS nepioy NOBTOPHOro
B nauuj; no 2 mn B BunpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTis
amnyni, mo 10 JocnipXeHb y peanibHOMY 4aci - TpYBEeAEHHA MaTepianis
amnyn y kopoobui peecTpaLiiiHoro Aocke A0 MaTepianiB BUpo6HuKa AdI
Shandong Keyuan Pharmaceutical Co., LTD, Kutait wogo
BMBYEHHSA CTabifIbHOCTI Ta BCTAHOB/IEHHS Nepiody A0
npoBeeHHS MOBTOPHUX BMNPobyBaHb — 60 micAauis (5
pokiB). 3anponoHOBaHO: Nepiog, A0 NPOBEeAEHHS
NOBTOPHUX BUNPoByBaHb — 5 pokiB
180. | KYBAH® TabneTkn po3UnNHHI BioMapuH Ipnangis BioMapwH Ipnangis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |l 3a UA/12202/01/01
no 100 mr; no 30 IHTEepHeLwHN IHTEepHeLwwHA NimiTes, HimeuunHa TUMY - 3MiHW BHECEHO [0 TEKCTY iHCTPYKUIT N8 Mean4Horo peyenmom
abo no 120 Nimiten IpnaHgis 3acTocyBaHs Jlikapcbkoro 3acoby Ao po3ainis
Tabnetoky (BignoBifanbHWii 3a "®apmakonoriyHi Bnactusocti”, "OcobamBoCTi

nonieTnieHoBomy
donakoHi; no 1

donakoHy y
KapTOHHI KopoobLi

BUMYCK cepil);
BioMapwH
IHTepHewwHN MlimiTes,
IpnaHgis (MapkyBaHHS
hNakoHiB Ta BTOPUHHE
nakysaHHs); Ekcenna
'm6X eHg Ko. K,
HimeuunHa
(BUPOGHNLTBO
Hepo3g)acoBaHol
npoaykuii, NnepBrHHe
nakyBaHHs y do1akoHn
Ta KOHTPO/Ib AKOCTI
nikapckoro 3acoby);
Na6op IC CE eHp Ko.
K, Himeuunna
(KOHTPO/b SAKOCTI
nikapcbKoro 3acoby
(mikpobHe
TecTyBaHHs));
MinnmayHT Xenckeap

3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n".
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NTa, lpnangis
(MapkyBaHHS
h/1aKOHIB Ta BTOPUHHE
nakyBaHHs); CI'C
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa
(KOHTpO/b AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TEeCTyBaHHS))
181. | NNAKCEPC NopoLUoK AN TOB "HOpis- YkpaiHa TOB "lOpig-®apm”, YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/18254/01/01
PO3UnNHYy A5 iH'EKUIA Papm” YkpaiHa (nakyBaHHs i3 - fonoBHeHHA Creumdikaii 13 nokasHMkom "MexaHiyHi peyenmom
no 1000 mr/ 1000 mr chopmm in bulk HCMNC BK/TIOUEHHS: BUAVMI YacTku'"; 3MiHW | TUMY - BHECEHHS 3MiH
no 1 cpnakony 3 Xebelh XyaMiH 0o Cneuundpikauii [N13, 30kpema: 3BY)XXeHHS Kputepiis
nopoLukom; no 1 PapmacboTikan MPUAHATHOCTI 3a NokasHukamu "CTOPOHHI AOMILLKK".
chnakoHy a6o no 10 KomnaHi flimites, MponoHoBaHa pepakuist CTOPOHHI AOMILLIKM.
hnakoHiB y navui 3 Kutaid) Lledhonepa3zoH gomiwika A: He 6inbLue Hix 1,5%.
KapToHy LledponepasoH gowmiwka C: He 6inbLue Hix 0,5%. Byab-ska
iHWa fomiwka: He 6inbLue Hix 1,5 %. Cyma BCix noLy ycix
nikiB OKPIM iAeHTUiKoBaHNX: He BinbLue Hix 3,0%; 3MiHK |
TUMY - BHECEHHSA 3MiH f0 MeTogis BUnpobysaHHs M3,
30Kpema: - 3a NoKasHUKoM "pH": BUNpaBeHHS TEXHIYHOI
NOMW/IKW B ONWUCY METOAMUKU; - 38 NOKa3HWKOM "CTOPOHHI
[OMILLKM": 3a3HAYEHHS NPO6ONIArOTOBKU AN1S BUSHAYEHHS
fomiwky C; npuBegeHHss METOAVKN [0 BUMOT MOHOrpadii
EP; - 3a nokasHnkamu "MexaHiuHi BKOYeHHs" Ta
"KinbkicHe BU3HAYEHHA": NpUBEAEHHSA METOAVKM A0 BUMOT
MoHorpadii EP. - 3a nokasHukom "CTepunbHICTb":
He3HauHi 3MiHW pefakuiiHOro xapakTepy; - 3a NOKa3HUKOM
"OAHOPIAHICTb A030BaHNX OAUHULB": NPUBELEHHS
MeTOAVKM A0 BUMOr MoHorpadii EP; 3miHu | Tuny -
36i/IbLUEHHHA Ajana3oHy po3Mipy cepil M3 ana Ao3yBaHHA
1000 mr/1000 mr 3 "Big 27 000 go 40 800 chnakoHiB" Ha
"Big 18 000 go 114 600 donakoHiB"; 3miHM | Tuny -
OHOB/IEHHA BXEe 3aTBEPMKEHNX METOZAIB KOHTPOJIHO SKOCTI
niKapcbKoro 3acoby, a came: BUKTafEHHS TEKCTY
[ep>XXaBHO MOBOIO 3ifiHO Cy4acHWUX BUMOT
182. | NAKTION- nopoLUoK ANs ToBapuctBo | YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHS 6e3 UA/19081/01/01
ICTOK® opasibHOro 3 06MEXEHO HanucaHHs Ha3B 3asiBHUKA Ta BUPOOHUKA B Hakasi MO3 peyenma
3acTocyBaHHs; Mo 5 06MexeHo BiANOBIA&/IbHICTIO Ykpainm Ne 2690 Big 02.12.2021 B npovueci peecTpad;i.
ry cawe, no 20 BignoBiganb "WcTok-Mnroc” Pepaxuisi B Hakasi: TOB "VcTok-Mntoc”. 3anponoHoBaHa
calue y KapTOHHil HICTIO peaakuisi: ToBapucTBO 3 06MEXEHOH BiAMNOBIAA/ILHICTIO
kopo6ui; no 10 ry "UcTok- "WcTok-Mnroc”.
cawe, no 15 cawey | MNnoc"

KapTOHHI Kopo6Lyj;
no200ry
KOHTEliHepi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nnacTmMacoBoMy; Mo
500 r y KOHTeliHepi
n1acTMacoBoMy
183. | TAMOTPWUH Tabnetku no 100 wmr; TOB YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2112/01/02
100 no 10 TabneTtok y "ACIHO - OHOBJIEHHS BXe 3aTBEepPKEeHNX MEeTOIB KOHTPOJIHO AKOCTI peyenmom
6nictepi; no 1, 3a6o | YKPAIHA" NIKAPCbKOro 3acoby, a came BUK/IAAEHHS! TEKCTY
6 6nicTepis B [epXaBHOK MOBOIO 3riHO Cy4YacHVX BUMOT; 3MiHu | Tuny -
KapTOHHI nauwi YTOYHEHHS iHhopMaLii LWoA0 HAHECEHHA HOMepa cepil Ta
TEePMiHy NPUAATHOCTI Ha cTagii dpacyBaHHA Ta NnakyBaHHS.
3anponoHoBaHo: ®acyBaHHs. YiTKiCTb HaHeCeHHs1 Homepa
cepii i TepMiHy NpuaaTHocTi. MakyBaHHA. YiTKiCTb
HaHeCceHHs1 HoMepa cepii | TepMiHy NPUAATHOCTI Ha nauli,
YiTKICTb HAHECEHHS HOMepa cepii | TepMiHy NMpPUAATHOCTI
Ha eTUKeTLi TpaHCNOPTHOI Tapun
184. | NAMOTPVH Tabnetku no 25 mr; TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/2112/01/03
25 no 10 Tabnetok y "ACIHO - OHOBJ/IEHHS BXe 3aTBepXeHVX MeTOoiB KOHTPOSIIO AKOCTI | peyernmom
6nictepi; no 1, 3 abo YKPAIHA" nNiKapcbkoro 3acoby, a came BUKNALEHHS TEKCTY
6 6nicTepis B AepXaBHOK MOBOIO 3riHO Cy4YacHWUX BUMOT; 3MiHW | Tuny -
KapTOHHI navw,i YTOYHEHHS iHhopMaLii LWOoA0 HaHEeCEHHA HoMepa cepil Ta
TepMiHy NpuAAaTHOCTI Ha cTajii dhacyBaHHA Ta NakyBaHHS.
3anponoHoBaHo: ®acyBaHHs. YiTKiCTb HAHECEHHS HOMepa
cepii i TepMiHy NpuaaTHocTi. MakyBaHHSA. YiTKiCcTb
HaHeceHHs Homepa cepii | TepMiHy NpYAAaTHOCTI Ha naudj,
UiTKICTb HAHEeCEHHS HoMepa cepii | TepMiHy NpuAaTHOCTI
Ha eTUKeTLi TPpaHCNOPTHOI Tapun
185. | TAMOTPVH Tabnetku no 50 mr; TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHux maTtepianis: 3MiHW | TUNY 3a UA/2112/01/01
50 no 10 TabneTtok y "ACIHO - OHOBJIEHHS BXE 3aTBEPKEHNX METOAIB KOHTPOSIIO SIKOCTI peyenmom
6nicTepi; no 1, 3 abo YKPAIHA" nikapcbKoro 3acoby, a came BUKNAAEHHS TEKCTY
6 6nicTepis B AepXaBHO MOBOIO 3rifiHO CyYacHWUX BUMOT; 3MiHW | Tuny -
KapTOHHIM nauui YTOYHEHHS iHhopMaLii LWOoA0 HAaHeCEeHHS HOMepa cepii Ta
TepMiHy NpUAATHOCTI Ha cTajii dpacyBaHHA Ta NakyBaHHS.
3anponoHosaHo: ®acyBaHHs. YiTKiCTb HAHECEHHA HOMepa
cepii | TepMiHy NpuaaTHOCTI. MakyBaHHS. YiTKiCTb
HaHeceHHs Homepa cepil | TepMiHy NpUAaTHOCTI Ha nauuj,
UiTKICTb HaHeCeHHs HoMmepa cepii | TepMiHy NpuaaTHOCTI
Ha eTUKEeTLi TPaHCNOPTHOI Tapun
186. | TIA®EPOBIO NopoLLOK TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 6e3 UA/16017/01/01
H HasasbHui4, no 100 "BIOPAPMA "BIO®PAPMA" - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenma

000 MO, 5 chnakoHis
3 MOPOLLKOM Yy
6nictepi; no 2
6nicTepy B navi 3
KapTOHY

BeeieHHs1 ab0 3MiHM A0 y3arasibHEHNX AaHux Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHUKA AN1A 3AiiCHeHHS dapMakoHarnsay B YkpaiHi,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-aiina cuctemy papmakoHarnisay) - 3mMiHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BigNoBigasIbHOI 3a hapmakoHarnsg
187. | NA®EPOBIO | cynosuTopii no 150 TOB "3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/13779/01/01
H® 000 MO; no 3 "BIO®PAPMA BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
cynosuTtopiino 1ry " BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX Npo
KOHTYPHIi cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
YapyHKoBIl [JaHux Npo cuctemy dpapmakoHarnsgy, 3miHa
ynakosui; no 1 YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
KOHTYPHIi thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
YapyHKOBIli ynakoBLj 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
B NauLi 3 KAPTOHY; SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0Ccobu,
no 5 cynosuTopiis BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
no 1 ry KOHTYpHilA (BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
YapyHKOBIl mMacTep-caiina cuctemy papmakoHarnisgy) - 3amMiHa
ynakosLi; no 1 abo YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
Mo 2 KOHTYpHI hapmakoHarnag.
YapyHKOBI YNakoBKM MponoHoBaHa pepgakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
B MauLii 3 KAPTOHY KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag
188. | NA®EPOBIO cynoswuTopii no 500 TOB "®3 Ykpaina TOB "®3" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/13779/01/02
H® 000 MO; no 3 "BIO®PAPMA BIO®APMA" - 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
cynosutopiino1ry " BBeneHHs1 ab0 3MiHU A0 y3araslbHEHUX JaHWX Npo
KOHTYPHIi cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
YapyHKOBIl JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
ynakosLi; no 1 YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
KOHTYPHili hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
YapyHKOBIli ynakoBLj 3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
B NauLi 3 KAPTOHY; AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
no 5 cynosuTopiis BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
no 1 ry KOHTYpHIlA (BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
YapyHKoBIl MacTep-chaiina cuctemu hapMakoHarnisay) - 3mMiHa
ynakoBLi; no 1 abo YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
M0 2 KOHTYPHI thapmakoHarnag,.
YapyHKOBI YNaKoBKU MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
B NauLj 3 KapToHy KOHTaKTHUX AaHWX YNOBHOB&XXEHOI 0CO6M 3asBHMKa,
BiANoBifasIbHOI 3a dpapmakoHarnsag
189. | IA®EPOEIO cynosutopii no 150 TOB "®3 YKpaiHa TOB "®3" YKpaiHa BHECEHHS 3MiH 10 peecTpaliiiH1ux maTepianis: 3MmiHu | Tuny - UA/14695/01/01




119

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
H® 000 MO, in bulk Ne "BIO®GAPMA BIO®APMA" - 3MiHM WoAo 6e3nekn/eheKTBHOCTI Ta chapmakoHarnagy.
1230: no 3 " BBeneHHs1 abo 3MiHU A0 y3arasibHEHUX JaHWX Npo
cynosutopiino 1ry cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHEHNX
6nicTepi; no 410 [JaHnX Mpo cuctemy dpapmakoHarnsagy, smiHa
6nicTepiB B rpynosiii YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
i TpAHCMNOPTHIN Tapi; hapMakoHarnsay; KOHTakTHOI ocobu 3 hapMakoHarnagy
in bulk Ne 1250: no 5 3asBHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
cynosutopiiBno 1 r AIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
y 6nicTepi; no 250 BiZiNOBIfANbHOI 3a 3[iICHEHHS hapmakoHarnsgy
6nicTepiB B rpynosiii (BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
i TpaHCMNOPTHIN Tapi; MacTep-haiina cuctemu hapMakoHarnisay) - 3mMiHa
in bulk Ne 1250: no YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
10 cynosuTopiiB no hapmakoHarnsg,.
1ry 6nictepi; no MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
125 6nicTepis B KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
rpynosi i BiANOBIAa/IbHOI 3a hapMakoHarag
TpaHCMopTHIli Tapi
190. | NTA®EPOBIO cynosuTopii no 500 TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/14695/01/02
H® 000 MO, in bulk Ne "BIO®PAPMA BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
1230: no 3 " BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX MPO
cynosutopiino 1ry cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepi; no 410 JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
6nicTepiB B rpynosiii YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
i TpaHCMNOPTHIN Tapi; hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
in bulk Ne 1250: no 5 3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
cynosutopiiBno 1 r AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
y 6nictepi; no 250 BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
6nicTepis B rpynosii (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
i TpaHCMNOPTHIN Tapi; MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
in bulk Ne 1250: no YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
10 cynosuTopiis no hapmakoHarnag,.
1 ry 6nicTtepi; no MponoHoBaHa pepakuisi: Moy TeTaHa HOpiiBHa. 3MiHa
125 6nicTepis B KOHTaKTHUX JaHMX YNOBHOBAXEHOI 0CObM 3asBHUKA,
rpynosin i BiANOBIA&/IbHOI 3a hapmakoHariag
TpaHCMopTHIli Tapi
191. | NA®EPOBIO cynosuTopii no 1 TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny - UA/14695/01/02
H® 000 000 MO, in bulk BIO®APMA" - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.

Ne 1230: no 3
cynosutopiino 1ry
6nictepi; no 410
6nicTepis B rpynosiii
i TpaHCMNOPTHIN Tapi;
in bulk Ne 1250: no 5
cynosuTtopiiBno 1 r
y 6nicTepi; no 250
6nicTepiB B rpynosiii
i TpaHCMNOPTHIN Tapi;
in bulk Ne 1250: no

"BIO®PAPMA

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHUX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/IHOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarniagy) - 3mMiHa
YNOBHOBaXKEHOT 0CO6U 3asIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 cynosuTopiiB no hapmakoHarnsg,.
1ry 6nictepi; no MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
125 6nicTepis B KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0CO6Y 3asBHMKa,
rpynosii i BiANOBIAa/IbHOI 3a hapMakoHariag
TpaHCMopTHIli Tapi
192. | NA®EPOBIO cynosuTopii no 3 TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/14695/01/04
H® 000 000 MO; in bulk | "BIO®APMA BIO®APMA" - 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
Ne 1230: no 3 " BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
cynosutopiino 1ry cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepi; no 410 [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
6nicTepiB B rpynosiii YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
i TpaHCNOPTHIN Tapi; hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
in bulk Ne 1250: no 5 3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
cynosuTtopiiBno 1 r AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
y 6nictepi; no 250 BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
6nicTepis B rpynosii (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
i TpaHCMNOPTHIN Tapi; MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
in bulk Ne 1250: no YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
10 cynosuTopiis no hapmakoHarnag.
1 ry 6nicTtepi; no MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa
125 6nicTepis B KOHTaKTHUX AaHMX YNOBHOBAXEHOI 0CObM 3asBHUKA,
rpynosi i BiANOBIAa/IbHOI 3a hapmakoHariag
TpaHCMopTHIli Tapi
193. | NNEBEMIP® PO34UH A5 iH'EKLLN, A/T Hoso [aHis A/T Hoso Hopgick, [JaHisa/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/4858/01/01
®JIEKCMNEH® | 100 O4/mn; no 3 mn Hopgaick [aHia (BUpobHUK Ans Bpasunisi/ - 3MiHW BHECEHO A0 IHCTPYLii 415 MegnyHoro peyenmom
y kapTpuaxi; no 1 36VpaHHs, ®paHuis 3aCTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainis

KapTpuaXy B
6araTon030Biii
0fHOPA30BIN
Lwnpuy-pyyui; no 1
a60 5 Wwnpuu-pyyok
Y KapTOHHIll kopoobui

MapKyBaHHA Ta
ynakoska ®nekcleH®,
BTOPUHHE MaKyBaHHs);
A/T Hoso Hopgick,
[aHis (BUpo6HMK
Hepo3acoBaHOro
NPOAyKTY,
HamnoBHEHHS B
MeHdin®, nepBuHHa
ynakoBKa, KOHTPO/Ib
AKOCTI Ta
BiANOBiAaIbHMI 3a
BUMYCK Cepiii
KIHLLeBOro NPOAYKTY);
A/T HoBo Hopgick,
[JaHia (MapkyBaHHA Ta
ynakoska ®nekcleH®,
BTOPUHHE MaKyBaHHs);
Hoso Hopgick
MNpoaykao
dapmaceyTika o
Bpasinb /ITaa.,

"Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/SA 3aTBEPAKEHHS.
3MiHu || TUMY - 3MiHW BHECEHO [0 IHCTPYLUIT A48 MeANYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3sgainy "Cnocié
3acTocyBaHHs Ta A03W" BignoBigHO 40 MaTepianis
peecTpaLiiHoro Aocke. BBeeHHS 3MiH NpoTArom 6-Tu
MicsILiB nicns 3aTBepKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Bpasunis (BUpOGHMK
Hepo3dacoBaHol
NPoAYKUii,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka Ta
36MpaHHs,
MapKyBaHHSA Ta
ynakoska ®nekclleH®,
BTOPWHHE MaKyBaHHS);
Hoso Hopgick
MpogatokcboH CAC,
®paHLis (BUPOGHUK
NpoAyKLUii 3a NOBHUM
LIMKI0M)
194. | NIEBETUPAL, | nopoLuok TOB YkpaiHa UxeussH Li3aHbei Kutai BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTepianis: 3MiHu | TUny - UA/18368/01/01
ETAM (cy6eTaHuin) y "BOPBAPT dapmacbiotukan Ko., - NOAAHHS OHOB/EHOTO cepTudikaTa BignoBigHOCTI
NOABINHNX C ®APMA" nTg €sponeiicbkii hapmakonei Ne R1-CEP 2012-084-Rev 03
noslieTuIeHoBMX ans A®l, y Hacnigok AofaBaHHs 3BiTY 3 OLHKU PU3UKIB
naketax gns LLOA0 BMICTY €N1eMEHTHUX AOMILLOK BifnoBigHO A0 BUMOT
thapmaueBTUYHOro HactaHosu ICH Q3D
3aCTOCYyBaHHSA
195. | IEBOMEKO/ | ma3b no 40 ry Ty6i; MAT YkpaiHa MAT "Ximdapm3sasog, YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/8436/01/01
b no 1 1y6i B nayui 3 "Ximdhapmsa "UepBoHa 3ipka" - 3MiHK y cneumdikauii Ana BXigHOro KoHTpono MAT peuyenma
KapToHy BO/, "Ximcpapmsasog "UepsoHa 3ipka" gns Adl
"UepBoHa XnopamdeHikon BUpobHuka cybcTaHLii - Northeast
3ipka" Pharmaceutical Group Co., Ltd, Kutaii, a came napameTp
cneuudikaLii 4ONOBHEHO KOHTPO/IEM A0AATKOBOro
PO34MHHKKa (€TaHO/) 3 BIAMNOBIAHOK METOANKOI
KOHTPOJIO 32 NOKa3HWKOM "3a/INLLKOBI KiTbKOCTi
OopraHiyHUX po3umHHUKIB" (EP 2.2.28, 5.4.). Kputepiii
NpUAHATHOCTI: ETaHon He 6inbwe 0,5 %. 3MiH y
BMPOBGHMYOMY npoLieci He Bigbynocs
196. | IEBOCUH Masb, Mo 40 ry Ty6i, MAT Ykpaina MAT "Ximdhapm3saBog Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 6e3 UA/8326/01/01
no 1 Ty6i B nauui 3 "Ximdhapmsa "UepBoHa 3ipka" - 3MiHK y cneumdikauii Ana BXigHOro KoHTpono NAT peyenma
KapToHy BO/, "Ximpapmsasog "UepsoHa 3ipka" gnsa APl
"UepBoHa XnopamdeHikon BupobHuKa cybcTaHuii - Northeast
3ipka” Pharmaceutical Group Co., Ltd, KuTaii, a came napameTp
cneuudikaLii JONOBHEHO KOHTPO/IEM AOAATKOBOro
PO34MHHKKA (ETAHO/T) 3 BiAMOBIAHOK METOANKO
KOHTPOJIO 38 NOKa3HWKOM "3a/INLLKOBI KiIbKOCTi
opraHiuyHUX po3unHHKKIB" (EP 2.2.28, 5.4.). Kputepiii
NPUIHATHOCTI: ETaHon He 6inbwe 0,5 %. 3MiH y
BMPOGHMYOMY NpOLIECi He Biabynocs
197. | NEBO®ONIK PO34MH ANA iH ek Megak HimeuyunHa 3irdopig MamensH HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/16366/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo iHdysiii, 50 le3senbliac M6X , Himeuunna BUMpPaB/IeHHS TEXHIYHOI nomuki B MKA /13, a came peyenmom
mr/mn no 1 mn, 4 T corop (BUPOGHULTBO BUNPaB/IEHHs HyMepaL,ii NPUMITOK A0 crneundikauii MN13
M1, 9 MNT Y dh1aKOHi; KNiHiwe rOTOBOIO J1iKapCbKOro 3anponoHoBaHa pefakLis Bignosigae marepiaiam
no 1 a6o 5 dpnakonis | LUneujanbnp 3acoby, NnepBuHHE peecTpauiiHoro Jocbe
3 PO3YMHOM Y enapare nakyBaHHs,
KapTOHHIiA ynakoBL,i M6X MapKyBaHHsA Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b
BMNpPOGYBaHHSA cepii);
Mepak esenbwadpT
dotop KNiHiwe
Lnevuianbnpenapare
M6X, HimeuunHa
(BTOpUHHE NaKyBaHHS,
MapKyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
198. | NEP/IOKA] TabneTkun, BKpUTI [bxy6inaHTt IHAis [bxy6inanT [xeHepikc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13423/01/01
N1iBKOBOO [xeHepikc Nimiten - 3MiHM Woao 6e3neku/edhekTNBHOCTI Ta chapmakoHarnsgy peyenmom
06010HKO0, MO 250 Nimiteq - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKW rOTOBOrO
mr, no 10 TabneTok niKapcbKkoro 3acoby 3 BHECEHHAM iHthopmal,ii Lwoao
y 6nicTepi; no 3 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi S| Ta iHLwoi
6nictepu B TEeXHIYHOT iHthopmMaLii. OHOBNEHHS BXe 3aTBEPIKEHOr0
KapTOHHI Kopobui TEKCTY MapKyBaHHS ; TOLLO); BHECEHHS 3MiHW A0 po34iny
«MapkyBaHHs» MKA /13: 3anponoHoBaHo: MapkyBaHHsA Y
BifiNOBIAHOCTI A0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS.
TepMmiH BBEfleHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
199. | NEP/IOKA], TabneTtku, BKPUTI [xy6inaHt IHAis [bxy6inanT [IxxeHepikc IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/13423/01/02
nNiBKOBOO L[bxeHepikc Nimiteq - 3MiHM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
060/10HKO0, N0 500 Nimiteq - OHOBJIEHHA TEKCTY MapKyBaHHS ynakoBKWN rOTOBOTO
Mmr, no 10 TabneTok niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
y 6nicTepi; no 3 3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi S| Ta iHLwoi
6nictepu B TEXHIYHOT iHchopmMaL,ii. OHOBNIEHHS BXe 3aTBEPIKEHOr0
KapTOHHIlA KopooLi TEKCTY MapKyBaHHS ; TOLLO); BHECEHHS 3MiHV 40 pO34iny
«MapkyBaHHs» MKA /13: 3anponoHoBaHo: MapKyBaHHsA Y
BifjNOBIAHOCTI A0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPMAKEHHS
200. | NEDPNOKAL TabneTku, BKpUTI Lxy6inaHTt IHAis Lxy6inaHT [xeHepikc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/13424/01/01
NiBKOBOO [xeHepikc Nimiten - 3MiHM WoAo 6e3nekun/ehekTnBHOCTI Ta hapmakoHarnagy
060/10HKO0, M0 250 Nimiteq - OHOBJIEHHS TEKCTY MapKyBaHHS yrnakoBKN rOTOBOTO

mr, in bulk: no 5000
TabneTok y naketax

nikapcbKoro 3acoby 3 BHECEHHSIM iHGhopMaLii Wwoao
3a3Ha4yeHHs OAVHULL BUMIPIOBaHHS Y cucTeMi S| Ta iHLWol
TeXHiYHOT iHdhopMmaLli.
OHOB/IEHHS BXE 3aTBEPPKEHOr0 TEKCTY MapKyBaHHs in
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
bulk: no 5000 TabneTok y naketax (BHECEHHS NO3HAYEHb
OAVHWLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCBKOTO andhaBsiTy; TOLWWO); BHECEHHS 3MiHU A0
po3gainy «MapkyBaHHs» MKSA 13: 3anponoHoBaHo:
MapkyBaHHs. Y BijNOBIAHOCTI A0 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHs. MapkyBaHHS. Y BifnoBigHOCTI 40
3aTBEPKEHOrO TEKCTY MapKyBaHHS, WO A0AAETLCA.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPMKEHHSA
201. | NE®PNOKAL, TabneTku, BKpUTI [xy6inaHTt IHgis [xy6inaHT [pxeHepikc IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/13424/01/02
nNiBKOBOIO LbxeHepikc Nimitepn - 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay
060/10HKO0, Mo 500 Nimiteq - OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBK/ rOTOBOrO
wmr, in bulk: no 5000 nikapcbKoro 3acoby 3 BHECEHHAM iHdhopMaL,i Wwoao
TabneTok y naketax 3a3HayeHHs OAVHNLbL BUMIPIOBaHHSA Y cucTemi Sl Ta iHLWoi
TeXHiYHOI iHchopmawyi.
OHOB/IEHHA BXe 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS in
bulk: no 5000 TabneTok y nakeTax (BHECEHHS NO3HAYEHb
OAVHVLb BMMIPIOBaHHS i3 3aCTOCYBaHHAM NiTep
NaTVHCLKOTO andhaBiTy; TOLW0); BHECEHHS 3MiHW A0
po3ainy «MapkyBaHHs» MK$ J13: 3anponoHoBaHo:
MapkyBaHHs. Y BifnOBIAHOCTI 40 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. MapKyBaHHS. Y BignoBigHOCTI A0
3aTBEPKEHOrO TEKCTY MapkyBaHHS, WO A0AAETLCA.
TepMmiH BBEfleHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS
202. | NIAOKCAH cnpeii a4ns poToBoi TOB YkpaiHa Nab6opaTopia Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis: MOMUKM 6e3 UA/16227/01/01
NMMOH NOPOXHUHU, 2 Mr/0,5 "CaHgo3 Ksanigpap HB CnoBeHis noB'si3aHi 3 NepeknagoM abo nepeHeceHHsM iHdhopmavii, peuyenma
CMPEN mr Ha 1 mn; no 30 YkpaiHa" (Ksanidpap HB), SKi 6ynn gonyLueHi Nig vyac NpoBefeHHs npoleaypu
M1y hnakoHi, no 1 Benbrisi (BUPO6GHULTBO BHeCeHHS 3MiH (Haka3 Ne2931 Big, 16.12.2020p.). ¥ po3gini
ch1akoHy B KOPOOL 3a NOBHUM LMK/IOM); Cknag, He 6y10 BpaxoBaHO 3MiHy 3aTBEPKEHY Haka3om
ek ®apmaveBTUYHa MO3 Nel729 Big 30.07.2020p, woao fogaBaHHSA HOBOTO
KoMnaHisa 4.4., BUPOGHMKA AP| XnoprekeuanHy aurnoKoHarty
CnoBeHisa (BUNycK MEDICHEM, S.A., Spain. 3a3HauyeHe BUnNpaB/ieHHs
cepii) BiANOBiAAe MaTepianaM peecTpauiiHoro AOCkbe SAKi
npeacTaBneHi B apxisi
203. | 1I3HOMPU Tabnetkn no 5 mr; TOB YKkpaina TOB "ACTPADAPM" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/8253/01/01
n no 10 Tabnetok y "ACTPA®A - BBEleHHS 10 MeTOAiB KOHTposto /13 oHOBNEHOT peyenmom
6nictepi; no 1 a6o 2, PM"

abo 3 6nictepn y
KopoobLi

aHanNiTMYHOI METOAMKN KOHTPO/II0 NoKasHMKa «CynposigHi
[OMILLKM», Y 3B’A3KY 3 BUTYYEHHAM CTaH4apTHOro 3paska
Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta sik Hacnigok
BiAnoBigHe yTouHeHHA fo Crneumndikauii MKA MN3, 6e3
3MiHM MEeX BMICTY AOMILLIOK. [TponoHOBaHa pegaku,is:
NiznHonpuny avkeToninepasvH — He 6inbwe 1,5 %; byab-
Aka iHWwa AoMilika — He 6inblue 0,3 %; Cyma 6yAb-sKux
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
iHWMX AOMIWOK — He Binbwe 0,6 %; CymMa JOMILLOK — He
6inbLwe 2 %
204. | NISNHOMNPU Tabnetku no 10 wr, TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/8253/01/02
n no 10 Tabnetok y "ACTPA®DA - BBEJEHHS 40 MeTOoAiB KOHTposito /13 oHOBNEHOI peyenmom
6nictepi; no 1 abo PM" aHaNTUYHOT METOAVKN KOHTPOJII0 NokKa3Huka «CynpoBiaHi
no 2, abo no 3 LOMILLKM», Y 3B’AA3KY 3 BUTYYEHHSIM CTaHAapPTHOrO 3paska
6nictepn y kopobui 3 Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta ik Hacnifok
KapToHy BignoBigHe yTouHeHHs 0o Cneuudpikauii MKA N3, 6e3
3MiHM MeX BMICTY AOMILLOK. MponoHoBaHa peakuis:
NisnHonpwuny avikeToninepasvH — He 6inbwe 1,5 %; byab-
AKa iHWa gomillka — He 6inbe 0,3 %; Cyma 6yab-akux
iHLIMX JOMILLIOK — He Ginble 0,6 %; Cyma AOMILLIOK — He
6inbLwe 2 %
205. | NI3NHOMPU Tabnetku no 20 mr TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUny 3a UA/8253/01/03
n no 10 Tabnetok y "ACTPA®A - BBEJIEHHS 40 MeTOAiB KOHTPOosto /13 oHOBNEHOI peyenmom
6nicTepi; no 1 abo PMm" aHasTITUYHOT METOAVKN KOHTPO/IIO NokKasHuka «CynpoBifHi
no 2, abo no 3 OOMILLKM», Y 3B’A3KY 3 BUTYYEHHSIM CTaHAapTHOroO 3paska
6nicTepn y kopobui 3 Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta ik Hacnigok
KapToHy BiANoBigHe yTouHeHHsA fo Cneundikayii MKA TN3, 6e3
3MiHM MEeX BMICTY AOMILLOK. [TponoHOBaHa pefakLis:
NisnHonpwuny avkeToninepasvH — He Ginbwe 1,5 %; byab-
AKa iHWa Aomilika — He Ginblue 0,3 %; Cyma 6yab-akux
HLWIMX OOMILLOK — He Binblie 0,6 %; Cyma AOMILLIOK — He
6inbLue 2 %
206. | NiI3HOMNPU Tabnetku no 10 mr TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/4968/01/02
n- no 10 TabneTtok y "AcTpadapm - BBEleHHS 10 MeTOAiB KOHTposto /13 oHOBNEHOT peyenmom
ACTPA®APM | 6nicTepi; no 3 abo 6 " aHasTITUYHOT METOAMKIN KOHTPO/TH0 NokasHmka «CynpoBigHi
6nicTepis y kopobu,i OOMILLKV», Y 3B’A3KY 3 BUIYYEHHAM CTaH4apTHOro 3paska
3 KapTOHY Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta ik Hacnifok
BignoBigHe yTouHeHHs go Cneuucpikauii MKA 13, 6e3
3MiHM MeX BMICTY AOMILLOK. [TponoHOBaHa pefakLis:
NisnHonpuny avkeToninepasuH — He Ginbwe 1,5 %
Byapb-sika iHWwa gomiwka — He 6inbwe 0,3 %; Cyma 6yab-
AKMX iHLIMX OOMILLOK — He 6Ginblue 0,6 %; Cyma foMiLIoK —
He 6inbLue 2 %
207. | ni3nHONPU Tabnetku no 20 mr TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/4968/01/03
n- no 10 TabneTtok y "AcTpadapm - BBEleHHS 10 MeTOAiB KOHTposto /13 oHOBNEHOT peyenmom
ACTPA®APM | 6nictepi; no 3 abo 6 " aHaniTMYHOI METOAMKN KOHTPOSII0 NoKasHuka «CynpoBigHi

6nicTepiB y KOpobui
3 KapTOHY

[OMILLKM», Y 3B’A3KY 3 BUIYYEHHAM CTaH4apPTHOrO 3paska
Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta sik Hacnigok
BiANoBigHe yTouHeHHA fo Crneumndikauii MKA MN3, 6e3
3MiHN MEX BMIiCTy AOMILLIOK. [ponoHoBaHa pefakuis:
JlisHonpwny AvkeToninepasvH — He Ginblue 1,5 %
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Byab-sika iHwa gomiwka — He 6inbwe 0,3 %; Cyma 6yap-
AKMX HLWMX AOMILLIOK — He 6inbLie 0,6 %; Cyma AOMILIOK —
He 6inbLue 2 %
208. | NiI3nHOMNPU Tabnetku no 5 wmr, TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/4968/01/01
n- no 10 TabneTtok y "AcTpadapm - BBEleHHS 10 MeTOAiB KOHTposto /13 OHOBNEHOT peyenmom
ACTPA®APM | 6nictepi; no 3 abo 6 " aHaniTMYHOI METOAMKM KOHTPO/II0 NoKasHuka «CynpoBigHi
6nicTepiB y Kopobui OOMILLKM», Y 3B’A3KY 3 BUTYYEHHSIM CTaHAApPTHOro 3paska
3 KapTOHY Bp. ®. Lisinopril Diketopiperazine BP CRS, Ta sik Hacnigok
BiANoBigHe yTouHeHHsA fo Crneumndikauii MKA MN3, 6e3
3MiHN MEX BMiCTy AOMILLIOK. lponoHoBaHa pefakuis:
NiznHonpuny ankeToninepasvH — He Ginblue 1,5 %
Byab-sika iHwa gomiwka — He 6inbwe 0,3 %; Cyma 6yap-
AKMX iHLWIMX OOMILLIOK — He 6inbLue 0,6 %; Cyma foMiLIoK —
He 6inbLue 2 %
209. | NOPICTA® H | Tabnetku, BKpUTI KPKA, 4.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/6454/01/01
NNiBKOBOO HoBso mecTo nepBuHHe Ta - BUK1ageHHa MKA 13 ykpaiHCbKO MOBOK (3aTBEpAXeHO peyenmom

060/10HKO10, 50
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abo no 6 abo
no 9 6nictepis y
KapTOHHI Kopo6Lyj;
no 14 tabneTtok y
6nictepi, no 1, abo
no 2, abo no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHIA Kopoo6Li

BTOPWHHE NaKyBaHHSA,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHiIs; KOHTPO/b
cepit:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/b Cepil:
Nab6eHa f.0.0.,
CnoBeHis

pocilicbkor MOBO), 6€3 3MiHU aHaNITUYHNX METOAB, 3
BUMPaBIEHHAM TEXHIYHNX NOMUIOK Ta HE3HAYHI KOpeKLiT
Onuncy METO/IB KOHTPOJIIO SIKOCTi. BBEAEHHSA 3MiH NPOTATOM
6-TW MicALiB Nicna 3aTBEPAKEHHS; 3MiHU | Tuny -
[0NOBHEHHA creumndikauii APl no3aptaH Kanito (Big,
BMpOGHMKa J13) A0AATKOBUM NOKA3HUKOM SIKOCTI: «Impurity
NDMA — not more than 0,03 ppm; Impurity NDEA — not
more than 0,03 ppm». BunyueHrHs 3i cneyudikauii A®I
no3apraH Kauito nokasHuka AkocTi "Heavy metals” gns
rapMoHisad,i i3 gitouoto MoHorpadieto EP Ha A®I; 3miHun |
TUMY - BUNYYEHHS NoKasHuKa «Po3nagaHHs» (E€sp. dapm.,
2.9.1) 3i cneumdikauii /13, 3a HaABHOCTI 3aTBEPKEHOIO
napameTpy «P0o34MHEHHS». BBeEHHSA 3MiH NPOTAromM 6-Tu
MiCALIB NiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMY - HE3HAYHI
3MiHW B 3aTBEPKEHOMY METOZi BUNPOOYBaHHSA
«lpeHTudpikauis i KinbkicHe BU3HAYeHHS n03apTaHy Kanito i
rigpoxnoptiasugy B TabneTtkax». BBefeHHs 3MiH NpoTArom
6-T1 MicAUIB NicNA 3aTBEPAXEHHS; 3MiHN | TUNY - HE3HAYHI
3MiHU y 3aTBEpAXEeHOMY MeToai "O4HOPIAHICTbL BMICTY
no3apTaHy Kanito i rigpoxnopTiasugy" - OHOBMEHHA MeToAY
y 3B’A3KY 3 TUM, L0 Hapasi meTog byae
BMKOPUCTOBYBATUCA /151 BU3HAYEHHS KiJIbKICHOTrO BMIiCTY
Ta igeHTudikauii. 3anponoHoBaHo: «OAHOPIAHICTb
[030BaHNX OAUHULb — OAHOPIAHICTb BMICTY, KiflbKicHe
BM3HAYEHHS Ta igeHTudiKaLisa no3apTaHy kanito i
rigpoxnoptiasngy». BBeAeHHsS 3MiH NPOTArom 6-Tu Micsuis
nicns 3aTBepipkKeHHs; 3MiHn | TUny -He3Ha4yHa 3MiHa y
3arBepmxeHomy MeTogi "CynyTHI OMILLKKU lo3apTaHy
Kanis i rigpoxnopTiasugy B Tabnetkax". BBeAeHHs 3MiH
NpOTAroM 6-TW MicsLIB NiCNs 3aTBEPAKEHHS; 3MiHM | Tuny -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3amiHy MeToay "laeHTudikauis Ta KiflbkKicHe BU3HaYEHHs
nosaprtaHa Kanis i rigpoxnopTiasuga B TabneTtkax" Ha
"OAHOPIHICTb A030BaHWNX OAUHULIb - OAHOPIAHICTL BMICTY,
KiflbKiCHE BU3HAYEHHA Ta igeHTudikalis nosapraHy kKanito i
rigpoxnopTiasuay Ana KOHTposo /13 B cneumdikadii npu
BMMNYCKy. BBEAEHHSA 3MiH NPOTAroM 6-Tu MicauiB nicns
3aTBEPKEHHS; 3MiHW | TUMY - HE3HAYHI 3MiHW B NPOLIECI
BMPOGHMLTBA Ta 6ifbLL AeTalbHWI1 onuc npouecy
BMPOGHULTBA J13; 3MiHK | TUNY - 3MiHa agpecn BUPOOHMKa
A®| nosaptaH kanito Zhejiang Menovo Pharmaceutical
Co., Ltd: 3miHM y agmiHiCTpaTVBHIli agpeci Ta BUPOGHWUIl
AinbHUL. BupobHuya ginbHnua Ta yci BUpo6bHuyi onepadii
3a/IMWATHCA HE3MIHHUMU
210. | MABTEPA® po3unH ANs iH'ekuid, | ®.XoddmaH LLiBeiiLapis ®.XohchmaHH-/1a Po LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu Il 3a UA/14231/01/01
1400 mr/11,7 mn no H-/17 PoLu NTa, Weeiiuapis TUMY - 3MiIHWN BHECEHO [0 IHCTPYKUiT A/19 MEeANYHOro peyenmom
11,7 mn y donakoHi; nrp (BunpobyBaHHs 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
no 1 cpnakony y KOHTPO/IO SIKOCTI); "®apmakonoriyHi BnactnsocTi”, "OcobmMBOCTi
KapTOHHI Kopoobui ®.XodpmaHH-/15 PoLu 3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHocTi abo
N1a, Weeiiyapisa roAyBaHHs rpyanr” (BHeCEHHs1 40AATKOBMX 3aCTEPEXEHb)
(BUPOBHULTBO Ta "Cnocib 3acTocyBaHHA Ta 403U" Bi4NOBIAHO A0
Hepo3dacoBaHoi mMarepianis peecTpauiinHoro Aocbe. BeeaeHHS 3MiH
npoaykuii, NnepBnHHe npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEHHS
Ta BTOPWHHE
nakyBaHHs,
BMMNPO6YBaHHSA
KOHTPOJII0 AKOCTI,
BUMYCK cepii)
211. | MATHE-B6 ® | Tabnetku, BKpUTI TOB YkpaiHa CaHodpi BiHTpon ®paHuis/ BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/4130/01/01
AHTUCTPEC nNiBKOBOIO "Onenna IHpacTpia, PpaHuis; YropwuHa - NO4AHHS HOBOTO cepTudikaTa BigNoBIAHOCTI peuyenma
060/10HKO0 Ne 60 Xenckea XIHOIH 3aBog €sponelickkiii gpapmakonei Ne RO-CEP 2013-165-Rev 01
(15x4): no 15 YkpaiHa" PapmaLeBTUYHNX Ta ans pitovoi pevosrHn Pyridoxine hydrochloride Big HoBoro
TabneTtok y 6nictepi; XimiuHux MpoaykTis BupobHuka JIANGXI TIANXIN PHARMACEUTICAL CO.,
no 4 6nictepu B Mpaisit Ko. T4, LTD., sofaTkoBO A0 3aTBepAXeHoro BupobHuka DSM
KapTOHHI Kopo6Lyj; Mignpvemcteo 2 Nutritional Products GmbH, Germany; 3MiHu | Tuny -
Ne 60 (20x3): no 20 (niganpnemcTaBo noAaHHsa HOBOro cepTudpikaTa BiANoOBIgHOCTI EBponechbkili
Tabnetok y 6nictepi; Bepeliegbxas), dhapmakonei Ne RO-CEP 2017-027-Rev 00 gns gjtouoi
no 3 6nictepu B YropwuHa peyvoBuHM Pyridoxine hydrochloride Big HoBoOro BMpo6HuKa
KapTOHHIlA KopooLi DSM Vitamin (Shanghai) Ltd., Kutaii
212. | MATHE-B6 ® | Tabnetku, BKpUTI TOB YKkpaina CaHodpi BiHTpon dpaHuis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | Tuny 6e3 UA/4130/01/01
AHTUCTPEC NNiBKOBOO "Onenna IHoacTpia, PpaHuis; YropwuHa - NOJAaHHs1 HOBOTO cepTudikata BignoBigHOCTI peyenma
060/10HKO0 Ne 60 Xenckea XIHOIH 3aBog €sponeiickkiii hapmakonei Ne RO-CEP 2015-129-Rev 01
(15x4): no 15 YkpaiHa" dapmaleBTUYHNX Ta 0N Aitoyoi peyoBrHM Magnesium citrate Big HOBOro

Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI KOpoo6L;
Neo 60 (20x3): no 20

XimiuHux MpoaykTis
MpavisiT Ko. /1TA,.
Mignpnemctao 2

(nignpMemcTBo

Bupo6HMka JUNGBUNZLAUER LADENBURG GMBH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Tabnetok y 6nictepi; Bepeleabxas),
no 3 6nictepu B YropLmHa
KapTOHHI KOpo6Li
213. | MAOIHET® TabneTku, BKpUTI Mi6e Mmb6X HimeuunHa Mi6e Mm6X HimeuunHa | BHECEHHS 3MiH 40 peecTpaviiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/15840/01/01
nNiBKOBOIO ApuHaiMiTT ApuHaiimiTTens - MOAAHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
o6onoHkoto, no 0,03 enb €sponelicbkin dhapmakonei Ne RO-CEP 2018-122 - Rev 02
mr/2 mr, no 21 ons A®| xnopMaaviHOHy aleTarTy Bif BXe 3aTBepXEHOro
Tabnetuiy énictepi; BMpobHuKka FARMABIOS S.p.A., ITanis, y Hacnigok
no 1 a6o no 3, abo OHOB/IEHHSI HA3BU Ta aApecy BUPOOHMKA NPOMIXXHOrO
no 6 6nicTepis B NPOAYKTY; BK/IIOUYEHHS Nepiofy NOBTOPHOTO BUNPOGYBaHHS
KapTOHHIlA KOpooLi — 60 micsuis
214. | MAKCIBPEH Tabnetkun no 250 mr PYM Pecny6nika Pecny6nikaHCbke Pecny6nika | BHECEHHSI 3MiH 4O peeCTpaLiiHNX MaTepiasiB: 3MiHM | Tuny 6e3 UA/18113/01/01
no 10 Tabnetok y "Benmepanpe Binopycb YHiTapHe BMPOGHUYe Binopycb - 3MiHM 3 AiKOCTi. [OTOBWIA Nikapcbkunii 3aci6. KoHTpob peyenma
6nictepi; no 1 a6o 2, napatun" nignpPUeEMCTBO roTOBOrO JIiKapCbKOro 3acoby. 3miHa y meTogax
abo 5 6nicTepis "Benmeanpenapatn” BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
pa3oM Yy KapTOHHIl MeTogax BunpobyBaHb (BK/IKOYaUM 3aMiHy abo
nauui [LOMOBHEHHS)); CYNyTHSA 3MiHa
- 3MiHK 3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudgikauii Ta/abo AONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby - 3amiHa MeToAy BU3HAYEHHS
cynpoBigHunx gomiwok (TLUX) roToBoro nikapcbkoro 3acoby
meTogom (BEPX), ik Hacnifok 3MmiHa AoNyCTUMUX MeX
crneundikauii 3a3Ha4eHOro NokasHuka
215. | MEFECTPON- | tabnetku no 160 mr MicTtpan AHrniA BECC/IHI YropwuHa YropwmHa/ BHECEHHS 3MiH [10 peeCTpaLjiiiHNX MaTepianiB: TEXHIYHY 3a UA/17622/01/01
BICTA no 10 TabneTtok y Kenitan KdpT., YropwumHa OmaH NoMW/IKy BUNPAaB/IEHO B APYKOBaHIli Bepcii iHCTpyKLil Ans peyenmom
6nictepi; no 3 abo MeHemXMeH (chi3nKo-XimiyHWIA MeAMYHOro 3aCTOCYBaHHS /likapCbKoro 3acoby B po3gisi
10 6nicTepiB y T NimiTep, KOHTPO/Ib SKOCTI); "Mo6iyHi peakwji”, a came foAaHHSA NPoMyLLEeHOoT
KapTOHHi KOpO6L €yponieH Papma Xab iHdhopMmawi “... cuHApPoM KyLuvHra, HepBO3HICTb, FOMI0BHNUIA
Ntg., YropwmHa 6inb ...". [Hhopmauisi 6ynia nponyLueHa 3 TEXHIYHNX
(Bunyck cepii, NpUYMH. 3a3HayeHe BUMNpaB/IeHHA BiANOBigaE MaTepianam
BTOPUHHE NaKyBaHHS); peecTpauiiHoro Aocbe
OmaH dapmacbtoTikan
Mpopgakrtc Ko., N1.J1.C.,
OmaH (BMPOBHULITBO,
nepBUHHE, BTOPUHHE
nakyBaHHSs, KOHTPO/Tb
AKOCTI)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
216. | MENEHAM MOPOLLIOK AN MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/10759/01/01
pPO34unHy Ana "Kuismegnp "Kuiemegnpenapar” — He3HaYHi 3MiHV 10 3aTBEepAKEHOro MeToay peyenmom
iH'ekuii, no 1 r; no 1 enapat" BMNpo6yBaHHA 415 13 3a NokasHNKOM «MexaHiyHi
ab6o 10 dpnakoHis 3 BK/TIOYEHHS»; 3MiHW | TUMY — HE3HAYHI 3MiHW A0
MOPOLLKOM Y naui, 3aTBEPMKEHNX MeTOAIB BUNpobyBaHHA ana M3 3a
no 40 chnaxoHis 3 nokasHukamu «KinbkicHe BU3HaueHHs. MeponeHem» Ta
MOPOLLKOM y «KinbkicHe B1U3HaueHHs. Hatpito kapboHaT»; 3MiHu | TUny —
rpynoBiii ynakosLj He3HauHi 3MiHM [0 3aTBEePAXEHOro MeToay BUNPO6YyBaHHSA
ons M3 3a Nnoka3HWKoM «CynpoBifHi AOMILLIKM»
217. | METOMKEKT | po3uvH Ans iH'eKUil, Mepak HimeuunHa Mepak esenbwadpT HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/5873/01/02
® 50 mr/mn no 0,15 mn | lesenbadg dotop KNiHiwe TUMY - 3asBHMKOM Ha/laHO OHOBJIEHWIA MaH ynpaBiHHS peyenmom
(7,5 mr), a6bo no 0,20 T throp Lneujanbnpenapare pv3viKkamu Bepcis 8.2. 3MiHW BHECEHI 40 YaCTVHN
mn (10 wr), abo no KniHiwe M6X, HimeuunHa «Cneundikauis 3 6e3nekn», «MnaH nicnspeecTpayinHux
0,25 mn (12,5 wmr), Lneuiansnp (BUPOBGHUK, LLO nocnimkeHb 3 eqDEKTUBHOCTI», «3axoaun 3 MiHiMmizavii
abo no 0,30 mn (15 enapate Bignosigae 3a pu3nkiB» Ta «Pe3tome nnaHy ynpasnaiHHA pyu3nkamu»
mr), a6o no 0,35 mn M6X BTOPWHHE NaKyBaHHS, BiANOBIAHO A0 pekomeHAauiin Guideline on good
(17,5 wr), abo no MapKyBaHHS, pharmacovigilance practices (GVP) Module V — Risk
0,40 mn (20 wmr), abo KOHTpO/b/BUNpobyBaH management systems (Rev 2). Pe3tome MNnaHy
no 0,45 mn (22,5 HS1 cepii Ta 3a BUMycK ynpaB/iHHA pu3nKamn Bepcis 8.2 aoaaeTbcs
mr), abo no 0,50 mn cepii); OHKOTeK
(25 wmr), abo no 0,55 dapma MpogakwwH
mn (27,5 mr), abo no M6X , Himeuunna
0,60 mn (30 mr) (BUPOBHUK, LLO
pO3unHy y Bignosigae 3a
nonepegHL0 BUPOBHNLITBO
3anoBHEHOMY nikapcbkoro 3acoby,
wnpuui; no 1 NepBUHHE MaKyBaHHS,
LINpULY pa3om i3 KOHTpO/b/BUNpoOyBaH
BOYy10BaHO HA cepil); LUTeremaHH
iH'EKLiHOI0 rO/KOIO JloHdepnakyHr yHA
B KOHTYPHOMY Norictiwep Cepsic
YapyHKOBOMY e.K. , HimeuunHa
6nicTepi; no 1 (BMPOGHWK, LIO
6nictepy B BiAnoBigae 3a
KapTOHHI KOopoo6Li BTOPWHHE NaKyBaHHS)
218. | METOHAT® Kancynu no 250 mr TOB YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/11399/01/01
no 10 kancyny "apmaueBT - 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenmom
6nictepi; no 5 N4Ha BBeneHHs1 ab0 3MiHU A0 y3araslbHEHUX JaHWX Npo
6nicTepis y nauui 3 KOMMaHis cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
KapToHy "CANNKIOTAPI [aHunX npo cuctemy hapmakoHarnsgy, 3amiHa
c" YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS

thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEeHH:A dapmakoHarnsagy
(BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-chaiina cuctemv papMakoHarasay) - 3mMiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBiga/IbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepakuis: CacoHoBa IpuHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BignoBiganbHoI 3a hapMakoHarniag,
219. | METOHAT® PO34MH ANA iH KL TOB YkpaiHa MpAT "/lekxim - YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/11449/01/01
100 mr/Mmnno5mnB | "dapmauesT Xapkis" - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
amnynax; no 5 nyHa BBegeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
amnyn B 6nictepi KOMMaHis cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
OZiHOCTOPOHHLOMY, "CantoTapic” JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
no 2 6nictepay YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
naJui KapTOHHIM hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepfakuis: CadoHosa IpuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHVX AaHNX YNOBHOBAXXEHOT
ocobwu, BignoBigasibHOT 3a hapmakoHarnsg,
220. | METOTPEKC PO34UH AJ151 iH'EKLLNA, EBEBE ABCTpist NOBHWIA LMK AscTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/0513/02/01
AT "EBEBE" 10 mr/mn; no 1 mn Papma BMpo6HMLUTBa: EBEBE HimeuunHa - 3MiHV BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI YNakoBKu peyenmom
(10 mr), no 5 mn (50 lec.m.6.X. dapma ec.m.6.X. (nonepefHbO 3aMoBHEHI LUNPULY) MiKapcbKoro 3acoby
Mr) y donakoHi; no 1 Hdor.KI Hdor. KI', ABCTpis; LLLOZI0 HAABHOCTI 306paXEeHHS LLKaNN i3 rpaflytoBaHHSIM.
chnakoHy B TecTyBaHHA: MIMJ1 TepMmiH BBEA,EHHS 3MiH - NpOTArom 6 micsuis nicns
KapTOHHI Kopo6Lyj; Mikpob6ionoriwec 3aTBEPMAKEHHS
no 0,75 mn (7,5 wmr), Mptochnabop M6X,
no 1 mn (10 mr), no ABCTpIsi; TECTyBaHHS:
1,5 mn (15 mr), no 2 Na6op N1+ C AT,
M (20 mr) y HimeuunHa
nonepeaHbL0
3anoBHEHOMY
wnpwuyi; no 1 aéo no
5 nonepefHbLO
3anoBHEHUX
wnpuyis y
KapTOHHI KopoobLi
pasom 3i
CTEpUIbHO
iH’EKLIAHOIO FO/IKOK0
Ta cepBeTkaMm
221. | METPOHIAA3 | po3uuH Ans iHdysiii TOB "lOpif- | YkpaiHa TOB "tOpis-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis: 3mMiHW | TUnNy 3a UA/4860/01/01
on 5 mr/mn; no 100 mn dapm"” - 3MiHM 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3acio. Cuctema peyenmom

Y NNnsKax

KOHTeliHep/3aKynopoBaibHUIA 3aci6. 3MiHa po3mMipy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yMaKoBKN rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yNakoBKM MEBHOTO PO3MipY) - BUMyYEHHS ynakoBok no 100
MJ1Y KOHTeliHepax, 3 BignoBiAHAMK 3MiHaMu B PO34ini
«YnakoBka». 3MiHV BHECEHi B po34in "YnakoBka"
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro
3acoby Ta B po3zin 6.5. "Tun Ta BMICT NepBMHHOT
YNakoBKM" KOPOTKOT XapaKTepPUCTMKMN NiKapCbKoro 3acoby y
3B"A13Ky 3 BUNYYEHHSIM NEBHOTO PO3Mipy YNakoBKu, SK
HaCnNifOK - BUNYYEHHSA TEKCTY MapKyBaHHs BiANOBIAHOT
ynakoBku. BBeAeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS
222. | MIANAEKC po3uunH gns iH'ekyii, | 3AT "IHTENI JnteBa JTABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpaLiiHnx matepianis: 3miHu || 3a UA/16062/01/01
25 mr/mn; o 2 mn B FEHEPUKC HOPMOH, C.A. TUny - oHoBneHHs DMF/ASMF ana A®l gekckeTonpodieHy peyenmom
amnyni; no 5 amnyn HOPA" TPOMETOJ1Y Bif 3aTBEPKEHOro BUPO6HMKa Emcure
Y KapTOHHIl kopoobui Pharmaceuticals Limited, IHgis. NponoHoBaHa peAakuis:
Active substance: Dexketoprofen Trometamol
PROPOSED version: (DKT) AP/02/2019-11-26
223. | MIKCTYPA NopoLUOK A8 TOB YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 6e3 UA/16239/01/01
ANTAYA BIA OopasibHOT cycneHsii "YKpaiHCcbKa - BUTy4eHHs1 BUpo6Huka APl (EKCTpakTy CONoAKOBOrO peyenma
KALUIHO no19,55ry thapmaueBT KopeHs cyxoro (Glycyrrhiza glabra L.) (1:8)) TOB
chnakoHi; no 1 nyHa «Xapmc», Pocilicbka ®efepauis. 3aTBepKeHuii
dhnakoHy 3 KoMnaxisa" BMPOGHUK, W0 3anuwmeces (MpAT «Bionik», YkpaiHa) -
NMOPOLLKOM Y navi 3 BMKOHYE Ti caMi OyHKL,T, L0 i BUNYYEHUIA; 3MiHK | TURY -
KapToHy BUNyYEHHS BUPO6HUKa AP (EKCTpakTy anTeliHoro KopeHs
cyxoro (Althaea officinalis L.) (1:10)) 3AT «Bicpitex»,
Pocilicbka ®epepauis. 3aTBepoKEHNT BUPOBHNIK, LLIO
3anuwmecs (MpAT «Bionik», YkpaiHa) - BUKOHYE Ti cami
OyHKLUIT, L0 | BUTYYeHWi
224. | MINICTAH Kannetu, BKpUTI Mini Benuka Menpo IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/6458/01/01
MYNbTUCUM | o6onoHKow no 12 Xenckepe BpuTaHis dapmacbroTUKanc - 3MiHK 3 IKOCTi. FOTOBWIA NiKapcbkuii 3aci6. 3MiHM y peuyenma
NTOMHWIA Kannet y 6nicrepi; Nimiten Mpisart Mimites, IHAjs; BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI Ai/TbHUL

no 1 6nictepy y
KapTOHHI KOpoOLyi

IkcEnb Nabopatopiec
Met. N14., IHGiA

BMPOOHULITBA AJ15 HACTUHM abo BCbOrO BUPOGHNYOTO
npoLecy roToBOro fikapcbKoro 3acoby (AiNbHNULSA, Ha Skl
NpoBOAATLCA Oy/b-5iKi BUPOGHWYI CTagii, 32 BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBMHHOTO Ta
BTOPWHHOTO NMaKyBaHHS, [/19 HECTEPUTbHNX NTIKapPCbKUX
3ac006iB) - BBEAEHHS [10AATKOBOI BUPOOHMYOI AiNTbHULL
IkcEnb Na6opatopiec MeT. /T4, IHAiA. BBEAEHHSA 3MiH
NPOTArom 6-Tv MIiCAILB MiCNs1 3aTBEPAKEHHS
CynyTHSA 3MiHa
- 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3amiHa ab0 BBeAEHHS A0A4ATKOBOI AiNbHNL
BMPOGHMLITBA A4J151 HACTUHM ab0 BCbOTO BUPOGHMYOTO
npouecy roToBoro JlikapcbKoro 3acoby (AinbHUUs ons
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BTOPVHHOIO NaKyBaHHS);

- 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AibHUL
BUPOGHMLITBA A/15 YaCTUHM ab0 BCbOTO BUPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHMUUA Ans
NEepPBUHHOTO NaKyBaHHS);
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOob roToBOro nikapcbkoro 3acoby. 3mMiHa y meTofgax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpoGyBaHb (BK/IOYakoum 3amiHy abo
[OMOBHEHHS)) - BBEEHHSA a/lbTEPHATUBHUX METOANK
BMNpo6yBaHb 3a . "CynposigHi gomitku", n. "KinbkicHe
BU3Ha4veHHA", n. "Po3unHeHHsa", ona 0o4aTKOBOro
BMpo6HUKa IkCEnb flabopatopiec MBT. /1T4., IHAINA.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKoro 3acoby (3amiHa
abo fofaBaHHSA BUPOOHMKA, LLO BiANOBiAAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovyaroum
KOHTPO/b/BMNPOGYBaHHSA cepii - BBEAEHHS A0AaTKOBOI
BMPOGHMYOI AinbHULi IKCEnb Nlabopatopiec MBeT. /174.,
IHAiA. 3MiHM BHECEHI B IHCTPYKLO 4719 MEeANYHOro
3aCTOCYBaHHS /iKapCcbKoro 3acoby y 38"s3Ky 3 BBEAEHHAM
[ofaTkoBoro BUpo6Hvka M3 (aogasaHHA po3ainis
"BUpOo6HMK" Ta "MicLe3HaxomKeHHs BUPOOHMKa Ta oro
ajpeca MicLs NPOBaKEHHS Ais/IbHOCTI"), K HAC/IJOK -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA yNakoBku 415
[04aTKOBOrO BUPO6HUKA. BBEAEHHSA 3MiH NPOTArOM 6-TK
MicsILiB Micnsi 3aTBEPAKEHHS

225.

M-M-
PBAKCMPO®
BAKLVHA
ans
NPO®INAKT
VKM KOPY,
ENIAEMIYHO
ro
NAPOTUTY
TA
KPACHYXU
XVBA

NOPOLLOK AnA
cycnensii gns
iH’exuiii 1 donakoH 3
nopotukom (1 fo3a)
Ta 1 donakoH 3
PO34MHHMKOM (BOAA
Ans iH’ekuiin) no 0,7
M1y KapPTOHHIM
Kopobui; 1 donakoH 3
nopotukom (1 fo3a)
Ta 1 nonepefHLo
HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(BoAa ons iH'exuiif)
no 0,7 mn B
KOMNNEeKTi 3 ABOMa
rofikamu y KapTOHHIW

Mepk LWapn

i foym IAEA
M6X

LLiBeiiuapis

Mepk Wapn i Joym
B.B., Higepnangn
(BTOPVHHE NakyBaHHS,
BMNYCK Cepil BaKLMHU
Ta po34MHHUKA); Mepk
LWapn i oym Kopn.,
CLA (BYpo6HUK
BakuuHM in bulk Ta
NepBUHHE NakKyBaHHS)

HigepnaHnaun
/ CLWA

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3BY)KEHHS1 fONYCTMMUX MEX AN NOoKa3HuKiB Bovine
Serum Albumin y cneundikauii Final bulk Ta Infectivity
Titration y cneuundikauii Dispensed bulk gns gitounx
peyoBuH Measles, Mumps Ta Rubella. TepmiH BBEAEHHSA
3MiH - MPOTAroOM 6 MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHM |
TUNy - goAaBaHHa oo cneundikauii /13 nokasHUKIB AKOCTI
«Bunyaunii cupoBaTKoBW anboyMiH»,
«TepmocTabifnibHICTb» Ta «lgeHTrdikalis nakyBaHHS» 3
BiANOBIAHUMY KPUTEPIAMU NPUAHSATHOCTI. 3aNPONOHOBaHO:
Buyaunii cnposatkoBumin anbbymiH: Po3paxyHkosa
KOHLIeHTpaL,isl B KIHLEBOMY KOHTElHepi CTaHOBUTb < 50 Hr
Ha pa3oBy A03Y AN M0AUHW. TepMmocTabinbHicTb: PisHuuA
MiX cepefHiMy reOMeTPUYHMU TUTPaMm iHKyboBaHMX Ta
HeiHKy60oBaHMX 3paskiB cknagae < 1,0 log TLA50/0,5 mn
[,03Y; BIACYTHICTb BUMOTU LLLOAO BifNOBIAHOCTI aKTUBHOCTI
MiHiM&/IbHOMY TUTPY BMBISIbHEHHS NicNs iHKy6auii.

3a
peyenmom

UA/14950/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
kopobui; 10 laeHTudikauis nakyBaHHs: IHcbopmavis Bignosigae.
hNakoHiB 3 TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
nopotukom Ta 10 3aTBEPMKEHHS; 3MiHN || TUNY - 3MiHK A0 BUNPOGYBaHb Ta
h/1aKoHIB 3 KpUTEepIiB NPUIAHATHOCTI y NpOLeci BUPOGHMLTBA Ai0Unx
PO34MHHMKOM (BOgA peyoBuH measles, mumps and rubella vaccine bulk 3
Ans iH'ekujin) no 0,7 METOH OHOBJ/IEHHS CTpaTerii TeCTyBaHHS 3a MNOKa3HUKOM
MJ1 B OKpPEMMX Potency Ta Buny4yeHHs 3aiiBux eTanis Bigbopy npob ans
KapTOHHMX KOpoOKax BunNpobyBaHb Potency Ta Sterility. TepmiH BBEAEHHS 3MiH -
npoTArom 6 micsuis nicns 3aTBepikKeHHs
226. | MOBANIC® PO34MH A5 iH'EKLN, Bepinrep HimeuunHa Brpo6HMLUTBO Ta Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2683/03/01
15 mr/1,5 mn; no 1,5 IHrenbxainm NepBUHHE NakyBaHHA: - 3MiHM pPO3Mipy cepii FOTOBOro NiKapcbKoro 3acoby, peyenmom
M B amnysi; no 5 IHTEepHeLwHN BepiHrep IHrenbxaim 3anponoHosaHo: 600L (approx. 360,337 amp); 3MiHu |
ammnys B KapTOHHI M6X Ecnana, CA, IcnaHis; TUNY - BUNYYEHHS BUNPOOYBaHHS Ha NpOBiAHICTL BOAW B

Kopobui

BTOpuHHE nakyBaHHs,
KOHTPO/Ib SIKOCTi Ta
BUMYCK Cepii:
BepiHrep IHrenbxaim
Ecnana, CA, IcnaHis

npoueci BUpo6HULTBa (KOHTPOSIb BOAU Nepef,
nepeHeceHHsM y NocyAviHYy A7 3MilLyBaHHS); HasiBHWI
KOHTPO/b BOAW ANS iH'EKLI Y BIANOBIAHIVA neTni; 3miHu |
TUNY - BUNYYEHHSI HECYTTEBOTO BUNPOGYBaHHA B NPOLECI
BMPOGHMLTBA, @ came nokasHuku «lMapameTpu
HaBKOJIMLLHBLOrO CEPeAOBMILLA», L0 OXOM/IOTLCA
YAHHUMK BUMOraMn GMP 191 MOHITOPUHTY CTaHy
HaBKOJIMLLHLOrO cepeoBuLLa Ha NigNPUEMCTBI; 3MiHM |
TUMY - AO0AaBaHHS NOKa3HMKa «30BHILLHIA BUTNSA» Ha
eTani HanoBHEHHSA amnyJ1; 3MiHW | TUMY - PO3LUMPEHHST MEX
06'EMY HaMOBHEHHS, L0 3aCTOCOBYETLCA Nif, Yac
BMPOGHMLITBA FOTOBOTO J/TiKAPCLKOro 3acoby, 3aTBepAKeHO:
Big 1, 55 po 1,65 mn; 3anponoHoBaHo: Big 1, 60 go 1,80
M/, 3 METO0 3ab6e3neyeHHs JOTPUMaHHSA BUMOT A0
nokasHuka cneuudikayii «O6'eM, L0 BUTAraeTbCS» Npu
BUNYCKY, 106 3a6e3neunT BUTATHEHHA AOCTaTHLOT
KinbkoCTi /13 3 amnynu; 3MiHu | TURY - Yac nepemillyBaHHs
nicns gopgaBaHHA Poloxamer 188 3MiHeHO 3 10 XBW/IMH Ha
60 XBUAMH 3 METO NPUBELEHHS Y BIANOBIAHICTL A0
iHLWOro o6nagHaHHA TOro caMoro nigxnacy, Lo
BVKOPVCTOBYETLCS Ha HOBIl BUPOGHWUYIN NiHiT Ha Till camiii
BMPOGHUYIN AiNbHULI; 3MiHM | TUNY - 3MEHLLIEHHS BUTPUMKU
Hepo3(hacoBaHOro NPoAyKTy 3 5 AHIB 00 4 gHIB,
BiAMOBIAHO [0 AaHMX Banigayii Ha HOBili BUPOGHNIN
OiNbHWL; 3MiHKW | TUNY - HE3HAYHI 3MiHN Y BUPOGHUYOMY
npoueci N3 3 MeToto BUAYUYEHHS iHdopMalLlii , sika
KOHTPO/IOETLCA 3riAHO 3 BUMOramu GMP, Ta y3rofpkeHHs
hopMy/itoBaHb BiAMNOBIAHO A0 BHYTPILLHIX HACTAHOB;
3MiHW | TUNY - 3BYXXEHHA [OMYCTUMMUX MEX 38 NOKa3HWMKOM
«BbakTepianbHi eHOoTOKCUHYM 3 < 230 MO/Mn [0; 3MiHK |
TUNYy - BUNYYEHHA napameTpy «3anax» 3i cneyudikuail
roTOBOrO MiKapCbKOro 3acoby, OCKiNbk napameTp
3acTapinuii Ta HeCyTTEBUM; 3MiHU | TUNY - 3MiHa NOKa3HMKa
cneundikauii «O6'em, WO BUTAraeTbes» 3 Bifg «1,50 o
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

1,73 mn» Ha « = 1,5 M», TOUHICTb MeXi Bignosigae
3asBM1€HOMY HOMiHa/IbHOMY 06'eMy; 3MiHU | TURy -
peAakTopChKi NpaBkn Ta AONOBHEHHSA PO3Ainy
«[lMpo3opicTb po3unHy» (EP 2.2.1) ans rotoBoro
niKapcbKoro 3acoby; 3MiHW | TUNYy - He3Ha4YHa 3miHa y
BMNpo6yBaHHi «laeHTudikauis UHAC 62 XX», meTogom
TLUX, pegakTopcbki NpaBku; 3MiHW | TUMY - HE3HaYHa 3MiHa
y BunpobysaHHi «lgeHTudikauis UHAC 62 XX»/, «Po3nag
aKTMBHOrO iHrpegieHTa», «KinbkicHe BusHavyeHHss UHAC 62
XX», meTogom BEPX — 3miHu kpuTepiiB xpomaTtorpadivHoi
cuctemu «KoedilieHT cuMeTpii», «KoediLjieHT
po3gineHHn» Ta «KoedilieHT BapiaLii», peaakTopcbki
npasku; 3MiHW | TUMY - HE3HAaYHAa 3MiHa Y BUNPOOYBaHHI
«Po3naf akTUBHOrO iHrpefieHTa», Metogom BEPX
(BKNOYEHHA AeTaNbHWIA ONWC NiArOTOBKU Nnaue6o Ta
3MiHW KpUTEpIiiB NpMAAaTHOCTI XxpomaTorpadiyHoi cucremu
«KoedpiLieHT BapiaLjii»); peflakTopcbki NpaBKu
(CTaH4aPTHUIA PO3YMH 3a3HAYEHUIA SIK PO3UMH MOPIBHSAHHS,
fofaHo Y& choTomeTp B yMOBY XpomartorpadysBaHHs,
BiJHOCHWIA Yac yTpMMaHHs, nepernsHyTa npuaaTHicTb
cucTemu); 3mMiHK | TUny - 3MiHK y MeToAax BUNpobyBaHHS
Ha BakTepianbHi eHA0TOKCHHM Y BiANOBIAHICTL A0 EP i
BUTYYEHHS NOCUIAHHA Ha 3acTapinuii BHYTPILLHIA MeToq,
BUNPOOBYBaHHS; 3MiHM | TUMY - OHOB/IEHHSA BXE
3aTBepaxeHnx MKA /13, BuKknageHux TEKCTY AePXKaBHOK
MOBOIO 3TifJHO Cy4aCHVX BUMOT; 3MiHU | TUMY - 36ibLIEHO
yac nepemillyBaHHs nicns AofasBaHHA Menokcukamy 3 15
XBU/VH Ha 25 XBU/IMH 3 METOIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 iHWOro 06n1afHaHHA TOro caMmoro
nigknacy, Wo BUKOPUCTOBYETLCA Ha HOBI BUPOBHMYIN NiHil
Ha Tili camiii BUPOOHWUIl AiNbHUL; 3MiHW | Tuny -
BU/TyYEHHS BUNPOOYBaHHSA B MpoLieci BUpoGHULTBA M.
«3anax»

227.

MOHA®OKC

Kpanni O4Hi, po3yvH
no 5 mr/mn no 5 mn
y donakoHi, no 1

chnakoHy y
KapTOHHIlA KOpooLi

AT "Apamep
dapma”

Monba

damap A.B.E. Animoc
MnaHT, Mpeuis
(BUPOGHKK "in bulk",
nakyBaHHS! | KOHTPO/Ib
cepii); PapmaTeH
C.A., I'peuis
(BTOpPVIHHE NakyBaHHS,
KOHTPO/b | BUNYCK
cepii)

Ipeuis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHW BHECEHI 10 IHCTPYKLUIT ANS MeAUYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3sginy "Cnocié
3aCTOCYBaHHA Ta 031" WoJo 6e3neky 3acToCyBaHHA
nikapcbKoro 3acoby BignoBigHO Ao pekoMeHaauili PRAC.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS

3a
peyenmom

UA/16906/01/01

228.

MOHYPAN

rpaHynu ans
OpasIbHOTO PO3YNHY
no3r,no8r
npenaparty (31
[it040i pevyoBUHW) B

3amM60H
C.M.A.

ITanisa

3am60H CaiTuepnaHs
nra.

LLiBefiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny
- 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy
- 3MiHV BHECEHO B TEKCT MapKyBaHHS NePBUHHOT (MYHKTK
8, 13) Ta BTOPWHHOT (NyHKTY 8, 12, 13) ynakoBOK

3a
peyenmom

UA/9833/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
naketi; no 1 a6o 2 nikapcbKoro 3acoby
nakeTy B KApTOHHIiA
nauuj
229. | MYKANTUH Tabnetku no 50 wmr, ToBapucTBO | YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHa 6e3 UA/5779/01/01
no 30 TabneTok y 3 BMPOBGHULTBA, 3asBHUKA (BNacHMKa peecTpauiiHoro nocBig4eHHs) (3rigHo peuyenma
6aHuji abo obmexeHo KOHTPO/b AKOCTI, Hakady MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
KOHTeliHepi; mo 1 BiANoBigab BWMYCK Cepii: NpoTArom 6-Tu MicALIB Nicns 3aTBEpMXEHHS. 3MiHW | Tuny
6aHui abo HICTIO ToBapucTBO 3 - 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
KOHTeliHepy y nauui "papmavueBT 06MexeHoto dhapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranbHeHuX
3 KapToHy; no 10 nyHa BifJNOBIAaIbHICTIO AaHnX Npo cuctemy thapmakoHarnsgy (BBefeHHs
TabneTok y KoMnaHis "[ocnigHwii 3aBog " y3arasibHeHUX AaHvx Npo cuctemy hapmakoHarnagy,
KOHTYPHUX "3p0pos'a" HUC", Ykpaina; BCi 3MiHa YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI 3a
6e34apyHKOBUX cTagii BApo6bHMLTBA, 3[jiCHEeHHs1 hapMakoHarIaay; KOHTaKkTHOI 0cobu 3
ynakoBkax; no 30 KOHTPO/b SIKOCTI, chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
Tabnetok y 6aHkax BUMYCK Cepii: thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
abo KoHTeliHepax; ToBapucTBo 3 YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
no 10 TabneTtok y 06MeXeHo thapmakoHarnsay (Bknoyatouy KOHTakTHI faHi) Ta/abo
6nictepax; no 10 BiANOBIA&BLHICTIO 3MiHW Y PO3MILLEHHI MacTep-gaiina cuctemmn
Tabnetok y 6nictepi; "®dapmaueBTUYHa thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
no 1, a6o no 3, abo KoMnaHisa "3go0pos'a”, 3asBHIKa, BignoBiganbHOI 3a hapmakoHarnsag. diroya
no 10 6nicTepis B Ykpaina pepakuis: MnakciHa OneHa BonogvmupisHa.
nauuj 3 KapToHy MponoHoBaHa pepakuisi: LeBueHko OneHa IropiBHa. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXEHOT 0CO6M 3asBHMKA,
BiANOBIA&UIbHOI 3a 34iICHEHHA hapmakoHarnsay.
230. | MYKANTUH Tabnetku no 50 wmr, ToBapuctBo | YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHa - UA/11488/01/01
in bulk: no 1000 3 BMPOBGHULTBA, 3asiBHUKA (BNacHMKa peecTpaLiiHoro nocBig4eHHs) (3rigHo
TabneTtok y naketax | oBMexeHo KOHTPO/b AKOCTI, Hakady MO3 Big 23.07.2015 Ne 460). BeegeHHs 3MiH
nosieTUNEeHoBKX; in Bignosigasib BMNYCK Cepil: NPOTArom 6-Tv MiCALiB MicNs 3aTBepPXEHHA. 3MiHK | Tuny
bulk: no 9000 a60 HICTI0 ToBapucTBo 3 - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
no 15000 TabneTok "®apmauesT 0bMexeHor dhapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranbHeHuX
Y KOHTelHepax nyHa BiANOBIA&/IbHICTIO [aHuX Npo cuctemy hapmakoHarnsgy (BBefeHHs
KOMnNaHis "[locnigHwii 3aBog, " y3ara/ibHeHNX AaHnx Npo cuctemy chapmakoHarnsgy,
"3popos'a” MHLUIC", Ykpaina; BCi 3MiHa YNOBHOBaXEHOT 0CO6M, BiANOBiAaIbHOI 3a
cTagii BUpobHMLTBA, 3[iicCHeHHA hapMakoHarnagy; KOHTaKkTHOT ocobu 3
KOHTPO/b SIKOCTI, chapmakoHarnsgy 3asBHuKa AN 34iliCHEHHS
BUMYCK Cepii: thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Big,
ToBapucTBO 3 YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
06MeXeHo thapmakoHarnsay (Bknoyarouy KOHTakTHI faHi) Ta/abo
BiANOBIAA/TLHICTIO 3MiHM Yy PO3MiLLLEHHI MacTep-dialina cuctemu
"®GapmMaueBTNYHa thapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
KoMnaHisa "3gopos'a”, 3asBHVIKa, BignoBiganbHOI 3a hapmakoHarnsag. ditoya
Ykpaina pepakuis: MnakciHa OneHa BonogvmupisHa.
MponoHoBaHa pepakuis: LeByeHko OneHa IropisHa. 3miHa
KOHTaKTHUX [laHWNX YOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIA&UTbHOI 3a 34iiCHEHHSA hapmakoHarnsay.
231. | HASAJIOHI® | crnipeii HazanbHWUIA, TOB YkpaiHa TOB "Mikpodhapm" YkpaiHa BHECEeHHS 3MiH 10 peecTpaLiiHux maTtepianis: 3miHu | Tuny 6e3 UA/10620/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

no3oBanuii 0,05 %
no 10 r y dpnakoHi;
no 1 donakony y
nauui

"BAJTAPTIH
PAPMA"

- JOMOBHEHHS cneuudikaLii HOBUM NOKa3HUKOM 3
BiANOBiAHVM METOAOM BUNPO6YBaHHA T. CynyTHi SOMILLKN,
3anponoHOBaHO: OKCMMETAa30/iHy AoMilka A: He Binblue
0,2%; HecneumdikoBaHi AOMILLKW: KOXHOI He 6inbLue 0,2%;
cyma [IOMILOK : He BinbLue 1,0; ( ***KOHTpOosIb NPOBOAATH
Ha MOMEHT BUMYCKY [/19 KOXHOI N'ATOI cepil NpoaykTy (He
PYTUHHUIA TECT)); 3MiHN | TUMY - 3MiHW Y MeTogax
BMNPO6YBaHHA T."KilbKicHe BU3HAUYEHHS OKCUMETAa30/1iHY
rigpoxnopug'", a came 3MiH1 YMOB XpomaTorpadysaHHs
(BEPX); 3MiHu | TUMY - 3BY)XXEHHSA AOMNYCTUMMX MEX B
crneuundikavii, po3ain - KinbkicHe BU3HaYeHHs
OKcrmeTasoniHy rigpoxnopua,
3anponoHOBaHO: MpW BUMYCKy/Ha TEPMIH NPUAATHOCTI:BIg,
0,475 po 0,530 mr B 1r npenaparty); 3MmiHu | Tuny -
noAaHHA OHOBMIEHOTO cepTudiikaTa BifnoBiAHOCTI
€sponelicbkiin hapmakonei ana A®l OkcumeTasoniHy
rippoxnopug; 3anponoHosaHo: R1-CEP 2008-064-Rev 02)

peyernma

232.

HA3IK® ANA
JUTEN

cnpeli HazaNbHUA,
po3yuH no 10 mny
donakoHi; no 1
donakoHy pasom 3
Hacafkoto ans
pO3NWAEHHs y
KapTOHHI Kopo6Lyj;
no 10 mn y doriakoHi,
no 1 cpnakony 3
chikcoBaHo0
Hacafkoto ans
po3nWAeHHs B
KapTOHHI Kopobui

Kaccenna-
men M'M6X &
Ko. KI

HimeyunHa

Knoctepdpay Bepnin
veX

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
BUMPAaB/IEHO TEXHIUHY NOMUIIKY B TEKCTI MapKyBaHHSA
BTOpPUHHOI ynakosku. 3AMPOIMOHOBAHO: 6. OCOBJINBI
3ACTEPEXEHHSA WOAO 3BEPIFTAHHA NIKAPCBLKOIO
3ACOBY Y HELOCTYMHOMY N5 AITEN MICL)|
36epirati B HeAOCTYNHOMY Ana Aiteid micyi. 15. A1A
NIKAPCBKWX 3ACOBIB, AKI MPU3HAYEHI AN1A
CAMOCTIVHOIO NIKYBAHHS — IHOOPMALIISI LLOAO
3ACTOCYBAHHA. Aina hnakoHa 3 hikcoBaHO
Hacafkow A5 po3nunaeHHs. Cnocib 3actocysaHHs. Mepes
3aCTOCYBaHHAM 3HATW 3aXMCHUIA KOBMAYOK 3 Hacagku ans
po3nuneHHs. MNepeg nepLumMm 3acTOCyBaHHSAM Crpeto
Ha3a/IbHOro HAaTUCHYTY AekKiNbka pasiB Ha Hacagky Ao
nosiBn ApibHOro, pPiBHOMIPHOrO Po3nueHHs. BeecTn
HacafKy y Hi3fpto Ta HaTUCHYTW OAVH pas, NoTiM
NOBTOPWUTM ANA APYroi Hi3api. Micna BUKopucTaHHa
3aKpUTY HacafKy 3axXMCHUM KoBradkoMm. [ns donakoHa 3i
3'€EMHOI0 HacafKol A5 po3nuneHHs. Cnocio
3acTocyBaHHs
Mepep, 3acToCyBaHHAM 3HATY AOBIVIA 3aXUCHWIA KOBMNAYOK.
BiakpyTuUT KpULLIKy 3 th/lakoHa Ta HaKpyTUTU Hacaaky Ans
po3nuaeHHs Ha chnakoH. Mepes nepLunm 3aCTOCyBaHHAM
CMpero Ha3asIbHOro HaTUCHYTW AeKinbka pasiB Ha HacaaKy
[0 nosiBu ApibHOro, piBHOMIPHOro po3nu/ieHHs. Beectun
Hacagky y Hi34pH Ta HATUCHITb O4MH pas, NoTiM
NOBTOPUTK ANSA ApYyroi Hi3gpi. Micns BukopucTaHHs
3aKpUTK HacaKy 3axXMCHUM KOBMaYykoM. 3a3HaueHe
BMNpaB/IEHHA BiANOBiJaE apXiBHUM MaTepianam
peecTpauiiHoro Jocke

Bes
peyenma

UA/9133/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
233. | HATPIO rpaHy MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/10531/01/01
AMIHOCAIL, | KMLWKOBOPO3UYMHHI "TexHonor" - 3MiHa NepioANYHOCTI KOHTPOSO 38 NOKa3HUKOM peyenmom
NNAT 0,8r/1rno100ry "Mikpob6ionoriyHa uuctora" B Cneumdikavii MN13 3
naketi; no 1 nakeTy nocepiiHOro Ha BMOIPKOBUIA (MepLLy Ta KOXHY M'ATy
pasom i3 4o3yto4num HaCTYynHy cepii, ane He pigwe ogHoro pasy B pik)
NPUCTPOEM Y
KOHTelHepi
234. | HATPIO PO34UH ON151 iH'EKLLA AT "BIONIIK" | YkpaiHa AT "BIOJIIK" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/11142/01/01
TIOCYNb®AT | 300 mr/mnno 5mn B - 3MiHn 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
-BIONIK amnyni, mo 10 KOHTeliHep/3aKynopoBanbHWii 3aci6 (iHWi 3MiHW) —
amnyn B nadui; no 5 BHECeHHs 3MiH fo p. 3.2.P.7. Cuctema
amnyn y énictepi, no KOHTelHep/3aKkynoptoBasibHWI 3aci6, a came BBEAEHHS
2 6nictepu y navi [04,aTKOBOT yNakoBku npenapaTty B 6rictepu (no 5 amnyn
y 6nicTepi, no 2 6nictepu pa3oM 3 iHCTPYKLiE ANs
MeAUYHOro 3aCTOCyBaHHS i ckapundikatopom y nadi) 3
BiAMOBIAHMMM 3MiHAMM Y p. «YNakoBKa». 3MiHN BHECEHI B
po3zin "YnakoBka" B IHCTPYKLiO A1 MeANYHOro
3acToCyBaHHSA NikapCcbKoro 3acoby
235. | HAT®NY Kancynu Teepai no HaTko IHais Hatko ®apma Jlimiteq IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/18753/01/01
30 wmr; no 10 kancyn Papma BMNPAaB/IEHHA TEXHIYHOT NOMUAKM Y 3MiHax Ao MKA /13 peyenmom
y 6nicTepi; no 1 Nimiteq (BHeCeHHs 3MiH 40 TEpMiHY NpuAaTHOCTI), a caMe HEBIPHO
6nictepy B BKa3aHo fJaTy (Micsiub) 3aTBepixeHHa Hakasy
KapTOHHIl KopooLi MiHicTepcTBa OXOPOHY 340POB’ST YKpaiHU Ha TUTY/IbHIN
cTopiHui. MonepeaHsa pefakwyis:
3arBepaKeHo Haka3 MiHicTepcTBa OXOPOHW 30pPOB’A
Ykpainm 14.03.2021 Ne 938. 3anponoHoBaHa pefakuis:
3aTBepakeHo Hakas MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainn 14.05.2021 Ne 938. TexHiuHy noMuiky
BMNPAB/IEHO Y TEKCTi HA TUTY/bHIl CTOPIHLi 3MiH A0
IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHS JlikapCbKoro
3acoby woao aatu (Micaub) 3aTBepAXKeHHS Hakasy MO3.
3anponoHoBaHa peaakLis Homepy PeecTpaujiiiHoro
NOCBIJYEHHS], AaTh Ta HOMepPY Hakasy Bignosigae
mMarepianam peecTpauiiHoro focChe.
236. | HATONY Kancynu Teepgi no HaTko IHAis HaTtko ®apma Jlimites, IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/18753/01/02
45 wr; no 10 kancyn dapma BMNPAaB/IEHHSI TEXHIYHOT MOMUAKM Y 3MiHax o MKA 13 peyenmom
y 6nicTepi; no 1 Nimiten (BHECEHHS 3MiH A0 TepMiHY NPUAATHOCTI), & came HEBIPHO
6nictepy B BKasaHo faty (Micsup) 3aTBepaKeHHa Hakasy
KapTOHHI KOpoOLyi MiHiCTEepCTBa OXOPOHM 340POB’'St YKPAiHW Ha TUTY/bHIi
cTopiHUi. MNonepeaHs pepaxuis:
3aTBepakeHo Haka3 MiHicTepcTBa OXOPOHU 340POB’SA
Ykpainun 14.03.2021 Ne 938. 3anponoHoBaHa peAakLiisi:
3arBepaKeHo Haka3 MiHicTepcTBa OXOPOHW 30POB’A
Ykpainn 14.05.2021 Ne 938. TexHiuHy NOMUKY
BUMPAB/IEHO Y TEKCTI HA TUTY/IbHI CTOPIHL 3MiH A0
IHCTPYKUIi 4719 MEANYHOIO 3aCTOCYBaHHS NikapCcbkoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acoby Wwoao0 gatu (Micsub) 3aTBepAKeHHs Hakazy MO3.
3anponoHoBaHa pegakLis Homepy PeecTpauiiiHoro
NOCBIJYEHHS, AaTh Ta HOMEpPY Hakasy Bignosigae
mMarepianam peecTpauiiHoro JoChe.
237. | HAT®NY Kancynu Teepai no HaTko IHAis Hatko ®apma flimiteq IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/18753/01/03
75 wmr; no 10 kancyn Papma BMNPAaB/IEHHS TEXHIYHOT MOMUAKM Y 3MiHax o MKA 13 peyenmom
y 6nicTepi; no 1 Nimiteq (BHECEHHS 3MiH 40 TEpMiHY NpUAATHOCTI), a caMe HEBIPHO
6nictepy B BKa3aHo fJaTy (Micsiub) 3aTBepixeHHs Hakasy
KapTOHHI Kopoobui MiHicTepcTBa OXOPOHY 340POB’A YKpaiHN Ha TUTY/IbHIN
cTopiHui. MonepeaHsa pefakwis:
3arBepKeHo Haka3 MiHicTepcTBa OXOPOHW 340pOB’A
YkpaiHn 14.03.2021 Ne 938. 3anponoHoBaHa pefakuis:
3aTBeppkeHo Haka3 MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainn 14.05.2021 Ne 938. TexHiuHy noMUKy
BMNPAB/IEHO Y TEKCTi HA TUTY/bHIli CTOPIHLi 3MiH A0
IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS Nikapcbkoro
3acoby LWono Aatu (Micsaub) 3aTBepixeHHs Hakasy MO3.
3anponoHoBaHa pefakLis Homepy PeecTpauiiiHoro
NoCBiAYEHHSA, AaTu Ta HOMepy Hakasy Bignosigae
MarepianaM peecTpauiiHoro 0cChe.
238. | HEBITPUKC Tabnetku no 5 wmr; neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15612/01/01
no 10 Tabnetok y dapmacboT PapmacbloTUKan3 - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 3 nkans frg,. nra. thapmakoHarnsgy. BeefeHHs abo 3miHWM [0 y3arasibHeHUX

6nictepy B
KapTOHHIlA KopoobLi

AaHvx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHVX faHux npo cuctemy dpapmakoHarniagy,
3MiHa YyNOBHOBaXEHOT 0co6U, BiANOBiAaIbHOI 3a
3fjiicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vatum KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) - 3mMiHa ynoBHOBaXXeHOI 0cobu
3as1BHMKA, BiAgnoBiganbHOI 3a 34iNCHEHHSI
thapmakorHarnsgy.

[litoyva pegakuis: MameTtoBa [liHa HisiziBHa. MponoHoBaHa
pepakuis: AHiaHewsap ApiyH Caxan (Dr. Dnyaneshwar
Ariun Sanap). 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0cobu 3asBHMKA, BIANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakorHarnsgy. BBeeHHs KOHTaKTHOT 0cobu
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakorHarnsgy B YkpaiHi. BBeAeHHSA KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
3[jiicCHeHHs1 hapMakorHarnsgy B YkpaiHi. MponoHoBaHa
peakuist:

MawmeToBa [iHa HisiziBHa. 3miHa Micusi 34ilACHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaxoKeHHs1 macTep-aiina cuctemm
hapmakoHarnagy
239. | HEMPOTON po3unH ANns iH'ekuid, | 3AT JinToBCbka 3AT «JlikBop» Pecny6nika BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny 3a UA/16933/01/01
(o)) 50 mr/mn; no 2 mnB | «®apmnira» | Pecny6nika BipmeHis - AQMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
donakoHi; no 5 agpecu 3asaBHUKaA (BNacHMKa peectpauiiHoro
ch1akoHiB y NocBiAYEHHS) - 3MiHa aapecy 3asBHMKa. 3MiHVU BHECEHO B
KOHTYPHIl IHCTPYKLiO AN19 Me4MYHOr0 3aCTOCYBaHHSA Y pO34i/in
YapyHKOBIl "3anBHuKK" Ta "Micue3HaxomKeHHs 3as9BHUKA" 3
ynakosui; no 1 BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS YMakoBKM
KOHTYPHIl nikapcbkoro 3aco6y.TepmiH BBeeHHS 3MiH NPOTArom 6
YapyHKOBIl yrnakoBL,i MiCsILiB MicNsi 3aTBEPOYKEHHS
B MauLi 3 KapTOHY;
no 4 mn B p/1akoHi;
no 5 dpnakoHis y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B Nayli 3 KapTOHY
240. | HEOTPU30/ | Tabnetku OPI'AHOCK | OAE EBepTomkeH Naidh IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/10674/01/01
® BariHasbHi; no 4 H CaeHcus Jlimiteq TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenmom
TabneTkn y cTpuni; JNIAVOCAEH CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
no 2 ctpunu pasom 3 | CU3 (EP 36epiraHHsa roToBOr0 NiKapCbKOro 3acoby (3MeHLUEeHHS
annikaTopom y 3ETI) TepMiHy NpUAaTHOCTI rOTOBOrO fikapcbKkoro 3acoby) - Ans
KapTOHHI Kopo6Lyj; TOProBOi YNakoBKW - 3MEHLUEHHA TEPMiHY NPUAATHOCTI
no 8 TabneTtok y 0715 TOTOBOTO NiKapCcbKoro 3acoby 3 24 micsAyis fo 18
6nictepi; no 1 MmicsiuiB.
6nicTepy pasom 3 3MiHW BHECEHI B iHCTPYKL,it0 A5 MeANYHOro 3acTOCyBaHHS
annikatopom y nikapcbKoro 3acoby y po3gin «TepmiH NpuaaTHOCTI».
KapTOHHIl KopooLi
241. | HEO®EH renb, 50 mr/r; no 15 Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | TUny 6e3 UA/14739/01/01
BENYNO raéo50r, a6o 100 r nikn Ta KOCMeTukKa, A4.4. - MogaHHs oHoBneHoro cepTuguikaty CEP (R1- CEP 2004- peuyenma
nntoc y Ty6i; no 1 Ty6i B KOCMeTHKa, 023-Rev 05) Bif yxe 3aTBEpAXEHOro BUPO6HUKa
KapTOHHI nauw,i 0.0, Shandong Xinhua Pharmaceutical Co., Ltd., Kutait gna
Adl i6ynpodheH. 3anponoHoBaHo: CEP (R1-CEP 2004-
023-Rev 05)
242. | HICTATUH TabneTkun, BKPUTI My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHux maTtepianis: 3MiHun | TUNY 3a UA/3625/01/01
NNiBKOBOO akuioHepHe TOBapUCTBO "HayKoso- - He3HaYHa 3MiHa y npoueci BUPobHMLTBA NONsArae y peyenmom
060/10HKOI0, MO TOBap1CTBO BUPOBOHWYMIA LIEHTP BUKOPWCTaHHI AN1A KanibpyBaHHS rpaHynaTy
500000 O/, no 20 "HaykoBo- "BopLuariBcbkuii Typ6orpaHynatopa BTS 100 Ha onepauii «KanibpyBaHHs
Tabnetok y 6nictepi; | BMPOGHUUNI XimiKo- rpaHyniATy» 3amiCTb aHas/Iori4yHOI 3a NPUHLMMNOM Po60oTH
no 1 6nictepy B LeHTp hapmaLeBTUYHNIA MaLUUHK Ansa npocitoBaHHA HG-2; 3MiHun | Tuny -
nauuj "Bopuiariscb 3aBof" BWIYYEHHS YNakoBKM Nikapcbkoro 3acoby in bulk 3
Knii XiMiko- BignoBigHUMY 3miHamu Ao p.3.2.P.2 dapmaueBTuyHa
hapmaueBT po3pobka, p.3.2.P.3 Mpovuec BupobHuyTBa N3, p.3.2.P.7
NYHWIA CucTema KoHTelHep/3akynoptoBasibHUiA 3aci6, p.3.2.P.8




139

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aBog" CT1abinbHICTb
243. | HILEProniH TabneTtku, BKPUTI MAT YkpaiHa MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 3a UA/5252/01/01
o060n0Hkoto, no 10 "ranuudap - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob peyenmom
mr no 10 TabneTok y M [OMOMDKHMX peyvoBMH. 3MiHa napameTpiB cnewudikauii
6nictepi; no 3 Ta/abo [onycTUMUX MeX 4718 AONOMIKHOT peqyoBUHN;
6nicTepy B nayui CYNyTHS 3MiHa - 3MiHW 3 AKOCTIi. [0TOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMKHVX peYoBUH. 3MiHa y MeTofax
BUNPOBYBaHHA AONOMIKHOT peqyoBUHM (iHLUI 3MiHW Y
MeToAax BUNpPo6yBaHHS (BKOYaoun 3amiHy abo
[opasaHHs)). MprBeaeHHs cneumdikauii Ta MmeTogis
KOHTPONO AONOMIKHOT peyoBuHK KncnoTa cteapmHoBa Ao
BMMOr MoHorpacii EP
244. | HOBOKAIH PO34UH A1 iH'EKLLN, MAT YkpaiHa MAT "Tanuuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/5126/01/01
5 mr/Mnno 5 mn B "Tanuuchap - 3MiHM 3 aKocTi. A®l. CTabinbHicTb. 3MiHa nepiogy peyenmom
amnyni, no 5 amnyn M" NOBTOPHMX BMNpOoGyBaHb/nepiogy 36epiraHHs abo yMoB
Y KOHTYpHIlA 36epiraHHa A®I (3a BigCyTHOCTI Y 3aTBEPKEHOMY [0ChE
YapyHKoBIl cepTudpikaTa BignosiaHOCTI €Bponeiickbkili hapmakoner,
ynakosLi, no 2 LLIO BK/IHOYA€E Nepios NOBTOPHOrO BMNPOOYBaHHS) (nepios
KOHTYPHI YapyHKOBI NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) -
ynakoBKU B naui 36inblUeHHs abo BBeAEHHS nepiogy NOBTOPHOMO
BunNpobyBaHHsA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
[OcnifpKeHb y peanibHOMY Yaci - 36i/bLIeHHs nepiogy
NOBTOPHOTO BUNPOGYBaHHA Ha OCHOBI pe3ynbTaTiB
LocnigpkeHb y peasibHOMY Yaci ansa A®| HoBokaiHy
(npokaiHy rigpoxnopug) Bupo6HmuTBa Chongging
Southwest Ne2 Pharmaceutical Factory Co., Ltd., Kutaii.
3anponoHoBaHo: 4 poku
245. | OKO®EPOH® | kpanni o4Hi, TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/6206/01/01
nopotuok no 1 000 "BIO®PAPMA BIO®APMA" - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenma

000 MO; 1 dhnakoH 3
MOPOLLKOM Y
KomnaekTi 3 1
ammny/sio
PO34YUHHMKA
(MeTtunnaparigpokc
néensoat (Hinarin)
(E 218) - 5,0 mr) no
5 mny 6nictepi; no
1 6nicTepy pasom 3
KpULLIKOO-
KpanenbHULE B
nauui 3 KapToHy; 1
h/1aKOH 3 MOPOLLIKOM
y KOMNekTi 3 1
ammny/sio
PO34YMHHMKA

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO
cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YNOBHOB&XEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dpapmakoHarnsgy
3asBHUKA ANA 34iICHeHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0Cco6H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0C06M 3as1BHUKA, BigMnoBigabHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXEHOI 0COOM 3asiBHIKA,
BignoBigasibHOI 3a hapmakoHarnsg
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

(MeTtunnaparigpokc
nbeHzoat (Hinarin)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHOIO
neperopoakoro abo
rog)poBaHolo
BK1aAKo; no 1
KOMMNNEKTY
npenapary Ta
PO34MHHMKa pa3om 3
KpYILLKOO-
KpanesnbHULE B
nayi 3 KapTOHY

246.

OKTAIrAM

pO3unH Ns iHQysil,
50 mr/mn; no 20 mn,
50 mn, 100 mn, 200
My naswdi; no 1
NAAWLU Y KAPTOHHIi
Kopobui

OxkTachapma
dapmaLesT
nKa
MpoayKTioHC
rec. m.6.X.

AscTpis

Oxtadhapma AB, Lseuis/
LLiBeuis (BUpo6HUK, Himeuunna/
BiANOBigabHUIA 3a AscTpisi/

BMPOGHMLTBO 3a ®paHuis
MOBHUM LWK/IOM, 3a

BUK/OYEHHAM
BTOPUHHOI YNakoBKK);
OkTadhapma [Jeccay
mM6X, HimeuunHa

(AnbTepHaTmBHa
BMPOGHUYA AinsHKa

NS BTOPUHHOTO

nakyBaHHs);
OxTadapma
dPapmaueBTrKa

MpoaykTioHcrec

M.6.X., ABCTpis;

OxkTathapma, dpaHuis
(Bupo6HuK,
BignoBiganbHWi 3a

BUPOGHMLTBO 3a

NOBHUM LMK/IOM, 3@
BUK/IOYEHHAM
BUPOGHMLITBA PO3UMHY
in-bulk, BTOPMHHOI
yNaKoBKM.

AnbTepHaTMBHO,

BVMPOGHMLTBO
KiHLIeBOro NpoAaykTy 3
in-bulk po3uuHy,

BMPOGIEHOrO Ha

OxTadapma
dPapmaueBTrKa

MpogaykTioHcrec.

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- OHOBJ/IEHHS cneuymdikauii dinbTpy Harborlite 900; 3miHu |
TUNY - KOperyBaHHs po3paxyHKoBOI kinbkocTi PEQ (plasma
equivalent) y BupobHuuii doopmyni Method of Preparation
for Fraction Il Ha BUpo6HWuili ginbHMUi Octapharma
Produktionsgesellschaft Deutschland mbH, Germany 3
3260 — 3540 kr Ha 2980 — 4370 Kr; 3miHuW Il Tvny -
BMKOPUCTaHHA dopakuii I, BupobneHoi Ha AinbHuLI
OxTachapma AB, LLBeList, Ha BUPOBHUYIN AiNnbHUL
Oktachapma ®apmavesTuka MpogykTioHcrec. M.6.X.,
ABcTpist

3a
peyermom

UA/13905/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
M.6.X., ABCTpIs)
247. | OKTPA® PO34UH O151 iH'EKLLNA, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/11626/01/01
0,1 mr/mn, no 1 mn B "®apmak” - 3MiHV BHECEHO [0 IHCTPYKLi 415 MeAUYHOro peyenmom
amnyni, no 5 amnyn 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainu:
y nayyi; no 1 mn s "®apmakonoriyHi Bnactnsocti”, "OcobmMBoCTi
amnyni, no 5 amnyn 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
y 6nicTepi, no 1 "Mepeno3yBaHHa" 3rigHO 3 iHhopMaLielo WOoA0 MeaNYHOro
6nictepy B nauui 3acToCyBaHHA peepeHTHOro NikapcbKoro 3acoby
(CAHOOCTATUH®, po3unH ans iH'ekuiii). BBefeHHs 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEeHHS
248. | OKTPEOTWUA- | po3uvH Ans iH'eKuil, M.BioTek Benuka Bupo6HuK, Lo HimeyunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |l 3a UA/14242/01/02
Mb no 0,1 mr/mn, no 1 Nimiteq BpuTaHis BignoBigae 3a BMNYyCK TVNy - BBEAEHHS 404ATKOBOro po3mipy cepii roToBoro peyenmom
M/1 B amnyni, no 5 cepii: Benganic M'm6X, nikapcbkoro 3acoby - 160 n ana Contodapm
amnyn B nayi 3 HimeuuunHa; dapmauoliTiwe EpuoiirHicce Mm6X, HimeuunHa.
KapToHy Brpo6HWK, Lo 3anponoHosaHo: 88 1, 160 /.
3[iAiCHIOE MOBHUIA LMK
BUPOOHULTBA, KPIM
BWMYCKY Cepil:
Baccepbyprep
ApLHeMITTENbBEPK
'm6X, HimeuunHa abo
Contohapm
dapmauoliTiwe
Epuoiirnicce Mv6X,
HimeuuunHa,;
anbTepHaTUBHUM
BMPOGHWK, LLIO
3[j/iCHIOE BTOPUHHE
nakyBaHHs: BiokaHon
dapma N'mbX,
HimeyumnHa
249. | OKTPEOTUA- | po3uuH Ans iH'eKUil, M.BioTek Benuvka Brpo6HuK, Lo HimeuunHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu Il - UA/14243/01/02
MB no 0,1 mr/mn; in Nimiteq BpuTaHis BignoBifgae 3a BMMYyCK TVNy - BBEAEHHS 404ATKOBOrO po3mipy cepii roToBoro

bulk: no 1 mn B
amnyni, no 50
amnyn y KapTOHHil
KopoobLi

cepii: BeHganic M'm6X,
HimeuuunHa,;
Bupo6HMK, Wwo
3[iICHIOE MOBHWIA LMK
BMPOGHULITBA, KPIM
BUNYCKY cepii:
Baccepbyprep
ApLHeMITTENbBEPK
v6X, HimeyunHa abo
Contoapm
dapmavoiiTiwe
Epuoiirnicce MmoxX,
HimeuuunHa;
aNibTepHaTUBHUI

nikapcbkoro 3acoby - 160 n ana Contodapm
dapmavoiitiwe Epuolirdicce MTM6X, HimeuunHa.
3anponoHoBaHo: 88 51, 160 n.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHWK, LLIO
3[jliCHIOE BTOPUHHE
nakyBaHHs: biokaHon
dapma N'v6X,
HimeyumnHa
250. | onlogporic Kpanni 04Hi, po3yvH Mikpo /labc IHAis Mikpo Jla6c Nimiteq IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15244/01/01
1wmr/Mano5wmny Nimiteq - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
hNaKoHi- BBeneHHs1 abo 3MiHU A0 y3araslbHEHUX JaHuX Npo
KpanenbHuui; no 1 cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
dhnakoHy- JaHunx nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
KpanesbHULi B YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 3iiCHEHHS
KapTOHHI KOpoobLyi hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0COOU 3asIBHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuisi: binokobunbcbkuii Cepriii
AHaTonNiioBNY. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
hapmMakoHarnag B YkpaiHi. 3MiHa MicLe3HaxX04KeHHs
MacTep-tharina cucteMmun papmakoHarisgy Ta ihoro
Homepa
251. | OMENPA30/ | kancynu 3 AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/12374/01/01
AHAHTA MogucpikoBaHUM Megikeap BputaHis dapmacboTikans MeT. TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. Cuctema peyenmom
BUBINIbHEHHAM no 20 | JITA4. nra. KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa po3mipy
mr no 10 kancyn y yrNakoBKW FOTOBOr0 NiKapCbKoro 3acoby (3MiHa KislbKOCTi
6nicTepi, no 3 abo oavHUUbL (Hanpvknag TabneTok, amny TOL0) B yNakoBLi:)
10 6nicTepiB y - 3MiHa no3a fjana3oHoM 3aTBepXeHNX Po3MipiB
KapTOHHIA KOpO6L yNakoBKM - BBEAEHHS AOAATKOBOTO BUAY NakyBaHHA: Ne30
(10x3) no 10 kancyn y 6nictepi no 3 6aicTepn y KApTOHHI
Kopoo6Li, 3 BiANOBIAHUMY 3MiHAMK [0 pPo34iny “YnakoBka”
MKSA N3, 6e3 3MiHM NepBUHHOrO NakyBaslbHOro MaTepiany.
3MiHM BHECEHI B iHCTPYKL,it0 A8 MeANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "YnakoBka" sik Hacnigok
nosiBa [0AaTKoBOro nNakyBaHHs. BBEAEHHS 3MiH NPOTAroMm
3-X MicsLiB nicnsA 3aTBEpAKEHHS
252. | OMHINAK PO34UH AN15 iH'EKLi, Doxul Hopseris xuml Xenckea IpnaHgis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/2688/01/03
300 mr iiogy/mn: no Xenckea AC IpnaHgia Nimiteq, - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy. peyenmom

50 mn a6o no 100
M1y cprnakoHi; no 10
h1aKoHiB y
KapTOHHI KOpoOLyi

3MiHa y KOpOTKiil XapaKTepucTULi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MeAUYHOro
3aCTOCYBaHHSA Ha MifCcTasi peryspHoO OHOB/OBAHOTO 3BITY
3 6esnekun nikapcbkoro 3acoby, abo focnigpkeHb 3 6esnekn
3acTocyBaHHS NikapcbKoro 3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pe3ynbTart OLiHKM 3BITY 3 AOC/IAXKEHb,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpraHom) - 3MiHW BHECEHO [0 iHCTPYKLT
[AN8 MeANYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "OcobnmnBoCTi 3acTOCyBaHHA" BigNoBIigHO A0
pekomeHaaLin PRAC
253. | OMHINAK PO34uH AN8 iH'eKLi, Dxul Hopseris xul Xenckea IpnaHgjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/2688/01/04
350 wmr itogy/mn: no Xenckea AC Ipnangis Nimiteq, - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
50 mn a6o 100 mn, 3MiHa y KOpOTKill XapaKTepucTuLi Nikapcbkoro 3acooby,
abo 200 mn, abo TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeanyHoro
500 MmNy hNakoHi; 3acTOCyBaHHSA Ha niAcTasi perynsipHO OHOB/IOBAHOIO 3BITY
no 10 chnakoHis y 3 6e3nekun nikapcbkoro 3acoby, abo AocnigpkeHb 3 6e3nekn
KapTOHHIA Kopoo6Li 3acTocyBaHHS NiKapcbKoro 3acoby B nicnspeecTpauiiinii
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BiANOBIAHO [0 NAaHy negiaTpuuHnX
pocnigpkeHs (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm) - 3MiHW BHECEHO A0 IHCTPYKL,i
0151 MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
po3gainy "Oco6nBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
pekomeHaauii PRAC
254. | OHOAHCETP | Tabnetku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/10081/01/01
OH 060/10HKOI0, N0 4 Mr, "TexHonor" - 3MiHa NepioANYHOCTI KOHTPOSO 3a NOKa3HUKOM peyenmom
no 10 TabneTtok y "Mikpob6ionoriyHa ynucTtoTta" B Cneyudpikauii 13 3
6nicTepi; no 1 nocepiiHOro Ha BMOIPKOBUIA (MepLuy Ta KOXHY M'ATy
6nicTepy B nauui 3 HaCTYnNHy cepii, ane He pigwe ogHOro pasy B pik)
KapToHyY
255. | OHOAHCETP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHun | TUNY 3a UA/10081/01/02
OH 060/10HKOI0, MO 8 Mr, "TexHonor" - 3MiHa NepioANYHOCTI KOHTPOSIIO 32 MOKA3HMKOM peyenmom
no 10 Tabnetok y "Mikpob6ionoriyHa uuctota" B Cneumdikavii 13 3
6nicTepi; no 1 nocepiiiHOro Ha BMGIPKOBWIA (NepLLy Ta KOXHY M'ATy
6nicTepy B navi 3 HaCTYMHy cepii, ane He pigwe ogHoro pasy B pik)
KapTOHy
256. | ONCOHAT Kpanni opasibHi no MEKAHA HimeyunHa NMEKAHA HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 6e3 UA/16022/01/01
CIMAT. MEKA 30 mn, no 50 mny Hatypxalinb HATYPXAWIbMITTE - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy peyenma
chnakoHi; no 1 MiTTENb Nb 'm6X - BHECEHHS 3MiHW 0 po3ainy «MapkyBaHHs» B MKA /13:
donakoHy B meX 3anponoHoBaHo: MAPKYBAHHA. BignosigHo Ao
KapTOHHIiA ynakoBL,i 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3aco0y i3 3a3Ha4eHHAM
MDKHapOAHWX NO3HAYeHb OAMHNLL BUMIPIOBAHHS.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
257. | NAHAQON TabneTtku, BKPUTI nakcoCmit Benuka nakcoCmiTKnaiH IpnaHgis BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny 6e3 UA/13747/01/01
EKCTPA nNiBKOBOIO KnsanH BpuTaHis [anrapsaH Jlimiteq - MO4AHHS OHOBIEHOTO cepTudikaTa BignoBigHOCTI peyenma
EABAHC 060/10HKOI0 No 12 KoHcblomep €Bponevicbkin hbapmakonei Ne R1-CEP 1998-047-Rev 05
TabneTtok y 6nictepi; Xenckep ons girodoi peyosnHu Paracetamol Big, Bxe
no 1 6nictepy B (KOK) 3aTBep/AKeHoro BupobHuka Granules India Limited, India;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi TpelgiHr 3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa
Nimiten BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1998-047-Rev 06 s gitoyoi peyosuHm Paracetamol Big,
BX€ 3aTBepxeHoro BupobHuka Granules India Limited,
India, sk Hacnigok 3miHa agpecy BUPO6GHUKa
(3anponoHoBaHo: H.N0.6-5 & 6-11, Temple Road
Gummadidala mandal, Sangareddy District India-502313
Bonthapally Village, Telangana); 3miHu | Tuny - nogaHHs
OHOB/IEHOTO cepTudikaTa BiANoBigHOCTI EBpoNneiichkil
dhapmakonei Ne R1-CEP 1996-039-Rev 04 ons gjtovoi
peuoBuHM Paracetamol Bif BXe 3aTBepAXeHOoro
BMPOGHMKA i3 3MIHOIO Ha3BU BNPOGHYVKa Ta Ha3Bw i agpecu
BracHuka CEP
258. | NAHFACTPO | Tabnetku CaHpo3 CnoBeHis ek ®apmaveBTuyHa CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/13512/01/02
® racTpope3nNCTEHTHI dapmacbioTi KomnaHia 4.4., PymyHis/ - 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy. peyenmom
no 40 wmr; no 7 Kans g.a. CnoBeHis TypeuunHa 3MiHa y KOpOTKili XapakTepucTuL, Nikapcbkoro 3acooy,
TabneTtok y 6nictepi; (BUpOBHMLTBO "in TeKCTi MapKyBaHHS Ta IHCTPYKUIT 415 MeAUYHOro
no 2 a6o 4 6nictepu bulk", ynakoska, 3aCTOCYBaHHSA Ha MigCTasi perysisspHO OHOB/OBAHOTO 3BITY
B KapTOHHIiA TeCcTyBaHHs, BUNYyCK 3 6e3neku nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekun
Kopobui; no 14 cepil; ynakoBka, 3aCcToCyBaHHS NiKapCcbKoro 3acoby B nicnspeecTpauiiHnii
TabneTtok y 6nictepi; Bunyck cepii); C.K. nepiog, abo sk pe3ynbTaTt OLiHKM 3BITY 3 AOC/iAXEHb,
no 1 a6o 2 6nictepu CaHpos C.P.N., npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
B KapTOHHIi Kopo6Lyi PymyHis (TecTyBaHHS); pocnipxeHs (PIP) (3MiHY y3rompkeHo 3 KOMNETEHTHUM
Canpos 'pyn Carnuk YMOBHOB&XEHVNM OpPraHoM) - 3MiHW BHECEHI [0 IHCTPYKLT
YpyHnepi Inaknapi [ONs MeAnyHOro 3acToCcyBaHHS NiKapCbKoro 3acoby y
CaH. Be Tik. A.C., po3zin "Mo6iyHi peakuii” BigNOBIAHO [0 OHOB/EHOT
TypeuunHa iHchopmawuii 3 6e3neku Ajtoyoi peyosuHU. BBeeHHs 3MiH
(BMpPOGHMLTBO "in npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEeHHS
bulk", TecTyBaHHs);
CaHpo3 Inak CaHaii Be
Tikapet A.C.,
TypeyunHa
(BMPO6GHMLTBO "in
bulk", ynakoBka,
TEeCTyBaHHs)
259. | NAHFACTPO | Tabnetku CaHpo3 CnoBeHis Jlek ®apmaueBTMyHa CnoseHis/ BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/13512/01/01
® racTpopesnCTeHTHi dapmachboTi KoMnaHis 4. 4., PymyHis/ - 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeguyHoro peyenmom
no 20 mr, no 7 Kan3 a.n. CnoBeHisa (ynakoBka, TypeuunHa 3aCTOCYyBaHHSA NikapcbKoro 3acoby y po3ain "Mo6iyHi

TabneTtok y 6nictepi,
no 2 a6o 4 6nictepu
B KapTOHHiiA
Kopobui; no 14
Tabnetok y 6nictepi,
no 1 abo 2 6nictepu
B KapTOHHI kopo6Lyi

BUMYCK cepii); Jlek
PapmaueBTUyHa
KoMnaHisa 4.4.,
CnoBeHis
(BMpPOGHMLTBO "in
bulk", ynakoBka,
TecTyBaHHs, BUNYCK
cepii); C.K. CaHgos
C.P.J1., PymyHia
(TectyBaHHs); CaHao3

peakuii” BignoBigHO 40 OHOB/EHOT iHChopmaLii 3 6e3nekn
Lito40i pevoBUHW. BBeeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsi 3aTBepAKeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Inak CaHaii Be TikapeT
A.C., TypeyunHa
(BMPOGHMLTBO "in
bulk", ynakoBka,
TEeCTyBaHHs)
260. | MAHKPEA3UA TabneTtkn MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHux martepianis: 3miHu | Tuny 6e3 UA/16722/01/01
M 10000 racTpoOpe3VCTEHTHI; "TexHonor" - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkumit 3aci6. KoHTponb peyenma
no 10 TabneTtok y roTOBOrO Mikapcbkoro 3acoby. 3MiHa napameTpis
6nictepi, no 2 abo cneumdikauii Ta/abo 4ONYyCTUMUX MEX rOTOBOro
no 5 6nicTepiB y NiKapcbKoro 3acoby - 3MiHa NepiogMYHOCTI KOHTPOSIO 3a
naJi 3 KapToHy nokasHvkom "MikpobionoriyHa ymctota" B Cneuudikauii
"'N3 3 nocepiliHOro Ha BMGIPKOBWiA (NepLuy Ta KOXHY M'ATy
HaCTyMHy cepii, ane He pigLle o4HOro pasy B pik)
261. | NAHTOrAP Kancynu; no 15 Mepu, HimeyunHa AuunHo dapma Arl, LLIBeiiuapisi/ | BHECEHHS 3MiH 10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 6e3 UA/10445/01/01
Kancyn y énictepi; dapmachboTi LLIselinapist (BUPOGHYMK HimeuunHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenma
no 6 6nictepiB y Kanc M6Xx in-bulk); Knoke BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
KapTOHHIlA KopooLi dapma-Cepsic [M6X, cuctemy thapmakoHarnsgy (BBefAeHHs y3araibHeHNxX
HimeuunHa (npogykuis [JaHnX npo cuctemy dpapmakoHarnsgy, smiHa
in-bulk, BUPOGHWK, L0 YMOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
3[jiiCHIOE NEPBUHHE Ta dhapmakoHarnsgy; KOHTakTHOi 0cobum 3 hapmakoHarnagy
BTOPVHHE 3a8BHMKa AN 34iICHEHHA ddapmakoHarnsgy B Ykpaii,
nakysaHHs ); Mepuy, AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
dapma 'm6X i Ko. BiANOBIAA/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy
KraA, HiveuunHa (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIeHHi
(BUPOGHWK, IO MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
3[jiiCHIOE NEPBUHHE Ta YNOBHOBaXXEHOI 0CO6U 3asBHUKA, BiAMNOBiAa/IbHOI 3a
BTOPVHHE NakKyBaHHS, 3piicHeHHs hapmakoHarnsgy. MponoHoBaHa pefakuis:
BiANOBIgaIbHMI 3a Julia Pfaff / Dkynia Mdpadydp. 3MiHa KOHTAKTHUX AaHUX
BUMYCK Cepiid) YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
3piicHeHHs hapmakoHarnsgy. MponoHoBaHa pefakuis:
CopokoneTtoBa Anna bopucisHa. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi
262. | NAPANJEKCI | po3uvH Ans iH eKuiii TOB YkpaiHa MpAT "Nekxim - YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15763/01/01
H® 5 mr/mn, no 1 mn "®GapmaueBT Xapkis" - 3MiHM WoAao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
PO34MHY B amnyni; nyHa BeefieHHs1 ab0 3MiHM 0 y3arasibHEHNX JaHux Npo
no 5 amnyn B KoMnaHis cuctemy hapmakoHarnagy (BBef4eHHs y3arasibHeHNX
6nicTepi; no 2 "CANNIOTAPI JaHnx npo cuctemy dapmakoHarnsgy, smiHa
6nicTepy B nauuj 3 ct YNOBHOB&XEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iAiCHEHHS

KapToHy

dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKA ANA 34iICHEHHA hapMakoHarnisgy B YkpaiHi,
SIKLLO BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0CO6H,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-haiina cuctemm hapmakoHarnsgy) - amiHa
YNOBHOBaXKEHOI 0CO6U 3asIBHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsag.
MponoHoBaHa pepfakuis: CadoHosa IpuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXXEHOT
ocobwu, BignoBigasibHOI 3a thapmakoHarnsg,
263. | NAPANJIEKCI | po3uvH AnS iH eKLiiA TOB YkpaiHa MpAT "Nekxim - YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/15763/01/02
H® 15 mr/mn, no 1 mn "®apmaueBT Xapkis" - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenmom
PO34MHY B ammnyini, nyHa BeefieHHs1 a60 3MiHW A0 y3arasibHEHNX AaHux Npo
no 5 amnyn B KoMnaHis cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepi, no 2 "CANNKOTAPI [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
6nicTepy B navi 3 ct YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
KapToHy dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 hapmakoHarnagy
3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: CadoHosa IpuHa
OnekcaHpiBHa. 3MiHA KOHTaKTHUX AaHWUX YNOBHOBAXEHOI
ocobu, BignoBifasibHOT 3a thapmakoHarnag,
264. | NEr- PO34UH A5 iH'EKLLN, TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Tuny 3a UA/15552/01/01
®IICTUM 6 mr/0,6 mn; no 0,6 "BIODPAPMA BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
mn (6 mr) y " BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
nonepegHLo cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
HanoBHEHOMY [aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
wnpuui; no 1 YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
nonepegHL0 dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
HanoBHEHOMY 3asBHUKA ANA 34iiCHeHHA hapMakoHarnsgy B YkpaiHi,
wnpuy y 6nictepi; AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
no 1 6nictepy B BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsgy
KapTOHHI KopobLyj; (BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
no 0,6 mn (6 mr) y MacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
donakoHi; no 1 YMOBHOBaXXeEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hnakoHy y 6nictepi; hapmakoHarnag.
no 1 6nictepy B MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
KapTOHHI KOpO6L KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag
265. | NEPUHAONP | Tabnetku, BKPUTI TOB «TeBa YKkpaina AT dapmaueBTUYHNIA YropwmHa BHECEHHS 3MiH A0 peecTpaviiHnx MmaTtepiasis: 3MiHa 3a UA/14925/01/01
muni N/1iBKOBOIO YkpaiHa» 3aBog, TEBA 3asBHUKa (BNacHMKa peecTpauiliHoro noceigueHHs) (3rigHo |  peyenmom
IHOANAMIA 060/10HKO0, N0 5 Hakasy MO3 Bif 23.07.2015 Ne 460: 3miHu | Tuny - 3miHK
POPTE- mr/1,25 wr, no 30 oo 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy.
TEBA Tabnetok y BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO

KOHTeliHepi, no 1

cucTemy hapmakoHarnsaay (BBefileHHs y3araibHeHux
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTelHepy B JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
KopooLi YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiZiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. fitoua pegakuis: Orit Stern-Maman.
MponoHoBaHa pepfakuis: BuctpoBa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiNOBiAa/IbHOI 32 hapMakoHarnsga.
266. | NEPUIO HacToiika; no 50 mn MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy Ges UA/8260/01/01
CTPYYKOBO | y chnakoHax "®ITOPAPM - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWit 3aci6. 3MiHN Y peyenma
ro CKNsiHMX abo " BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
HACTOWKA noniMepHux po3Mipy cepil) roToBOro NikapcbKoro 3acoby (3MeHLIEeHHs
00 10 pasiB) - BBEeHHS1 404aTKOBOro po3mipy cepii [N13.
3anponoHoBaHo: 500 kr (14537 dpnakoHis no 50 mn); 1000
Kr (26532 dpnakoHis no 50 mn)
267. | NNABIKC® TabneTku, BKpUTI TOB Ykpaina CAHO®I BIHTPOI ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/9247/01/02
060/10HKO10, Mo 300 "CaHoi- IHOACTPIA - 3MiHW BHECEHO B iHCTPYKLiO 415 MegNyHOro peyenmom
mr; Ne 10 (10x1): no ABeHTIC 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ziny "B3aemogis
10 TabneTok y YkpaiHa" 3 iHWMMK fliKkapCbKMMK 3acobamm Ta iHLWi BUAW B3aemogiin”

6nicTepi; no 1
6nictepy B
KapTOHHI KopoobLi

(iHcbopmavuisa woao onioigis) BigNOBIAHO [0 OHOB/IEHOT
iHbopmawii 3 6e3neku Aityoi pevyoBuHU. BBegeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiC/SA 3aTBEPKEHHS; 3MiHM | TUny -
3MiHM BHECEHO B iHCTPYKLiO 415 MeNYHOro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ziny "B3aemogis
3 iHWMMK NliKkapCbKMMK 3acobamm Ta iHLWi BUAW B3aemogiin”
(iHdhopMauis WwoAo nauieHTiB Ha BIJT-nikyBaHHi) BiANOBIAHO
[,0 OHOBNEHOI iHGhopMaLii 3 6e3nekn Ailo4ol peyoBUHN.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepKeHHS; 3MiHu || TNy - 3MiHW BHECEHO B iIHCTPYKLi0
[N MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHLWIMMY NikapCcbkumu 3acobamu Ta
iHWi BMAW B3aemogiit" Ta "OcobnBoCTi 3aCTOCyBaHHA"
(iHchopmavuisa Wwoao pudhamniymHy) BiLNOBIAHO A0
MaTepianis peecTpauiiHoro gocke. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS; 3MiHW Il TUnYy
- 3MiHW BHECEHO B iHCTPYKLiO 4151 MeANYHOro
3aCTOCyBaHHS MikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactusocTi” ("®apmakogmHamika”,
"®PapmakokiHeTvka"), "B3aemMogis 3 iHWMMUY NiKapCbKUMU
3acobamu Ta iHWi BUAW B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta 4o3u", "Mo6iuHi
peakuii” (iHdhopmMauis HOBMX AOCNIMKEHb, BMICT S1aKTO3M)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BiANOBIAHO [0 MaTepiasiB peecTpauiliHoro foChe.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
268. | NOCTUHOP Tabnetku no 0,75 BAT YropwuHa BAT "lepeoH Pixtep" YropwuHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/6112/01/01
Mr, 1o 2 TabneTkn y "T'epeoH - 3MiHM Wopo 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
6nicTepi, no 1 PixTep" BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
6nictepy B cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
KapTOHHIiA ynakoBL,i [aHunx npo cuctemy hapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHEHHA hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI fisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy
269. | NPEFABANIH | kancynu no 75 wr, [bxy6inaHTt IHAis [bxy6inaHT [yxeHepikc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/18125/01/01
no 10 kancyny [IbxeHepikc Nimiten - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKN rOTOBOTO peyenmom
6nictepi; no 3 Nimiten niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
6nictepn y 3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi S| Ta iHLwoi
KapTOHHIlA KopoobLi TEeXHIYHOT iHchopmaL,ii. OHOBNIEHHS BXe 3aTBEPIKEHOr0
TEKCTYy MapKyBaHHS (BHECEHHSI MO3HaYeHb OANHMLb
BMMIPIOBaHHS i3 3aCTOCYBaHHAM /liTep NaTVHCLKOTO
andasiTy; TOLLO); BHECEHHSA 3MiHW A0 po3ainy
«MapkyBaHHa» MKA J13: 3anponoHoBaHo: MapkyBaHHA Y
BiANOBIAHOCTI [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHS
270. | NPEFABANIH | kancynu no 150 wr, Lxy6inaHt IHais [bxy6inaHT xeHepikc IHais BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny 3a UA/18125/01/02
no 10 kancyny IbxeHepikc Nimiten - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBK/N rOTOBOrO peyenmom
6nicTepi; no 3 Nimiteq NikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao

6nictepn y
KapTOHHIlA KopooLi

3a3HayeHHs OAMHNLb BUMIPIOBAHHSA Y cucTeMi Sl Ta iHLWoi
TEXHIYHOT iHthopmMaL,ii. OHOBNEHHS BXe 3aTBEPIKEHOr0
TEKCTY MapKyBaHHS (BHECEHHS NO3HaYeHb OAVNHULb
BUMIPIOBaHHS i3 3aCTOCYBaHHAM JliTEP /TATUHCHKOrO
andasiTy; TOLLO); BHECEHHS 3MiHM [0 po3ainy
«MapkyBaHHsA» MKA /13: 3anponoHoBaHo: MapKyBaHHsA Y
BifJNOBIAHOCTI A0 3aTBEPKEHOIO TEKCTY MapKyBaHHS.
TepMmiH BBEEHHS 3MiH NMPOTAroM 6 micAuiB nicns
3aTBEPAKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
271. | NPEFABANIH | kancynu no 300 wr, Lbxy6inaHTt IHgis [bxy6inaHT [IxeHepikc IHgis BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/18125/01/03
no 10 kancyny [LbxeHepikc Nimiten - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBKWN rOTOBOTO peyenmom
6nicTepi; no 3 Nimiteq nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
6nictepu y 3a3Ha4yeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi Sl Ta iHwoi
KapTOHHilA KopooLi TEeXHIYHOT iHchopmaL,ii. OHOBNEHHS BXe 3aTBEPIKEHOr0
TEKCTY MapKyBaHHS (BHECEHHS NO3HaYeHb OAVNHULb
BMMIPIOBaHHS i3 3aCTOCYBaHHAM JliTeP /TATUHCHKOrO
andasiTy; TOLLO); BHECEHHS 3MiHM A0 po3ainy
«MapkyBaHHsA» MKA /13: 3anponoHoBaHo: MapKyBaHHs Y
BifjNOBIAHOCTI A0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS.
TepMmiH BBEEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPAKEHHSA
272. | NPEFABANIH | kancynu no 75 wr, in [xy6inaHTt IHgis [bxy6inaHT [pxeHepikc IHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/18126/01/01
bulk: no 5000 LbxeHepikc Nimitepn - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBK/ roTOBOro
Kancyny Nimiteq nNikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLi Wwoao
nonieTnIeHoBUxX 3a3HayeHHs OAVHNLL BUMIPIOBAHHSA Y cucTeMi Sl Ta iHLWoi
naketax TEeXHIYHOT iHthopMaLii. OHOBNEHHS BXe 3aTBEPIKEHOr0
TEeKCTy MapkyBaHHs 415 ynakosku in bulk: no 5000 kancyn
y nonieTuneHoBux naketax (BHECEHHA NO3Ha4YeHb
O MHMLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCLKOro anihaBiTy; TOLLO0); BHECEHHS 3MiHN A0
po3gainy «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
MapkyBaHHSA Y BifNoBIgHOCTI 40 3aTBEPAKEHOrO TEKCTY
MapkyBaHHs. [insa ynakosku in bulk: MapkyBaHHsa Y
BiJNOBIAHOCTI A0 3aTBEPKEHOrO TEKCTY MapKyBaHHS, LU0
nofaetbes. TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsuis
nicns 3aTBepmAkeHHs
273. | NPEFABANIH | kancynu no 150 wmr, Lxy6inaHTt IHais Lbxy6inaHT [pxeHepikc IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy - UA/18126/01/02
in bulk: no 5000 L[bxeHepikc Nimiteq - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBK/ roTOBOro
Kancyny Nimiteq nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
nosnieTuIeHoBMX 3a3HayvYeHHs OAMHMLb BUMIPIOBaHHSA Y cucTeMi Sl Ta iHWwoi
nakeTax TEeXHIYHOT iHhopmavii. OHOBNEHHS BXe 3aTBEPIKEHOr0
TeKCTy MapkyBaHHs Ans ynakosku in bulk: no 5000 kancyn
y nonieTuneHoBux naketax (BHECEHHA NO3Ha4YeHb
O MHWLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCLKOro anihaBiTy; TOLLO0); BHECEHHS 3MiHU A0
po3giny «MapkyBaHHA» MKH /13: 3anponoHoBaHo:
MapkyBaHHS Y BiNOBIAHOCTI 40 3aTBEPAKEHOIO TEKCTY
MapkyBaHHs. [insa ynakosku in bulk: MapkyBaHHsa Y
BiZNOBIAHOCTI [0 3aTBEPKEHOTO TEKCTY MapKyBaHHS, LU0
nofaetbes. TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsuis
nicns saTBepmAkeHHs
274. | NPEFABANIH | kancynu 300 mr, in Lxy6inaHTt IHAis Lxy6inaHT [xeHepikc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/18126/01/03
bulk: no 5000 [xeHepikc Nimiteq - OHOBJ1EHHS TEKCTY MapKyBaHHS YNakoBKW rOTOBOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Kancyny Nimiteq nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaL,i Wwoao
nonieTnIeHoBUxX 3a3HayeHHs OAVHWLb BUMIPIOBaHHSA Y cucTeMi Sl Ta iHLWoi
naketax TeXHIYHOI iHdopmaLlii. OHOBNIEHHS BXe 3aTBEPKEHOr0
TEeKCTy MapKyBaHHS A5 ynakosku in bulk: no 5000 kancyn
y nonieTuneHoBux naketax (BHECEHHS NO3Ha4YeHb
OAVHVLb BUMIPIOBaHHS i3 3aCTOCYBaHHAM NiTep
NaTVHCBKOTO andhaBiTy; TOLW0); BHECEHHS 3MiHW A0
po3ainy «MapkyBaHHsA» MKS /13: 3anponoHoBaHo:
MapKyBaHHs Y BifNOBIAHOCTI 40 3aTBEPL)KEHOIO TEKCTY
MapkyBaHHs. [ins ynakosku in bulk: MapkyBaHHs Y
BiNOBIAHOCTI [0 3aTBEPAKEHOTO TEKCTY MapKyBaHHS, LU0
fopaetbesa. TepMiH BBEAEHHSA 3MiH NPOTArOM 6 MicAuiB
nicnsa 3aTBepayKeHHs
275. | NIPEAN3NH® | Tabnetku BAT YropwuHa BAT "l'egeoH PixTep”, YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUNYy 3a UA/11298/01/01
MPOJIOHrOBaHOI A, "l'epeoH YropumHa (Bunyck PymyHis/ - 3MiHM WoAo 6e3neku/eheKkTVBHOCTI Ta thapmakoHarnagy. peyenmom
BKPUTI NNiBKOBOO PixTep" cepii); FegeoH PixTep Monbwa BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
060/10HKO10, M0 35 PymyHia A.T., PymyHis cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHNxX
Mr no 10 TabneTok y (KOHTPOSb SKOCTI, JaHnx npo cuctemy dpapmakoHarnsgy, amiHa
6nicTepi; no 6 [03BiN Ha BUMYyCK YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
6nictepiB y cepil; BUPO6GHULTBO hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
KapTOHHI Kopobui Hepo3acoBaHOro 3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
NpoAyKTY, NepBMHHA AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
yrnakoBka, BTOPUHHAa BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
ynakoska); TOB (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
"lepeoH Pixtep MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
Monbwa”, NMonbLa KOHTaKTHUX JaHMX YNOBHOBAXEHOI 0CObM 3asBHUKA,
(KOHTPOSb SKOCTI, BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy. 3miHa
[03BiN Ha BUMYyCK Micusi 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
cepil; BUPO6GHULTBO thapmakoHarnagy. 3miHa MicLe3HaxoKeHHsA MmacTep-
Hepo3acoBaHOro thaiina cuctemun chapmakoHarnsgy
NPOAYKTY, NepPBUHHA
ynakoBka, BTOPMHHA
yrnakoBka)
276. | NPEAHI3ON PO34UH ON15 iH'EKLLN, TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/1889/01/01
OH 30 mr/Mnno 1 mn B "BIO®PAPMA "BIO®APMA" - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay. peyenmom

amnyni; no 5 amnyn
y 6nicTepi; no 1
6nictepy B naui 3
KapToHy

BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHUX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarniagy) - 3mMiHa
YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BigMoBigabHOI 3a
dhapmakoHarnag.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MponoHoBaHa pepakuis: Moy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BigNoBigasIbHOI 3a hapmakoHarnsg
277. | NPEHENIA® Tabnetku, no 4 mr, TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny 3a UA/18088/01/01
no 10 TabneTtok y "APTEPIYM "KuiBmegnpenapart" - 3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi, no 3 nTa" 3miHa y TepmiHax npugaTtHocTi abo ymoax 36epiraHHs
6nictepn y navui rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUeHHS TEPMiHY
NPUAATHOCTI FOTOBOTO JIIKAPCLKOro 3acoby) - s Toprosoi
ynakoBku (NiATBEPMAKYETbCA AHUMMN PeasIbHOrO Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKoro
3aco6y Ha OCHOBI MO3UTUBHUX pe3ynbTartiB
[LOBrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI y peasibHoMy
yaci: 3atBepxeHo: TepMiH npugatHocTi: 1,5 pokn
3anponoHoBaHo: TepMiH NpuAaTHOCTI: 2 pokM BBeneHHs
3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBepAKEHHS
278. | NIPEHENIA® Tabnetku, no 8 mr, TOB YkpaiHa NAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny 3a UA/18088/01/02
no 10 TabneTtok y "APTEPIYM "KuiBmegnpenapat" - 3MiHK 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi, no 3 nTa" 3miHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
6nictepn y navui rOTOBOrO JIiKapCbKOro 3acoby (36iNbLUeHHSI TEPMIHY
NpUAATHOCTI FOTOBOTO JIiKAPCLKOro 3acoby) - s Toprosoi
ynakoBku (NiATBEPMAKYETbCA AAHUMMN PeasibHOro Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKoro
3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTartiB
[LOBrOCTPOKOBUX AOCAIMKEHb CTABINBHOCTI y peasibHoMy
yaci: 3arBepgkeHo: TepMiH npugartHocTi: 1,5 pokn
3anponoHoBaHo: TepMiH NpuAaTHOCTI: 2 pokM BBeaeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKEeHHS
279. | NPOrMHOPM | kancynu M'siki no 3AT NnToBCbka NABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/15254/01/01
FECTA 200 wmr; no 15 «Papmnira» | Pecny6nika NIEOH ®APMA C.A. - AOMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
Kancyn M'sakmx y afipecy 3asiBHVKa (BN1acHMKa peecTpauiiiHoro
6nicTepi; no 2 NOCBIJYEHHS) - 3MiHa afpecu 3asBHNKa. 3MiHU BHECEHO B
6nicTepn y nayui IHCTPYKLil0 415 MeAMYHOro 3acTOCyBaHHSA y po3ainm
"3asaBHUK" Ta "Micue3HaxomKeHHs 3asBHMKA" 3
BiANOBIAHVMMN 3MiHAMM Y TEKCTI MapKyBaHHS yrnakoBKU
nikapcbkoro 3acoby.TepMiH BBEEHHS 3MiH NPoTArom 6
MiCsILiB MiCNsi 3aTBEPOAYKEHHS
280. | MPOrMHOPM | kancynu M'siki no 3AT JNnToBCbka NABOPATOPIOC IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/15254/01/02
FECTA 100 wmr; no 15 «®apmnira» | Pecnybnika NIEOH ®APMA C.A. - AOMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
Kancyn M'sakmx y afipecy 3asBHVKa (BN1acHMKa peecTpauiiiHoro
6nictepi; no 2 NOCBIJYEHHS) - 3MiHa agpecu 3asBHNKa. 3MiHU BHECEHO B
6nicTepy y nauui IHCTPYKLiI0 415 MeAMYHOro 3acTOCyBaHHSA Y po3ainm
"3asBHUK" Ta "Micue3HaxomKeHHs 3asBHMKA" 3
BiZNOBiAHVMM 3MiHAMM Y TEKCTi MapKyBaHHS yNakoBKU
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby.TepMmiH BBEEHHS 3MiH NpoTArom 6
MicsILiB nicns 3aTBepoKEHHS
281. | NPOrMHOPM | kancynu M'siki no 3AT JInToBCbka NNTABOPATOPIOC IcnaHis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15255/01/01
OBO 100 wr; mo 15 «®apmnira» | Pecnybnika NNEOH ®APMA C.A. - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
Kancyn M'skmx y afipecy 3asBHMKa (BNacHWka peecTpaviiiHoro
6nicTepi; no 2 NoCcBiAYEHHS) - 3MiHA aapecy 3asBHMKA. 3MiHU BHECEHO B
6nictepn y navui IHCTPYKLil0 415 MeANYHOTo 3aCTOCYBaHHS Y po3ainm
"3asaBHuK" Ta "Micue3HaxomMKeHHs 3asBHMKA" 3
BiAMNOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby. TepmiH BBeA,EHHS 3MiH MPOTArom 6
MicsILiB nicns 3aTBepoKEHHS
282. | NPOrMHOPM | kancynu M'siki no 3AT JInToBCbka JTABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15255/01/02
oBO 200 wmr; no 15 «®apmnira» | Pecny6nika NNEOH ®APMA C.A. - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
Kancyn M'skmx y afipecy 3asiBHMKa (BNnacHWka peecTpaviiiHoro
6nicTepi; no 2 NnocBiAYEHHS) - 3MiHa agpecy 3asBHMKA. 3MiHVM BHECEHO B
6nictepn y navui IHCTPYKLiO 419 Me4UYHOr0 3aCTOCYBaHHSA Y PO34i/in
"3asaBHuK" Ta "Micue3HaxomKeHHs 3asBHMKA" 3
BiAMNOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby. TepmiH BBeA,EHHS 3MiH MPOTSArom 6
MicsILiB nicns 3aTBEpPoKEHHS
283. | MPONMKOTEKC | po34uH 415 iH EKLi IBECA LLIseliyapis IBCA IHcTuTyT Bioximik | LUBeliyapis BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/14719/01/01
25mr/mnno 1 mny IHCTUTYT CA, Weeiiyapis - 3MiHM Woao 6e3neku/edhekTVBHOCTI Ta chapmakoHarnsgy peyenmom
thnakoHi; no 7 Bioximik C.A. (Bunyck cepii); IBCA - 3MiHV BHECEHO B TEKCT MapKyBaHHs yNakoBKu
oNakoHIB B IHCTUTYT Bioximik CA, NiKapcbKoro 3acoby LWoA0 NO3HAYEeHHS OAMHULb
KapTOHHIlA KopooLi LLiBefiuapis BMMIpPIOBaHHSA BiAMNOBIAHO 0 cucTemMn S| Ta BHECEHHS
(B1pOGHULTBO TeXHIYHOI iHdhopmaLiii. BBeAeHHSA 3MiH NpoTArom 6-Tu
rOTOBOTO JiKAPCbKOro MicsILiB MicNsi 3aTBEPAYKEHHS
3aco0by, nepBrHHE Ta
BTOPVHHE NaKyBaHHS)
284. | NPOMOLE® MOPOLLIOK A5 MpvBaTHE YkpaiHa MprBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15379/01/01
® pO34nHy ons akuioHepHe TOBapuCTBO "JIEKXIM - - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnagy. peyenmom
iH'ekuiimo 1,0ry TOBapUCTBO Xapkis", YkpaiHa 3MiHa y KOpOTKili XapakTepuCTuL nikapcbkoro 3acoby,
chnakoHi, no 1 a6o 5 "Jlekxim- (BMPOGHMUTBO i3 TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeauyHoro
hnakoHiB 3 Xapkis" dhopmu in bulk dipmu- 3acToCyBaHHA Ha nifcTasi perynsipHO OHOB/IOBAHOIO 3BITY

MOPOLLKOM Yy nayLi

BMPO6HUKa KBiny
dapmaueyTikan Ko.,
NTa., Kutaid)

3 6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6esneku
3acToCyBaHHS NiKapcbKoro 3acoby B nicnsapeecTpauiiinii
nepiog, abo Ak pe3ynbTaTt OUiHKM 3BITY 3 AOC/IXEHb,
npoBefeHnX BiANOBIAHO [0 NnaHy negiaTpuuHmnx
pocnigpkeHb (PIP) (3MiHy y3roxeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OPraHoM) - 3MiHV BHECEHO A0 IHCTpyKL,i
0151 MeAMYHOro 3acToCyBaHHS fikapcbKoro 3acoby Ao
po3gainy "MobiuHi peakwii" wWoao 6e3neky 3acTOCyBaHHSA
[ilo4oi peyoBrHY, BiANOBIAHO A0 pekoMeHaauii PRAC.
CynyTHs 3miHa - 3MiHM Wwoao 6e3nekun/etekTMBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo 3060B'A3aHb
Ta YMOB BuAauvi peecTpauiiiHoro nocBig4yeHHs, BKI0Haoumn
MnaH ynpaeniHHSA pu3nkaMu (3aCToCyBaHHS TEKCTY, SIKWIA
MOrOPKEHN 3 KOMMETEHTHUM OPraHoMm) - OHOB/IEHO MnaH
ynpasniHHA pu3nkamu, Bepcis 3.1. 3MiHW BHECEHO A0
YyacTuH: V «3axogm 3 miHimizauii pusukie» (Mogynb V.1,
V.3) Ta VI «Pe3tome nnaHy ynpasniHHSA pu3nkamms»
(mogynb VI.1., po3ginu VI.1.1., VI.1. 4., mogynb VI.2.,
po3gin VI1.2.7)
285. | MPOCTA3AH- | Tabnetku Mictpan AHrnis BVMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/17365/01/01
BICTA NPOIOHIrOBaHOI Aji Kenitan nepBUHHE, BTOPUHHE HimeuwuuHa/ | - AgMiHICTpaTMBHI 3MiHU. Buny4yeHHA BUPOBHNYOI AifbHUL peyenmom
no 0,4 mr no 10 MeHepKkmeH nakyBaHHs, KOHTPO/b Bonrapis (Bktovaroum ginbHui ans A®l, NpoMixXHOro NpoaykTy abo
Tabnetok y 6nictepi; T Nlimiteq, SKOCTi, BUNYCK cepil: roTOBOrO JIiKapCbKOro 3acoby, AiNbHWLi 415 TPOBEAEHHS
no 3 6nictepu y CiHTOH XicnaHisi, C.J1., nakyBaHHs, BUPOGHMKa, BiANOBifaIbHOI0O 3a BUMYCK Cepil,
KapTOHHI Kopoobui Icnanis; MiCLie NpoBEeAEHHSA KOHTPO/IIO cepii) abo nocTayvasibHyKa
BMPOGHMLTBO, BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
nepBUHHE, BTOPUHHE PEeYOBMHM (SIKLLIO 3a3HAYEHO Y [OCLE) - BunyyeHHs
nakyBaHHs, KOHTPO/1b BMPOGHUMYOI ainbHuui N3 CinToH BB, HigepnaHngn,
akocTi: PoTTeHaopd BiANOBIAA/IbHOI 3@ KOHTPO/b SKOCTI, BUMYCK Ccepil.
dapma NvbX, 3aTBepiKeHi BUpOoOHWYI AiNbHULI, L0 3aUWKNANC -
HimeuunHa; nepBuHHe, BMKOHYIOTb Ti cami doyHKLUi, L0 BuTyYeHa. 3MiHN BHECEHI B
BTOPWHHE MaKyBaHHS: IHCTPYKUi0 ANS1 MeANYHOTo 3aCTOCYBaHHSA /liKapCbKOro
I | 3acoby y po3ginu "BUpobHuk”, "MicLe3HaxomKeHHs
dapmacbloTikaUic, BMPOGHMKA Ta 1i0ro agpeca Micus NpoBakKeHHs
Ntp, Bonrapis AisnbHOCTI. BBEAEHHSA 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPAKEHHS
286. | PA€EHOM TabneTkun, BKpUTI BAT YropwmHa leneoH PixTep PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/17512/01/01
NNiBKOBOO "l'epeoH PymyHia A.T. - 3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKOI0, Mo 7,5 PixTep" BBeneHHs1 ab0 3MiHU A0 y3araslbHEHUX JaHWX Npo
Mr; Mo 14 TabneTok, cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX
BKPUTUX NNiBKOBOO JaHunx Npo cucTemy dpapmakoHarnsgy, 3miHa
060/10HKOM, Y YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
6nicTepi; no 2 abo 4 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
6nictepu B 3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
KapTOHHIlA KopooLi AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
(BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-chaiina cuctemu hapMakoHarnisay) - 3mMiHa
KOHTaKTHMX JaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHH:A hapmakoHarnsgy. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MmacTep-
(paiina cuctemu chapmakoHarasagy
287. | PAEHOM TabneTkun, BKPUTI BAT YropLmHa leneoH PixTep PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/17512/01/02
NAiBKOBOIO "T'epeoH PymyHia A.T. - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peyenmom
060/10HKOI0, N0 5 Mr; PixTep" BBefieHHs1 a60 3MiHM [0 y3arasibHEHUX AAHKX NPO

no 14 TabneTok,

cucTemy hapmakoHarnsaay (BBefileHHs y3araibHeHux
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BKPUTUX NNiBKOBOO JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
060/10HKOM, Y YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
6nictepi; no 2 a6o 4 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarnagy
6nictepu B 3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
KapTOHHilA KopooLi AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiZiNOBIAANbHOI 3a 3iICHEHHS hapmakoHarnsgy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-chaiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHMUX faHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHs dhapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
288. | PAMIBEC® Tabnetku, 10 mr/25 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15545/01/01
KOM mr no 10 TabneTok y "®apmak” - MO4AHHS OHOBIEHOTO cepTudlikaTa BignoBigHOCTI peyenmom
6nicTepi, no 3 €sponelicbkinn hapmakonei Ne R1-CEP 2006-011 - Rev 01
6nictepn y nauyui onsa A®I rigpoxnopTiasuay Big, Bxe 3aTBepAKeHoro
BMpo6HuKa Changzhou Pharmaceutical Factory, Kutai, y
Hacnifok BBELEHHS nepiofy peTecTyBaHHA — 4 POKU;
BBEJEHHS 3BITY 3 OLLIHK/ PU3MKIB LLLOAO BMICTY
efleMeHTHUX AOMILLOK BifNOBIAHO [0 BUMOTr HACTaHOBM
ICH Q3D
289. | PAMIBEC® Tabnetkn, 5 mr/12,5 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/15545/01/02
KOM mr no 10 TabneTok y "Papmak” - MO4AHHS OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
6nicTepi, no 3 €Bponelicbkinn hapmakonei Ne R1-CEP 2006-011 - Rev 01
6nictepn y nauui ans A®l rigpoxnopTiasuay Big, BXxe 3aTBepAKeHOro
BMpo6Huka Changzhou Pharmaceutical Factory, Kutai, y
Hacnifok BBELEHHS nepioAy peTecTyBaHHA — 4 POKU;
BBE/JEHHS 3BITY 3 OLLIHK/ PU3MKIB LLLOAO BMICTY
efleMeHTHUX AOMILLOK BifNOBiAHO [0 BUMOT HACTaHOBM
ICH Q3D
290. | PEArINA Kancynu Teepgi no 3 BAT YropLmHa BAT "lepeoH Pixtep" YropLmHa BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | TUNY 3a UA/17545/01/02
Mr, M0 7 Kancyny "T'epeoH - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisgy. peyenmom
6nicTepi; no 1 a6o 4 PixTep" BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO

6nictepu B
KapTOHHIi ynakoBui

cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHeHNX
JaHunx nNpo cuctemy gpapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHVKa 4115 34iiCHEeHHA hapmakoHarisagy B YkpaiHi,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiiNOBIfANbLHOI 3a 3jiiCHEHHS hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHUX aHWX YNOBHOB&XXEHOI 0CO6U 3asBHUKa,
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BiANOBIAA/IbHOI 3a 34ilicCHeHH:A hapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHH MacTep-
haiina cuctemu chapmakoHarasgy

291.

PEATINA

Kancynu TBepai no
4.5 mr, no 7 kancyn
y 6nicTepi; no 4
6nictepu B
KapTOHHI/ ynakosL,i

BAT
"T'efeoH
PixTep"

YropLmHa

BAT "lepneoH Pixtep"

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeefieHHs1 ab0 3MiHM A0 y3arasibHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
[JaHnx npo cuctemy hapmakoHarnsgy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHi
MacTep-aiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy. 3miHa
Micus 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3HaxoKeHHsA MmacTep-
thaiina cuctemu chapmakoHarnsgy

3a
peyenmom

UA/17545/01/03

292.

PEATINA

Kancynu Teepai no 6
Mr, NO 7 Kancyny
6nicTepi; no 4
6nictepu B
KapTOHHIA ynakoBL,i

BAT
"TefeoH
PixTep"

YropLmHa

BAT "l'epeoH Pixtep"

YropLmHa

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX NPo
cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YMOBHOBaXEHOI 0c06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKa 4151 34iICHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHA ddapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI [isifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLue3Haxo4keHHA macTep-
chaiina cuctemu chapmakoHarnsgy

3a
peyenmom

UA/17545/01/04

293.

PEATINA

Kancynu TBepgi no
1,5 mr, no 7 kancyn
y 6nictepi; no 1 abo
4 6nictepn B
KapTOHHIA ynakoBL,i

BAT
"l'efeoH
PixTep"

YropuwmHa

BAT "legeoH Pixtep"

YropuwmHa

BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTUBHOCTI Ta thapmakoHarnsgy.
BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBifa/IbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsay B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AjICHEHHA hapmakoHarasay

3a
peyenmom

UA/17545/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BK/1HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHUX JaHMX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A hapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
haiina cuctemun chapmakoHarasgy
294. | PEFYNOH® TabneTku, BKPUTI BAT YropwuHa BAT "lepneoH Pixtep" YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/7293/01/01
obonoHkoto, 0,15 "l'epeoH - 3MiHM WoAo 6e3neku/ethekTNBHOCTI Ta hapmakoHarnagy. | peyenmom
mr/0,03 wr, no 21 PixTep" BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
Tabnetuiy énictepi, cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
no 1 a6o no 3 AaHunx npo cuctemy thapmakoHarnsgy, 3amiHa
6nictepu B YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
KapTOHHIA ynakoBLi hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
3asBHMKa 415 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
MacTep-aiina cuctemy papMakoHarnisay) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsagy. 3miHa
Micusi 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmMakoHarnagy. 3miHa MicLe3HaxoKeHHA MmacTep-
thaiina cuctemun chapmakoHarnsgy
295. | PEKOBE/1b PO34UH A5 iH'EKLNA PeppiHr [aHis Bio-TexHonomxi I13pains/ BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/17969/01/02
no 36 mkr/1,08 mny dapmavnesT [bxeHepan (I3painb) HimeuuunHa/ - 3MiHM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK Y peyenmom
CK/IAHOMY nkan3 A/IC nra., 13pains Benuka BMPOGHMUTBI. 3MiHa po3mipy cepii (BkoUarum gianasoH
6aratof030BOMy (KOHTPO/b AKOCTI BpuTaHis/ po3Mmipy cepii) roToBoro fikapcbkoro 3acoby (36i/bLIeHHS
KapTpuaxi 06'emom (6ionoriyHuii)); BeTtep | Benukobput 00 10 pasiB NOpPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
3 MA 3 nopLuHem Ta ®apma - PepTiryHr aHis 36iNbLUEHHA MakcMMasTbHOro po3Mipy cepii 13 ansa 36ipkn

06XVMHOI0
KPULLIKOO, SIKWIA
MOMILLEHNIA Y
LUMPpUL-pyYKy; no 1
LWInpnL-pyyLi y
KOMMeKTi 3 6
CTepUIbHUMM
ronkamu ans iH'ekuii
(3 Hepxasitoyoi
CTaUli) y KapTOHHiN
Kopobui

m6X i Ko. K,
HimeuunHa
(Bi3yanibHuii

KOHTpONb); BeTTep
dapma-depTiryHr

M6X i Ko. KT,
HimeuunHa

(BUPOGHMLTBO,

NepBUHHE MakKyBaHHS,
NPOMDKHUIA KOHTPOb
B npoveci
BMPOGHMLITBA
(mikpobionorivHuii,
3aranbHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SIKOCTI
(Mikpo6iosioriyHuiA),

wnpuy-pyyok 3 3000 wryk Ao 5000 wTyk
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Bi3yasIbHUIA KOHTPO/Ib);
BeTtep dapma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
(NPOMXHMIA KOHTPONb
B npoLeci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHANbHWA),
KOHTPO/b SKOCTI
(MikpoGionoriyHwmi),
Bi3yasIbHUIA KOHTPO/Ib);
BeTtep dapma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
(NPOMXHMIA KOHTPONb
B npoLeci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MikpoGionoriyHwii),
Bi3yasIbHUIA KOHTPO/Ib);
KoBaHc JlabopaTtopi3
NimiTen, Benuka
BpuTaHis (KOHTponb
AKocTi (BiosoriyHmniA));
®eppiHr TM6X,
Himeuunna
(BignoBifansbHWii 3a
BUMYCK Cepii,
KOHTPO/b IKOCTI
(XiMiYHWIA Ta TOYHICTb
[03yBaHHs)); ®eppiHr
KoHTponnen
TepanesTikc JlimiTes,
Benukobputanis
(BMpO6HMLTBO (36ipka
LUMPULL-PYYKN NS
iH'eKLLili), MapKyBaHHS,
BTOPVHHE NakKyBaHHSA
Ta BUNyCcK cepif,
KOHTPO/b AKOCTI
(TOYHICTb A03yBaHHS))

296.

PEKOBE/Ib

PO34UH A5 iH'EKLLA
no 72 mkr/2,16 mny

PeppiHr
PapmauesT

[aHia

Bio-TexHonoaxi
[xeHepan (I3painb)

I13pains/
HimeyumnHa/

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny
- 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkuWii 3aci6. 3MiHK Y

3a
peyenmom

UA/17969/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CKISSHOMY nkan3 A/C Nra., 13paine Benwvka BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn giana3oH
6araTto030B0MYy (KOHTPO/b AKOCTI BpuTaHis/ po3mipy cepii) roToBoro fikapcbkoro 3acoby (36isbLIeHHS
KapTpuaxi 06'emom (6ionoriyHuii)); BeTtep | Benukobput 00 10 pasiB NOpPiBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
3 M1 3 MopLUHEM Ta dapma - PepTiryHr aHis 36iNbLUEHHA MaKCMMasTbHOro po3Mipy cepii 13 ansa 36ipkn
06XNMHOI0 v6X i Ko. KT, wnpuy-pyyok 3 3000 wTyk Ao 5000 wWTyK
KPULLIKOO, SIKWIA HimeuunHa
MOMILLIEHUA Y (Bi3yasibHUiA

LUINPUL-PYYKY; No 1
winpuUL-pyyLi y
KOMNIekTi 3 9
CTepUNbHUMU
rosikamu Ans iH'exuin
(3 Hepxasgitouoi
CTaUli) y KapTOHHiN
KopoobLi

KOHTpONb); BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(BpO6HMLTBO,
NepBUHHE MaKyBaHHS,
NPOMDKHUIA KOHTPOb
B npoueci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MikpoGionoriyHwii),
Bi3yasIbHUIA KOHTPO/Ib);
BeTtep dapma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
(NPOMXHMIA KOHTPONb
B npoLieci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHANbHWA),
KOHTPO/b SKOCTI
(MikpoGionorivHwuii),
Bi3yasIbHUIA KOHTPO/Ib);
BeTTep dapma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
(NPOMXHMIA KOHTPONb
B npoueci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHANbHWA),
KOHTPO/b SKOCTI
(MikpoGionoriyHwmi),
Bi3yasIbHUIA KOHTPO/Ib);
KoBaHc JlabopaTtopis
NimiTea, Benuka
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BputaHis (KOHTponb
AKocTi (BiosoriyHmniA));
®eppiHr TM6X,
Himeuunna
(BignoBifansbHWii 3a
BUMYCK Cepii,
KOHTPO/b IKOCTI
(XiMiYHWIA Ta TOYHICTb
[03yBaHHs)); ®eppiHr
KoHTponnen
TepanesTikc JlimiTes,
Benukobputanis
(BMpO6HMLTBO (36ipka
LUMPULL-PYYKN NS
iH'eKLLili), MapKyBaHHS,
BTOPVHHE NakKyBaHHSA
Ta BUNyCcK cepif,
KOHTPO/b AKOCTI
(TOYHICTb f03yBaHHS))

297.

PEKOBE/Ib

PO34UH A5 iH'EKLLA
no 12 mkr/0,36 mny
CKNISAHOMY
6araTtof030B0OMYy
KapTpuaxi 06'emom
3 M 3 nopLUHem Ta
06XMMHO0
KPULLIKOKO, iKW
MOMILLIEHUA Y
LUNpUL-pyYKy; no 1
WnpUL-pyyLi y
KoMnnekTi 3 3
CTepUIbHUMM
ronkamu gns iH'ekuiin
(3 Hepxasgitouoi
CTaUli) y KapTOHHii
Kopobui

PeppiHr
PapmanesT
nkans A/C

[aHia

Bio-TexHonoaxi
[xenepan (I3painb)
nrta., 13pains
(KOHTPO/b AAKOCTI
(6ionoriynuii)); Bettep
dapma - PepTiryHr
m6X i Ko. KT,
HimeuunHa
(Bi3yasibHUiA
KOHTpONb); BeTTep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(Bpo6HMLTBO,
nepBUHHE MakKyBaHHS,
NPOMDKHUIA KOHTPOb
B npoLeci
BMPOGHMLITBA
(Mikpo6ionorivyHui,
3arasibHuiA Ta
hyHKLiOHaNbHWA),
KOHTPO/b SIKOCTI
(mikpobionoriuHui),
Bi3yasIbHUIA KOHTPOSIb);
BeTtep dapma-
®epTiryHr F'm6X i Ko.
Kr, HimeuunHa
(NPOMXXHWIA KOHTPONb
B npoueci

I13pains/
HimeuunHa/
Benuka
BpuTaHis/
Benukobput
aHis

BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTepianis: 3MiHu | TUny
- 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWit 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/Itoyatoumn gianasoH
po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOPIBHSAHO i3 3aTBEPAYKEHM PO3MIPOM) -
36iNbLUEHHS MakCMMasTbHOro po3Mipy cepii /13 ansa 36ipku
wnpuy-pyyok 3 3000 wTyk Ao 5000 wTyK

3a
peyenmom

UA/17969/01/01




160

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMLITBA

(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MikpoGionoriyHwii),
Bi3yasIbHUIA KOHTPO/Ib);
BeTTep dapma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa
(NPOMXXHMIA KOHTPONb
B npoueci
BMPOGHMLITBA
(mikpobionoriyHui,
3arasibHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b SKOCTI
(MikpoGionorivHwmi),
Bi3yasIbHUIA KOHTPO/Ib);
KoBaHc JlabopaTtopis
NimiTen, Benuka
BputaHis (KOHTponb
AKocTi (BiosorivHni));
®eppiHr TM6X,
Himeuunna
(BignoBifansbHWii 3a
BUMYCK Cepii,
KOHTPO/b IKOCTI
(XiMiYHWIA Ta TOYHICTb
[03yBaHHs)); ®eppiHr
KoHTponnen
TepanesTikc JlimiTes,
Benukobputanis
(BMpO6HMLTBO (36ipka
LUMPULL-PYYKN NS
iH'eKLLili), MapKyBaHHS,
BTOPVHHE NakKyBaHHSA
Ta BUNyCcK cepif,
KOHTPO/b AKOCTI
(TOYHICTb f03yBaHHS))

298. | PEKCETUH® TabneTku, BKPUTI BAT YropwuHa BAT "lepneoH Pixtep" YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3911/01/02
nNiBKOBOIO "T'eneoH - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisay. peyenmom
obonoHkoto, no 20 PixTep" BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
mr no 10 TabneTok y cuctemy chapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepi; no 3 [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
6nictepu B YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
KapTOHHIiA ynakoBL,i hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy

3asBHMKa 415 3AiICHEHHA ddapmakoHarnsagy B Ykpaii,
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n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

3acoby

AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHi
MacTep-aiina cuctemy papmakoHarnisay) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiiNOBIfaANbHOI 3a 3[jiiCHEHHS hapmakoHarnsgy. 3miHa
MicLs 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmMakoHarnagy. 3miHa MicLue3HaxomKeHHA MmacTep-
chaiina cuctemu chapmakoHarnagy

299.

PENI®®
AIBAHC

Ma3b pekTasibHa,
200 mr/r;no 28,4ry
Ty6i; no 1 Ty6i y
KOMMNIEeKTi 3
annikaTopom y
KapTOHHI Kopoobui

TOB
"BAVIEP”

Ykpaina

damap A.B.E. AnioH
MnaHT

Ipeuis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny
- He3Ha4yHa 3MiHa y npoveci BUpo6HuLTBa ADI y 3B'A3KY 3
nepernsa4oM napameTpis BUPOGHNYOro npouecy
BiAOy/IMCS He3HauHi 3MiHV B BUPO6HMYOMY npotieci Adl, a
came BAOCKOHa/IEHHS eTaniB NpoLiecy, BKYaum
LMK/IYHE BUKOPUCTaHHA KaTani3y Ta 3aMiHy dinibTpa
rigporeHisadii; 3mMiHM | TUNY - 4ONOBHEHHS cneuyvdikauii
roToBOrO fliKapcbKoro 3acoby n. NpoAykT! Aerpajadii 3
BiANOBIAHWM MeTogam BunNpobyBaHHA 3rigHo Bumor ICH
Guideline Q3B, moHorpadii (Benzocaine) EP: Impurity C
(Ethyl 3-aminobenzoate ) < 0,2%, Impurity E (4-
nitrobenzoic acid ) < 0,2%, Impurity G (4-aminobenzoic
acid ) £ 0,2%, Impurity H (methyl 4-aminobenzoate) <
0,2%, Any unspecified degradation product < 0,2%, Total
degradation product < 1,0%

300.

PETABONIN

PO34UH A1 iH'EKLLN,
50 mr/mn, no 1 mn B
amnyni; no 1 amnyni
y NNacTUKOBIN
(hOpMi y KapTOHHiiA
Kopobui

BAT
"TefeoH
PixTep"

YropLmHa

BAT "l'epeoH Pixtep"

YropLmHa

Narteis

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
cuctemy hapmakoHarnagy (BBefAeHHs y3arasibHeHNX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0c06y, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/TKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-aiina cuctemy papmakoHarnisgy) - 3mMiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHEHHSA hapmakoHarnsgy. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmakoHarnagy. 3miHa MicLue3HaxomKeHHA macTep-
thaiina cuctemu chapmakoHarnsgy

BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepianis: 3miHu | Tuny

Ymosu Homep

Bionycky peecmpayiliHo2o
nocsio4eHHs
6e3 UA/1953/01/01
peyenma
3a UA/7501/01/01
peyenmom
3a UA/5817/01/02
peyenmom

301.

PUCMNAKCON
®

TabneTkn, BKPUTI
nNiBKOBOK

060/10HKOH, N0 2 M,

AT
"I'piHoekc"

Narteis

AT "T'piHgekc”

- 3MiHa BMMOTr crieuudikauii M/13 Ha BUnyck, 3a

nokasHukom "lMpumecn”, a came - 104aHO [OMILLKK
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

no 10 Tabnetok y
6nicTepi, no 2 abo
no 6 6nictepis y
nauuji 3 KapToHy

"PucnepugoHa umc-N-okena", "PucnepugoHa TpaHc-N-
okcua" 3 JonycTMUMK Mexamu "He 6onee 0,2%" Ta
"HenfeHTUMLUMpPOBaHHaA AerpaumoHHas npumecs 1" 3
Jonyctumoro Mexero "He 6onee 0,1%". 3anponoHoBaHO
npuBefeHHA BUMOT cneumadikaLii Ha BUNycK 3a M.
«[MpymMecu» y BiANOBIAHICTb [0 OpUTiHANBHUX MaTepianis
BMPO6HUKa, N. 3.2.P.5.1.Cneundpikauisi(-); 3mMiHu | Tuny -
3MiHa BUMMOr crieumdikauii 13 Ha TepMiH 36epiraHHs, 3a
nokasHukom "lMpumecn”, a came - 4OAAHO LOMILLKN
"PucnepugoHa umc-N-okena", "PucnepugoHa TpaHc-N-
okcua" 3 JonycTMUMK Mexamu "He 6onee 0,5%" Ta
"HenfeHTUMLUMPOBaHHAA AerpaumoHHas npumecs 1" 3
[0MNycTUMOI0 Mexeto "He 6onee 0,2%". Jlimitn ana
iAeHTUIKOBAHNX AOMILLOK PO3MNMcaHi OKPpeMO; 3MiHu |
TUNY - 3MiHW Y 3aTBEpPAXEHili MeToaunLi BUNPOOYBaHHS
"3 3a NokasHMKOM «KosimuyecTBeHHOe onpeesieHne»
(B3XKX); 3miHuM | TUny - 3MiHN Y 3aTBEpAKEHI MeToauLi
BuNpo6ysaHHsA /13 3a nokasHukoM «Mpumecn» (BIXKX);
3MiHW | TURY - 3MiHW Y 3aTBEpPAKEHIn MeToauLi
BunpobysaHHA 13 3a nokasHUKoM «OHOPOAHOCTL
[,03MPOBaHHbIX eauHnuy (EP 2.9.40); 3miHn | Tuny - 3MiHK
y MeToguLi BunpobysaHHs /13 3a NokasHWKOM
«PactBopeHue» (EP 2.9.3); 3MiHu | Tuny - 3miHa y metogai
KOHTPO/II0 AIKOCTI, a came y meTtogi «aeHTndmkaumsa
pucnepuaoHa» nicns OHOBMEHHA MeToay
«KonunuectseHHoe onpefenieHne»; 3mMiHu | tuny -
He3HayHa 3MiHa y MeTo/ji BUNPOo6yBaHHS 3a NOKa3HNKOM
«peHTndmkaums kpacutenen» (BUAaIEHHS Macu
HaBaXKKN)

302.

PUCMAKCON
®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 4 Mr,
no 10 TabneTtok y
6nicTepi, no 2 abo
no 6 6nictepis y
naJui 3 KapTOHy

AT
"I'piHaekc"

Nartgia

AT "I'piHgekc"

Nartgia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHa BMMoOr crneumndikauii 13 Ha Bunyck, 3a
nokasHukom "Mpumecn”, a came - LOL4AHO AOMILLIKM
"PucnepugoHa umc-N-okeng", "PucnepugoHa TpaHc-N-
okcua" 3 JonycTMUMK Mexamu "He 6onee 0,2%" Ta
"HemgeHTUnumMpoBaHHas gerpalmoHHas npumecs 1" 3
[onycTUMoto Mexero "He 6onee 0,1%". 3anponoHoBaHO
npuBeAeHHs BUMOr crneuudikauii Ha BUMycK 3a n.
«[Mpumecn» y BIiANOBIAHICTb A0 OpUTiHASIBHUX MaTepianis
BMPO6HUKa, N. 3.2.P.5.1.Cneundikauisa(-); 3miHu | Tuny -
3MmiHa BMMoOr crieumdikaii 13 Ha TepMiH 36epiraHHs, 3a
nokasHukom "Mpumecn”, a came - LOL4AHO AOMILLIKM
"PucnepugoHa umc-N-okeng", "PucnepugoHa TpaHc-N-
okcua" 3 JonycTMUMK Mexamu “"He 6onee 0,5%" Ta
"HemgeHTUnumMpoBaHHas gerpalmoHHas npumecs 1" 3
LonycTUMor Mexeto "He 6onee 0,2%". NlimiTn ans
iAeHTUdiKoBaHMX AOMILLOK po3nucaHi OKpeMo; 3MiHu |
TUMY - 3MiHW Y 3aTBEPKEHI MeToauLi BUNPo6yBaHHs

3a
peyermom

UA/5817/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"3 3a NokasHMKOM «KosimuyecTBeHHoe onpeesieHne»
(BXKX); 3miHu | TNy - 3MiHM y 3aTBEpOKEHI MeToANL
BuNpo6yBaHHA /13 3a nokasHnkoM «Mpumecn» (BIXKX);
3MiHW | TURY - 3MiHW Y 3aTBEpAKEHI MeToauLi
BunpobysaHHA 13 3a nokasHUKoM «OAHOPOAHOCTL
[,03MPOBaHHbIX eauHnuy (EP 2.9.40); 3miHn | TUny - 3MiHK
y MeToguLi BunpobysaHHs /13 3a NokasHWKOM
«PacTBopeHue» (EP 2.9.3); 3MiHu | Tuny - 3miHa y meTtogai
KOHTPOJII0 AKOCTI, a came y meTtofi «aeHTndmkaumsa
pucnepuaoHa» nicas OHOBMEHHA MeToay
«KonnuectBeHHOe onpegeneHue»; 3miHun | Tuny -
He3HayHa 3MiHa y MeTo/ji BUNPOo6yBaHHS 3a NOKa3HNKOM
«peHTndmkaums kpacutenein» (BUAaIEHHS Macu
HaBaXKKN)
303. | POAKKYTAH Kancynu no 10 wmr; ®.XothbdpmaH Lseiuapis KeTeneHT hxepmai Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/2865/01/02
® no 10 kancyny H-/13 Poww E6epbax MmbX, LLiBefiuapis UMy - 3MiHU WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 nta HimeuunHa thapmakoHarnagy. BHeceHHs a6o 3MiHa(1) [0 3060B'A3aHb
6nicTepy B KOPOOL (B1pOGHMLTBO Ta yMOB BMAadi peecTpayjiiiHoOro NocBigyeHHs, BK/IoYaoym
Hepo3dacoBaHoi MnaH ynpaBniHHA py3vkamu (3acTocyBaHHS 3MiH(K), ski(a)
npoaykuii); . BUMaratoTb(€) NofanbLioro 06rpyHTyBaHHA HOBMMU
XodhcpmaHH-/15 Pow [04aTKOBUM AaHVMMU, WO MatoTb HaJasaTuca
N1a, Weeiiyapisa KOMMNETEHTHUM OpraHoM, OCKi/Ibk BUMaraeTbCs CyTTeBa
(BUNpobyBaHHSA OLjiHKa KOMNETEHTHVM OpraHoMm) - 3asiBHUKOM HaJaHo
KOHTPO/O SKOCTI); Mnax ynpaeniHHa pusnkamu(lNyYP) sepcia 1.0 y 3B'A3ky 3
®.XodpcpmaHH-/15 Pou npuBeLeHHsIM MaTepianiB peecTpauiiHoro JOCbe y
Ntp, Wseiiuapis BiANOBIAHICTb A0 fOKyMeHTaLii 3asBHuKa. Lieii MYP
(nepBuHHE Ta iMnnemMeHTyeTbCA Ha 3aMiHy core RMP Bepcist 3.0.
BTOPWHHE NaKyBaHHS, MYP 6yB nigrotoBneHuii BiANOBIAHO [0 pekoMeHaaLii
BUNPOGYBaHHSA Guideline on good pharmacovigilance practices (GVP)
KOHTPOJIH0 SIKOCTI, Module V — Risk management systems (Rev 2)
BUMYCK cepii)
304. | POAKKYTAH kancynu no 20 mr; . XodhdpmaH LLiBefiuapis KeteneHT [xepmaHi HimeuuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |1 3a UA/2865/01/01
® no 10 kancyny H-/19 Powwu E6epbax Mv6X, LLiBeiiuapis MRy - 3MiHW WoAao 6e3nekn/eeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 Nt HimeuunHa thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) [0 3060B'A3aHb
6nicTepy B KOpPOOGL (BUpOGHMLTBO Ta yMOB BuAadi peecTpawjiiiHoro NocBig4yeHHs, BK/oUaoum
Hepo3dacoBaHoi MnaH ynpasniHHA pr3mKamm (3acTocyBaHHS 3MiH(1), ski(a)
npoaykuir); @. BMMaratTb(€) NOAaNbLLOTO 06I'PYHTYBaHHS HOBUMM

XohdmaHH-/1a PoLu
Ntp, Wseiiuapis
(BunpobyBaHHs

KOHTPOJO SIKOCTI);
®.XodhcpmaHH-/1a Pow
NTa, Weeiiuapis
(nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
BMNPOGYBaHHSA

KOHTPOJIH0 SIKOCTI,

[04aTKOBUM Ai@aHMMK, Lo MaloTb HagasaTuca
KOMMNETEHTHUM OpraHoM, OCKi/Ibk BUMaraeTbCs CyTTeBa
OL|iHK& KOMMETEHTHUM OpraHoM) - 3assBHUKOM HafaHo
MnaH ynpasniHHa pusnkamu(MYP) Bepcis 1.0 y 3B'A3Ky 3
npuUBELEHHSIM MaTepiaiB peecTpaLiiHoro A0oCkE y
BiAMNOBIAHICTb A0 fOKyMeHTaLii 3asBHuka. Lieli MYyP
iMnnemMeHTyeTbCA Ha 3aMiHy core RMP Bepcist 3.0.
MYP 6yB niarotoBneHuiA BiANOBIAHO [0 pekoMeHaaLiit
Guideline on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMNYCK cepii)
305. | POBAMIUVH TabneTtku, BKPUTI TOB YkpaiHa CAHO®I C.P.N. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/6053/01/02
® 060/10HKO0, MO 3 "CaHodi- - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
000 000 MO; Ne 10 ABEHTIC afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
(10x1): no 10 YkpaiHa" BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
TabneTtok y 6nictepi, BK/IHOYAOUN AiNbHULI BUMYCKY cepii abo micue
no 1 6nictepy B NpoBefeHHS KOHTPOJTH0 AKOCTI. (AISNbHICTb, 3a AKy
KapTOHHIlA KOpooLi BiANOBiAae BMPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
- 3MiHa HallMeHyBaHHA Ta agpecu BUpobHuka N3, 6e3
3MiHM MicL BUPOGHMLTBA. 3MiHM BHECEHO B iHCTPYKLiO
AN MeAMYHOro 3acToCyBaHHA LWOA0 HaliMeHyBaHHSA Ta
MiCLie3HaxX0MKeHHS BUPOOHMKA 3 BIANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
306. | POBAMILUVH TabneTku, BKpUTI TOB YkpaiHa CAHO®I C.P.N. ITanis BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/6053/01/01
® 060/10HKO10, MO 1 "CaHodi- - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
500 000 MO; Ne 16 ABeHTIC afpecy MicLs NPoBaKEHHS AiS/IbHOCTI
(8x2): no 8 Tabnetok YkpaiHa" BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
y 6nicTepi; no 2 BK/IHOYA0UN AiNbHULI BUNYCKY cepii abo micue
6nictepy B NpoBefEeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
KapTOHHI KopoobLi BiANOBIAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
- 3MiHa HallMeHyBaHHs Ta agpecu BupobHuka N3, 6e3
3MiHV MicL BUPOGHMLTBA. 3MiHM BHECEHO B IHCTPYKLiitO
AN MeANYHOro 3acToCyBaHHA LWOA0 HaliMeHyBaHHSA Ta
MiCLLe3Hax0KeHHS BUPO6HVKa 3 BIANOBIAHUMN 3MiHAMU Y
TeKCTi MapKyBaHHS1 YNakoBKW NiKapCbKOro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
307. | POAVIHIP Kancynu TBepgi no TOB YKkpaina dapmaBixH CaH. Be TypeuyumHa | BHECEHHsI 3MiH [0 peecTpauiiiHix MaTepianis: 3MiHu | Tuny 3a UA/17831/01/01
300 mr no 10 kancyn "YOPN[ TigpK. A.LLL. - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK Y peyernmom
y 6nictepi; no 1 abo MEAVUNH" BUPOGHMUTBI. 3MiHa po3mipy cepii (BKoUarum giana3oH
2 6nictepu B PO3Mipy cepii) roTOBOro /ikapcbKoro 3acoby (36iNbLIeHHs
KapTOHHIlA KopooLi 00 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/IEHHS a/IbTepHATVBHOrO pPo3Mipy cepii MNN3.
3anponoHoBaHo: 108 kr (300 000 kancyn), 270 kr (750 000
Kancysn)
308. | PO3YNIN® TabneTkun, BKPUTI 3AT YropwuHa 3AT PapmaueBTUUHWIA YropwuHa BHECEHHS 3MiH 10 peecTpavLiiiHux maTtepianis: 3MiHun | TUNY 3a UA/11831/01/01
NNiBKOBOO dapmauesT 3asop ETIC - 3MiHN HallMeHyBaHHA Ta agpecyt BUPOBGHMKaA NPOMIKHOIO peyenmom
060/10HKOI0, MO 5 Mr; | MYHWUIA 3aBOA, npoaykty Metunosoro edipy posyBactaTuHy Zhejiang
no 7 TabneTtok y ErIC Neo-Dankong Pharmaceutical Co., Ltd., Kutaii,
6nicTepi; no 2, abo (3anponoHoBaHo: Zhejiang Lepu Pharmaceutical Co., Ltd.,
no 4, abo no 8 Address: No.29 Binhai Road, Yantou Jiaojiang Taizhou
6nicTepis y City, Zhejiang Province, China, Post code: 318000); 3MiHK
KapTOHHI KopoobLi | TNy - BUNy4eHHs 3i cneyndikauii A®I T. Baxki metanu, y
3B'A3KY 3 BU/TyYEHHSM nokasHuka 3i cneundikalii CuHTesy
B Ha A®I; 3miHK | TMNy - BUIyYeHHs nokasHuka "Onuc
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

pO34nHy" 3i CMHTe3y B Ha fjtody peyoBuHY po3yBacTaTuiH
LMHKY; 3MiHK | TUNY - 3MiHWM pO3Mipy cepil NPOMXHOro
NpoAyKTYy TpeT-6yTnnoBoro edipy posysactaTuHy
(npomixxHmnin npoaykT 8, RS-11 Nantong Chanyoo
Pharmatech Co, Ltd) ana cuHtesy C (3anponoHoBaHo:
306-324 Kr); 3MiHY | TUNY - 4ONOBHEHHSAM BUNPOGYBaHHSA
«CynpoBigHi AOMiLLKM» B cneyudikauii Ha fitody peqyoBUHy
po3yBacTaTUH LIMHKY HOBUM MOKa3HUKOM AN CuHTe3y B:
cynyTHs gomiwka M-875-impurity NMT 0,15%sk
NPOMDKHWIA MPOAYKT MPU CUHTESI Ail040i PEYOBUHMN
Resuvastatin; 3miHu Il TMny - 3miHK B npoveci
BMPOGHULITBA pO3yBacTaTuHy LUMHKY CuHTtes C , a came:
3anpoBaXeHo a/ibTEPHATVBHMI NPOLLEC CYLUIHHSA; HOBI
KOHTPO/bHI BUNPOGYBaHHSA B NpoLeci BUpobHMUTBa Ta
HOBa onepawis BBOAATLCA MiC/1A NOAPIOHEHHS, TOHKOro
pOApIGHEHHSA Ta roMOreHi3aLji; OHOB/IEeHO cneuyvdikaliio y
moayni "KoHTposb matepianiB" 4ns rigpokcuay HaTpito

309.

PO3YNIN®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
Mr; Mo 7 TabneTok y
6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHIA KopoobLi

3AT
dapmaLesT
WYHWIA 3aBOf,

EriC

YropwmHa

3AT dapmaueBTUYHNIA
3asopg ElC

YropwmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHV HaliMeHyBaHHS Ta afpecu BUPOOHMKA NPOMKHOrO
npoaykty Metunosoro edipy posyBactaTuHy Zhejiang
Neo-Dankong Pharmaceutical Co., Ltd., Kutaij,
(3anponoHoBaHo: Zhejiang Lepu Pharmaceutical Co., Ltd.,
Address: No.29 Binhai Road, Yantou Jiaojiang Taizhou
City, Zhejiang Province, China, Post code: 318000); 3miHK
| TNy - Buny4eHHs 3i cneyndikauii A®I T. Baxki metanu, y
3B'A3KY 3 BUyYEHHAM MokasHuka 3i cneumdikauii CuHTesy
B Ha A®I; 3miHm | Tvny - BUAyYeHHs nokasHuka "Onuc
pO34nHy" 3i CMHTE3y B Ha fjtody peyoBuHY po3yBacTaTuiH
UMHKY; 3MiHK | TUNy - 3MiHWM pO3Mipy cepii NPOMKHOIo
NpoayKTy TpeT-6yTnnoBoro eqdipy posysactaTuHy
(npomixxHmniA npoaykT 8, RS-11 Nantong Chanyoo
Pharmatech Co, Ltd) ansa cuHtesy C (3anponoHoBaHo:
306-324 kr); 3MiHY | TUNY - 4ONOBHEHHSAM BUNPOGYBaHHSA
«CynpoBigHi AOMiLLKM» B cneyudikauii Ha fitody peqyoBUHyY
po3yBacTaTUH LIMHKY HOBUM MOKa3HUKOM AN CUHTe3y B:
cynyTHs gomiwka M-875-impurity NMT 0,15%sk
NPOMDKHUIA MPOAYKT NPU CUHTESI Ail040i PeYOBUHN
Resuvastatin; 3miHu Il Tuny - 3miHK B npoveci
BMPOGHMLUTBA po3yBacTaTuHy LMHKY CuHTe3 C , a came:
3anpoBapKeHO asIbTEPHATUBHUIA MPOLIEC CYLUIHHS; HOBI
KOHTPO/bHI BUNPOGYBaHHSA B NpoLeci BUpobHMUTBa Ta
HOBa onepawjis BBOAATLCSA MiC/1A NOAPIOHEHHS, TOHKOrO
pOApIGHEHHSA Ta roMOreHi3aLji; OHOB/IeHO cneuyudikaiio y
moayni "KoHTposb matepianiB" Ans rigpokcuay HaTpito

3a
peyermom

UA/11831/01/02

310.

PO3YNIN®

TabneTkn, BKPUTI
n1iBKOBOK

3AT
dapmauesT

YropwmHa

3AT dapmaueBTUYHMIA
3asog ElC

YropwuHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHW HaliMeHyBaHHA Ta afpecy BUPOBGHMKa NPOMIKHOIO

3a
peyenmom

UA/11831/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ob6onoHkoto, no 20 WYHWI 3aB0[ npoaykty MeTtunnosoro edipy posyBactatuHy Zhejiang
Mr; o 7 TabneTok y EriC Neo-Dankong Pharmaceutical Co., Ltd., KuTaii,
6nicTepi; no 2, abo (3anponoHoBaHo: Zhejiang Lepu Pharmaceutical Co., Ltd.,
no 4, abo no 8 Address: No0.29 Binhai Road, Yantou Jiaojiang Taizhou
6nictepiB y City, Zhejiang Province, China, Post code: 318000); 3MiH\
KapTOHHIA KOpO6L | TMny - BUNyYeHHn 3i cneuudikauii A®I T. Baxki metanu, y
3B'A3KY 3 BUITY4YeHHSIM nokasHuka 3i cneundikauii CuHTesy
B Ha A®I; 3miHM | TMNy - BUYYeHHS NokasHuka "Onuc
pO3umHy" 3i cMHTE3y B Ha Aty peyoBUHY po3yBacTaTuH
LVIHKY; 3MiHW | TURY - 3MiHW pO3Mipy cepii MPOMiXXHOro
NpoayKTy TpPeT-6yTnI0Boro edipy posysactaTuHy
(npomixHuid npoaykT 8, RS-11 Nantong Chanyoo
Pharmatech Co, Ltd) gns cuHtesy C (3anponoHOBaHo:
306-324 «r); 3MiHU | TUNY - AONOBHEHHAM BUNPO6YBaHHSA
«CynposigHi AOMILLKW» B cneuudikaLii Ha fitody peqyoBuHy
po3yBacTaTUH LIMHKY HOBUM MOKa3HUKOM A1 CUHTEe3y B:
cynyTHs gomiwka M-875-impurity NMT 0,15%sk
NPOMIKXHUIA NPOAYKT NPW CUHTE3I Ail04H0T PEYOBUHN
Resuvastatin; 3miHu |l Tvny - 3MiHK B Npoueci
BMPOGHMLITBA po3yBacTaTuHy LUMHKY CuHTes C , a came:
3anpoBaXeHO a/lbTEPHATUBHMIA NPOLLEC CYLUIHHA; HOBI
KOHTPO/IbHI BUNPOGYBaHHS B NpoLLeCi BUPO6HMLITBA Ta
HOBa onepavisi BBOAATLCA NicNs NOAPIGHEHHS, TOHKOTro
poApIGHEHHA Ta romMoreHi3adji; OHOBIEHO cneundikaliio y
Moayni "KoHTposnb MaTepianis” gns rigpokcugy HaTpito
311. | PO3YNIN® TabneTku, BKPUTI 3AT YropwuHa 3AT dapmaneBTUYHKIA YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/11831/01/04
nNiBKOBOIO dPapmaLesT 3aBof ElC - 3MiHM HaliMeHyBaHHS Ta agpecu BUPOGHMKa MPOMIKHOTO peyenmom
obonoHkoto, no 40 WYHWIA 3aBO[ npoaykty MeTtunosoro ediipy posyBactatuHy Zhejiang
Mr; o 7 TabneTok y ErIC Neo-Dankong Pharmaceutical Co., Ltd., KuTaii,

6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHI Kopoobui

(3anponoHoBaHo: Zhejiang Lepu Pharmaceutical Co., Ltd.,
Address: No0.29 Binhai Road, Yantou Jiaojiang Taizhou
City, Zhejiang Province, China, Post code: 318000); 3MiHK
| TMny - BUNyyeHHs 3i cneundikauii A®I T. Baxki metanu, y
3B'A3KY 3 BUTYYEHHSIM nokasHuka 3i cneuudikauii CUHTesy
B Ha A®I; 3miHM | TMNy - BUIYyYeHHS NokasHuka "Onuc
PO34MHy" 3i CMHTE3y B Ha Aoy peyoBUHY po3yBacTaTuH
LVHKY; 3MiHW | TURY - 3MiHW pO3Mipy cepii MPOMiXXHOro
NpoAayKTy TPeT-6yTUN0BOro edpipy posysactaTuHy
(npomixxHmnin npoaykT 8, RS-11 Nantong Chanyoo
Pharmatech Co, Ltd) gns cuHtesy C (3anponoHOBaHo:
306-324 Kr); 3MiHY | TUNY - LONOBHEHHAM BUMNPOOYBaHHS
«CynpoBigHi AOMiLLKM» B cneuudikauii Ha fitody peqyoBuHy
po3yBacTaTUH LIMHKY HOBUM MOKa3HUKOM A1 CUHTEe3y B:
cynyTHsa gomiwka M-875-impurity NMT 0,15%sk
NPOMDKHWIA NPOAYKT MPU CUHTESI Ajil040i PEYOBUHMN
Resuvastatin; 3miHu Il Tvny - 3MiHK B Npoueci
BMPOGHMLITBA po3yBacTaTuHy LUMHKY CuHTes C, a came:
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3anpoBaXeHo a/lbTEPHATVBHMI NPOLLEC CYLUIHHSA; HOBI
KOHTPO/bHI BUNPOGYBaHHSA B NpoLeci BUpobHMUTBa Ta
HOBa onepawis BBOAATLCA MiC/A NOAPIOHEHHS, TOHKOro
pOApIGHEHHSA Ta roMOreHi3aLji; OHOB/IeHO cneuyvdikaiio y
moayni "KoHTposb matepianiB" 4ns rigpokcuay HaTpito

312.

POMA3UK

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, N0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopoobui

PapmanesT

NYHWIA 3aBOA

"Monbthapm
a"C.A.

Monbwa

dapmaueBTUYHNN
3aBog "MNonbgapma”

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- nofjaHHs oHoBneHoro CepTudikaTy BignNOBiAHOCTI
€sponelicbkiin hapmakonei RO-CEP 2015-188-Rev 03
(nonepeaHs Bepcis RO-CEP 2015-188-Rev 02) Big BXe
3aTBepmxeHoro BupobHuka MSN Laboratories Private
Limited, IHgia gns A®l po3yBacTaTtuHy KasbLito; 3MiHK |
TWMYy - NOAAHHA HOBOTO cepTudikaTy BifnoBIAHOCTI
€Bponelicbkin hapmakonei CEP RO-CEP 2015-240-Rev
02 Big HoBoro Bupo6HMka NANTONG CHANYOO
PHARMATECH CO., LTD., Kutaii gna A®| posyBactaTuHy
KanbLjto; 3mMiHu | TNy - nogaHHsA HOBOroO cepTudikaty
BignoBigHOCTI EBponeiickkili hapmakonei CEP RO-CEP
2015-090-Rev 04 Big HoBOro BMpO6HMKa Centrient
Pharmaceuticals Netherlands B.V., The Netherlands gnsa
A®| posyBacTaTuHy KanbLito. 3aTBepixeHo: MSN
Laboratories Pvt Ltd, MHana 3anponoHoBaHo: MSN
Laboratories Private Limited, India NANTONG CHANYOO
PHARMATECH CO., LTD., China Centrient
Pharmaceuticals Netherlands B.V., The Netherlands;
3MiHM | TUNY - BBEAEHHS HOBOT aHaNiTMYHOI METOAVKM AN
nepeBipKy pPo3noainy YacTUHOK A/151 HOBUX BUPOBHUKIB AD|
Centrient Pharmaceuticals Netherlands B.V., The
Netherlands Ta NANTONG CHANYOO PHARMATECH
CO., LTD., China. BBeeHHs 3MiH NpoTAromM 6-Tu micsuis
nicns 3aTBepAkeHHs

3a
peyermom

UA/13299/01/01

313.

POMA3UK

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, MO 10
mr no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

dapmaLesT

WYHWIA 3aBOf,

"Monbthapm
a" C.A.

MonbLa

dapmaueBTUYHNI
3aBop, "Monbapma”
C.A.

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- nogaHHsA oHoBneHoro CepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei RO-CEP 2015-188-Rev 03
(nonepepHs Bepcis RO-CEP 2015-188-Rev 02) Big BXe
3aTBepAxeHoro Bupo6Hrka MSN Laboratories Private
Limited, Ingis ans A®| posyBacTaTtuHy KasbLiito; 3MiHU |
TUNy - NofaHHA HOBOro cepTuddikaty BiAnoBIAHOCTI
€sponelicbkiin hapmakonei CEP RO-CEP 2015-240-Rev
02 Big HoBoro B1po6H1Ka NANTONG CHANYOO
PHARMATECH CO., LTD., Kutaii gns A®| posyBactaTtuHy
KauibLito; 3MiHM | TMNy - NofaHHA HOBOro cepTudikaty
BignoBigHoCTI €Bponeiickkili hapmakonei CEP RO-CEP
2015-090-Rev 04 Big HoBOro BMpo6HMKa Centrient
Pharmaceuticals Netherlands B.V., The Netherlands gnsa
A®| posyBacTaTVHy kaubLito. 3aTBepakeHo: MSN
Laboratories Pvt Ltd, NHaua 3anponoHoBaHo: MSN
Laboratories Private Limited, India NANTONG CHANYOO

3a
peyenmom

UA/13299/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

PHARMATECH CO., LTD., China Centrient
Pharmaceuticals Netherlands B.V., The Netherlands;
3MiHW | TUNY - BBEAEHHS HOBOT aHaNiTUYHOI METOAVKM NS
nepeBipky PO3MoAialy YaCTUHOK ANs1 HOBUX BUPOGHMKIB API
Centrient Pharmaceuticals Netherlands B.V., The
Netherlands Ta NANTONG CHANYOO PHARMATECH
CO., LTD., China. BBegeHHs 3MiH MPOTAroM 6-Tu MicsiLiB
nicns 3aTBepAKeHHS

314.

POMA3UK

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 20
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopoobui

PapmanesT

NYHWIA 3aBOA

"Monbthapm
a"C.A.

Monbwa

dapmaueBTUYHNI
3aBog "MNonbdapma”
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- nofjaHHs oHoBneHoro CepTudikaty BignNOBiAHOCTI
€sponelicbkiin hapmakonei RO-CEP 2015-188-Rev 03
(nonepeaHs Bepcis RO-CEP 2015-188-Rev 02) Big BXe
3aTBepmxeHoro BupobHuka MSN Laboratories Private
Limited, IHgia ons A®l po3yBacTaTtuHy KasbLito; 3MiHK |
TUMYy - NOAAHHA HOBOTO cepTudikaTy BifnoBIAHOCTI
€sponelicbkin hapmakonei CEP RO-CEP 2015-240-Rev
02 Big HoBoro Bupo6Huka NANTONG CHANYOO
PHARMATECH CO., LTD., Kutaii gna A®| posyBactaTuHy
KanbLjto; 3mMiHu | TNy - nogaHHsA HOBOroO cepTudikaty
BignoBigHoCTI EBponeiickkili hapmakonei CEP RO-CEP
2015-090-Rev 04 Big HoBOro BMpO6HMKa Centrient
Pharmaceuticals Netherlands B.V., The Netherlands gnsa
A®| posyBacTaTuHy KanbLito. 3aTBepixeHo: MSN
Laboratories Pvt Ltd, MHana 3anponoHoBaHo: MSN
Laboratories Private Limited, India NANTONG CHANYOO
PHARMATECH CO., LTD., China Centrient
Pharmaceuticals Netherlands B.V., The Netherlands;
3MiHM | TUNY - BBEAEHHS HOBOT aHaNiTMYHOI METOAVKM NS
nepeBipKy po3noAiny YacTUHOK A1 HOBUX BUPOBGHUKIB AD|
Centrient Pharmaceuticals Netherlands B.V., The
Netherlands Ta NANTONG CHANYOO PHARMATECH
CO., LTD., China. BBeeHHs1 3MiH NpoTAroM 6-Tu micsuis
nicns 3aTBepAkeHHs

3a
peyermom

UA/13299/01/03

315.

POMA3UK

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, MO 40
mr no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIlA KopoobLi

dapmaLesT

WYHWIA 3aBOf,

"Monbthapm
a"C.A.

MonbLa

dapmaueBTUYHNI
3aBop, "Monbapma”
C.A.

Monba

BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy
- NogaHHsA oHoBneHoro CepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei RO-CEP 2015-188-Rev 03
(nonepepHs Bepcis RO-CEP 2015-188-Rev 02) Big BXe
3aTBepAxeHoro Bupo6Hrka MSN Laboratories Private
Limited, Ingis ans A®| posyBacTaTtuHy KasbLiito; 3MiHU |
TUNy - NofaHHA HOBOro cepTuddikaty BiAnoBIAHOCTI
€sponelicbkiin hapmakonei CEP RO-CEP 2015-240-Rev
02 Big HoBoro B1po6H1Ka NANTONG CHANYOO
PHARMATECH CO., LTD., Kutait gns A®| posyBacTaTtuHy
KauibLito; 3MiHM | TMRY - NofaHHA HOBOro cepTudikaty
BignoBigHoCTI €Bponeiickkili hapmakonei CEP RO-CEP
2015-090-Rev 04 Big HoBOro BMpo6HMKa Centrient
Pharmaceuticals Netherlands B.V., The Netherlands gnsa
A®| posyBacTaTVHy KauibLito. 3aTBepakeHo: MSN

3a
peyenmom

UA/13299/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Laboratories Pvt Ltd, lHana 3anponoHoBaHo: MSN
Laboratories Private Limited, India NANTONG CHANYOO
PHARMATECH CO., LTD., China Centrient
Pharmaceuticals Netherlands B.V., The Netherlands;
3MiHM | TUNY - BBEEHHA HOBOI aHa/liTUYHOI METOAMKM AN1A
nepeBipKy po3noainy YacTUHOK A/151 HOBUX BUPOOHUKIB AD|
Centrient Pharmaceuticals Netherlands B.V., The
Netherlands Ta NANTONG CHANYOO PHARMATECH
CO., LTD., China. BBegeHHs 3MiH NpOTAromM 6-Tu micsiis
nicns 3aTBepAkKeHHs

316.

CAJTODANBK

cynosuTopii
pekTanbHi no 1000
Mr; Mo 5
cynosuTopiiB y
cTpuni; no 2 abo 6
CTpuvniB B KOpoo6LUi 3
KapToOHyY

Ap. ®anbk
Papma
M6X

HimeuunHa

BignoBiganbHuii 3a
BUMYCK Cepiii
KIHLLeBOro NpoAyKTY:
Op. ®ansk dapma
'M6X, HimeuunHa;
Brpo6HWK fo30BaHOl
dhopmu, NepBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/b SIKOCTI:
Bicdhop CA
LisaiiHigepnaccyHr
Megixemi ETTiHreH,
LLiBeiiuapisi; JlozaH
dapma M'M6X,
HimeyunHa;
Bupo6Huku,
BiANOBiAa/bHI 3a
KOHTPO/b SIKOCTI:
No3zaH ®apma M'v6X,
HimeuumnHa; Bichop
CA, Weeiiyapis;
Bioeksam AT,
LLisefuapis; Haykoso-
[OCNIAHWA IHCTUTYT
Xennenep MvbX,
HimeuunHa

Himeyunna/
LLiseiuapis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHM 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YaCcTUHM abo BCbOro BUPOBHUYOrO
npoLiecy roToBOro NikapCbKoro 3acoby (AibHNLA, Ha ki
npoBoAATbLCS 6yAb-AKi BUPOOHWYI cTagil, 38 BUHATKOM
BUWMYCKY Cepili, KOHTPOJIKO AKOCTi, NEPBUHHOTIO Ta
BTOPVHHOTIO NakKyBaHHS, /151 HECTEPUSIbHUX NIKapPCbKUX
3aco6iB) - BBegeHHs BUpOOHUKa, LLIO BignoBiganbHWA 3a
BUpPo6HMLTBO 13, /lozaH Papma M'M6X, OTTO-XaH
Ltpacce 13, 79395 HoeHbypr, HimeyunHa/Losan Pharma
GmbH, Otto-Hahn-Strasse 13, 79395 Neuenburg,
Germany; 3miHu | Tuny - 3MiHK 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A04aTKOBOI AiNIbHUL BUPOOHULTBA A4S
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (4inbHWUUA 415 NEPBUHHOTO
nakyBaHHs) - BBeieHHS1 BUPOGHWMKa, Lo BiANOBIAaIbHNI
3a nepBuHHe nakyBaHHsA 13, Jlo3aH ®apma M'v6X, OTTO-
XaH LWTpacce 13, 79395 HoeHbypr, HimeyunHa/Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395 Neuenburg,
Germany; 3miHu | Tuny - 3MiHK 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS A04aTKOBOI AiNIbHUL BUPOOHULTBA A4S
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULA 418 BTOPUHHOIO
nakyBaHHs) - BBeieHHS1 BUPOGHWMKa, Lo BiANOBIAaIbHNI
3a BTOpWHHE NakyBaHHA 13, JlozaH dapma 'M6X, OTTO-
XaH LWTpacce 13, 79395 HoeHbypr, HimeuyunHa/ Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395 Neuenburg,
Germany; 3miHu | Tuny - 3MiHK 3 KOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHOTLCA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
abo gofasaHHA AiNbHULI, Ha AKIA 34iACHI0ETLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) - BBEAEHHS BUPOOHNYOT
LOinbHUU, WO BiANOBIfaIbHA 38 KOHTPOSb AKocTi MN13,
JlozaH ®apma 'm6X, OTT0-XaH LWTpacce 13, 79395

3a
peyenmom

UA/3745/03/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

HoeH6ypr, HimeyunHa/Losan Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg, Germany; 3MmiHu | Tuny -
3MiHu 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
BUWMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHA AifIbHUL, Ha SKiid
3[jACHIOETLCS KOHTPOL/BUNPOGYBaHHSA cepii) - BBegeHHs
BMPOGHMKA, L0 BiANOBIAA/IbHUIA 32 KOHTPOSb SIKOCTI /13,
NoszaH ®apma M'm6X, Ewbaxep LLTpacce 2, 79427 Ewobax,
Himeyunna/Losan Pharma GmbH, Eschbacher Strasse 2,
79427 Eschbach, Germany; 3MiHu | TUny - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo fofaBaHHS AiNbHULI, Ha Kl 34jiACHIOETbCA
KOHTPO/b/BMNPOBYBaHHSA cepil) - BBeaeHHs1 BUPO6HMKa,
LLI0 BiNOBiAaNbHWIA 3a KOHTPO/b skocTi /13, HaykoBo-
[ocnignvi iHeTutyT Xennenep Mv6X, Mapi-Kiopi-LUTpacce
7, 79539 Nleppax, HimeuunHa/lnvestigation Institute
Heppeler GmbH, Marie-Curie-Strasse 7, 79539 Loerrach,
Germany; 3miHn | Tny - 3miHK 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
ab0 fopaBaHHA AiNbHULI, Ha KK 34iACHIOETbLCS
KOHTPO/b/BUNPOBYBaHHA cepil) - AofaBaHHA BUPOOHNKA
Bidhop CA, Pyt ge MoHkop 10, 1752 Binnap-ctop-I'naH,
Lseinuapis (Vifor SA, Route de Moncor 10, 1752 Villars-
sur-Glane, Switzerland), 110 BifANOBINbHWIA 32 KOHTPOJIHO
cepiii FN3; 3miHK | TNy - 3MiHK 3 SIKOCTIi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa
ab0 fopaBaHHA AiNbHULI, Ha KK 34iACHIOETbLCS
KOHTPO/b/BUNPOBYBaHHA cepii) - JlogaBaHHA BUPOOHUKA
Bioeksam Al', maiirocputpacce 95a, 6006, JltoLepH,
LLiBeiuapis (Bioexam AG, Maihofstrasse 95a, 6006,
Luzern, Switzerland); 3miHu | Tvny - 3MiHK 3 SKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHN Y
npotieci BUpO6HMLITBA FOTOBOrO /iKapCbKOro 3acoby,
BK/THOHAKUM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS MpU
BUPOGHMLTBI rOTOBOTrO NiKapCbKOro 3acoby (HesHayHa
3MiHa y npoueci BUpobHNLTBA) - He3HauHa 3miHa y
npoteci BUpo6HuuTBa 13 AN 3anponoHoBaHOro
BMpO6HMKa Jlo3aH Papma M'M6X Ha cTagii MnasnerHHs —
TemnepaTypa HarpiBaHHS KOHTeliHepa napTil 3MiHIETbCA
npu6am3Ho 3 50 °C go 75 °C; 3miHu | Tuny - 3MiHun 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
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3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0y, BKIOYakoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOBHULTBI FOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y npoLeci BUpo6bHULTBA) -
HesHauHa 3miHa y npoueci BupobHuyTea 13 ans
3anponoHOBaHOro BUpo6HMKa Jl1o3aH ®apma Mv6X Ha
cTagii 3millyBaHHS Ta roMOreHisauisi — 4yac romoreHisadii
3MIHIOETBCA Ha 8 XBU/MH | 3aCTOCOBYETLCA BakyyM Big 0,8
00 0,9 Bap; 3miHu | TUNYy - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHWLTBA FOTOBOTO /liKapPCbKOro 3acoby, BKIKOHaoUm
NPOMIKXHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - He3HauyHa 3miHa y npoueci BUpobHuUTBa
"’N3 ana 3anponoHoBaHoro BUpo6HvKa JlozaH apma
'M6X Ha cTagii Po3nvB, 0XONOMXEHHS, repMeTn3auis,
MapkyBaHHSA — N5 nepeHeceHHs B 6/10K A58 HANOBHEHHS
roToBa CycneHsiliHa Maca AinMTbcsa Ha Tpy nopuii. Kpim
TOrO, WBWAKICTb 3aMOBHEHHS Cyno3uTOpIiB Y hopmu
3MIHIOETBCA 3 «NpU6aN3HO 8500 cynosuTopiis/rog» Ha
«npnbnaunsHo 30 000 cynosuTopiis/roa». [Ana MapKyBaHHA
BVKOPWCTOBYETHCA CTPYMEHEHWI NPUHTEP; 3MiHK | Tuny -
3MiHM 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLITBA FOTOBOIO
nNiKapcbKoro 3acoby, BKIKOYAKUM NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOGHMLITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpobHMUTBA) -
HesHauHa 3miHa y npoueci Bupo6HuuTBa (MpoXomKeHHs
yepes iNbTpP) Yy 3B’A3KY 3 BUPOOHNUOK HEOOXIAHICTHO, LLIO
CTOCy€eTbCs 060X BUpO6HUKIB /13, Po3mip dhinbTpa yepes
AKWIA roTOBA CYCMNeHsis nepefacTbCs B PO3/NIMBHUIA 610K
3MiHeHo 3 500 MkM Ha 1,0 MM. [1ns ABOX BUPOOHUKIB;
3MiHW | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NiKapCbKMii 3aci6.
3MiHM Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUPO6HULTBA
roTOBOrO /liKapCbKOro 3acoby, BKIHOYaUN NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoeci
BUPOGHMLTBA) - He3HauyHa 3miHa y npoueci BUpoOHULTBA -
NiHiHa hopmaisi honbrn Ana BUPobHMKa 4151 060X
BMPOGHWMKIB /13, L0 BU3BAHO BUKOPUCTAHHSAM Pi3HOr0
o6nafHaHHA N5 nakyBaHHA; 3MiHW | Tuny - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3miHa po3mipy cepii (Bk/lO4akumM giana3oH po3mipy cepii)
roTOBOrO NlikapcbKoro 3acoby (36inbLieHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIpOM) - [logasaHHs
pO3Mmipy cepii roToBOro fikapcbkoro 3acoby ans
NPONOHOBaHOro BUPO6HYKa - JlozaH ®apma M'vbX,
HimeuumnHa, y 38’A3Ky 3i 36i1bLIeHHAM po3mipy napTii y 10
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pasiB, B MOPIBHAHHI 3 3aTBEPAKEHMM PO3MIPOM NapTii.
[opatkoBuii po3mip napTii ctaHoBUTbL 1,890 Kr, WO
signosigae 700 000 cyno3uTopiis; 3mMiHu | Tuny - 3MiHun 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM BUNpo6yBaHb abo A0MYCTUMMX MEX, BCTAHOB/IEHNX
y cneumdikauisix, nig yac BMpobHULTBA FOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHK) - loaaBaHHA
anbTepHaTUBHOI NpoLieAypy BUNPO60BYBaHHSA B NPoLECi
KOHTpOnto (MakyBaHHS Ta MapKyBaHHS). 3aBAsKu
[0[aBaHHI0 HOBUM BUPOGHMKOM, Cy4aCHOi Ta OHOB/IEHOI
nakyBaJ/IbHOI MalluVHW, 30BHILLHI BUrNsAg Ta/abo KinbkicTb
3aMoBHEHWX MaTepianiB MOXHa NepeBipuTn TEXHIYHUMU
3aco6amu. KinbKiCTb 3aMBKU, TaKOX, MOXHa NEPEBIpUTH
BidyasibHO. CaMi TEXHIYHI XapaKTepUCTUKN 3a/TMLLIAIOTLCSA
HE3MiHHUMM; 3MiHK | TUNY - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHK
BMNPO6yBaHb a60 JONYCTUMUX MEX, BCTAHOBNEHNX Y
cneupudikauisix, nig yac BUpoBbHMLTBA FOTOBOrO
nikapcbKoro 3acoby (BWMyYEHHSI HECYTTEBOTO
BUNPOBYBaHHSA B NpoLeci BUpo6bHMLTBA) - BunyyeHHs
He3HayHoro BunpobysaHHsA “Yield” B npoueci
BMPOGHMLTBA; 3MiHM | TUny - 3MiHK 3 AKoCTi. F0TOBMIA
nikapcbkuii 3aci6. Cuctema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa y NepBWHHIiA yNakoBL,i rOTOBOrO /iKapCbKoro
3aco06y (iHWi 3MiHK) - 3miHa y nepBuMHHI ynakosui 13, a
camMe 3 nonepeaHbO ChOPMOBAHMX NIACTUKOBUX CMYXOK
[0 HecchopmoBaHoi thonbry, LWwo hopmyrThbCS Y NpoLeci
BMpOoGHMLUTBA N13; 3MiHK | TMny - 3MiHK 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. Cuctema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa nocTavyanbHVKa nakyBasibHUX MaTtepianis abo
KOMMNIEKTYOUMX (AKLLO 3a3HA4YEHO B [IOCbE) (BUTyUYEHHS
noctavyanbHuUka) - BunyyeHHs iHhopmal,i wono
nocTavyanbHVKIB NakyBasibHOro Matepiany 3 MoAy/ito
3.2.P.7; 3MiHwn | TUNy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbkuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUiA 3aci6.
3MiHa napameTpiB cneumdikauii Ta/abo JONYCTUMUX MEX
NepBMHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MNOKa3HUKOM 3
BiANOBIAHMM MeTOA0M BUNPOOYBaHHS) - [IONOBHEHHS
cneundikauii NepBMHHOI ynakoBky (honbrv) NOKa3HUKOM
«lpeHTudpikauis» ldentity (PVC) by IR spectroscopy.
Corresponds to reference spectrum; 3miHu | Tuny - 3miHu 3
AkocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKoBKN rOTOBOTO NiKapCbKOro 3acoby (4OMOBHEHHS
cneumdikalii HOBUM NOKA3HUKOM 3 BifNOBIAHAM METOLOM
BMNpobyBaHHs) - IoNOBHEHHS cneundikauii nepBUHHOI
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yNakoBkM (h0brn) NOKasHMKOM «TOBLLMHA
Thickness/physical inspection/126-157 um; 3miHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa napameTpis
cneundgikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMaKkoBKWU FOTOBOrO NiKapCbKoro 3acoby (BUAyYEHHS
HEe3HaYyHOro NokasHuka (Hanpvikiag 3actapinoro
nokasHuka)) - BunyyeHHs HecyTTeBOro napamerpa
cneumdikauii «Print» NoB’A3aHO 3 TUM, L0 AaHui
napameTp, sk 3a3HaveHo B Mogyni 3.2.P.7., He ABNseTbCA
napameTpom, L0 BU3HAYa€E AKICTb BUKOPUCTOBYBaHOT
hosibrv Ta BpaxoBykoun Te, Lo ApYK BifbyBaeTbCs
NiHIAHO, 30BHILLHIA BATASA CMYXOK, BK/ItoYatoun "Apyk
CMYXOK" SIBNSIETLCS YaCTUHOK BUNpobyBaHHA "IPC".
Takum unHom, napameTp creumdikayii «Print» 6yB
BM3HAYEHUIA He3HaYHVM Ta 6yB BUAaneHwin 3 Moagyns
3.2.P.7.; 3MiHn | TUNY - 3MiHK 3 SiKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPONb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBEpKEeHUX MeTofax
BMNpobyBaHHsA) - He3HayHa 3MiHa B 3aTBEpPAKEHOMY
MeToAi BUNpo6OBYBaHHSA 3a NoKasHMKamu
«lpeHTudikauis» Ta «KinbkicHe BU3HAYeHHS Ta YucToTa»
MeTogom BEPX, a came BBefieHHs1 aflbTepHATUBHOT
KOJIOHKM AN171 NPOBEAEHHS aHanisy, A0AaTKOBO YTOYHEHO
HOMep cTatTi €Bp.PapM. Ana nokasHuka "Po3mip
YacTWHOK", y 3B’A3KY 3 NPUBELAEHHSM Y BifNOBIAHICTb A0
[L0KYMEHTIB (DipMW-BUPOGHMKA; 3MiHK | TUny - 3MiHK 3
AKocTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnewumdikaii
Ta/abo fonMyCTMMUX MEX roTOBOrO JliKapCbKoro 3acoby
(BMNYyYEHHS1 HE3HAYHOTO NoKasHKKa (Hanpuknag,
3aCTapifioro NoKasHvKa, Takoro sik 3anax Ta cMak, abo
iaeHTudikauis 6apBHMKIB Y CMaKoOBUX J06aBOK)) -
BunyuyeHHs HecyTTeBOro napametpa crneuudikauii
«PO34UnHEHHSA», Y 3B'A3KY 3 MPUBEAEHHAM Y BifNOBIAHICTb
00 BMMOr MoHorpadpii €Bponelicbkoi ®apmakonei; 3miHu |
TMny - AOMIHICTpaTUBHI 3MiHWU. BunyyeHHs BUPOGHMYOT
AiNbHULUI (BKAOYatoumn AinbHUL Ana APl npomikHoro
npoaykTy abo roToBOro ikapcbkoro 3acoby, AiNbHULI Ans
npoBefeHHs nakyBaHHS, BUPOOHWKA, BiAMOBiAaIbHOTO 3a
BUWMYCK Cepiid, MicLie NPOBeEHHS KOHTPOStO cepii) abo
nocTavanbHviKa BUXiGHOTO marepiany, peareHTy abo
[L0MOMDKHOT PEYOBUHM (AKLLO 3a3HAYeHO Y [1OCbE) -
BunyueHHs BUpo6HuYoi ginbHuui Ap. ®ansk Papma MvéX,
HimeuumnHa, WO BigNOBiga/IbHA 3@ a/lbTEepHATUBHE
BTOPVHHE NakyBaHHSA, OCKi/Ibkv GiflbLue He
BVIKOPWUCTOBYETLCS B IKOCTi A@HOT (PYHKLT; 3MiHW | Tuny -
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3miHu 3 sKocTi. A®l. KoHTposb A®Il. 3miHa y napameTpax
cneuudgikauin Ta/abo [ONYCTUMUX MEX, BU3HAUYEHUX Y
cneundgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKHWIA
npoAyKT/pearenT, WO BUKOPUCTOBYIOTHLCS Y NpoLeci
BMPO6HMLTBA AD| (BUTYUYEHHS HE3HAYHOTO NOKa3HUKa
SAKOCTi (Hanpuknag, BUIyYeHHs 3acTapifioro nokasHmka)) -
BunyueHHs 3i cneuudikanii APl mecanasmHy KOHTpPOsib
nomiwok 3-Kapbokcun-5-ACA Ta 5-riipokcraHTpaHinoBoi
KMCnoTu, Wo 6inbLue He ctocytoTbes CEP R1-CEP 2003-
188. fjtounii CEP He micTuTb onwucy; 3MiHu | Tuny - 3MiHu 3
AKkocTi. CepTudpikaT BignosigHocCTI/IE-cepTudikaT
BignoBigHoCTI €Bponelicbkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii 4PY abo E€Bponeicekol
hapmakonei, abo iHLLOi HalioHasIbHOT thapmakonel
aepxasun €C (iHWi 3mMiHK) - 3MiHM Y 3B’A3KY 3 HEOOXIAHICTHO
npuBefeHHs cneuudikauii BUPo6HWKa Y BigNOBIAHICTL A0
MOHorpagii €8p. Papm. CTOCOBHO Ail040T peYOBUHU
«MecanasuHy»; 3MiHn | Tuny - 3MiHn 3 skocTi. CepTudikat
BianoBigHocTiI/ME-cepTudikar BifAnoBiAHOCTI EBponeiichkii
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickbkiil hapmakonei:
ana A®l; ansa suxigHoro martepiany/peareHTy/npomikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; Ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€sponeiicbkiii hapmakonei) - OHoBNeHWI cepTudpikaT Bif,
yXe 3aTBepMKeHOro BUpo6Huka - MogaHHA OHOBIEHOTO
CEP R1-CEP 2008-046-Rev 03 ans A®I Big
3aTBepAxeHoro BupobHuka Chemi S.P.A., Italy, 3
OHOBJIEHHAM Ha3BW AJ15 NPOMiXKHOTO BUPOGHWMKa Aito4oi
peyoBuHU ana Chemi S.P.A. 3 Zhejiang Sanmen
Hengkang Pharmaceutical Co., Ltd. Ha Zhejiang
Hengkang Pharmaceutical Co., Ltd.

317.

CAJTODANBK

cynosuTopii
pekTanbHi no 500
Mr; Mo 5
CynosnTopiiB y
CTpuni; No 2 cTpUnm
B KOPOOGLii 3 KApTOHY

Ap. danbk
Papma
M6X

HimeuunHa

Bidhop CA
LisaiiHigepnaccyHr
Megixemi ETTiHreH,

LLiBeiiLapis (BUPOGHUK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS);
Ap. ®anck Papma
m6X, HiMewunHa
(BignoBifanbHWii 3a
BUMYCK Cepiii
KIHLLeBOro NpoaykTy Ta
anbTepHaTnBHe

LLiseiiuapisi/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHV BHECEHO [0 IHCTPYKLii 415 MeAUYHOro
3acTocyBaHHS NikapcbKoro 3acoby Ao po3ginis

"Oco6umBocTi 3acTocyBaHHA", "Mo6iIuHI peakuii” woao
OHOBJIEHHS iH(pOpMaLLiT 3 6e3MeKn 4itY0i pevyoBMHN
BiANOBiAHO A0 pekomeHAauin PRAC EMA. BBeeHHS 3MiH
NPOTArom 6-Tv MicAILiB MicNs 3aTBEPIKEHHS

3a
peyenmom

UA/3745/03/02
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BTOPVHHE NakKyBaHHS)
318. | CAJIODA/bK | cynosutopii Op. ®anbk HimeyunHa Bidhop CA LLiBeiiuapisi/ | BHECEHHS 3MiH 10 peeCTpaLjiiiHMX MaTepianis: 3MiHu | TUny 3a UA/3745/03/01
pekTasibHi no 250 Papma LiBaviHigepnaccyHr HimeyunHa - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeanyHoro peyenmom
mr; no 5 M6X Megixemi ETTiHreH, 3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
cynosuTopiiB y LLiBeiiLapis (BUPOGHUK "Oco6umBocTi 3acTocyBaHHA", "Mo6iuHI peakuii” woao
CTpuni; No 2 cTpUnm [030BaHoi chopmu, OHOBJ/IEHHS iHhopMaL,ii 3 6e3nekun Ajloyoi peyoBnHN
B KOPOOGLii 3 KApTOHY nepBrHHE Ta BiANOBiAHO A0 pekomeHAauin PRAC EMA. BBeeHHS 3MiH
BTOPVHHE NakKyBaHHS); NPOTArom 6-Tv MicAILiB MicNs 3aTBEPIKEHHS
Ap. ®anck Papma
m6X, HiMewunHa
(BignoBifanbHWii 3a
BUMYCK Cepiii
KIHLLeBOro NpoaykTy Ta
anbTepHaTnBHe
BTOPUHHE NaKyBaHHS)
319. | CAHOMEH cnpeii HasaslbHUiA, CaHpo3 CnoBeHis ek ®apmaveBTUYHa CnoBeHis BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15870/01/01
[1030BaHuii, dapmachboTi KOMnaHis 4. a. - 3MiHM 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob peyenmom
cycneHsis 50 Kan3 4.4. rOTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
MKr/go3y, no 60 abo BMNPOGYBaHHS rOTOBOTO Jlikapcbkoro 3acoby (He3HavHa
120, a6o 140 po3y 3MiHa y 3aTBEpIKEHUX MeToAax BUNPobyBaHHS) - BHECEHI
KOHTeliHepi, no 1 He3HauHi 3MiHN [0 METOAVKY BU3HAYEHHS MOKA3HWKIB
KOHTEliHepy y «KinbkicHuiA BMICT Ta lgeHTudpikauis 6eH3ankoHio
Kopobui xnopugy»
320. | CEBIKAP TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [Oaiui CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH 40 peecTpayiiHux matepianis: 3miHu | Tuny 3a UA/17662/01/01
HCT NNiBKOBOO Pecny6nika rM6X - nofaHHHA oHosneHoro CEP R1-CEP 2004-058-Rev02 peyenmom
060n10HKOt0, 20 Mr/5 (nonepepHs Bepcis R1-CEP 2004-058-Rev01) ans gitoyol
mr/12,5 wr; no 14 PEYOBUHM TigPOXI0pPTiasng Bif BXe 3aTBepAKEHOT0
Tabnetok y 6nictepi; BMpo6HMKa Pharmaceutical Works Polpharma S.A.,
no 2 6nictepa y MonbLa; 3miHm | TMny - nogaHHsA oHosneHoro CEP R1-
KapTOHHIM nauui CEP 2004-149-Rev05 (nonepeaHs Bepcis R1-CEP 2004-
149-Rev04) ons fajto4oi peqyoBrHA rigpoxnopTiasug Big,
BXe 3aTBepaKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3paine
321. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Oaiui CaHkio FOpoyn HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/17662/01/02
HCT nNiBKOBOIO Pecny6nika 6X - nofaHHHA oHoBneHoro CEP R1-CEP 2004-058-Rev02 peyenmom
o6onoHkoto, 40 mr/5 (nonepepHs Bepcis R1-CEP 2004-058-Rev01) ans gitoyoi
mr/12,5 wr; no 14 peyoBUHM rigpoxnopTiasng Bif BXe 3aTBepKeHOro
Tabnetok y 6nictepi; BMpo6HMKa Pharmaceutical Works Polpharma S.A.,
no 2 6nictepa y MonbLwa; 3miHm | TMny - nogaHHsA oHoBneHoro CEP R1-
KapTOHHI navwi CEP 2004-149-Rev05 (nonepeaHs Bepcia R1-CEP 2004-
149-Rev04) ans Ajtoyoi peyoBUHK rigpox1opTiasng Big,
BXE 3aTBepXeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb
322. | CEBIKAP TabneTkn, BKpUTI 3eHTiBa, K.C. Yecbka [aidyi CaHkio FOpoyn HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX maTtepianis: 3MiHu | Tuny 3a UA/17662/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HCT N/1iBKOBOO Pecny6nika M6X - nofjaHHHsA oHoBneHoro CEP R1-CEP 2004-058-Rev02 peyenmom
060/10HKO10, 40 Mr/5 (nonepepnHs Bepcis R1-CEP 2004-058-Rev01) ans gitoyoi
mr/25 mr; no 14 PeyYoBUHM riApOXI0pTiasng Bif, BXe 3aTBEPL)KEHOro
Tabnetok y 6nictepi; BMpo6HMKa Pharmaceutical Works Polpharma S.A.,
no 2 6nictepa y Monbua; 3miHn | TMNy - nogaHHa oHossieHoro CEP R1-
KapTOHHIA navui CEP 2004-149-Rev05 (nonepepHs sepcia R1-CEP 2004-
149-Rev04) ans Ajtoyoi pevyoBUHW FigpoXIopTiasug, Big,
BXe 3aTBepaKeHoro BnpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb
323. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Haiui CaHkio FOpoyn HimeuunHa | BHeECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/17662/01/04
HCT nNiBKOBOIO Pecny6nika 6X - nogaHHHA oHoBneHoro CEP R1-CEP 2004-058-Rev02 peyenmom
060n0Hkot0, 40 (nonepegHs Bepcia R1-CEP 2004-058-Rev01) ans gitoyoi
mr/10 mr/12,5 wmr; no PEeYOBUHM FiAPOXI0OPTiasnA Bif, BXe 3aTBEpL)KEHOr0
14 TabneTok y BUpo6HMKa Pharmaceutical Works Polpharma S.A.,
6nicTepi; no 2 MonbLa; 3miHm | TMny - nogaHHsA oHosneHoro CEP R1-
6nictepay CEP 2004-149-Rev05 (nonepepHs Bepcis R1-CEP 2004-
KapTOHHI nauui 149-Rev04) ans Ajto4oi peqyoBrHA rigpoxnopTiasug Big,
BXe 3aTBepaKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb
324. | CEBIKAP TabneTkun, BKPUTI 3eHTiBAa, K.C. Yecbka [Jaivi CaHkio FOpoyn HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/17662/01/05
HCT nNiBKOBOO Pecny6nika 6X - nofaHHHA oHoBneHoro CEP R1-CEP 2004-058-Rev02 peyenmom
o060noHkoto, 40 (nonepepHs Bepcis R1-CEP 2004-058-Rev01) ans gitoyoi
Mr/10 mr/25 mr; no peYoBUHM rigpoxnopTiasng Bif BXe 3aTBepKEHOr0
14 TabneTok y BMpo6HMKa Pharmaceutical Works Polpharma S.A.,
6nicTepi; no 2 Monbua; 3miHn | TMNy - nogaHHA oHossieHoro CEP R1-
6nictepay CEP 2004-149-Rev05 (nonepeaHs Bepcisa R1-CEP 2004-
KapTOHHIW nayu,i 149-Rev04) ans Ajtoyoi pevyoBUHW Figpox1opTiasug, Big,
BXeE 3aTBepxeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD., I3painb
325. | CEHTOP® TabneTkn, BKPUTI BAT YropwmHa BAT "l'egeoH PixTep”, YropwmHa/ BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/7042/01/01
nNiBKOBOO "l'epeoH YropwuHa; TOB Monbwa - 3MiHM WoAo 6e3neku/eheKTUBHOCTI Ta thapmakoHarnsgy. peyernmom
06010HKO0, N0 50 PixTep" "lepeoH Pixtep BeefieHHs1 a60 3MiHW [0 y3araslbHEHUX AaHWX Npo

mr no 10 TabneTok y
6nicTepi; no 1 abo
no 3 6nictepu y
KapTOHHIi ynakoBui

Monbwa”, NMonbwa

cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBIfaILHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapmakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy pO3MiLLieHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHHA hapmakoHarnsagy. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
hapmakoHarnsgy. 3miHa MicLe3HaxoKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy
326. | CEHTOP® TabneTkun, BKpUTI BAT YropwmHa BAT "lepeoH Pixtep", YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/7042/01/02
NNiBKOBOIO "T'epeoH YropuwuHa; TOB Monbwa - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKO10, N0 100 PixTep" "l'epeoH Pixtep BBeneHHs1 abo 3MiHU [0 y3araslbHEHUX JaHWX Npo
mr no 10 TabneTok y Monbwa”, NMonbLwa cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX
6nicTepi; no 1 abo [JaHnx npo cuctemy dpapmakoHarnsgy, amiHa
no 3 6nictepu y YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
KapTOHHI/ ynakosL,i thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemy hapmakoHarnisay) - 3mMiHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHeHHA dhapmakoHarnsgy. 3miHa
MicLs 34iliCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
327. | CEPTOMAKC | kpem, 20 mr/r no 20 ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1 6e3 UA/16266/01/01
-300POB’A ry Ty6i; no 1 1y6i y 3 06MEXEHO TUMy - BBEAEHHS HOBOro BMPOGHMKa APl CepTakoHasony peyenma
KOpPOO6Lii 3 KApTOHY 06MeXeHo BiANOBIAA/ILHICTIO HiTppaT GLENMARK LIFE SCIENCES LIMITED, India, Ta
BignoBiganb "PapmaveBTnyHa K HACNif0K, BHECEHO 3MiHM A0 cneuudikauii Ta meToais
HICTIO KomnaHis "3g0pos'a" BXiHOro KoHTposto APl 3a nokasHMkammy «3annkosa
"®apmaueBT KiNIbKICTb OpraHiyHUX PO3YNHHWUKIBY», «PO3Mip YacTok», Ta
NyHa «lpeHTudpikauis nonimopdismy»
KOMMaHis
"3p0pos'a”
328. | CUNAOKAL TabneTkun, BKPUTI [bxy6inaHTt IHAis [bxy6inanT [xeHepikc IHAis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY - UA/13707/01/01
NAiBKOBOIO LbxeHepikc Nimiteq - OHOBJIEHHSI TEKCTY MapKyBaHHS1 YNakoBKM JliKapCbKOro
060n0HKot0, No 25 Nimiten 3acoby 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HAYEHHS

mr, in bulk: no 5000
TabneTok y nakertax

OAVHWLb BUMIPIOBaHHS Y cucTeMi S| Ta iHLWOT TeXHIYHOT
iHchopmaii. OHOB/IEHHS BXe 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs A/18 yrnakosku in bulk:
no 5000 TabneToK y nakeTax (BHECEHHS MO3HaYeHb
OAMHMLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCBLKOro andyasiTy; TOLLO);

BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHA» MKA N3:
3anponoHoBaHo: MapkyBaHHS Y BiAMNOBIAHOCTI 40
3aTBEPKEHOro TeKCTY MapkyBaHHs. AnsA ynakosku in bulk:
MapKyBaHHs Y BifNOBIAHOCTI 40 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS, L0 A04AETHCS.

TepMmiH BBEEHHS 3MiH NMPOTAroM 6 micAuiB nicns
3aTBEPAKEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
329. | CUNAOKAL TabneTku, BKpUTI Lbxy6inaHTt IHais [bxy6inaHT [IxeHepikc IHais BHECEHHS 3MiH 0 peecTpavLjiiiHuX maTtepianis: 3MiHu | Tuny - UA/13707/01/02
nNiBKOBOIO L[hkeHepikc Nimitepn - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
0600HKot0, N0 50 Nimiteq 3ac06y 3 BHECEHHAM iH(hopMmalii LLoA0 3a3HaYEHHS
wmr, in bulk: no 5000 OAVHWLb BMMIPOBaHHS Y cucTemi S| Ta iHLWOT TeXHIYHOT
TabneTok y naketax iHchopmawii. OHOBNEHHS BXe 3aTBEPAKEHOro TEKCTY
MapKyBaHHA 4717 ynakosku in bulk:
no 5000 TabneTok y nakeTax (BHECEHHS MO3HA4YeHb
O VHWLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCBLKOro anid)asiTy; TOLLO);
BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHa» MKHA N3:
3anponoHoBaHo: MapKyBaHHA Y BiAMNOBIAHOCTI JO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. [1na ynakosku in bulk:
MapkyBaHHS Y BiNOBIAHOCTI 0 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
TepMmiH BBEfleHHS1 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS
330. | CUNAOKAL TabneTtku, BKPUTI [xy6inaHt IHAis Lbxy6inaHT IxeHepikc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy - UA/13707/01/03
nNiBKOBOIO [bxeHepikc Nimiteq - OHOBJ/IEHHS! TEKCTY MapKyBaHHS1 YNakoBKW /iKapCbKOro
060/10HKOI0, Mo 100 Nimiteq 3aco6y 3 BHECEHHSAM iHchopMaLii LLoA0 3a3HaYEHHS
mr; in bulk: no 5000 OAVHWLb BUMIPIOBaHHA Y cucTeMi S| Ta iHLWOT TEXHIYHOT
TabneTok y naketax iHcbopmaii. OHOB/IEHHS BXE 3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs 4519 ynakoBku in bulk:
no 5000 TabneTok y naketax (BHECEHHSI NO3HAYEHb
OAVHVLb BMMIPIOBaHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCbKOro andasiTy; TOLLO);
BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHa» MKA N13:
3anponoHoBaHo: MapkyBaHHs Y BiAnNoOBIigHOCTI A0
3aTBEPXEHOr0 TeKCTy MapKyBaHHS. [ns ynakoBku in bulk:
MapkyBaHHS Y BiNOBIgHOCTI 40 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS, L0 A0AA€ETLCS.
TepMmiH BBeZleHHS 3MiH NPOTArom 6 micauis nicns
3aTBEPAKEHHS
331. | CUNAOKAL TabneTkun, BKpUTI [bxy6inaHTt IHAis [bxy6inaHT [xeHepikc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13706/01/01
NNiBKOBOO [IbxeHepikc Nimiten - OHOBJ/IEHHS TEKCTY MapKyBaHHA yNakoBKW MiKapCbKoro peyenmom
060/10HKOI0, M0 25 Nimiten 3aco6y 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HaueHHs

mr, no 4 a6o no 10
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI KopoobLi

OAVHWLb BUMIPOBaHHS Y cucTemi S| Ta iHLWOT TeXHIYHOT
iHdbopmauii. OHOB/IEHHA BXe 3aTBEePKEHOro TEKCTY
MapKyBaHHS A1 ynakosku in bulk:
no 5000 TabneTok y nakeTax (BHECEHHS MO3Ha4YeHb
OAVHWLb BUMIPIOBAHHS i3 32CTOCYBaHHAM NiTep
NaTUHCBLKOro andasiTy; TOLLO);

BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHa» MKHA N3:
3anponoHoBaHo: MapkyBaHHA Y BiAMNOBIAHOCTI A0
3aTBEPKEHOro TeKCTY MapkyBaHHSA. [ns ynakosku in bulk:
MapkyBaHHs Y BifNOBIAHOCTI 40 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
TepMmiH BBeZeHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS
332. | CUNAOKAL TabneTkun, BKpUTI [bxy6inaHTt IHAis [bxy6inanT [xeHepikc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13706/01/02
NNiBKOBOO [bxeHepikc Nimiten - OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKW MiKapCbKOro peyenmom
060/10HKO10, M0 50 Nimiteq 3aco6y 3 BHECEeHHAM iHhopMaLlii LWoA0 3a3HauYeHHs
mr; no 4 a6o no 10 OAVHWLb BUMIPOBaHHS Y cucTemi S| Ta iHLWOT TEXHIYHOT
Tabnetok y 6nictepi; iHchbopmaii. OHOBEHHS BXe 3aTBEPAYKEHOIO TEKCTY
no 1 6nictepy y MapKyBaHHs A/18 ynakosku in bulk:
KapTOHHI KopoobLyi no 5000 TabneTok y naketax (BHECEHHSI NO3HAYEHb
OAVHMLb BMMIPOBaHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCBLKOro and)asiTy; TOLLO);
BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHs» MKA N3:
3anponoHoBaHo: MapkyBaHHS Y BiAMNoOBIigHOCTI A0
3aTBEPKEHOro TeKCTY MapkyBaHHA. NS ynakosku in bulk:
MapkyBaHHs Y BifnNOBIAHOCTI 40 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
TepMiH BBEEHHS 3MiH NPOTAroM 6 micALiB nicns
3aTBEPMAKEHHS
333. | CUNAOKAL TabneTku, BKpUTI Lxy6inaHTt IHAjA Lbxy6inaHT [pxeHepikc IHAjA BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUNy 3a UA/13706/01/03
NNiBKOBOO [LbxeHepikc Nimiten - OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKW MikapCbKoro peyernmom
0600HKot0, Mo 100 Nimiteq 3aco6y 3 BHECEHHSAM iHthopMaLii LWoA0 3a3HaYEeHHS
Mr; no 4 a6o no 10 OAVHMLb BUMIPIOBAHHA Y cucTeMi S| Ta iHLWOT TEXHIYHOT
TabneTtok y 6nictepi; iHcbopmaii. OHOB/IEHHS BXe 3aTBEPKEHOro TEKCTY
no 1 6nictepy y MapKyBaHHs 4719 ynakosku in bulk:
KapTOHHIlA KopoobLi no 5000 TabneTok y nakeTax (BHECEHHS1 MO3HA4YeHb
O MHWLb BUMIPIOBAHHS i3 3aCTOCYBaHHAM NiTep
NaTUHCBLKOro andyasiTy; TOLLO);
BHECEHHS 3MiHM A0 po3ainy «MapkyBaHHA» MKHA N3:
3anponoHoBaHo: MapkyBaHHA Y BIAMNOBIAHOCTI 40
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. [1ns ynakosku in bulk:
MapkyBaHHS ¥ BiNOBIgHOCTI 0 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS, L0 A0AAETHCS.
TepMmiH BBEeHHS 3MiH NpOTArom 6 micauis nicns
3aTBEPAKEHHS
334. | CANIBOP 35 TabneTkun, BKPUTI ToBapuctso | YKpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 PeECTpaLiiHNX MaTepianiB: yTOYHEHHS - UA/14692/01/01
NAiBKOBOIO 3 06MEXEHO peecTpavuiiHoi npoueaypv B Hakasi MO3 YkpaiHu Ne 2690
o6onoHkoto, no 35 06MeXeHo BiANOBIA&/IbHICTIO Bia 02.12.2021. 3miHu | Tuny - 3MiHK 3 skoCTi. [OTOBWMIA
mr, in bulk: no 1000 BiAgnosigasib "®apmMaLeBTnyHa nikapcbkuii 3aci6. Cuctema koHTeliHep/3akynoptoBasibHUl
a60 10000 TabnieTok | HicTio KoMnaHis "3aopos'a” 3aci6. 3MiHa nocTavasibHMKa NaKkyBaslbHUX MaTepiasiB abo
y nakerti "papmaueBT KOMMJ/IEKTYIOUMX (SIKLLO 3a3HA4YeHO B A0OCbLE) (3aMiHa abo
nonieTueHosomy nyHa [ofaBaHHA nocTavyasibHUKa) BHECEHHS 3MiH A0 MaTepianis
KOMMNaHis peecTpavuiiiHoro gocbe p. 3.2.P.7. Cuctema KoHTeinHep/
"3popos'a” 3aKyrnoproBasibHWIA 3acib, a came [0AaTKOBO A0

3aTBepaXXeHnx noctavyanbHUKIB NepBUHHOINo NakyBaHHA
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

(chonbru antoMiHiEBOT) BBOAUTLCA HOBUIA NOCTaYasIbHUK
TOB “AnTpeiin”, YkpaiHa. Cneuudpikauii Ta Metoau
KOHTPO/I0 AKOCTI IAEHTUYHI. FAKICHI 860 KiIbKiCHI 3MiHK
Cknagy nakyBaslbHOrO Marepiany BifgCyTHi. 3miHun | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BignoBigHoCTI €Bponelicbkili hapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBEHOro cepTudiikaTa
BifnoBigHOCTI ab60 BUYYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®I; ana BuxigHoro
Marepiany/peareHTy/npoOMiKHOTO MPOAYKTY, L0
BVKOPVCTOBYHOTLCS Y BUPOOHULTBI ADI; A5 AONOMIXHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBMEHUIA cepTudikat Bif yxe
3aTBEPAKEHOr0 BUPOGHUKA - NoAaHHs oHoBneHoro CEP
Ne R1-CEP 2008-237-Rev 04 gns A®| po3toponLui
NIAMUCTOI EKCTPaKTY CyXOro Bif, BXe 3aTBEPAKEHOI0
Bupo6HuKa TEVA CZECH INDUSTRIES S.R.O., Czech
Republic 3 yTouHeHHAM agpecn MicLie3HaxomKeHHs
BMPOGHMKA; B pamax npoLeaypy BHECEHI 3MiHU Y
cneumdikaujito/metToan KOHTposo Ha APl a came
BW/yYEHO N. «BTpaTta macu npu BUCYLLYBaHHI», BBEEHO
nokasHuk «Boga» (y 38’A3Ky 3 MPUBEAEHHAM Y
BignoBigHicTb o Bumor EP). Y p. «Cknag» MKA 113 -
YTOYHEHHS CNiBBiAHOLIEHHS BUXiAHOrO MaTepiany i
OflEPXaHoro ekcTpakTy (3aTBepaxeHo DER 24-27:1,
3anponoHoBaHo: DER 22-27:1), BignosigHo A0
npeacTaBieHoro oHossieHoro CEP. 3MiHn y TekcTi
MapKyBaHHS BTOPUHHOT YNakoBKW NiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.

335.

CUMBACTAT
NH

KpucTaniyHmi
NOPOLLIOK
(cybeTaHuis) y
naketax
NoNieTUIEHOBNX
ans
chapmaLeBTUYHOTO
3aCTOCYBaHHsI

ToBapucTBo
3
obmexeHoo
BignoBigasb
HICTIO
"PapmaueBT
nyHa
KOMnNaHis
"3p0pos'a"

YkpaiHa

WAHIOM L3IHCIHb
OAPMACBIOTIKAS
KO., NTA.

Kutaii

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny
- 3MiHu 3 siKocTi. CepTuddikat BignosigHocTi/ITE-
cepTudikaT BiANOBIAHOCTI EBPONENChHKIN
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOIO cepTudiKaTa BiANOBILHOCTI a60 BUNYYEHHS
cepTudikaTa BignosigHOCTI EBponeiichbkin dhapmakonei:
ans A®l; ansa BuxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; Ans
[0MNOMDKHOT peyvoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoB/IeHUIA cepTudikar Big
y)Xe 3aTBeppKeHOro BUpO6HUKa - NoJaHHA OHOB/IEHOTO
cepTtudikaTa BignosigHOCTI EBponelickbkin dhapmakonei Ne
R1-CEP 2005-300 - Rev 05 (3atBepmxeHo: R1-CEP 2005-
300 - Rev 04) ana A®I, 5K HacnifoK NPUBEAEHHS TEPMIHY
NepPeKoHTPO/II0 Y BiAMNOBIAHICTb A0 BUMOT OHOBieHoro CEP
(6yno: 18 micsauis; ctano: 36 micauis)

UA/18073/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
336. | CUHIIOH® TabneTkn XxyBasbHi, BAT YropwuHa BAT "lepeoH PixTep", YropuwuHa/ | BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny 3a UA/10511/02/01
no 4 wmr; no7 "l'efeoH YropLwmHa (Bunyck MonbLua - 3MiHM WoAo 6e3nekn/eheKTUBHOCTI Ta thapmakoHarnaay. peyenmom
TabneTtok y 6nictepi; PixTep" cepii); TOB "TegeoH BBeneHHs1 abo 3MiHM A0 y3araslbHEHUX JaHWX Npo
no 2, abo no 4, abo PixTep MonbLya”, cucTemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
no 8 GnictepiB y Monbwa (KoHTpob [aHunx npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIiA ynakoBL,i AKOCTI, [03BIN Ha YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iiCHEHHS
BUNYCK cepi; dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
BUPOBHULTBO 3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
Hepo3acoBaHOro AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
NpoAyKTY, NepBMHHA BiANOBIAA/IbHOI 32 34iiCHEeHHA ddapmakoHarnsagy
ynakoBKka, BTOPUHHA (BKNHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLeHHi
ynakoBKa) MacTep-chalina cuctemu papMakoHarnisgy) - 3miHa
KOHTaKTHUX AaHVX YOBHOBaXKEHOI 0COOMN 3asBHUKA,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy. 3miHa
Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHs MacTep-
thaiina cuctemu chapmakoHarnsgy
337. | CUHINTIOH® TabneTku XyBaslbHi, BAT YropwmHa BAT "lepeoH Pixtep", YropumHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/10511/02/02
no 5 wmr; no 7 "l'epeoH YropuwHa (Bunyck Monbwa - 3MiHM WoAo 6e3neku/eheKkTNBHOCTI Ta hapmakoHarnagy. | peyenmom
Tabnetok y 6nictepi; PixTep" cepii); TOB "l'eneoH BBeneHHs1 abo 3MiHU [0 y3arasibHEHUX JaHuX Npo
no 2, abo no 4, abo PixTep Monbwa”, cuctemy thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX
no 8 6nicTepiB y MonbLa (KoHTposb [JaHnX npo cuctemy dpapmakoHarnsgy, amiHa
KapTOHHIiA ynakoBL,i AKOCTI, O3BI/T HA YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
BMNYCK CepiT; hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
BMPOGHMLTBO 3asBHMKa 415 34iiCHEHHA ddapMmakoHarnsagy B Ykpaii,
Hepo3ghacoBaHOro AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
NPOAYKTY, NEpPBUHHA BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
ynakoBKa, BTOPUHHA (BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
ynakoBKa) MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHMX JaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsgy. 3miHa
MicLs 34iliCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3HaxomKeHHsS MacTep-
thaiina cuctemun chapmakoHarnsgy
338. | CUH®/IOPUK | cycneHsis gns nakcoCmit Benuvka nakcoCmiTKNsiiH Benebris BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 3a UA/15363/01/01
c™ iH’exuii; no 1 posi KnsinH BpuTtaHis Bionoaxikans C.A. - nepernsag MeToAy aHanidy Ta KpuTepito NpUiAHATHOCTI peyenmom
BAKUWHA (0,5 mn) cycnensii Ekcnopt pulling test gna koBnavka 13 mm vial flip-off cups ans
ana ANs iH'eKUiid y Nimiten npuBeAeHHs y BiANoBIgHICTb A0 ISO 8362-6 “Injection
MNPO®INTAKT nonepeaHbL0 containers and accessories - Part 6: Caps made of
KN HanoBHEHOMY aluminium-plastics combinations for injection vials”
MHEBMOKOK | cknsHomy wnpuui y
OBOI KOMMEKTi 3 OfHiEI0
IHOEKLYI ronkoto abo 3 ABoMa
(MONICAXAP | ronkamu Ta 6e3
NaHWIA ronok; 1
AHTUIEH) nonepeaHsL0
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

TA
HETUMNOBAH
oi
FEMO®I/IbH
Ol IHOEKLII,
KOH'IOrOBA
HA,
ALCOPBEOBA
HA

HanoBHEHWI WnpuL,
3 rofikoto abo gsoma
ronkamu, abo 6e3
ronoky
iHOuBIAyaibHOMY
repMeTnyHo
3anakoBaHoMy
nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTyKoBoMy
KOHTEliHepy y
KapTOHHIlA KOpo6L;
no 1 gosi (0,5 mn)
cycneHsii ansa
iH'eKLin y
nonepegHL0
HarnoBHEHOMY
CKNSAHOMY LUNPULY;
no 10 wnpwuyis 3 10
ronkamu abo 6e3
ronok y
iHOVBIAYaNbHMX
repMeTnyHo
3anakoBaHux
NNacTUKOBUX
KOHTEliHepax y
KapTOHHIlA KOpo6L;
no 1 gosi (0,5 mn)
cycneHsii ansa
iH'eKLin y
MOHOZ,030BOMY
CKNAHOMY (p1aKOHi;
no 1, 10 a6o 100
h1aKkoHiB y
KapTOHHI KopobLyj;
no 2 gosun (1 mn)
cycneHsii gns
iH'EKUil y
MyNbT,030BOMY
chnakoHi; no 100
hnakoHiB y
KapTOHHI KOpo6Li

339.

COJEPM®

PO34MH HaLLKIpHWiA
0,1 %, no 15 mn, 30
mA, 50 m, 100 mn y
chnakoHax 3
KpanenbHuLeto; no 1
hakoHy B

TOB "MIBE
YKPAIHA"

Ykpaina

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny
— 3MiHa hopMM KpanesnbHUL, L0 BUKOPUCTOBYETLCA AN
BBE/JEHHS /iKapCbKOro 3acoby ans hnakoHa (Hacagka-
KpanenbHULA cTana Aosracta), 6e3 3MiHW nakyBaslbHOro
Matepiany. OHoBneHHs p. 3.2.P.7. Cuctema koHTelHep/
3aKynoproBasibHWIA 3aci6 (BHECEHI 3MiHW, siki Tenep

3a
peyenmom

UA/10254/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI navu,i BiJO6GpaXaloTb NOTOUHUIA CTaH LLOA0 MaTepianis, a Takox
Aeknapadii BignosigHoCTI
340. | CONEAYM® racTpope3nNCTEHTHI Kaccenna- HimeuunHa ApTtecaH ®apma N'M6X | HimeyunHa/ | BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/15105/01/01
®OPTE Kancysv M siki, no mep M'v6X & & Ko. KT, HimeuunHa PymyHis - 3MiHV BHECEHI [0 iHCTPYKLiT 4718 Mean4HOro peyenma
200 wmr; no 20 Ko. KI (nepBuHHe Ta 3acTOoCyBaHHS NikapcbKoro 3acoby y po3gin "Cnocib
Kancyn y énictepi; BTOPVHHE NaKyBaHHS); 3acToCyBaHHA Ta fo3n"
no 1 6nictepy B ApTtecaH ®apma M'MBX
KapTOHHI Kopo6Lyj; & Ko. KI, HimeuunHa
no 25 kancyny (BTOPUHHE
6nicTepi; no 2 abo 4 nakyBaHHs); KataneHt
6nictepu B HimeuunHa E6epbax
KapTOHHI Kopoobui vM6X, HimeuunHa
(BMPOGHMLTBO Kancys
(6e3 nokpuTTA) in
bulk); Knoctepdpay
Bepnin T'M6X,
HimeuunHa
(HaHaceHHs NoKpuTTA,
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
Bunyck cepii); C.K.
Csicckanc PymyHis
C.P.J1., PymyHia
(BMPOGHMLTBO Kancysn
(6e3 nokputTA) in bulk)
341. | COJIEPOH Tabnetku no 100 wmr, TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/10209/01/01
100 no 10 Tabnetok y "ACIHO - nogaHHsA oHosneHoro CEP Ne R1-CEP 2003-099-Rev 03 peyenmom
6nicTepi; no 1, 3 abo YKPAIHA" ana A®| amicynbnpugy Bif 3aTBEpXEHOro BUPOOHMKa
6 6nicTepiB y Laboratorios Espinos Y Bofill S.A. (LEBSA), IcnaHis
KapTOHHIW nayu,i (3atBeppxeHo: R1-CEP 2003-099-Rev 02); 3miHu | Tuny -
nogaHHsa oHosneHoro CEP Ne R1-CEP 2009-215-Rev 01
onsa A®l amicynbnpuay Bif 3aTBEPKEHOro BUPOGHMKaA
ICROM S.R.L., ITanisa (3atBepgxeHo: R1-CEP 2009-215-
Rev 00); 3miHun | TUny - 3aTBEpXXEHHA METO/LIB KOHTPOI0
onsa N3 ConepoH 100, ConepoH 200, Tabnetku no 100
Mr, o 200 Mr yKpaiHCbKOK MOBOIO; 3MiHUW | TUNY - NoAaHHSA
oHoBneHoro CEP Ne R1-CEP 2009-215-Rev 02 ans Adl
amicynbnpuay Bif BXe 3aTBepKeHOro Bupo6Huka ICROM
S.R.L,, Itania (3arBepaxeHo: R1-CEP 2009-215-Rev 01)
342. | CONEPOH Tabnetku no 200 mr TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/10209/01/02
200 no 10 TabneTok y "ACIHO - nogaHHs oHosneHoro CEP Ne R1-CEP 2003-099-Rev 03 peyenmom
6nictepi; no 1, 3 abo YKPAIHA" onsa A®l amicynbnpuay Bif 3aTBEPAKEHOro BUPOGHMKA

6 6nicTepiB y
KapTOHHI navui

Laboratorios Espinos Y Bofill S.A. (LEBSA), IcnaHis
(3atBepmxeHo: R1-CEP 2003-099-Rev 02); 3miHu | Tuny -
nogaHHsa oHosneHoro CEP Ne R1-CEP 2009-215-Rev 01

ans A®| amicynbnpuay Bif 3aTBEpAXEHOro BUPOGHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ICROM S.R.L., ITanisa (3atBepgxeHo: R1-CEP 2009-215-
Rev 00); 3miHun | TUNy - 3aTBEPAKEHHA METO/IB KOHTPO/IIO
onsa N3 ConepoH 100, ConepoH 200, Tabnetkn no 100
Mr, Mo 200 Mr yKpaiHCbKOK MOBOHO; 3MiHW | TUNY - NOAAHHSA
oHoBsieHoro CEP Ne R1-CEP 2009-215-Rev 02 ans A®I
amicynbnpuay Bif BXe 3aTBepKeHOro Bupo6Huka ICROM
S.R.L,, Itania (3atBepaxeHo: R1-CEP 2009-215-Rev 01)
343. | Coni3nm TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/5694/01/01
DPOPTE 060/10HKOIO, "TexHonor" - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumit 3aci6. KoHTpob peyenma
KVLLKOBOPO3YMHHI N0 roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
3000 F.I.P. OA, no cneuudikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
10 TabneTok y NiKapcbKoro 3acoby - 3MiHa NepiogMYHOCTI KOHTPO/IO 3a
6nicTepi, no 2 nokasHukoM “"MikpobionoriyHa uictoTta" B Cneuundikauii
6nictepy y nauui 3 N3 3 nocepiliHoro Ha BMGIPKOBUiA (NepLUy Ta KOXHY M'ATy
KapToHy HaCTYMHy cepii, ane He pigLwe o4HOro pasy B pik)
344. | CONNAAEIH TabneTky Po3UNHHI nakcoCmit Benuka nakcoCmiTKnaiH IpnaHgis BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | TUny 3a UA/4740/01/01
no 2 Tabnetkn y KnsiiH BpuTaHis [axrapsaH JlimiTes - BUAAIeHHA BUPO6GHUYOI AinbHuui ansa Al (Kogeiny peyenmom
cTpuni; no 6 cTpunis KoHcblomep docdat remirigpar) MacFarlan Smith Limited, United
Y KapTOHHiIli kopobui Xernckep Kingdom. 3aTBepaxeHa BUpo6GHMYa AiNbHULS, WO
(FOK) 3aNMInnach, BUKOHYE Ti caMi GOYHKLI, L0 BUyYeHa
TpeligiHr
Nimiteq
345. | CODITI® TabneTkun, BKPUTI TOB YkpaiHa Na6opaTtopioc /leoH Icnanis BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | TUNY 3a UA/16220/01/01
NAiBKOBOIO "BOPBAPT dapma, C.A. - BBEJeHHA [04aTKOBOro Hosoro metogy BEPX peyenmom
o6onoHkoto, 0,03 C ®APMA" (BHYTpIWHI HoMmep PR102), siknit 6yB po3pobeHnii Ta
Mr/2 wmr, no 28 npoBanifoBaHuii 4ns Metony «KinbkicHe BU3HAUEHHS»
(21+7) Tabnetok y JOiEHorecTy Ta eTuHinecTpagiony y tabnetkax. Takox, sk
6nicTepi; no 1 HacnigoK 3MiHM BHOCATLCA Y cneumaikaL,ito KiHLeBoro
6nictepy pasom 3 NPOAYKTY 3a nokasHnkamu «OAHOPIAHICTb [03YBaHHSA
KaUileHA4apHo LIEHOTEeCTY Ta eTuHINecTpagiony» Ta «laeHTndikayis
LUKasI010, TPUMadyeM JieHorecTy Ta eTuHinecTpagiony»
ans énictepy y
KapPTOHHI KOpooOLii
346. | CTPENCIIC® | nboAsiHUKK; Nno 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/13607/01/01
ONns [ITEN NbOASAHUKIB Y BeHkizep BpuTtaHis Xenckep IHTepHeLUHN BpuTtaHis - 3MiHM WoAo 6e3neku/eheKkTUBHOCTI Ta thapmakoHarnagy. peyenma
6+ 6nicTepi; no 1 abo 2 Xenckep Nimiten BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX MPO
6nictepn B IHTepHeLLHN cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
KapTOHHilA KOpO6L Nimiteq [JaHnx npo cuctemy dhapmakoHarnsagy, smiHa

YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dpapmakoHarnagy
3asBHUKA 419 34iICHEHHA hapMakoHarniagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MILLIEHHi
MacTep-chaiina cuctemm dhapmakoHarnsay) - amiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBiga/IbHOT 3a
thapmakoHarnag,.
MponoHoBaHa pepgakuis: [p. XenbmyT Meik Bexpenc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
thapmakoHarnag. 3MiHa MicLie3HaxoMKeHHs MacTep-
(haiina cuctemu hapmakoHarssgy Ta noro Homepa
347. | CTPENCINIC® | cnpeil 0poMyKO3HUIA, PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/15692/01/01
IHTEHC/B po34uH 8,75 BeHkizep BpuTaHis Xenckep IHTepHeLwHN BpvTaHis/ - 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy. peyenma
mr/gosa, no 15 mny Xernckep NimiTen, Benuka TainaHpg BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO
donakoHi; no 1 IHTEpHELUHN BpuTaHis (Bunyck cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
chnakoHy B Nimiteq cepii); PekkiTT JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
KapTOHHIA Kopoo6Li BeHkizep Xenckep YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
MaHydekuypiHr hapMakoHarnsay; KOHTakTHoOI ocobu 3 chapMakoHarnagy
(Tainang) Niviten, 3asBHMKa 415 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
TainaHg AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
(BUPOBHMLTBO, BiANOBIAA/IbHOI 3a 34ilicCHEHHA dapmakoHarnsgy
nakyBaHHs Ta (BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
NepBUHHWIA BUMYCK MacTep-aiina cuctemy papMakoHarnisay) - 3mMiHa
roTOBOrO NiKapCbKOro YNOBHOB&XXEHOI 0CO6U 3asBHUKA, BiAMNOBiAa/IbHOI 3a
3acoby) hapmakoHarnsg,.
MponoHoBaHa pepakuis: Ap. XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/ILHOI 3a
thapmakoHarnag. 3MiHa MicLie3Haxo4KeHHs1 MacTep-
thaiina cuctemu hapmakoHarnsgy Ta oro Homepa
348. | CTPENCINIC® | nboAsHWKK; no 12 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/6479/01/01
OPUINHANDBH | nbogsaHukiB y BeHkizep BpuTaHis Xenckep IHTepHeLHN BpuTaHis - 3MiHM WoAo 6e3neku/edheKTBHOCTI Ta chapmakoHarnagy. peyenma
nin 6nictepi, no 2 Xenckep Nimiteq BBeneHHs1 ab0 3MiHU A0 y3araslbHEHUX JaHWX Npo
6nictepu B IHTEepHeLwHN cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
KapTOHHIlA KopoobLi Nimiteq [aHunX npo cuctemy hapmakoHarnsgy, 3amiHa

YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEeHH:A ddapmakoHarnsagy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-chaiina cuctemu hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag,.

MponoHoBaHa pepakuin: Ap. XenbmyT Meik BexpeHc / Dr.
Helmut Meik Behrens. 3miHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOI 0c06y, BiANOBIAaLHOI 3a
hapMakoHarnsag. 3miHa MicLie3HaxoMKeHHsA MacTep-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(haiina cuctemu hapmakoHarssgy Ta noro Homepa
349. | cynbniPng NOpOLLOK TOB YkpaiHa IKPOM C.P.1. ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy - UA/11475/01/01
KpucTanivyHmi "Xapkiscbke - 3MiHn 3 sKocTi. CepTudikar BignosigHocTi/IE-
(cybcTaHuis) y hapmaneBT cepTudikaT BignoBigHOCTI EBpoNenchbkili
noaBiliHMX N4yHe thapmakonei/moHorpadii. NMogaHHa HoBoro abo
nonieTnIeHoBMX nignpvemMcTs OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
naketax gns 0 "3p0poB'a cepTudpikaTa BignosigHOCTI EBponelickbkiin hapmakonei:
hapMaLeBTUYHOIO Hapoay" onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIo
3acToCcyBaHHsA NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOGHULTBI AdI; Ana
[L0MNOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - OHOB/IEHWMIA cepTudikar Bif,
yXe 3aTBeppKeHoro BMpo6Huka. MogaHHs OHOBMEHOrO
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2011-074 - Rev 02 (3aTBepaxeHo: RO-CEP 2011-
074 - Rev 02) gns A®I, Ak Hacnigok BUTYyYEHHS NoKasHuka
«Baxki meTann», BBEEHHS 3BiTy 3 OLiHKU PU3MKIB OO
BMICTY €/IleMEeHTHWNX AOMILLOK BiAMNOBIAHO A0 BUMOT
HacTaHosu ICH Q3D Ta BUKIaZieHHs Ha3By Ta agpecu
BMpOGHMKa BignosigHo CEP.
350. | CYNb®ALUUN | kpanni ouHi 30 %, no TOB "®3 YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/5006/01/01
HATPIO 10 mny "BIOPAPMA BIO®APMA" - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarisay. peyenmom
nNacTyKoBoMy " BBefieHHs1 a60 3MiHM A0 y3arasibHEeHUX AaHux Npo
donakoHi; no 1 cuctemy thapmakoHarnsgy (BBefAeHHs y3araibHeHNX
chnakoHy y nauuj 3 JaHnX npo cuctemy dhapmakoHarnsgy, smiHa
KapToOHY YMOBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3a8BHMKa AN 34iICHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHEHHA hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOB&XEHOT 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnag.
MponoHoBaHa pepakuisn: Moy TeTaHa KOpiiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0COOM 3asBHUKA,
BigNoBigasIbHOI 3a dhapmakoHarnsg
351. | CYHITIHIB- Kancynu Teepai no Mictpan AHrniA Pewmegika ftg, Kinp; Kinp/ManbTa | BHeCeHHsi 3MiH [0 peecTpauiiiHux matepianis: 3MiHu | 3a UA/18837/01/01
BICTA 12,5 mr, no 7 kancyn | Kenitan Papmakea MNpemiym T™Mny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
y 6nicTepi; no 4 MeHemXMeH Nta., MansTa Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpaviiHoro
6nictepu B T NimiTeq NocBiJYEeHHs) 3MiHa agpecu 3asBHUKA
KapTOHHi KOpO6L
352. | CYHITIHIB- Kancynu Teepgi no Mictpan AHrnis Pewmegika N1a, Kinp; Kinp/ManbTa | BHeCEeHHsl 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/18837/01/02
BICTA 25 mr,no 7 kancyny | Kenitan dapmakea MNpemiym TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHyBaHHS peyenmom
6nictepi; no 4 MeHexMeH Nita., ManbTa Ta/abo agpecy 3asBHMKa (B/1aCHUKA PEECTpaLiiiHOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nictepu B T Nliviteq noceigyeHHs) 3mMiHa agpecu 3asBHUKaA
KapTOHHilA KopooLi
353. | CYHITIHIB- Kancynu Teepai no Mictpan AHrnis Pewmegika Nta, Kinp; Kinp/ManbTa | BHECEHHsi 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/18837/01/03
BICTA 37,5 wr, no 7 kancyn | Kenitan dapmakea MNpemiym TUMy - AOMIHICTPaTMBHI 3MiHW. 3MiHA HallMEeHyBaHHSA peyenmom
y bnicTepi; no 4 MeHemKkmeH NTa., Manbta Ta/abo agpecy 3asBHMKa (B/laCHUKa pPeEECTpaLiiiHoOro
6nictepu B T NimiTeq NnocBiJYeHHs) 3MiHa agpecu 3asaBHUKA
KapTOHHI Kopobui
abo no 4 kancynm y
6nictepi; no 7
6nicTepis B
KapPTOHHIi KOpooLii
354. | CYHITIHIB- Kancynu Teepgi no MicTtpan AHrnis Pewmegika N1a, Kinp; Kinp/ManbTa | BHeceHHsl 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/18837/01/04
BICTA 50 mr; no 7 kancyny | Kenitan dapmakea MNpemiym TUMy - AOMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHsA peyenmom
6nicTepi; no 4 MeHexmeH Nta., ManbTa Ta/abo agpecy 3asiBHMKa (B/laCHUKa peecTpaviiiHoro
6nictepu B T NimiTeq NnocBiAYEeHHs) 3MiHa agpecu 3asaBHUKA
KapTOHHI KopoobLi
abo no 4 kancynm y
6nictepi; no 7
6nicTepis B
KapPTOHHIi KOpoOLii
355. | TAOANA®DIN TabneTkun, BKPUTI [bxy6inaHTt IHAis [bxy6inanT [xeHepikc Icnanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/18127/01/01
NNiBKOBOIO [bxeHepikc Nimiten - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKMN MiKapCbKOro peyenmom
060/10HKOK N0 5 Mr Nimiten 3acoby 3 BHECEHHSIM iH(hopMaLii LLoA0 3a3HaYEHHS
Ne 30 (10x3) y OAVHWLb BUMIPIOBaHHS Y cucTeMi S| Ta iHLWOT TeXHIYHOT
6nictepax iHhopmauii. BHECEHHS 3MiHM Y po3ain «MapKyBaHHs»
MK#A J13: 3anponoHoBaHo:
MapkyBaHHs. Y BifnNOBIAHOCTI 40 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS 3MiH NPOTSArom 6 MicsiLiB
nicnsa 3aTBepayKeHHs
356. | TAOANNA®DIN TabneTkun, BKPUTI [bxy6inaHTt IHAis [bxy6inanT [yxeHepikc IHAis BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHW | TUNY 3a UA/18127/01/02
NNiBKOBOO [bxeHepikc Nimiten - OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKW MiKapCbKOro peyenmom
060/10HKO10, Mo 10 Nimiten 3aco6y 3 BHECEHHSIM iH(hopMaLii LLoA0 3a3HAYEHHS
mr Ne 4 (4x1), Ne 30 OAVHWLb BUMIPIOBaHHS Y cucTeMi S| Ta iHLWOT TeXHIYHOT
(10x3) y 6nictepax iHchbopmav,ii. BHeceHHS 3MiHM y po3ain «MapKyBaHHs»
MK$# J13: 3anponoHoBaHo:
MapkyBaHHs. Y BifnNOBIAHOCTI 40 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHsl. TepMiH BBE4EHHS 3MiH MPOTAroM 6 MicAuiB
nicnsa 3aTBepayKeHHs
357. | TAQANA®IN TabneTkun, BKpUTI [bxy6inaHTt IHAis [bxy6inanT [xeHepikc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/18127/01/03
NNiBKOBOIO [bxeHepikc Nimiten - OHOBJ/IEHHS TEKCTY MapKyBaHHSA yNakoBKW MiKapCbKOro peyernmom
060/10HKO10, M0 20 Nimiteq 3aco6y 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs

mr Ne 4 (4x1) y
6nicTepi

OAVHWLb BUMIPIOBaHHS Y cucTeMi S| Ta iHLWOT TEXHIYHOT
iHcbopmavii. BHeceHHS 3MiHM y po3ain «MapKyBaHHS»
MK$# J13: 3anponoHoBaHo:

MapkyBaHHs. Y BifNoBIAHOCTI 40 3aTBEPAKEHOIO TEKCTY




Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MapKyBaHHsl. TepMiH BBE4EHHS 3MiH MPOTAroM 6 MicAuiB
nicnsa 3aTBepayKeHHs
358. | TAMOKCU®E | Ttabnetku no 10 wr; TosapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/5528/01/01
H-340POB'AA | no 10 Tabnetoky 3 06MEXEHO - 3MiHV BHECEHO A0 iIHCTPYKLiT A1 MeAUYHOro peyenmom
6nictepi; no 6 06MeXeHOo BiANOBIAANILHICTIO 3aCTOCYBaHHSA NMikapcbKoro 3acoby y po3ainu:
6nictepiB y BignoBigasb "bapmavueBTnyHa "Oco6nMBOCTI 3aCTOCyBaHHA", "3acTocyBaHHS y Nepiog,
KapTOHHI kopo6Lyj; HiCTIO KommMaHisa "3g0poB'a” BariTHoCTi abo rogyBaHHs rpyaaro”, "MobivHi peakwyji
no 60 TabneTok y "®bapmaueBT BiANOBIAHO 4O OHOBNEHOT iHChopMaLi 3 6e3neku Aitoyoi
KOHTeliHepi nyHa peyoBuHW. BBEAEHHSA 3MiH NpoTAroM 6-Tv MicsuiB nicns
nnacTmMacoBoMy; no KomnaHis 3aTBEPKEHHS; CyMyTHSA 3MiHa - 3MiHW WoA0
1 KOHTelHepy B "3popos'a" 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnsgy. BHeceHHs
KapTOHHI Kopoobui abo 3miHa(1) [0 3060B'A3aHb Ta yMOB BuAAd
peecTpavuiiHoro NocBig4eHHs, BkIYatoum MNnax
ynpaBiHHA py3nKamu (3aCTOCYBaHHS TEKCTY, AKuii
NOroXeHN 3 KOMNETEHTHUM OpraHoM) - OHOB/IEHO MNnaH
ynpas/iHHA pu3nkamu, Bepcis 2.1 Ha TamokcudeH-
3a0poB'a, Tabnetkr no 10 mr no 10 TabneTok y 6nictepi;
no 6 6nicTepiB y kApTOHHI KOpobLi; no 60 TabNeTokK y
KOHTelHepi N1acTMacoBOMy; MO 1 KOHTENHepY B KAPTOHHIi
Kopobui abo no 20 mr no 10 Tabnetok y 6nictepi; no 3 abo
6 6nicTepiB y KAPTOHHIN kOpobLi. 3MiHW BHECEHO A0
cneumdikauii 3 6e3neky Ta 3axo4iB 3 MiHiMi3av,i pu3nkiB y
3B'A3KY 3 ypaxyBaHHSAM OHOBJ/IEHOT iH(hopmaLlii 3 6e3neku
3rigHo pekomeHgauii PRAC. BBefeHHs 3mMiH npoTsArom 6-
TN MicsILiB nicns 3aTBepKEHHS
359. | TAMOKCU®E | Tabnetku no 20 mr; ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/5528/01/02
H-3A40POB'AA | no 10 TabneToky 3 obmexeHoro - 3MiHV BHECEHO A0 IHCTPYKLiT 415 MeAUYHOro peyenmom
6nicTepi; no 3 abo 6 06MeXeHo BiANOBIAA/ILHICTIO 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ainu:
6nictepiB y BignoBiganb "apmaveBTnYHa "Oco6nmBOCTI 3acTOCyBaHHA", "3acTocyBaHHS y nepio,
KapTOHHI KopoobLi HICTIO KomnaHis "3g0pos'a" BariTHoCTi abo rogysaHHs rpygaro”, "MobiuHi peakwi"
"®apmaueBT BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn Aitoyoi
N4Ha pevoBUHU. BBeAEHHS 3MiH NPOTAroM 6-TW MicALIB nicas
KOMnNaHis 3aTBEPAKEHHS; CYNYTHSA 3MiHa - 3MiHK WoA0
"3popos'a”

6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHs
abo 3miHa(M) 8o 30608B'A3aHb Ta YMOB Buaadi
peecTpavyiiiHOro Noceig4eHHs, BkIovaoum MNnaxH
ynpaeiHHA py3nKamu (3aCTOCYBaHHS TEKCTY, AKuii
NOrofKeHW 3 KOMMETEHTHAM OPraHoM) - OHOB/IEHO MnaH
ynpasniHHA pu3nkamu, Bepcis 2.1 Ha TamokcudeH-
3po0poB'sa, Tabnetkn no 10 mr no 10 TabneTtok y 6aicTepi;
no 6 6nicTepiB y KAPTOHHIlA KOpobLi; No 60 TabneTok y
KOHTelHepi N1acTMacoBOMy; MO 1 KOHTENHepY B KapTOHHIi
Kopobui a6o no 20 mr no 10 TabneTok y 6nictepi; no 3 abo
6 6nicTepiB y KAPTOHHI kOpobLi. 3MiHW BHECEHO A0
cneumdikauii 3 6e3neku Ta 3axo4iB 3 MiHiMi3aLii pu3nkiB y

3B'5I3KY 3 ypaxyBaHHsIM OHOBJ/IEHOI iHchopmallii 3 6e3nekn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3rigHo pekomeHgauii PRAC. BBefeHHS 3MiH NpoTsArom 6-
TV MiCALIB NicNs 3aTBepIKEHHS
360. | TAY®OH Kpanni oyHi, 40 ToBapucTBo YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHa 3a UA/5345/01/01
Mr/M, o 5 mny 3 BMPOGHMLTBA, 3asBHUKa (BNacHMKa peecTpauiiHoro noceigyeHHs) (3rigHo |  peyenmom
donakoHi; no 3 06MeXeHOo KOHTPO/1b SIKOCTI, Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHS 3MiH
h1akoHM pasom 3 BiAgnoBigasb BUMYCK Cepii: NpPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHu | Tuny
KpULLIKOHO- HiCTIO ToBapucTBO 3 - 3miHu Wwopo 6e3nekn/edheKTUBHOCTI Ta
KpanensHuuelo y "®APMEKC 06MEeXEHO hapmakoHarnsagy. BeefeHHs abo 3MiHWM [0 y3arasibHeHUX
nauuj 3 KapToHy; No reyn" BiANOBIAA/LHICTIO AaHyx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
10 mn y doriakoHi; no "[locnigHwii 3aBog, y3araslbHeHVX faHux Npo cucteMy dpapmakoHarisay,
1 chnakoHy pa3om 3 "MHUIC", YkpaiHa; BCi 3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIJabHOI 3a
KPWLLKOHO- cTagjii BUpoGHMLTBA, 3[iiCHEHHST (papMakoHarnsay; KOHTakTHOT 0cobu 3
KpanenbHULEe y KOHTPO/b AKOCTI, thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
naJi 3 KapToHy BUNYCK cepil: hapmMakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
TosapucTso 3 YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
obmexeHo thapmakoHarnagy (Bk/oyatoum KOHTaKTHi AaHi) Ta/abo
BiANOBIAA/ILHICTIO 3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
"®APMEKC Irpyn", hapmakoHarnsgy). 3miHa ynoBHOBaXKeEHOT 0co6U
YkpaiHa 3asBHUKA, BiANOBIAa/IbHOI 3a hapmakoHarnsag. [iroya
pepakuis: MnakciHa OneHa BonogumupisHa.
MponoHoBaHa pegakuis: Tonokesny Bonognmmp
tOpiioBMY. 3MiHa KOHTaKTHMX AAaHUX YNOBHOBaXKEHOT
0Cco6u 3as1BHYKA, BiANoBiga/IbHOT 3a hapMakoHarnsg.
3MiHa MicuA 3AiICHEHHS OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-
dpaiina cuctemu papmMakoHarasay.
361. | TENIMICTAH Tabnetkun no 80 mr/ KPKA, 4.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15858/01/01
80 12,5mrno 7 HoBo mecTO MecTo - 3MiHa HallMeHyBaHHS Ta afpecu Micus NpoBaKeHHs peyenmom

TabneTtok y 6nictepi;
no 2 a6o 4, a6o 8,
abo 12, abo 14
6nictepiB y
KapTOHHI Kopo6Lyj;
no 10 Tabnetok y
6nictepi; no 3 a6o 6,
a6o 9, abo 10
6nicTepiB y
KapTOHHIlA KopooLi

LiSiNbHOCTI BUPOOHMKa BUXIAHMX MaTepianiB Ta
npomixHoro npoaykty Haimen City Chemgoo Pharma Co.,
Ltd., L0 BUKOPUCTOBYETHLCA Y BUPOOHULITBI aKTUBHOT
peyoBuHM TenmicapTaHy (NpoLec 2) y 3B'A3Ky i3
BMPOBHNYO HEOobXifgHICTo. MicLe po3TallyBaHHSA
BMPOGHMWYOI AiNbHMLj Ta BCi BUPOGHMYI onepadii
3aNMLLAKTHCA HE3MIHHMMU; 3MiHKM | TURY - 3MiHa agpecu
MiCLAl NPOBaXEHHS Ais/IbHOCTI BUpo6HMka Topharman
Shandong Co., Ltd., Skuii € KOHTPaKTHUM BUPOGHMKOM ADI
TenmicapTaHy y 3B'A3Ky i3 BUPOOHNYOO HEOOXIAHICTHO.
Micue posTallyBaHHS BUPOOHWNYOT AiNbHUL Ta BCi
BMPO6GHUYI onepavii 3a/MwarTbest He3MIHHUMU; 3MiHW |
TUny - NoAaHHA HOBOro cepTuddikaty BiANOBIAHOCTI
€sponeiicbkii hapmakonei Ne RO-CEP 2015-307-Rev 01
onsa A®| TenmicaptaHy Bif BXe 3aTBEPKEHOIO
Bupo6Huka KRKA, d.d., Novo mesto ans npouecy 2
(ROSL1); 3miHM | TNy - NOA@HHA OHOBMIEHOTO cepTudikaTty
BiAgNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2008-217-Rev 04 ana A®I TenmicapTaHy Big, Bxe
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aTBepmxeHoro BupobHuka Alembic Pharmaceuticals
Limited; 3miHun | TUNY - NOgaHHA OHOBNEHOTO cepTudikaTy
BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP
2008-217-Rev 05 gnsa A®| TenmicapTaHy Big, BXe
3aTBepxeHoro BupobHrka Alembic Pharmaceuticals
Limited; 3miHm | TUNY - NOgaHHA OHOBNEHOTO cepTudikaTy
BiANoBigHOCTI €Bponelicbkili hapmakonei Ne R1-CEP
2008-217-Rev 06 ana A®I TenmicapTtaHy Bif, Bxe
3aTBepAxeHoro Bupo6Hrka Alembic Pharmaceuticals
Limited. Ak Hacnigok BBeAEHO A0AaTKOBY BUPOOHNYY
pinaHky APl Unit-11l, Plot No. 842-843, Village Karakhadi
Taluka Padra, District Vadodara India-391 450 Vadodara,
Gujarat; 3MiHM | TUMY - NOAAHHA OHOBNIEHOTO cepTudikaTty
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2008-217-Rev 03 gna Adl TenmicapTaHy Big, Bxe
3aTBepmxeHoro BupobHuka Alembic Pharmaceuticals
Limited; 3miHun | TUNY - NOgaHHA OHOBNEHOTO cepTudikaTy
BignoBigHocTi €Bponelicbkili hapmakonei Ne RO-CEP
2015-307-Rev 02 gnsa A®| TenmicapTaHy Big, BXe
3aTBepaxeHoro BupobHuka KRKA, d.d., Novo mesto ans
npouecy 2 (ROS1). Ak HacnifoK yTOYHEHHS agpecun
BVMPOGHMYOI AinbHNL; 3MiHu | Tuny - nepeknag MKA 3
pocilicbKoi MOBM Ha YKpaiHCbKy MOBY [/151 NPUBEAEHHS Y
BIANOBIAHICTb 40 BUMOT YMHHOI peaakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 poky. BBefeHHS 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPMKEHHS; 3MiHU | TUny -
noAaHHA OHOBMIEHOT0 cepTudikaty BiANOBIAHOCTI
€ponevicbkin hapmakonei Ne R1-CEP 2008-217-Rev 02
onsa A®| TenmicapTaHy Bif BXe 3aTBEPKEHOIO
BMpo6HMKa Alembic Pharmaceuticals Limited

362.

TEMOJAN®

NOPOLLIOK A/1A
pO34nHy Ans

iHcpy3iii no 100 mr, 1
dhakoH 3 NOPOLLKOM
Y KapTOHHIli kopobLi

Mepk LWapn
i Joym IOEA
M6X

LLiBefiuapis

Bakctep OHkonogxi
mM6X, HimeuunHa
(B1pOGHMLTBO
Hepo3dacoBaHoi
npoAykLii, nepBrHHe
nakyBaHHs Ta
KOHTPO/b SKOCTI);
LepiHr-Mnay /1a6o
H.B., Benbris
(BTOpPVHHE NaKyBaHHSA
Ta [103BiN1 Ha BUNYCK
cepii)

HimeuunHa/
Benbris

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu ||
TUMY - 3MiHW BHECEHO A0 IHCTPYKUIT AN MeguyuHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHA rpyaat”, a came, yTo4HeHa
iHchopmav,is Wof0 TEPMIHIB BUKOPUCTaHHS 3aco6iB
KOHTpauenuii nig yac nikysaHHsA npenapatoM. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBEPIKEHHS

3a
peyenmom

UA/4893/02/01

363.

TEMOJAN®

Kancynu no 20 mr;
no 1 kancyniy
cauwe; no 5 a6o no
20 cawey
KapTOHHI KopooLi

Mepk LWapn
i Joym IAEA
M6X

LLiBefiuapis

OpioH dapma,
PiHNAHAIA
(anbTepHaTUBHWIA
KOHTPO/b AKOCTI);
OpioH Papma,

diHnaHpis/
Benbris

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |1
TUMY - 3MiHW BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS MikapcbKoro 3acoby A0 po3ainis
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rofyBaHHA rpyaat”, a came, yToyHeHa

3a
peyenmom

UA/4893/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PiHNAHAA iHchopMmaL,is WoA0 TEPMiHIB BUKOPUCTaHHS 3aco6iB
(BUPOGHULTBO KOHTpauenujii nig yac nikyBaHHsA npenapaToM. BBegeHHsA
Hepo3acoBaHoi 3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS
npoaykuii, NnepBnHHa
ynakoBka Ta KOHTpO/b
akocTi); WepiHr-Mnay
Na6o H.B., benbria
(nepBuHHa Ta
BTOPUHHA YNaKoBka,
[03BiN Ha BUNYCK
cepin)

364. | TEMOAAN® kancynu no 100 mr; Mepk LWapn Lseiuapis OpioH ®apwma, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/4893/01/03
no 1 kancyniy i foym IAEA diHnAHAIA Benbris TUMY - 3MiHN BHECEHO A0 IHCTPYKLii A5 MeauyHoro peyenmom
calue; no 5 a6o no veX (anbTepHaTUBHUIA 3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
20 cawey KOHTPO/b AKOCTI); "Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,

KapTOHHIA Kopoo6Li OpioH ®apwma, BariTHOCTi abo rogyBaHHs rpyaato”, a came, yToUHEHa
PiHNAHAiA iHhopmaLis WoA0 TEPMIHIB BUKOPUCTaHHS 3acobiB
(B1pOGHMLTBO KOHTpauenuii nig vac nikysaHHa npenapaTtom. BeegeHHs
Hepo3dacoBaHoi 3MiH MPOTAroM 6-TW MicsLiB Nicns 3aTBepOKEHHS
npoaykuii, nepBrHHa
yrnakoBKa Ta KOHTPO/1b
akocTi); Wepinr-Mnay
Na6o H.B., benebris
(nepBuHHa Ta
BTOPVHHA YMakoBKa,
[03BiN Ha BUNYyCK
cepii)

365. | TEMOMEAAK | kancynv no 5 mr, no Mepak HimeyunHa Mepak Nesenbluadt HimeuunHa/ | BHeCEHHs 3MiH 40 peecTpauiliHnx MaTepianis: 3mMiHu | Trny 3a UA/13562/01/01
5 a6o 20 kancyn y lesenbwadg dotop KniHiwe ITania - 3MiHM Y npoueci BUpobHuLTBa 13 - 3MiHW nopsaky peyenmom
chnakoHi, no 1 T throp Lneujanbnpenapate 3MilLyBaHHS AOMOMIXHUX PEYOBUH; BHECEHO 3a3HaYeHHs
donakoHy B nauuj KNiHiLwe M6X, HimeuunHa HOMep cuTa 415 NPOCiBaHHA Ta OHOBJ/IEHHA PO34iny

Lneuianbnp (BUPOBGHUK, LLLO CTabiNbHICTb Y 3B 513Ky 3 BUBYEHHSAM CTabiNbHOCTI A5
enapate Bignosigae 3a cepili BUrOTOB/EHMX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPVIHHY YNaKoBKY, BMPOOHMYOro npouecy; 3MiHu | Tuny - 3miHa y meTogax
KOHTpO/b/BUNPOGYBaH BUNpobyBaHHA A®| - BUSTyYEHHS BU3HAYEHHS
HS cepii, 403BiN Ha 3a/IMLWIKOBOr0 PO3YMHHMKA N-rentaH, Lo
BUMYCK Cepii); BUKOPVCTOBYETLCA HA MOYATKOBUX CTafisx npoLecy 3i
Hepdhapma C.p.J1., cTabiNbHO HU3bKMMU pe3ynbTatamu APl (OHOBNEHHS
ITania (BUPOOGHNLTBO ASMF Bepcito 6.0 (2016-12-13)); 3miHu | TUNY - 3MiHa
Hepo3acoBaHol po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
npoaykuii, nepBrHHa CTaTUCTUYHUX AaHHbIX (OHOBNEHHs ASMF Bepcito 6.0
ynakoBka, (2016-12-13)); 3miHm | TMNY - 3MiHa Yy meTogax
KOHTpOsb/BUNPOGYBaH BMNPOOYBaHHS NEPBUHHOI YNakoBKV rOTOBOTO /liKapCbKoro
HS cepil); XaynT 3acoby BUy4YeHHS MeToy BUNpoByBaHHA XiMiyHa
dapma Amaper Mv6X, CTiKiCTb thiakoHy (3aTBEpAKEHO: MiAPONITUYHA CTINKICTb);
HimeyunHa BUNPaBEHHS NOMW/IKN T. [iameTp dhnakoHy,
(BUPOGHNLTBO 3arBepaxeHo: 36,20 mm + 0,5 MM, 3anponoHosaHo: 35,7
Hepo3dacoBaHoi MM+ 0,5 MM; 3miHm |l Tuny - oHoBnenHss ASMF, 3 Bepcii 3.0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npoaykuii, NnepBnHHa o Bepcii 4.1 (K HacNi4oK OHOB/IEHO Ha3BY BMPOGHMKA
ynakoBKa, A®| (3aTBEpAKEHO: Chemagis LTD, 3anponoHoBaHo:
KOHTpO/b/BUNpobyBaH Perrigo API LTD); 3miHa agpecy BUPO6HMKa NPOMIKHOTO
HA cepil) NpoAyKTy; 3MiHa Ha3BM BUPOOHUYOI AinbHULI ANS
BUpOOHUYOT cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneundikauii A®I y 38°A3ky 3
npuBeAeHHAM A0 BUMOT MoHorpadii EP
(T.mikpobionoriyHa ymcToTa npusefeHo Ao sumor EP);
[ofaBaHHA asibTepHaTuBHoro metogy TEMO -21 ana
BU3HAYEHHS 3a/INLLIKOBUX PO3UYMHHWKIB (aLeTOoHITpMA Ta
aueToH); nepernsHyTo metog TEMO-09 (cnopigHeHa
peyoBuHa BEPX)
366. | TEMOMEAAK | kancynu no 20 wr, Mepak HimeyunHa Mepak Nesenbluadt HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny 3a UA/13562/01/02
no 5 a6o 20 kancyn lesenbliacp chrop KniHiwe ITania - 3MiHM Y npovueci BupobHuutea M13 - 3MiH1 nopagky peyenmom
y donakoHi, no 1 T chrop Lneuianbnpenapare 3MiLLyBaHHS [OMOMDKHUX PEYOBVH; BHECEHO 3a3HauyeHHs
dhnakoHy B nauuj KNiHiwe M6X, HimeuunHa HOMep cuTa 415 NPOCiBaHHA Ta OHOBJIEHHS PO34iny
Lneuiansnp (BUMPOBGHUK, L0 CTabifNbHICTb Y 3B A3KY 3 BUBYEHHSAM CTabi/IbHOCTI AN
enapate Bignosigae 3a cepili BUrOTOB/IEHMX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPVHHY YNaKoBKY, BMPOBGHMYOro npouecy; 3MiHW | TUMy - 3miHa y MeTogax

KOHTpO/b/BMNpobyBaH
Hs cepii, 4O3BIN Ha
BUNycK cepii);
Hepdhapma C.p.J1.,
ITanis (BMpOGHMLTBO
Hepo3dacoBaHoi
npoayKuii, NnepBnHHa
ynakoBka,
KOHTPONb/BUNPOGYBaH
HAa cepil); XaynT
dapma Amaper N'v6X,
HimeuunHa
(B1pOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHa
yrnakoBka,
KOHTpO/b/BUNpoOyBaH
HA cepil)

BMNpobyBaHHA A®I - BUNYyYEHHSI BUSHAYEHHS
3a/IMLLKOBOrO PO3YMHHUKA M-renTaH, Lo
BMKOPVCTOBYETLCA HA MOYATKOBMX CTafisX npoLecy 3i
CTabifibHO HM3bKMMK pesynbTaTamu APl (OHOBNEHHSA
ASMF Bepcito 6.0 (2016-12-13)); 3miHu | Tuny - 3mMiHa
po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
CTaTUCTMYHMX AaHHbIX (OHOBNeHHA ASMF Bepcito 6.0
(2016-12-13)); 3miHm | TNy - 3MiHa y meTogax
BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
3ac06y BUTyYeHHSA MeToAy BUNPOOYBaHHSA XiMidyHa
CTiKiCTb chr1akoHy (3aTBEpAPKEHO: MiAPONITUYHA CTINKICTb);
BUMpPaBeHHs NOMUKK T. [iameTp donakoHy,
3aTBepxeHo: 36,20 mm = 0,5 mm, 3anponoHosaHo: 35,7
MM+ 0,5 Mm; 3miHm |l TUny - oHoBneHHss ASMF, 3 Bepcii 3.0
00 Bepcii 4.1 (K HacNiAOK OHOBNEHO Ha3BY BUPOOHMKA
A®| (3aTBepmxeHo: Chemagis LTD, 3anponoHoBaHo:
Perrigo API LTD); 3miHa agpecy BUPO6HMKa NPOMIDKHOTO
NPOAYKTY; 3MiHa HAa3BU BUPOBHMYOI AiNbHULI ANS
BMPO6HMYOI cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneundikauii A®I y 38°A3ky 3
npuBeLeHHsM 40 BMMOT MOHorpadii EP
(T.mikpobionoriyHa yucToTa npuBeseHo Ao Bumor EP);
[ofasaHHA asibTepHaTuBHOro metogy TEMO -21 ansa
BM3HAYEHHS 3a/INLLKOBMX PO3YMHHMKIB (aLeToHITpWA Ta
aueToH); nepernsHyTo metog TEMO-09 (cnopigHeHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
peyoBuHa BEPX)
367. | TEMOMEAAK | kancynu no 100 wmr, Mepak HimeyunHa Mepak Nesenbliadt HimeuunHa/ | BHeCEHHS 3MiH [0 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny 3a UA/13562/01/03
no 5 a6o 20 kancyn lesenbliadp chrop KniHiwe ITanisa - 3MiHM Y npovueci BupobHuuTtea M13 - 3MiH1 nopagky peyenmom
y donakoHi, no 1 T chrop Lneuianbnpenapare 3MiLLYBaHHS [OMOMDKHUX PEYOBVH; BHECEHO 3a3HauyeHHs
dhnakoHy B nauuj KNiHiwe M6X, HimeuunHa HOMep cuTa 415 NPOCiBaHHA Ta OHOBJIEHHS PO34iny
Lneuiansnp (BUMPOBGHUK, L0 CTabifNbHICTb Y 3B 3Ky 3 BUBYEHHSAM CTabIi/IbHOCTI AN
enapate Bignosigae 3a cepili BArOTOB/IEHMX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPVHHY YNaKoBKY, BMPOGHMYOro npouecy; 3MiHW | TUMy - 3miHa y MeTogax
KOHTpO/b/BMNpobyBaH BMNpobyBaHHA A®I - BUNYyYEHHSI BUSHAYEHHS
HA cepil, [03BiN Ha 3a/IMLLKOBOrO PO3YMHHUKA M-renTaH, Lo
BUMYCK cepii); BUKOPVCTOBYETLCA HA MOYATKOBMX CTafisX npoLecy 3i
Hepdapma C.p.J1., CTabiNbHO HM3bKMMK pe3ynbTatamn APl (OHOBNEHHS
ITanis (BMpO6GHMLTBO ASMF Bepcito 6.0 (2016-12-13)); 3miHu | TUny - 3mMiHa
Hepo3acoBaHoi po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
npoayKuii, NnepBnHHa CTaTUCTMYHMX AaHHbIX (OHOBNeHHA ASMF Bepcito 6.0
yrakoBKa, (2016-12-13)); 3miHm | TNy - 3MiHa y meTogax
KOHTpO/b/BUNPOGYBaH BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
HAa cepil); XaynT 3ac06y BUTyYeHHSA MeToAy BUNPOBYBaHHSA XiMidyHa
dapma Amaper N'v6X, CTiKiCTb chr1akoHy (3aTBEpAPKEHO: MiAPONITUYHA CTINKICTb);
HimeuunHa BUNPaB/IEHHS NOMW/IKN T. [iameTp dhnakoHy,
(B1pOGHMLTBO 3arBepzxeHo: 36,20 mm = 0,5 MM, 3anponoHosaHo: 35,7
Hepo3dacoBaHoi MM+ 0,5 MMm; 3miHm |l TUny - oHoBneHHss ASMF, 3 Bepcii 3.0
npoaykuii, nepBrHHa 00 Bepcii 4.1 (K HAcNiAOK OHOBNEHO Ha3BY BUPOOHMKA
yNakoBKa, Ad| (3aTBEpAKEHO: Chemagis LTD, 3anponoHoBaHo:
KOHTpO/b/BUNpoOyBaH Perrigo API LTD); 3miHa agpecy BUPO6HMKa NPOMIDKHOTO
HA cepil) NPOAYKTY; 3MiHa HAa3BU BUPOBHWYOI AiNbHULI AN
BMPO6HMYOI cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneuudikauii A®I y 38°A3ky 3
npuBeLeHHsM 40 BMMOT MOHorpadii EP
(T.mikpobionoriyHa ymcToTa npueBeseHo Ao Bumor EP);
[ofasaHHA asibTepHaTuBHOro metogy TEMO -21 ansa
BM3HAYEHHS 3a/INLLKOBMX PO3YMHHMKIB (aLeToHITpWA Ta
aueToH); nepernsHyTo metod TEMO-09 (cnopigHeHa
peyosuHa BEPX)
368. | TEMOMEAAK | kancynu no 140 wr, Megak HimeuunHa Mepak lesenbwadpT HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiliHnx matepianis: 3miHu | Tuny 3a UA/13562/01/04
no 5 kancyny lesenbliad dotop KniHiwe ITanis - 3MiHM Y npovueci Bupo6bHuuTtea 13 - 3MiHK nopaaky peyenmom
donakoHi, no 1 T chrop Lnevuianbnpenapare 3MiLLyBaHHSA AOMNOMDKHUX PEYOBUH; BHECEHO 3a3HAaYeHHs
h1akoHy B navui KniHiwe M6X, HimeuunHa HOMep cuTa A1 NPOCiBaHHS Ta OHOB/IEHHS PO34iny
LWneuianbnp (BUPOGHWK, IO CTabiNbHICTb y 3B 3Ky 3 BUBYEHHAM CTabiNbHOCTI ANs
enapare Bignosigae 3a cepili BUrOTOB/IEHMX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPUHHY YMakKoBKY,

KOHTpOsb/BUNPOGYBaH
HS cepii, 103BiN Ha
BUMYCK cepil);
Hepdapma C.p.J1.,

BMPOGHMYOrO npouecy; 3miHu | Tuny - 3MiHa y metogax
BMNpo6yBaHHA A®I - BUNyYeHHSI BUSHAYEHHS
3a/IMLLKOBOrO PO3YMHHUKA M-renTaH, Wwo
BMKOPUCTOBYETHLCSA Ha MOYATKOBUX CTagisix npouecy 3i
CTabiNibHO HM3bKMMK pe3ynbTatamn AP| (OHOBNEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ITanis (BMpOGHMLTBO ASMF Bepcito 6.0 (2016-12-13)); 3miHu | Tuny - 3miHa
Hepo3dacoBaHol po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
npoayKujii, NnepBnHHa CTaTUCTUYHMX AaHHbIX (OHOBNEeHHA ASMF Bepcito 6.0
yrakoBka, (2016-12-13)); 3miHm | TNy - 3MiHa y meTogax
KOHTpO/b/BUNPOGYBaH BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
HA cepil); XaynT 3ac06y BUTyYeHHS MeToAy BUNPOBYBaHHSA XiMidyHa
dapma Amaper N'v6X, CTiKiCTb th/1akoHy (3aTBEpPAYKEHO: MiAPONITUYHA CTINKICTb);
HimeuunHa BUNPaBEHHS NOMU/IKN T. [iameTp dhnakoHy,
(B1pOGHMLTBO 3arBepxeHo: 36,20 mm = 0,5 MM, 3anponoHosaHo: 35,7
Hepo3dacoBaHoi MMz 0,5 mMm; 3miHm |l TUny - oHoBneHHss ASMF, 3 Bepcii 3.0
npoaykuii, nepBrHHa 00 Bepcii 4.1 (K HAcNiAOK OHOBNEHO Ha3BY BUPOGHMKA
ynaKoBKa, A®| (3aTBepmxeHo: Chemagis LTD, 3anponoHoBaHo:
KOHTpO/b/BUNpoOyBaH Perrigo API LTD); 3miHa agpecy BUPO6HMKa NPOMIKHOTO
HS cepil) NPOAYKTY; 3MiHa Ha3BU BUPOBHWYOI AibHULI ANs
BMPO6HMYOI cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneyundikauii A®I y 38°A3ky 3
npuBeLeHHsAM A0 BUMOr MOoHorpadii EP
(T.mikpobionoriyHa yucToTa npueBeseHo Ao sumor EP);
[ofasaHHA anibTepHaTuBHoro metogy TEMO -21 ansa
BM3HAYEHHS 3a/INLLKOBMX PO3YMHHMKIB (aLeToHITpWA Ta
aueToH); nepernsHyTo metod TEMO-09 (cnopigHeHa
peyosuHa BEPX)
369. | TEMOMEAAK | kancynv no 180 wr, Megak HimeuunHa Mepak esenbwadpt HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny 3a UA/13562/01/05
no 5 kancyny le3enbliac chrop KniHiwe ITania - 3MiHM Y npovueci BupobHuuTtea 13 - 3MiHy nopaaky peyenmom
donakoHi, no 1 T chrop Lneuianbnpenapare 3MiLLyBaHHA AOMOMDKHUX PEYOBUH; BHECEHO 3a3HaYeHHs
th1akoHy B navui KniHiwe M6X, HimeuunHa HOMep cuTa A1 NPOCiBaHHS Ta OHOB/IEHHS PO34iny
Lneujanbnp (BUPOGHWK, IO CTabiNbHICTb y 3B 3Ky 3 BUBYEHHAM CTabiNbHOCTI ANs
enapare Bignosigae 3a cepili BUrOTOB/IEHMX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPUHHY YNakoBKY, BMPOBHMYOro npouecy; 3miHu | Tuny - 3miHa y MeToaax

KOHTpO/b/BMNpobyBaH
HS cepii, 103BiN Ha
BWMNYCK cepil);
Hepdapma C.p.J1.,
ITanis (BUpo6HMLTBO
Hepo3dg)acoBaHol
npoaykuii, NnepBnHHa
ynakoBka,
KOHTpO/b/BUNpobyBaH
HAa cepil); XaynT
dapma Amaper MvbX,

BMNpo6yBaHHA A®I - BUNyYeHHSI BUSHAYEHHS
3a/IMLLKOBOrO PO34YMHHUKA M-FenTaH, Lo
BMKOPUCTOBYETHLCA Ha MOYATKOBUX CTagisx npouecy 3i
CTabiNibHO HM3bKMMK pe3ynbTaTtamu APl (OHOBMEHHS
ASMF Bepcito 6.0 (2016-12-13)); 3MiHu | TUny - 3MiHa
po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
CTaTUCTUYHMX AaHHbIX (OHOBNeHHA ASMF Bepcito 6.0
(2016-12-13)); 3miHm | TUNY - 3MiHa y MeTogax
BMNPOOYBaHHA NEPBUHHOI YNaKkOBK/ rOTOBOTO JliKapCbKOro
3ac06y BUTyYeHHS MeToAy BUNPObyBaHHSA XiMiyHa
CTillKiCTb chnakoHy (3aTBEpPAKEHO: TigpPONITUYHA CTINKICTb);

HimeuunHa BUMNpaBAeHHs NoMuku T. [iameTp donakory,
(BMpOGHMLTBO 3aTBepmxeHo: 36,20 mm = 0,5 MM, 3anponoHoBaHo: 35,7
Hepo3gacoBaHoi MM+ 0,5 MMm; 3MiHK I TUNY - oHoBNeHHsAs ASMF, 3 Bepcii 3.0
npoayKuii, NnepBnHHa o Bepcii 4.1 (K HacNiAoK OHOB/IEHO Ha3BY BMPOGHMKA
ynakoBKa, A®| (3aTBepmxeHo: Chemagis LTD, 3anponoHoBaHo:
KOHTPONb/BUNPOGYBaH Perrigo API LTD); 3miHa agpecu BUPOGHMKA MPOMIXHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hs cepil) NpoAyKTy; 3MiHa Ha3BM BUPOOHUYOI AinbHULI ANS
BUpO6HUYOT cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneyndikauii A®I y 38°A3ky 3
npuBeAeHHAM A0 BUMOT MoHorpadii EP
(T.mikpobionoriyHa ymcToTa npuseseHo Ao sumor EP);
[ofaBaHHA asibTepHaTuBHoro metogy TEMO -21 ana
BU3HAYEHHS 3a/INLLIKOBUX PO3UYMHHWKIB (aLeTOoHITpMA Ta
aueToH); nepernsHyTo metos TEMO-09 (cnopigHeHa
peyoBuHa BEPX)
370. | TEMOMEAAK | kancynu no 250 wmr, Mepak HimeyunHa Mepak Nesenbluadt HimeuunHa/ | BHeCEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny 3a UA/13562/01/06
no 5 kancyny lesenbliad chrop KniHiwe ITanisa - 3MiHM Y npovueci BupobHuutea 13 - 3MiHW nopagky peyenmom
chnakoHi, no 1 T chrop Lneuianbnpenapare 3MiLLYBaHHS [OMOMDKHUX PEYOBVIH; BHECEHO 3a3HauyeHHs
dhnakoHy B nauuj KniHiwe M6X, HimeuunHa HOMep cuTa 415 NPOCiBaHHA Ta OHOBJIEHHS PO34iny
Lneuiansnp (BUMPOBGHUK, L0 CTabifNbHICTb Y 3B A3KY 3 BUBYEHHSAM CTabisIbHOCTI AN
enapate Bignosigae 3a cepili BArOTOB/IEHWX BifNOBIAHO O OHOB/IEHOTO
M6X BTOPVIHHY YNakoBKY, BMPOBGHMYOro npouecy; 3MiHW | TUMy - 3miHa y MeTogax
KOHTpO/b/BUNpobyBaH BMNpobyBaHHA A®I - BUNYyYEHHSI BUSHAYEHHS
HA cepil, [03BiN Ha 3a/IMLLKOBOrO PO34YMHHUKA M-FenTaH, Lo
BUMYCK cepii); BMKOPVCTOBYETLCA HA MOYATKOBMX CTafisx npoLecy 3i
Hepdhapma C.p.J1., CTabiNbHO HU3bKkMMK pe3ynbTatamu APl (OHOBNEHHS
ITanis (BMpOGHMLTBO ASMF Bepcito 6.0 (2016-12-13)); 3miHu | Tuny - 3mMiHa
Hepo3gacoBaHoi po3mipy cepii Temozolomide Cryst Dry Ha OCHOBI
npoayKuii, nepBnHHa CTaTUCTMYHMX AaHHbIX (OHOBNeHHA ASMF Bepcito 6.0
yrakoBKa, (2016-12-13)); 3miHm | TNy - 3MiHa y meTogax
KOHTpO/b/BUNPOGYBaH BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
HAa cepil); XaynT 3ac06y BUTyYeHHSA MeToAy BUNPOBYBaHHSA XiMidyHa
dapma Amaper N'v6X, CTiKiCTb chr1akoHy (3aTBEpPAKEHO: MiAPONITUYHA CTINKICTb);
HimeuunHa BUNPaB/IEHHS NOMW/IKN T. [iameTp dhnakoHy,
(B1pOGHMLTBO 3arBepzxeHo: 36,20 mm = 0,5 MM, 3anponoHosaHo: 35,7
Hepo3dacoBaHoi MM+ 0,5 MMm; 3miHm |l TUny - oHoBneHHss ASMF, 3 Bepcii 3.0
npoaykuii, nepBrHHa 00 Bepcii 4.1 (K HAcNiAOK OHOBNEHO Ha3BY BUPOOHMKA
yNakoBKa, Ad| (3aTBEpAKEHO: Chemagis LTD, 3anponoHoBaHo:
KOHTpO/b/BUNpoOyBaH Perrigo API LTD); 3miHa agpecy BUPO6HMKa NPOMIDKHOTO
HA cepil) NPOAYKTY; 3MiHa HAa3BU BUPOBHWYOI AiNbHULI AN
BMPO6HMYOI cTagii 4 - 3 Hunan Haili Changde (China) Ha
Hunan Gofar Fine Chemical Industry TECH.Co.Ltd
(China); oHoBneHHs cneuudikauii A®I y 38°A3ky 3
npuBeLeHHsM 40 BMMOT MOHorpadii EP
(T.mikpobionoriyHa ymcToTa npueBeseHo Ao Bumor EP);
[ofasaHHA asibTepHaTuBHOro metogy TEMO -21 ansa
BM3HAYEHHS 3a/INLLKOBMX PO3YMHHMKIB (aLeToHITpWA Ta
aueToH); nepernsHyTo metod TEMO-09 (cnopigHeHa
peyosuHa BEPX)
371. | TUSNH® cnpeli HazaNbHUA, MakHin AHrnis OENb®APM OP/TIEAH ®paHuis BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepianiB: 3miHu || 6e3 UA/8179/01/01
KCWUno po34uH 0,05 %; no MpogakTc TUNY - 3MiHW BHECEHO A0 IHCTPYKUIT 418 Mean4Horo peyenma
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

10 mn y doriakoHi; no
1 chnakoHy y
KapTOHHIiA ynakoBL,i

NimiTeq

3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainis "Cnocib
3acTocyBaHHA Ta gosun”, "[itn" (3aTBepxeHo: "...ans
NikyBaHHs fjiTeli Bikom Bif 2 fo 12 pokis...";
3anponoHoBaHo: "...a7s fliKkyBaHHSA AiTel BikoMm Big 4 no 12
pokiB...") BiANOBIAHO A0 MaTepianiB peecTpauiiHoro Jocke
Ta, SIK HacNifoK y MapKyBaHHS YNakoBKU NiKapCbKoro
3acob6y TusnH® Kcuno, cnpei HasanbHuii, po3uunH 0,05 %,
no 10 mn y dpriakoHi; No 1 hiakoHy y KapTOHHIl yrnakoBLi
(3anponoHoBaHo: [ns fiTeii Bikom Big 4 fo 12 pokis).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM || TRy - 3MiHK LWOAO
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. 3mMiHu y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHA Y
3B'A3KY i3 HOBVMW JaHUMW 3 SKOCTI, JOKNIHIYHUMN,
KMIHIYHUMY AaHVMU Ta JaHumy 3 papMakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3zainy "Mo6iyHi peakuii.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS

372.

TU3NH®
KCunno

cnpeli Ha3aNbHUA,
po3uuH 0,1 %; no 10
M1y cpnakoHi; no 1

donakoHy y
KapTOHHIA ynakoBsL,i

MakHin
MpopakTc
Nimiteq

AHrnis

JOENb®APM OPJIEAH

®paHuis

BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu ||
UMy - 3MiHU WoA0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
chapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLUii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby o po3giny
"Mo6iyHi peakuii”. BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmakeHHs

6e3
peyenma

UA/8179/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
373. | TUBNH® Kpanni HasanbHi, MakHin AHrnis OENb®APM OPJIEAH ®paHLis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 6e3 UA/4817/01/01
KCW1no po3yuH 0,05 %; no MNpopakTc TUMY - 3MiHW BHECEHO [0 IHCTPYKLUiT A8 MeANYHOro peyenma
10 mn y dnakoHi; no Nimiten 3acTOoCyBaHHS NikapcbKoro 3acoby Ao po3zinis "Cnocib
1 donakoHy y 3acTocyBaHHsa Ta gosu", "[iTn" (3anponoHoBaHo: “...aAns
KapTOHHIA ynakoBLi nikyBaHHS AiTeli BikoM Big 4 fo 12 pokis...") BignoBigHo Ao
maTepianiB peecTpauiiiHoro fOCbe Ta, K HACNIfOK Y
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby Tu3nH® Kcuno,
Kpanni HasasbHi, po3yunH 0,05 %, no 10 Mn y doakoHi; no
1 chnakoHy y KapTOHHI1 ynakoBLi (3aTBepakeHo: Ans
AiTeli Bikom Bif 2 Ao 12 pokis; 3anponoHoBaHo: [na gitel
BiKOM Bif, 4 A0 12 pokiB). BBeAEHHS 3MiH NpOTAroM 6-Tu
MicALIB MiCNA 3aTBEPAYKEHHS; 3MiHM Il TUNY - 3MiHK
BHECEHO [0 iHCTPYKL,T 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby no po3ziny "Mo6iyHi peakuii.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
374. | TUSUH® Kpanni Ha3asibHi, MakHin AHrnis LOENb®APM OPJIEAH ®paHuin BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu || 6e3 UA/4817/01/02
KCWUno po3uuH 0,1 %; no 10 MpopakTc TUMY - 3MiHW BHECEHO [0 IHCTPYKLiT 4519 MegnMYHOoro peyenma
My chnakoHi; no 1 Nimiteq 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3gainy “MNo6iyHi
donakoHy y peakuii”. BBeieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
KapTOHHIi ynakosLi 3aTBEPAXKEHHSA
375. | TUKO3U4 PO34UH A5 iH'EKLLN, yYoprna Benuka Medap Inay CaH. TypeuunHa | BHECEHHS 3MiH 40 peecTpauiiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/18912/01/01
4 Mr/2 M, no 2 mn B MEAVUWH BpuTaHis A.LL. - 3MiHW BHECEHO [0 IHCTPYKLii A8 Mean4Horo peyenmom
amnyni, no 6 amnyn NIMITEL, 3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "OcobamsocTi
B KOHTYPHIl 3acTocyBaHHA" 3rigHO 3 iHhopMaLjielo LWoA0 MEANYHOTO
YapyHKoBIl 3acTOCyBaHHA pehepeHTHOro NikapcbKoro 3acoby
ynakosLi, no 1 (Muscoril 4mg/2ml solution for injection, He
KOHTYPHIl 3apeecTpoBaHuii B YKpaiHi). BBeeHHS 3MiH npoTarom 6-
YapyHKOBIli ynakoBLj TV MiCALIB NicNs 3aTBEPAKEHHS
B KapTOHHI kopo6Lyi
376. | TIAMPITAH® | Ta6netku no 100 wr, TOB "Bayw YKkpaina .. ®apma Mv6X ABCTpIst BHECEHHS 3MiH 40 peecTpaLiiHux martepianis: 3miHu | Tuny 3a UA/10161/01/01
no 20 TabneTok y Xenc" - NOAAHHSA HOBOro cepTudikarty BigNoOBIAHOCTI € Bif, BXE peyernmom
6nictepi; no 1 a6o 3 3aTBepAKeHoro Bupo6Huka AP| Tianpuay rigpoxnopua,
6nictepu y kopobui 3 Laboratories Espinos Y Bofill S.A. (LEBSA), IcnaHis,
KapToHY OCKi/IbKU flaHunii BUPOGHMK nepeiiwoB 3 ASMF Ha CEP Ne
RO-CEP 2018-066-Rev 00, Ta K Hacnifok BBOAATLCA HOBI
BMPOGHUKM MPOMIKHUX NPOAYKTIB; 3MiHM | TUNYy - BXe
3aTBepXeHUi BUpo6HuK A®I Tianpuay rigpoxnopua,
ICROM SpA, Itania, npeacrasnse HoBy Bepcito ASMF:
ASMF REV 02 6epe3Hsi 2012 p. - [logaTok kBiTeHb 2013 p.
Ta Ak HacnigoK 3mMiHa BUPOOHMKA NPOMiIXXHOrO NPOAYKTY,
LLIO BUKOPUCTOBYETLCA B NPOLIECI BUPOOHULITBA AiH0HOT
peyoBUHM
377. | TIOHEKC PO34YUH AN5 iH'EKLIN, 3AT JInToBCbkKa JIABOPATOPIO ITanis BHECEHHS 3MiH [10 peeCcTpaLjiiiHMX MaTepianis: 3MiHu | Tuny 3a UA/17110/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
2 mr/mn; no 2 mn B «®dapwmnira» Pecny6nika | ®APMALIEYTIKO C.T. - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
amnyni; no 6 amnyn C.P.J. afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
B KOHTYpHilA NOCBiJYEHHS) - 3MiHa afpecy 3asBHVKa. 3MiHN BHECEHI B
YapyHKOBIl IHCTPYKL,il0 4151 MeAMYHOro 3acTOCyBaHHS NiKapCbKoro
ynakosLi; no 1 3acoby y po3ainn "3asBHuK", "MicLe3HaxX0MKEHHS
KOHTYpHiIlA 3asBHUKA" 3 BIANOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHs
YapyHKOBIli ynakoBLj yrnakoBOK. BBeieHHS 3MiH NpoTArom 6-Tu micauis nicns
B mauuji 3aTBEPAKEHHS
378. | TI®IM BI ®/ PO34nH N8 iH'eKLjin CaHodi ®paHuis CAHO®I BIHTPOI ®paHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13057/01/01
TYPHIM VI no 25 mkr/gosa; no Mactep IHOACTPIA, ®paHuis YropwuHa - 3MiHM Woao 6e3neku/edhekTNBHOCTI Ta chapmakoHarnagy peyenmom
BAKUWHA 0,5wmn (1 po3a) y (cTepunisytoua - 3MiHW BHECEHO A0 IHCTPYKUIT 415 MEAUYHOIO
ana nonepegHsL0 inbTpavuis, 3aCTOCYyBaHHS NikapCcbKoro 3acoby Ao po3ginis
MAPO®INAKT 3arnoBHeHOMY 3anOBHEHHS LUNPULIB, "apmakonoriyHi BnactmBocTi" (He3HauHi peAakuiliHi
NKN wnpuuyi 3 KOHTPO/b SKOCTI npasku), "OcobNMBOCTI 3acTOoCyBaHHA" (foAaHa
YEPEBHOIO | npukpinsieHotw (cTepunbHICTD)); iHhopmauis Wwoao npocTexysaHocTi), "MobivHi peakuii”
TNy ronkoto Ne 1 B CaHodi MacTtep, (mopaHa iHhopMmauis B pamkax nicnspeecTpawinHoro
MONICAXAP KapTOHHI Kopo6Lyj; ®paHuia (BTOpUHHE Harnagy 6e3 hakTmyHoi 3MiHK iHdhopMaLil 3 6e3nekn).
NAHA PIOKA no 0,5 mn (1 posa) y nakyBaHHs, BUMYCK TepMmiH BBEEHHS 3MiH- 6 MiCALiB nicns 3aTBEpAKEHHS
nonepegHL0 cepii); CaHodi
3anoBHeHoOMY MacTep, ®paHuis
wnpuui 3 (NoBHWIA LWKN
NPUKPINIEHO0 BMPOGHMLTBA,
ronkow Ne 1 B KOHTPO/1b SIKOCTI,
CTaHJapTHO- 3aMoBHEHHS,
€KCMOPTHI ynakoBLi BTOPWHHE NaKyBaHHS,
fKa MiCTUTbCA Y Bunyck cepii); CaHodi-
KapTOHHI Kopoobui AseHTic MpaiisiT Ko.
Ntp., Nnatcopma
NoricTukm Ta
ANCTpUbYLIi y M.
BypanewT, YropuuHa
(BTOpVIHHE NakyBaHHS,
BUMYCK cepii)
379. | TOXEO PO34UH ON15 iH'EKLLN, CaHodi- HimeyunHa CaHodpi-ABeHTIC HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/14720/01/01
COJIOCTAP 300 Og./mn; Ne 1, Ne ABeHTIC Loiunang MrmeX - 3MiHM Wopo 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
3,Ne5:no1,5mny [onunang BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
KapTpuaXi, M6X cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX

BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky; mo 1, 3 a6o 5
LUINPULI-PYYOK B
KapTOHHI KopoobLi

JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarniagy) - 3mMiHa
KOHTaKTHOI 0CO6U 3asiBHIKA, BiAnoBigasibHOI 3a
thapMakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
Xopakiscbka TeTsiHa BsiuecnaBiBHa. 3MiHA KOHTAKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHNX KOHTaKTHOI 0co6u, BiANOBiAa/IbHOT 3a
thapmakoHarnag B YkpaiHi
380. | TPUHOMIA® Kancynu Teepgi no Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15408/01/01
100 mr/20 mr/10 wmr; IHTepHauioH IHTepHaujioHanb, C.A. - OTPUMaHHSA OHOB/IEHOI Bepcii cepTudikaTy BignoBigHOCTI peyenmom
no 7 kancyny ab, C.A. €Bponelicbkiin hapmakonei CEP RO-CEP 2011-234-Rev

6nictepi; no 4
6nictepy B
KapTOHHIlA KOpooLi

02 gna A®l ATopsacTaTuHy KasibLito Tpurigparty Bif BXxe
3aTBepmAKeHoro BupobHuka Ind-swift Labortories Limited,
India; 3miHW | TUNY - OTPUMaHHS OHOBMIEHOI Bepcii
cepTucpikaTy BignoBigHOCTI EBponeiickkili hapmakonei
CEP RO-CEP 2011-234-Rev 03 gns A®l AtopsactaTtuHy
KasibLito TpUrigparty Bif, BXe 3aTBepKeHOro BUpoOHUKa
Ind-swift Labortories Limited, India; 3miHu | Tuny -
OTpUMaHHS OHOB/IEHOT Bepcii cepTudikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei CEP R1-CEP 2011-234-Rev
00 ana A®l ATopsacTaTuHy KasibLito Tpurigparty Bif BXxe
3aTBepmAKeHoro BupobHuka Ind-swift Labortories Limited,
India; 3miHK | TUNY - OTPUMaHHS OHOBMEHOI Bepcii
cepTudikaTy BiANOBIAHOCTI E€Bponeiichbkili hapmakonei
CEP R1-CEP 2011-234-Rev 01 ansa A®Il AtopsactaTtuHy
KasibLito TpUrigparty Bif, BXe 3aTBepKeHOro BUpoOHUKa
Ind-swift Labortories Limited, India; 3miHu | Tuny -
OTpUMaHHS OHOB/IEHOI Bepcii cepTudikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei CEP R1-CEP 2011-234-Rev
02 gna A®l ATopsacTaTuHy KasibLito Tpurigparty Bif BXxe
3aTBepmAKeHoro BupobHuka Ind-swift Labortories Limited,
India; 3miHW | TUNY - OTPUMaHHS OHOBMIEHOI Bepcii
cepTudikaty BiANOBIAHOCTI E€BpoNeiichbkili hapmakonei
R1-CEP 2003-026-Rev 03 ana A®l Paminpun Big, Bxe
3aTBepxeHoro BupobHrka Zhejiang Huahai
Pharmaceutical Co., Ltd, China; 3miHu | Tuny - oTpuMaHHs
OHOBJIEHOI Bepcii cepTuddikaty BifnoBigHOCTI
€Bponeiickkili hapmakonei R1-CEP 2001-297-Rev 04 ans
A®| Paminpun Bif BXe 3aTBEPXEHOr0 BUPOOHMKA
SANOFI-AVENTIS DEUTSCHLAND GMBH, Germany;
3MiHM | TUNY - OTPUMaHHA OHOBJIEHOI Bepcii cepTudikaTy
BiAnoBigHOCTI E€Bponeiickbkin thapmakonei R1-CEP 2001-
297-Rev 05 ana A®| Paminpun Bif BXe 3aTBEpKEHOro
BUpo6HMKa SANOFI-AVENTIS DEUTSCHLAND GMBH,
Germany; 3miHu | Tvny - OTpMMaHHA OHOB/IEHOT BepCii
cepTudikaTy BiANOBIAHOCTI EBponeiickkili hapmakonei
R1-CEP 2001-297-Rev 06 ans A®l Paminpun Big BXe
3aTBepaxeHoro Bupo6Hnka SANOFI-AVENTIS
DEUTSCHLAND GMBH, Germany;
3MiHM | TUNY - OTPUMaHHA OHOBJIEHOI Bepcii cepTudikaTy
BiAgnoBigHOCTI E€Bponeiickbkin thapmakonei R1-CEP 2001-
210-Rev 05 ana A®I Big Bxe 3aTBEPAKEHOTO BUPOGHMKA
Shandong Xinhua Pharmaceutical Co., Ltd., China; 3miHu |




200

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

TUMy - OTPMMaHHS OHOBJIEHOI Bepcii cepTudiikaty
BignoBigHOCTI EBponeiickkili hapmakonei CEP R2-CEP
1993-007-Rev 05 gns A®| kucnoTtu aueTuncaniynniosol

Bif BXe 3aTBepmkeHoro BupobHuka Novacyl, France;
3MiHM | TUNY - OTPUMaHHA OHOBJIEHOI Bepcii cepTudikaTy
BiZiNOBIAHOCTI €Bponelickkiit hapmakonei RO-CEP 2012-
035-Rev 04 ana A®| ATopBacTaTuHy KasbLjiio Tpurigpaty

Bif, BXe 3aTBepxeHoro BupobHuka TEVA API INDIA

PRIVATE LIMITED, India; 3MiHu | TUNY - OTpUMaHHSA

OHOBJIEHOI Bepcii cepTuddikaty BignoBigHOCTI
€sponelicbkiin hapmakonei CEP R1-CEP 2012-035-Rev
00 ana A®l ATopsacTaTuHy KasibLito Tpurigparty Bif, Bxe
3aTBepmxeHoro BupobHuka TEVA API INDIA PRIVATE

LIMITED, India; 3miHu | TUny - oTpuMaHHsA HoBoro E-

cepTudikata BignoBigHOCTI €Bponelickkili hapmakonet

R1-CEP 2010-043-Rev 00 gnsi fONOMKHOI Pe4OBUHM
XenaTuHy Big HOBOro BUpo6HMKa Rousselot Peabody Inc.,

USA; 3miHu | Tvny - oTpMMaHHA oHoBNeHoT Bepcii ME-

CeptuchikaTa BignoBigHOCTI €Bponeiickkili hapmakonei

R1-CEP 2000-045-Rev 04 ans gONOMKHOT peYOBUHU
xenaTtnH BupobHukis PB Gelatins GmbH, Germany, PB
Gelatins Ltd, United Kingdom Ta Tessenderlo Group N.V.,
Belgium; 3miHu | TUNY - OTpYMaHHs oHOBNEHOI Bepcii ME-

CepTudikata BignosigHocTi €Bponeiickbkiii hapmakonei
R1-CEP 2005-217-Rev 02 Bupo6Hukis Nitta Gelatin Inc.,
Japan; Thai Bones Industry Co., Ltd., Thailand; Nitta
Gelatin India Ltd., India Ta Bamni Proteins Limited, India
AN AONOMDKHOT PEYOBWHY XenaTuH; 3MiHu | Tuny -
BUNy4YeHHs IE-CepTudikaTiB BifAnoBiaHOCTI €BpONECLKOI
dapmakonei R1-CEP 2003-172-Rev 01 GELITA GROUP

NS AONOMDKHOT PEYOBUHW XeNnaTuH, 3 Nepeniky
nocTayasibHUKIB XenaTuHy; 3miHun | Tuny - BunyyeHHs M'E-
CepTudpikaTiB BignoBigHoOCTi EBponeiicbkoi Papmakonei

R1-CEP 2000-027-Rev 02 Bupo6Huka Rousselot SAS,
France ansa fonomikHOT peYoBUHK XeNnaTuH, 3 nepesiky
nocTavyasibHUKIB XenaTuHy; 3MiHu | Tuny - BunyyeHHs Me-
CepruchikaTiB BiANOBIAHOCTI EBponeiicbkoi hapmakonet
R1-CEP 2001-332-Rev 02 Bupo6Huka Rousselot Argentina
SA, Argentina 419 AONOMDKHOI PEYOBUHW XeNaTuH, 3
nepeniky nocTayaibHVIKIB XenaTuHy; 3MiHu | Tuny -
BUNy4YeHHs IE-CepTudikaTiB BifAnoBigHOCTI €BpONECLKOI
dapmakonei R1-CEP 2002-110-Rev 00 Bupo6Hukis PB
Gelatins GmbH, Germany Ta PB Gelatins Ltd, United
Kingdom an1a 4ONOMDKHOT pevyoBUHN XenaTuH, 3 nepeniky
nocTavyasibHUKIB XenaTuHy; 3MiHu | Tuny - BunyyeHHs Me-
CepTudpikaTiB BiANoOBIAHOCTI E€Bponeiicbkoi Papmakonei
R1-CEP 2004-247-Rev 00 Bupo6Huka Nitta Gelatin Inc.,
Japan Ana AoNOMKHOT peYOBVHW XenaTyH 3 nepeniky
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nocTavyasibHUKIB XenaTuHy; 3miHun | Tuny - BunyyeHHs M'E-
CeprtudpikaTiB BignoBigHOCTi EBponeiicbkoi Papmakonei
R1-CEP 2004-320-Rev 00 Bupo6Hukis Nitta Gelatin Inc.,
Japan Ta Thai Bones Industry Co., Ltd., Thailand gns
[OMOMiXXHOT PEYOBVHW XenaTuH 3 nepesiky
nocTavasnibHVKIB XenaTnHy
381. | TPIO®OPTE Kancysu, no 6 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/2317/02/01
® Kancyn y énictepi; "®ITOGAPM - AMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BW NiKapCbKoro 3acoby. peuyenma
no 1 a6o 2 6nictepn " 3aTBEpAKEHO:
B Nauylj 3 KapToHy LNTPAMOH-® ®OPTE. 3anponoHosaHo: TPIO®POPTE®.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
382. | TPYKCUMA KOHUeHTpaT ans CenntpioH Pecny6nika CennrtpioH Xenskeap Pecny6nika BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu || 3a UA/17284/01/01
pPO34unHYy Ana Xenskeap Kopes Ko., N14., Pecny6nika Kopes/ TUMY - HAAAHO OHOB/IEHUIA NaH ynpaBniHHS prU3nKamu peyenmom
iHdpysiiA, no 500 Ko., 14, Kopest BUPOGHMK - HimeuunHa/ | Bepcia 2.2 gns nikapcbkoro 3acoby Tpykcuma, KOHLEeHTpaT
Mmr/50 mn; no 50 mn Bakctep OHkonomxi Benuka AN po34nHy AnA iHdysii, no 500 mr/50 mn; no 50 mny
y thnakoHi; no 1 v6X, HimeyunHa BpuTaHis/ chnakoHi; No 1 chnakoHy y KapTOHHIl KOPOO6LL; KOHLEHTpaT
chnakoHy y (BpOGHMLTBO, YroplmHa/ AN po34nHy 415 iHdysii, no 100 mr/10 ma; no 10 mny
KapTOHHI Kopo6Lyj; nepByHHE NakyBaHHS, IpnaHgis chnakoHi; No 2 dh1akoHM y KapTOHHI kopobui Ha niacTasi
KOHUeHTpaT ans BUNPOGYBaHHSA iHhopmaLii pechepeHTHOro nikapcbkoro 3acoby. 3MiHu

PO34nHYy Ans
iHcpysiiA, no 100
Mmr/10 mn; no 10 mn
y donakoHi; no 2
donakoHn y
KapTOHHIlA KopooLi

KOHTPO/IO SAKOCTI Npu
BMNycky); bioTek
Cepsicec IHTepHeLwHN
NTa, Benuka bputaHisa
(bioTek Xayc,
CeHTpan napk,
BectepH ABeHio,
BpimkeHT IHgacTpian
IcTeiT, BpigKeHT,
CF31 3RT (BUPOGHMK,
BignoBiganbHWii 3a
BMNycK cepii)); bioTek
Cepsicec IHTepHeLHN
N, Benuka bputanis
(KOwiTc 2100, 2110,
2010, 2120, 2130 Ta
2500 deii3 18,
CeHtpan lMNapk,
BpimkeHT IHgacTpian
IcTeiT, BpigpkeHT,
CF31 3TY (BUPOGHMK,
BiANOBiAaIbHMI 3a
BUNYycK cepii)); 3AT
dapmaneBTUYHNI
3aBog ETIC,
YropLmHa
(BUNpobyBaHHs

BHECEeHi Ha nigcTasi iHdopmaLii pedyepeHTHOro
nikapcbKoro 3acoby
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

KOHTPOJIO AKOCTi Npu
BUNYCKY, BTOPUHHE
nakyBaHHs);
MinnmayHT Xenckeap
nta., lpnaHgis
(BMPOGHMK,
BignoBigasbHWi 3a
BUNYyCK cepii);
CENNTPIOH IHk.,
Pecny6nika Kopes
(23, AkageMi-po EHcy-
ry, IHUXoH
(BunpobyBaHHs
cTabinbHoCTI));
CENNTPIOH, IHK.,
Pecny6nika Kopes
(20, Akagemi-po 51
6€e0H-riN, EHCY-TY,
IHUXOH (BMPOGHMLTBO,
nepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
BMNPOGYBaHHSA
cTabinbHoCTI));
dapmacbloTikas
KoHTpon eHg,
[esenonmeHTt
Nab6opatopi Ko., /Ta,
YropuyHa (Yactkose
BUNPOGYBaHHSA
KOHTPO/IO SAIKOCTI Npu
BMMYCKy (3a
nokasHukamu
CTEPUSIBHICTb Ta
E€HO0TOKCUHN))

383.

TPYKCUMA

KOHLleHTpaT Ans
PO34unHy Ans
iHcpysiiA, no 100
Mr/10 mn; no 10 mn
(100 mr) y chnakoHi;
no 2 gonakoHn y
KapTOHHI Kopo6Lyj;
KOHLLeHTpaT ans
po34nHy Ans
iHcpysiiA, no 500
mr/50 mn; no 50 mn
(500 mr) y chnakoHi;
no 1 cpnakony y
KapTOHHI Kopoobui

CenntpioH
Xenskeap
Ko., itg

Pecny6nika
Kopes

CENNTPIOH IHk.,
Pecny6nika Kopes
(Bupo6HuyTBO,
nepBUHHE NaKyBaHHS,
BTOPWHHE NaKyBaHHS,
BMNPOGYBaHHSA
CTabifIbHOCTI;
BunpobyBaHHs
cTabinbHoCTI);
BUpO6HUK,
BiANOBiAa/IbHNIA 3a
BWMYCK Cepii:

BioTtek Cepsicec
IHTepHewHn J1Ta,

Pecny6nika
Kopes/
Benuka
BpuTaHisa/
YroplumHa/
IpnaHgis/
Himeuunna

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3minHu |
Tuny - 3MiHn 3 akocTi. A®l. BupobHMuTBO. 3MiHM B Npoueci
BMPOGHMLTBA ADI (iHLWI 3MiHK) - OKa3HKK "AKTUBHICTB"
6yB BBEZIEHUIA B AIKOCTi KPUTUYHOTO NMOKa3HUKa SIKOCTI (Y
BignosigHocTi Ao ICH Q6B kinbkicHa mipa 6ionoriyHoi
aKTUBHOCTI Mae ByTy BK/IHOYEHA [0 KPUTUYHWX MOKA3HUKIB
AKOCTI). K pe3ynbTaTt BBEAEHHSA JaHOT 3MiHW- OHOB/IEHHS
Mogaynsa 3.2.S.2.4.

3MmiHu | TMny - 3MiHK 3 AkocTi. A®l. BUpobHULTBO. 3MiHN
BUNPO6YyBaHb abo AONYyCTUMUX MeX Y npoLeci
BMPOGHMLUTBA ADI, L0 BCTAHOBNEHI Y crelmdikayisax
(3BYXEHHSI fonycTUMMX Mex) - [11a 3abe3neveHHs
YKOPCTKOIO KOHTPOJIKO MIKPO6iON0riYHOro HaBaHTaXKEHHS

3a
peyenmom

UA/17284/01/01




203

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Benuka BputaHis;
BunpobyBaHHsA
KOHTPOJO SKOCTi Npu
BUMYCKY, BTOPUHHE
nakyBaHHS:

3AT dapmaueBTUYHWIA
3aBog ErlIC,
YropumHa

YacTtkose
BMNPOGYBaHHSA
KOHTPOO AKOCTi Nput
BUMYCKyY (3a
nokasHukamu
CTepUbHICTb Ta
€HJ0TOKCUHMW):
dapmacbioTikan
KoHTpon eHg
[esenonveHt
Na6opatopi Ko., T4,
YropuuHa;
BUpO6HUK,
BiANOBiAA/IbHWIA 32
BMNYCK cepil:
MinnmayHT Xenckeap
Nra., lpnangis;
Bupo6bHnuTBO,
NepBUHHE NaKyBaHHS,
BMNPOGYBaHHSA
KOHTPOO AKOCTi Nput
BUMYCKY:

Bakctep OHKOMOMAXi
'mM6X, HimeuunHa

Bif16y10Cb 3BY)KEHHS AOMYCTUMMX MEX napameTpy npu
BUpo6HMLTBI A®I: - Ha cTagii "Production Bioreactor Step”
3<1KYO/ mnHa<1KYO/ 10 mn; -Ha cTagii "Harvest and
recovery Step"- 3 <10 KYO/10 mn Ha < 50 KYO/ 10 mn; -
Ha cTagii "Protein Affinity Chromatography Step and Virus
Inactivation Step" - 3 < 10 KYO/mn Ha < 50 KYO/10mn
(Load bioburden) Ta 3 < 100 KYO/10mn Ha <50 CFU/10mL
(Pool bioburden); - Ha cTagisx "Anion Exchange
Chromatography step”, "Mixed Mode Chromatography
Step", "Viral Filtration", "Concentration/Diafiltration Steps" -
3 <100 KYO/10mn Ha <50 CFU/10mL; Ans 3a6e3neyeHHs
YKOPCTKOrO KOHTPOIO npoLecy dinbTpauii Bipycis 6yna
BBEJEHAa HWKHA Mexa nepenagy Tucky: "Viral Filtration
Step" 3 < 0.98 bar Ha 0.50 - 0.98 bar.

3MmiHu | TUny - 3miHn 3 AkocTi. APl BUpoOHULTBO. 3MiHN
BMNpobyBaHb abo AOMYCTUMMX MEX Y NPOLIECi
BUpPOGHMLTBA ADI, LLLO BCTAHOB/EHI Y cneuudikavisx
(mofaBaHHs HOBOrO BUMPOBYBaHHA Ta JONYCTUMUX MEX) -
BHeceHHs NoKa3HWKIB KOHTPOJIIO NPY BUPOBGHULTBI:
noyartkoBa XMTTe3gaTHICTb kniTuH (initial viability), kiHueBa
xuttesgaTHicTb kniTuH (final viability) 3 BcTaHoBeHo0
Mexeto> 80%; BHECEHHS TECTy Ha KOHLeHTpauito 6isika y
npoLieci BUpO6HMLITBA Npy NepLuii Ta apyrii
ynbTpadinbTpaL,ii; BHECEHHSI TECTY Ha MiKpObionoriyHe
HaBaHTaXKeHHs y nNpoLeci BUPOBHMLTBA, A5 AKOro
BCTaHoBNeHa mexa < 100 KOE / 10 mn nig yac
BMPOGHMLTBA ADI.

3MmiHu | TMny - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
MeToAax BUNPobyBaHHA NEPBUHHOI YNaKoBKW rOTOBOIO
nNiKapcbKoro 3acoby (He3HauHi 3MiHV Y 3aTBEPLKEHNX
MeToaax BunpobysaHb) - 15 NoKpalLeHHs BU3HAYEeHHS
MeXi BUSHAYEHHSI AN1A TECTY Ha NPOHUKHEHHS GapBHMKa
METW/IEHOBOIrO CUHBLOIO A/151 (D1AKOHIB 3aABHNK NPOMNOHYE
3MEeHLINTM Kanibp rosikv 3 100 MkMm (ronka 34-ro Kaniopy)
0o 10 MkM (OTBip, OTPMMaHUiA Na3epHO 06POBKOLD).

3MmiHu | TMny - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo ymoBax
36epiraHHa roToBOro NiKapCcbKoro 3acoby (36iN1bLIeHHS
TepMiHy NPVAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) -
Micns po3ynHeHHs abo BigHOBNEHHSA (NIATBEPAKYETLCSA
[aHVMKN peanbHoro yacy) - 36inbLeHHs TepMiHy
NpuAATHOCTI FOTOBOrO MiKapCbKOro 3acoby nicns
po3BefieHHs B 0,9 % po3unHi NaCl 3 "24 rogunH npu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Temneparypi Big 2 fo 8 °C ta npoTtarom 12 roguH npu
KiMHaTHIn Temnepartypi (He Buwe 30 °C)" Ha "30 fHiB npu
Temneparypi Big 2 Ao 8 °C Ta NpoTArom 24 roguH npu
KiMHaTHIn Temnepatypi (He Buwe 30 °C)". 3MiHW BHeCeHi
[0 IHCTPYKLiT N5 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ain "TepmiH npugatHocTi". BBeAeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS.

3MiHn | TUnNy - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHsa roTOBOrO NiKapCbKOro 3acoby (36ibLIeHHS
TepMiHy NpuAaTHOCTI rOTOBOrO NikapCcbKoro 3acoby) -
36ibLIEHHS TEPMIHY NPUAATHOCTI NiKapCbKOro 3acoby
6i010ri4YHOro/iMyHO/ONYHOTO MOXO)KEHHSI HA OCHOBI
pe3ynbTaTiB AociAKeHb cTabifibHOCTI, NPOBEeAEeHUX
BiAANOBIAHO A0 3aTBEPAYKEHOIO NPOTOKOAY - 36iMbLUEHHSA
TepMiHy NPVAATHOCTI FOTOBOrO NiKapCbKoro 3acoby 3 3
POKiB Ha 4 POKM Ha OCHOBI pe3y/bTaTiB AOCNiHKEHHS
CTabiNbHOCTI, NPOBEAEHNX BiAMNOBIAHO A0 3aTBEPAKEHOIO
NpOTOKO/Y. 3MiHN BHECEHI A0 IHCTPYKLii 415 MegnyHoro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeAeHHA 3MiH NpoTsAroM 6-Tv micsuis
nicnsa 3aTBepKeHHS.

3MiHn | TUnNy - 3MiHK 3 iKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
36epiraHHs roToBOrO NiKapCbKoro 3acoby (3miHa y
3aTBEpPAKEHOMY NPOTOKONI CTabiNbHOCTI) - 3MiHK Y
3aTBEpPAKEHOMY NPOTOKOY CTabiNbHOCTI, a came 3MiHy
4acoBUX TOUOK, B AKVX MPOBOAUTLCS AOCNIAKEHHSA 3 "0,
24, 48 roguH" Ha "0, 24, 48 roavH Ta 16, 31 aeHb".

3minu | Trny - 3miHn Wwogo 6e3nekun/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUiT 4N
MEJMYHOIO 3aCTOCYBaHHS
reHepuYHMX/ribpnaHNx/6ionodibHNX nikapcbknx 3acobis
nicnsi BHECEHHS TiEl caMoi 3MiHW Ha peddepeHTHUA
npenapar (3MiHa He NOTpebye HafaHHA XXOAHUX HOBUX
004AaTKOBMX AaHKX) - 3MiHM BHECEHI 0 IHCTPYKLUii ANns
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y po3gin
"Moka3aHHs" (LOAaHHA NokasaHHs: "PuUTykcmmab y
KOMGiHaL|ii 3 XiMioTeparnielo nokasaHwin 4115 NlikyBaHHS
niten (Bikom = 6 MicALiB — < 18 pokiB) i3 paHille He
nikoaHot nowmpeHoto CD20-no3nTNBHOW Andy3Ho B-
BEJIMKOKNITUHHO nimcbomoto (ABBKJ1), nimcpomoto
BepkitTa (/16)/neiiko3oM BepkiTTa (rocTpuii ieiikos 3i
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

3pinux B-knituH) (B/1B) abo nimdgomoto, nogi6How [0
nimchomu Bepkitta (JIMNNB)"), Ta, AK HACNIAOK, A0 po3A4iniB
"®apmakonoriynHi BnactnsocTi”, "OcobamMBoCTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta go3n', "Oitn",
"Mo6iyHi peakuii” 3rigHO 3 iH(hOpMAaLliEero LWoA0 MeaUYHOro
3acToCyBaHHA pe)epeHTHOro Nikapcbkoro 3acoby
(MABTEPA®, KOHUEHTpaT 4719 po34uHy Ans iHdysiid, 100
Mr/10 mn1). BBeeHHsA 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS.

3miHu | TMny - 3miHn Wwoao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHSIM
iHchopmauii LoA0 3a3HaYeHHST OAMHWL BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.

3miHu |l Tuny - 3MiHn 3 akocTi. A®l. Bupo6HmuTBO. 3MiHa
BUPOGBHMKA BUXIAHOTO/NPOMIXHOr0o NpoayKTy/peareHTy, Lo
BVIKOPUCTOBYIOTbCA Y BUPO6GHMYOMY npotieci Ad®l, abo
3MiHa BUPO6HMKa (BK/THOYatouM, e HeobXigHo, micue
npoBefieHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
cepTudikata BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEpAKEHOMY Aocke)(3MiHa B A®I GionoriyHoro
NOXoKeHHsA abo BMXiAHOMY matepiani/ peareHTi/
NPOMKHOMY NPOAYKTI, LLLO BUKOPUCTOBYHOTLCA A/15
BMPOGHMLTBA 6i0/10MNYHOr0/iMyHOTOFYHOTO NiKapCbKOro
3aco6by ) - BHeceHHs CELLTRION, Inc. (23, Academy-ro,
Yeonsu-gu, Incheon, 22014, Republic of Korea (CLT1)) B
AKOCTI OAATKOBOI BUPOGHMYOT AibHULI AN BUPOGHMLTBA
Ta NepPBMHHOIO NakyBaHHs A®| Putykcumaby.

3MiHu Il TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMIA 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo [oNycTUMUX MEX
roTOBOro MikapCcbKoro 3acoby (3mMiHa 3Haxo4MTbLCA no3a
3aTBEPMHKEHUMY AONYCTMMUMMN MexXamMu crneumdikadii) -
3MiHU KpUTEpIiB NPUAHATHOCTI 4151 NOKa3HKKa
"OcmonanbHicTb" 3 342-371 mOcmonb/kr Ha 329-387

MOCMOTb/KT.
384. | YHI®J/IOKC Kpansi O4Hi/BYLLHI, TOB CnoBavbka TOB "YHIME[ CnoBaubka | BHECEHHSI 3MiH 0 peecTpaviiiHux MaTepiasis: 3MiHK | Tuny 3a UA/12837/01/01
po3uvH 0,3 % no 5 "YHimen Pecny6nika PAPMA" Pecny6nika | - 3miHM 3 sikocTi. CepTudikaTt BignosigHocTi/lE-cepTudiikat | peyenmom
mn a6o 10 mny Papma” BiANoOBigHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
naacTUKOBOMY 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTeliHepi- BiANOBIAHICTb A0 MoHorpadii APY abo Esponeiicbkoi

KpanesibHuuj; no 1 chapmakonei, abo iHLWOoT HauioHa/IbHOT thapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTEliHepy- aepxasu €C (3miHa y cneuudikauisix, nos'asaHa 3i
KpanesbHULi B 3miHamu B 1Y, abo €Bponeiickkiit hapmakonei, abo
KapTOHHIlA KOpO6L iHWIili HauioHanbHIK hapmakonei aepxasn €C) - 3MiHN Y
cneuudikauii A®| ocpriokcaluHy y 38 A3Ky 3 MPYBEAEHHAM
0o Bumor gitovoi moHorpadii EP Ofloxacin Ta BignosigHo
3MIHIETLCA HOMEp cneumdikayii; 3anponoHoBaHo: SS-VL-
SUR-35/V12: CynposigHi gomiwkm (LC) fomiwka A: He
6inbLe 0,2%; Jomiwka D: He 6inblwe 0,10%; HeBigoMi
JOMiLLKK He Binblie 0,10%; pa3om He binbLie 0,4%; mexa
BUSBNEHHSA AOMiLLkn: 0,05% Ta YTOYHEHHS 3@ NOKa3HUKOM
«OnTUYHe obepTaHHs»
385. | YMENBA Kpanni opasibHi, No MEKAHA HimeuunHa NMEKAHA HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/16025/01/01
CHNAT. NEKA 30 mn, 50 mny Hatypxaiinb HATYPXAMNBbMITTE - BHECEHHS 3MiHM [0 po3ainy «MapkyBaHHs» B MKA /13: peyenma
onakoHi 3 MiTTENb Nb 'm6X 3anponoHoBaHo: MAPKYBAHHSA. BignosigHo ao
KpanenbHUm 6X 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
fosartopom; no 1 MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby i3 3a3Ha4yeHHAM
dhnakoHy B MDKHaPOAHWX NO3HAYeHb OAMHNLb BUMIPIOBAHHS.
KapTOHHI/ ynakosL,i BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS
386. | YPCOCAH® Kancynu no 250 mr NMPO.ME[.L| Yecbka AJIC Yecbka Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/3636/01/01
no 10 kancyny C Mpara a.c. Pecny6nika Pecny6nika, c.p.o., Pecny6nika | - yTouHeHHs Ao po3giny 3.2.P.1. Onuc i cknag nikapcbKoro peyenmom
6nicTepi, no 1 a6o 5, Yecbka Pecnybnika 3acoby, a came AoAaHo iHhopMaLito LWoA0 TEXHIYHOT
a6o 10 6nicTepiB y (KOHTPO/Ib SKOCTI); [LOMOMDKHOT PEYOBUHW BOAU OUULLLEHOT; 3MiHW | TUny -
KapTOHHI KopoobLi KOO®APMA c.p.o., BUYYEHHS 3i cneuudikaLii JONOMKHOT peYOBUHY -
Yecbka Pecny6nika XXeNaTUHOBI Kancynn, He3HaYHOro NokasHuka, a came -
(nepBvHHE | BTOPMHHE 3arasibHa [0BXMHA 3aKpUTOI Kancynu; 3mMiim | Tuny -
nakyBaHHs); BWUNYYEHHS 3i cneyudikavii JONOMKHOI peYoBUHM
MPO.ME/A.LC Mpara (kenaTuHOBI Kancynu) n. «Baxxki meTanun»; 3miHu | Tuny -
a.c., Uecbka BWIYYEHHS 3i cnevuundikadii 4ONOMKHOT peYOBUHU
Pecny6nika (Bci ctagii (KpeMHito gjiokeung KonoigHuin 6e3BogHuiA) n. «Bakki
BMPOOHMLTBA, MeTan»; 3MiHU | TUNY - BHECEHHS 3MiH [0 MeToay
KOHTPO/Ib SKOCTI Ta «CynyTHi goMmilkm» Adl, a came- 3amiHa meToay
BMMycK cepii); CBYC KOHTpOto 3rigHo EP ans igeHTudikavii gomiwkm C
dapma A.C., Yecbka (niToxoneBoi KNCNOTU) HA METOA, BUPOOHUKA (LONOBHEHHS
Pecny6nika (nepBuHHe PRO.MED.CS y moayni 3.2.) a1 akTUBHOI pe4yoBUHA
i BTOPUHHE (ypcofeoKkcrxonesoi KUCN0TH) Bif, BUpoObHuKa AdI:
nakyBaHHs) Daewong Bio Inc., Kopes Ta Industria Chimica Emiliana
SpA, ITanisi; 3miHu | TMNy - BHECEHHS 3MiH 40 MeToAy
KOHTpOto N. «KinbKiCHUIA BMICT ypCOAEOKCUX0NEBOI
KucnoTu, Metog BEPX»; 3miHW | TUNY - BHECEHHSA 3MiH 0
MeTOAY KOHTPOSIO N. «PO3YMHEHHS»; 3MiHU | TUny -
BHECEHHS 3MiH 40 MeTOAY KOHTPO/O M. «CynyTHi
[LOMILLIKM>»
387. | YPCOCAH® TabneTKN, BKPUTI NMPO.ME[A.L| Yecbka BCi cTagii Yecbka BHECEHHS 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHu | 3a UA/17770/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
®OPTE N/1iBKOBOO CMparaa.c. | Pecny6nika BMPOGHMLTBA, Pecny6nika TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y peyenmom

060/10HKO0, 500 Mr KOHTPO/Ib AKOCTI Ta BMPOGHMLTBI. 3amiHa abo BBeAEHHS 10AATKOBOI Ai/TbHUL

no 10 TabneTtok B BMNYCK cepil: BMPOOHULTBA AN15 YACTUHM abo BCbOro BUPOGHNYOro

6nicTepi, no 1 a6o 2, MPO.MEQ.LC Mpara npoLiecy roToBOro NikapCcbKoro 3acoby (AibHNLA ans

a.c., Yecbka BTOPVHHOrO NakyBaHHSA) BBEAEHHS A0AATKOBOT AiNbHUL

abo 3, abo 5, a6o 6,
a6o 9, abo 10
6nictepiB y
KapTOHHIlA KopooLi

Pecny6nika; nepeuHHe
i BTOPVHHE NaKyBaHHA:
KOO®APMA c.p.o.,
Yecbka Pecny6nika

[ANns BTOPMHHOro nakysaHHHA KOO®APMA c.p.o., /
COOPHARMA s.r.0., WO 3HaxoauTbcs 3a agpecoto 140 00
Mpara 4, Byn. 3eneHi npyr, 1090, Yecbka Pecny6nika /
140 00 Praha 4, Zeleny pruh, 1090, Czech Republic.
3a3HayeHHs OyHKLUIl BXe 3aTBepKEHOro BUPOOHMKa
MPO.ME[.LC Mpara a.c., Yecbka Pecny6nika.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NMiKapCbKMiA 3aci6.
3MiHM y BUpOGHMLTBI. 3amiHa abo BBeAEeHHS 404ATKOBOI
LinbHUL BUPOBHULTBA A/18 YACTUHN a0 BCbOro
BMPOBHMYOro NpoLEecy roToBOrO /likapCbKOro 3acoby
(AiNbHUUSA ANS NEPBMHHOIO MaKyBaHHS)
BBe/leHHs A0AaTKOBOI AiNbHUL 415 NEPBUHHOIO
nakyBaHHHs KOOPAPMA c.p.o., / COOPHARMA s.r.0.,
L0 3HaxoauTbCA 3a agpecoto 140 00 lMpara 4, Byn. 3eneHi
npyr, 1090, Yecbka Pecnybnika / 140 00 Praha 4, Zeleny
pruh, 1090, Czech Republic. 3a3HauyeHHs yHKLUIl BXe
3aTBepmkeHoro BupobHuka MNPO.ME/A.LIC MNpara a.c.,
Yecbka Pecnybnika. 3miHu | Tvny - 3MiHW 3 SKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTudikar BiANoBIiAHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HOBOro
abo oHOB/EHOrO cepTudpikaTa BiANOBIAHOCTI a6o
BUJIyYEHHA cepTudikaTa BiAnoBiAHOCTI EBpoONenchkiii
thapmakonei: ana Ad®l; ans BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikart BiAMOBIAHOCTI EBpONenchbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo [0NOBHEHHS) nodaHHsA HoBoro CepTudikaTy
RO-CEP 2018-115-Rev 01 ans A®| Ypcogeokcuxonesoi
KUCMOTU Bif, HOBOro BUpo6Hnka PHARMAZELL GMBH,
Germany.
3minu | TUny - 3MiHn 3 akocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTtudikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; Ans
[0NOMDKHOT peyoBMHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTuddikaT Bif,
yXe 3aTBepKeHOro BUpo6GHUKa
nofaHHsa oHosneHoro Ceptudikata R1-CEP 1999-047-

Rev 07 ana A®l Ypcogeokcuxonesa K1caoTa Bif Bxe
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aTBEpMAKEHOr0 BUPOOHUKA, L0 3MiHMB Ha3By 3 Prodotti
Chimici E Alimentari S.P.A. Ha ICE S.P.A, BHacnigok
3nmTTs komnaniii PCA S.P.A. Ta ICE S.P.A.
388. | PEPPYM NIEK | Tabnetku xyBasbHi CaHpos CnoBeHis ek ®apmaneBTMUHA CnoBeHis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/0127/02/01
no 100 wmr; no 10 dapmachboTi KoMnaHis 4.4. - BHECEHHS 3MiH A0 p.3.2.P.7 Cuctema peyenmom
TabneTok y ctpumi Kan3 4.4. KOHTeliHep/3akynoptoBasibHWI 3acib, a came-3miHa
abo y 6nictepi, no 3 CTOCYETbCA TiEi YACTUHM NEPBUHHOTO MaKyBaslbHOTO
cTpunu abo maTepiasy, L0 He KOHTaKTYE 3 FOTOBUM NiKapCbKUM
6nictepy B 3aC060M: MPOMNOHYETLCA 3aMiHUTV TPYHTOBKY A7 APYKY,
KapTOHHIA Kopoo6Li LLIO MICTUTb HITPOLLENI0N03Y, Ha FPYHTOBKY 6e3
HITPOLENtoN03un ANs antoMiHieBOT honbru, Lo
BuKOpucToBYeTbCA ana ALU-ALU 6nictepa
389. | DI/ICTUM® PO34UH AN15 iH'EKLNA TOB "®3 YkpaiHa TOB "$3" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/14300/01/01
0,3 mr (30 mnH MO/1 | "BIOPAPMA BIO®APMA" - 3MiHM Wopao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
mn), no 1 mn (30 " BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHUX Npo
M/IH MO) (0,3 mr) cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
abo no 1,6 mn (48 [aHunx npo cuctemy hapmakoHarnsgy, 3miHa
mnH MO) (0,48 mr) y YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
nonepegHLo dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
HanoBHEHOMY 3asBHUKA ANA 34iiCHeHHA hapMakoHarnsgy B YkpaiHi,
wnpuyi; no 1 SKLLO BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0Cco6bu,
nonepegHb0 BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy
HanoBHEHOMY (BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
wnpuuy y 6nictepi; MacTep-haiina cuctemm hapmakoHarnsgy) - amiHa
no 1 6nictepy y YMOBHOBaXXeEHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
naJi 3 KapToHy hapmakoHarnag.
MponoHoBaHa pepakuis: Mowy TeTaHa HOpiiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag
390. | P/IABOBIP® | cupon no 30 mn, abo TOB "HBK YKkpaina TOB "HBK "Ekochapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnx matepiasiB: 3miHu || 6e3 UA/5510/01/01
no 50 mn, a6o no 60 "Ekochapm” TUMY - 3MiHU 3 SIKOCTi. FOTOBUIA NikapcbKuii 3aci6. peyenma
My hakoHax 3 KOHTpOs1b roToBOro fikapcbKoro 3acoby. 3MiHa
ckna abo nacTuky; napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX
no 1 cpnakoHy roTOBOrO JlikapcbKoro 3acoby (3MiHa 3HaxoAuTbCsA no3a
pasom 3 [03yt04O0t0 3aTBEpLKEHVMI AONYCTUMUMI MeXamu cneumdikawin) -
EMHICTIO y Mauu,i 3 BHECeHHS 3MiH g0 Cneuucpikauii /13 Ha TepMiH
KapTOHHY npuaaTHOCTI, 30KpemMa: 3MiHa KpUTepiiB NPUIHATHOCTI 3a
nokasHnkoMm "KinbkicHe BU3HauYeHHs. MeTunnapabeH,
Mponinnapa6ex"
391. | ®/TIAMOIPEN | Tabnetku, BKpUTI AHaHTa Benuka dramiHro HAjsA BHECEHHS 3MiH 10 peecTpaLjiiiHMX maTepianis: 3MiHK | TUny 3a UA/7441/01/01
b 75 nAiBKOBOIO Megikeap BpuTaHis PapmacbioTrKanc - AOMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby peyenmom
0060/10HKOH, MO 75 nra. Ntp., IHais; Aptypa - 3miHa Ha3Bwu /13: 3aTBepaxeHo: KNMOMIAOMPE/b

Mmr, no 10 TabneTok
y 6nicTepi; no 1, 3

dapmacbioTikans lMeT.
N1a., IHAaisa

AHAHTA / CLOPIDOGREL ANANTA 3anponoHoBaHo:
®JIAMOIPESIb 75 / FLAMOGREL 75 BBefeHHs 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
abo 10 6nictepiB y NpoTArom 3-x MiCAUIB MIiC/1A 3aTBEPKEHHS
nauui
392. | ®JIEHOKC® PO3YNH A5 iH'EKLIN, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: yTOYHEHHA 3a UA/13119/01/01
PO34MH A5 iH'EKLN, "®apmak” ynakoBKu B Haka3i MO3 Ykpainu Ne 1327 Big peyenmom

10000 aHTK-Xa
MO/mn; no 0,2 mn
(2000 aHTU-Xa MO)
a6o 0,4 mn (4000
aHTM-Xa MO), abo
0,6 mn (6000 aHTW-
Xa MO) y wnpuui;
no 1 wnpuuy B
6nicTepi; no 1, 2 abo
10 6nicTepiB y nauui
3 KapToHy; no 0,8 mn
(8000 aHTU-Xa MO)
y wnpuuj; no 1
wnpuuy B 6nictepi;
no 1 a6o 2 6nictepu
y naulli 3 KapToHy;
no 0,2 mn (2000
aHTu-Xa MO) a6o
0,4 mn (4000 aHTU-
Xa MO), a6o 0,6 mn
(6000 aHTM-Xa MO)
y wnpuui; no 2
wnpuuy B
6nicTepi; no 1 a6o
5 6nicTepiB y nayui
3 KapTOHY a60 no
25 G6nicTtepiB y
KOpPOOGLLi 3 KAPTOHY;
no 0,8 mn (8000
aHTu-Xa MO) y
wnpuui; no 2
wnpuuy y
6nictepi; no 1
6nictepy y nauui 3
KapToHy a6o no 25
GnictepiB y
KOpPOOGLii 3 KAPTOHY

02.07.2021 B npoueci BHECEHHA 3MiH (3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
nocBiJYeHHs) 3MiHa Ha3BW Ta aZpecy 3asiBHUKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPMKEHHS. 3MiHW | TUny - AOMIHICTPaTMBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo afpecu Micus NPoBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BKIOYAKUN [i/TbHUL BUMYCKY cepii abo MicLe
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpiid)
3MiHa HaliMeHyBaHHS Ta afpecy MiCLs NPOBaKEHHS
LisNIbHOCTI BUPOOHUKa 6€3 3MiHV MicLs BUPOOHULITBA.
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3aCTOCyBaHHSA LLOAO HAaliMeHyBaHHA Ta
MiCLLe3HaxopKeHHS BUPO6HMKa 3 BIAMNOBIAHUMU 3MiHAMU Y
TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEpPKEHHS. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
p. «MapkyBaHHs» MKA 13 3aTBepakeHo: Bianosigae
Ha/JiaHOMy TeKCTy MapkyBaHHSA 3anponoHoBaHo: 3rifHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
iH(hopMaUii WoA0 3a3HAYEHHSA OAUHMLb BUMIPOBAHHS Y
cucTemi Sl. BBeeHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBepMKEHHS. 3MiHKM | Tuny - 3MiHKM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnevudikadisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(3BY)XEHHSA AONYCTUMUX MEX, BU3HAUYEHMX y crnevumdikadii)
Po3ain «3au1LWKOoBI KifIbKOCTi OpraHiYHNX PO34MHHUKIBY.
'paHnyHe HOPMYBaHHS 3a/TMLLKOBUX KiflbKOCTel
OpraHiYHUX PO34MHHUKIB (€TaHO/y) Ta OANHUL
BMMiptoBaHHS (% 3MiHIOEMO Ha ppm) NPYBOAUMO A0 BUMOT
BMpo6HUKa. BMicT eTaHony y cybcTaHLii - He 6inblue 500
ppm. 3MiHu | Tuny - 3miHn 3 sakocTi. A®I. KoHTponb AdL.
3miHa y napameTpax cneuudikauii Ta/abo gonyctummx
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BMXiIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWJTYYEHHS 3aCTapiforo nokasHvka)) BunyyeHHs posgin
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

«Baxki meTanu» 3i cneundikauii A®| eHokcanapuHy
HaTpito BUpobHuka «Hangzhou Jiuyuan Gene Engineering
Co.,Ltd., Kutaii. 3mim | Tvny - 3miHun 3 sikocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdD| abo
BUXiQHOro MaTepiasy/NnpoMiXXHOro NpoAyKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOUaoum 3amiHy abo
[0MNOBHEHHS) AD| abo BUXiAHOro/NPOMIXHOIO NMPOAYKTY)
3MiHM y MeTofax BUNPOGYBaHHS T.«3asIMLLKOBI KiNIbKOCTI
OpraHiYHUX PO34MHHUKIB» Y 3B'A3KY 3 ONTUMI3aLier0
mMeToaukmM). [N nakyBaHHA 3 ABOMA LWNpuuamu 6yno
nponyLLeHo ynakoBky no 25 6nicTepis y KopoobLi 3
KapToHy. Pepakuis B Hakasi: no 0,2 mn (2000 aHTn-Xa MO)
a6o 0,4 mn (4000 aHTU-Xa MO), abo 0,6 mn (6000 aHTwK-
Xa MO) y wnpwuuj; no 2 wnpuuy B 6nicTepi; no 1 abo 5
6nicTepiB y nauui 3 kapToHy; no 0,8 mn (8000 aHTK-Xa
MO) y wnpuui; no 2 wnpuum y 6nictepi; no 1 6nictepy y
nauuj 3 KapToHy.
3anponoHoBaHa pefakuis: no 0,2 mn (2000 aHTK-Xa
MO) a60 0,4 mn (4000 aHTu-Xa MO), a6o 0,6 mn (6000
aHTu-Xa MO) y wnpwuui; no 2 wnpuuu B 6nictepi; no 1
a6o 5 6nicTepiB y nauui 3 KapToOHy a6o no 25
6nicTepiB y KOopo6Li 3 kKapToHy; no 0,8 mn (8000 aHTK-
Xa MO) y wnpuui; no 2 wnpuum y 6nicrepi; no 1
GnicTepy y nauui 3 KapToHy a6o no 25 6nictepiB y
KOPOGL,i 3 KAPTOHY.

393.

®NOrEH3NM

TabneTkn, BKPUTI
o060n0Hkoto no 20
Tabnetok y 6nictepi;
no 2, no 5 aéo no 10
6nicTtepiB y
KapTOHHI Kopo6Lyj;
no 800 TabneTok y
6aHKax

MYKOC
dapma
v6X i Ko.
K

HimeyunHa

MYKOC
EmynbcioHcresensbLu
adt M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM WoAo 6e3neku/eheKTUBHOCTI Ta chapmakoHarnagy.
BBeeHHs1 ab0 3MiHM A0 y3arasibHEeHUX AaHuX Npo
cmucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHNX
JaHunx Npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOBaXeEHOI 0C06W, BiANOBIAAILHOI 32 3iiCHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapMmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsagy
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLieHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: Sabine Franck. 3mMiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6W 3asBHYVKa, BigNOBiAaNbHOT
3a 3pjficHeHHs hapMakoHariagy. 3MiHa KOHTakTHOT 0cobu
3as1BHYVIKa, BignoBiganbHOI 3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepgakuis: Mopinuk Aptem Bonogmmmnposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapMakoHarnaay B Ykpaii

6e3
peyenma

UA/2843/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
394. | ®OPT-TE/b renb 2,5%, no 30T TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/2550/01/01
a6o 50 ry Ty6i; no 1 "TepHodap TUNY - HaZlaHHA oHoBNeHoro AM® Bif BUpOOHMKa peyenmom
Ty6i y nauui 3 M" keTonpogeHy «Hubei Xunda Pharmaceutical Co.Ltd»,
KapToHy KuTali, Ta Ak Hacnigok 3miHa cneuudikauii Ta MeTogis
BXigHOro KoHTposo AdI
395. | ®YPATIH Tabnetku no 50 wr, MAT YkpaiHa MNAT "Tannucapm”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/5198/01/01
no 10 Tabnetok y "ranunudap Ykpaina; NMAT - BHECEHHS 3MiH 40 METOAMKM BUNPobyBaHHA AdI peyenmom
6nictepi; no 3 M" "KuiBmegnpenapat"”, dypasnanH 3a nokasHUkoMm "MikpobionoriyHa unctora’,
6nicTpun B navui YkpaiHa 30Kpema: B SIKOCTi iHaKTMBaTopa BMKOPUCTOBYBATV COEBUIA
NeuNTUH 3aMiCTb SEYHUI NEeUNTVHY; pefaKLiiiHi npaBku
396. | XIMOTPUINC niogpinizat gns TOB "®3 Ykpaina TOB "®3" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/2347/01/01
NH po3unHy Ans iH'ekuii | "BIOPAPMA BIO®APMA" - 3MiHM WoAo 6e3nekn/eheKTNBHOCTI Ta chapmakoHarnagy. peyenmom
KPUCTANIYH | no0,01r5 " BBeneHHs1 ab0o 3MiHU A0 y3arasibHEHUX JaHWX Npo
nn h/1aKoHIB 3 cucTemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
niodpinizatom y [aHunX npo cuctemy hapmakoHarnsgy, 3amiHa
6nictepi; no 2 YNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbHOI 32 3iiCHEHHS
6nictepn y nauui 3 hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHY 3asBHUKA 419 3AiICHeHHA dhapMakoHarniagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEeHH:A ddapmakoHarnsagy
(BKNOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
MacTep-haiina cuctemu hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag,.
MponoHoBaHa pepakuis: Moy TeTaHa KOpiiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANoBifas1bHOT 3a dpapmakoHarnsag
397. | XNIOPO®INIM | po3uuH oniiHuia, 20 MAT YkpaiHa MAT "Fanuucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/4551/01/01
T® mr/mn; no 25 mn abo "Tanuudpap — BHECEHHS 3MiH 40 MaTepiasliB peecTpauiiHoro 4oCbe peuyenma
30 mn y donakoHi; no M" 'N3 Xnopodinint®, po3uunH oniliHuii p. 3.2.S.4 KoHTponb
1 donakoHy y nauui A®| XJIOPOIINT EKCTPAKT FYCTUIA, ekcTpakT
ryctuii (cyoctaHuis) B Cneundikauii i MeTogax KOHTPOsI0
3a MNoKa3HUKOM "Baxki MeTann": KOHTPONb JaHoro
noKasHuMKa NPOMoHYETLCA NPOBOAUTY 3rifHO BUMOr [dY
2.4.27. BU3HaAYeHHS NPoBOAATb METOLO0M ONTUYHO-
eMICIiHOT cnekTpoMeTpil 3 iHAYKLUHO 3B’3aHOK N1a3MoH0
(A®Y 2.2.57); cynyTHA 3MiHa - 3MiHK 3 AkoCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax BunpobysaHHs APl abo
BUXiQHOIO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLUi
3MiHM y MeToAax BUNpobyBaHHSA (BKIOYaOUy 3amiHy abo
[0NoBHEHHS)) AP| ab0 BMXiAHOrO/NPOMIXHOro NPOAYKTY)
398. | XYMIPA® PO34MH ANS iH'EKLN, E66BI Lseliuapis Bettep ®apma- HimeyunHa BHECEHHS 3MiH 10 peecTpaliiiH1ux maTepianis: 3MmiHu | Tuny 3a UA/16818/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
20 mr/0,2 mm;no 0,2 Biochapmach ®eptiryHr F'm6X i Ko. - BBEJEHHS 4,04aTKOBOI AiNIbHMLj TECTYBaHHS Ta BUMYCKY peyenmom
MJ1 PO3YUHY Y toTikan3 KI, HimeuunHa A®I: AbbVie Operations Singapore PTE Ltd (AOS), 23
nonepeaHs0 6X (BUPOGHNLTBO Tuas South Avenue 6, Singapore 637022; 3miHu | Tuny -
HaroBHEHOMY nikapcbKoro 3acooby, 3BY)EHHS KPUTEPIl NPUAHATHOCTI y cneyudikauii Ha
0[IHOA4030BOMY nepBUHHE MakKyBaHHS; TepMmiH 36epiraHHHA /13 3a nokasHukom «YucToTa
wnpuui, no 1 Bettep ®apma- afanimymabax: 3anponoHosaHo: Mikn Mix Lys 1 Ta Lys 2 —
Wwnpuly pasom 3 1 ®eptiryHr F'm6X i Ko. «He 6inbLue 4%». BBefeHHs 3MiH NPOTAroM 6-T MicsALiB
CEepPBETKOH, KI, HimeuunHa nicns 3aTBepKeHHs; 3MiHU || TUny - 3 METOI PO3LUMPEHHS
npocskHyTot 70 % (BTOPUHHE MOTY>HOCTEN, 3anpornoHOBaHO BBEAEHHSA aflbTepHaTUBHOT
i30nponinoBum nakyBaHHs ); E66BI BMPOGHUWYOI AinbHULi aganimymaby AbbVie Operations
cnupTtom (B BioTekHonomxi Mm6X, Singapore PTE Ltd (AOS), 23 Tuas South Avenue 6,
namiHoBaHoMy HimeuunHa (Bunyck Singapore 637022; 3MiHu Il Tuny - BBEAEHHA AOAATKOBOrO
nonieTusieHom cepii ); E6G6BI BMpOGHMKa A®I, L0 NpoBOAUTL TecTyBaHHS AdI i3
nanepi), BMiLLyOTb y [Hoiuneng m6X i Ko. 3acToCcyBaHHAM 6ionoriumx MeToAis Ta Bunycky Ad®l:
KOHTYPHY YapyHKOBY K, Himewunna AbbVie Operations Singapore PTE Ltd (AOS), 23 Tuas
ynakoBkKy; no 2 (TecTyBaHHs) South Avenue 6, Singapore 637022
wnpnum (y
KOHTYpHiIlA
YapyHKOBIli ynakoBLj
3 1 cepBETKO
KOXEH) Y KapTOHHili
Kopo6ui
399. | XYMIPA® PO34UH O151 iH'EKLLNA, E66BI LLiBeiiuapis Bettep ®apma- HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/16818/01/02
40 mr/0,4 mn; no 0,4 | Biochapmach ®epTiryHr F'm6X i Ko. - BBE[IEHHS 404aTKOBOI AiNIbHULj TECTYBaHHSA Ta BUMYCKY peyenmom
MJ1 PO3YMHY Y toTikan3 Kr, HimeuuunHa A®I: AbbVie Operations Singapore PTE Ltd (AOS), 23
nonepegHsL0 meX (BUPOGHULTBO Tuas South Avenue 6, Singapore 637022; 3MiHu | Tuny -
HarnoBHEHOMY NiKapcbKoro 3acooby, 3BY)XKEHHS KpUTEPIin NPUAHATHOCTI y cneundikauii Ha
0fIHOA4030BOMY NepBUHHE MakKyBaHHS; TepmiH 36epiraHHHA /13 3a nokasHukom «4ucToTa
wnpuyi; no 1 Bettep ®apma- aganimymaba»: 3anponoHoBaHo: Miku mixx Lys 1 Ta Lys 2 —
wnpuuy pasom 3 1 ®epTiryHr F'm6X i Ko. «He 6inbLue 4%». BBefeHHs 3MiH NpoTArom 6-T MicsauiB
CEPBETKOI, Kr, HimeuuunHa nicns 3aTBepmKeHHs; 3MiHU |l TUMY - 3 METOH PO3LUMPEHHS
npocsikHyToto 70 % (BTOPUHHE MOTYXHOCTEM, 3anpornoHOBaHO BBEAEHHS anbTepHaTUBHOT
i3onponinosum nakyBaHHs ); E66BI BMPOBHMYOT AinbHUUI aganimymady AbbVie Operations
cnupTom (B BioTekHonomxi MM6X, Singapore PTE Ltd (AOS), 23 Tuas South Avenue 6,
namiHoBaHoOMy HimeuunHa (BUnyck Singapore 637022; 3miHu Il TUNY - BBEAEHHA [OAATKOBOIO
nosieTneHom cepii ); E66BI BUpo6HMKa ADI, L0 NPOBOAMTE TECTyBaHHA AdI i3
nanepi), BMiLLeHi y [Honuneng Mm6X i Ko. 3acTocyBaHHAM 6iosoriunx meToais Ta Bunycky Adl:
KOHTYPHY YapyHKOBY KI, HimeuunHa AbbVie Operations Singapore PTE Ltd (AOS), 23 Tuas
ynakoBKy; no 2 (TecTyBaHHs) South Avenue 6, Singapore 637022
wnpuum (y
KOHTYPHIl
YapyHKOBIli ynakoBLyji
31 cepBeTKO
KOXEH) Y KapTOHHili
Kopobui
400. | LENYNAP pO34uH AN4 iH ekyiin, | MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe | YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | TUny 3a UA/17259/01/01
no 2 M B amny/ii; akuioHepHe TOBapuCcTBO “JlekxiMm — - AAMIHICTpaTMBHI 3MiHK. 3MiHa Ha3BW NikapCbKOro 3acoby. peyenmom
no 5 amnyn y TOBapUCTBO Xapkis” 3MiHa Ha3BM NikapcbKoro 3acoby. 3aTBepAKeHo:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 “Nekxim — PapukyBiT. 3anponoHoBaHo: Lienynap. BeeaeHHS 3MiH
6nictepy B nauui Xapkis” NPOTArom 3-X MICALiB Nic/A 3aTBEPAXKEHHS.
401. | UEPETIH po3unH aNns iH'ekui, | PYM Pecny6nika Pyn Pecny6nika BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3minu |l 3a UA/8854/01/01
no 1 mn B amnyni; "Benvegnpe | binopycb "BenmeanpenapaTn" Binopycb Tuny - 3MiHK 3 AKOCTi. [0TOBWIA NTikapcbkuii 3aci6. Cuctema |  peyenmom
no 5 amnyny napatun" KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa Y NepBUHHIl
6nicTepi; no 2 yNakoBLji FOTOBOr0 NikKapCbKoro 3acoby (Tvn KoHTenHepa
6nicTepi y nauui; abo gofaBaHHA HOBOTO KOHTelHepa) - CTepusbHi
no 5 mn B amny ni; nikapcbki 3ac06u Ta Nnikapcbki 3acobun
no 5 amnyny 6i0/10r4YHOro/iMyHO/ONYHOTO MOXOKEHHS - BBEAEHHS
6nicTepi; no 1 abo 2 [04,aTKOBOrO TWNy KOHTelHepa A5 NEPBUHHOIO
6nictepu y nauui; no nakyBaHHs NikapcbKoro 3acoby — thsiakoHy no 5 ms; no 5
5 mn y cpnakoni; no a6o 10 chnakoHiB y nauui. Ak HacnigoK 3MiHU B p.
5 a6o 10 chnakoHiB y YnakoBka MK#A /13 Ta iHCTpyKLUii AN MegUyYHOro
nauui 3aCTOCYBaHHS.
402. | ULE®PMA MOPOLLIOK A5 ToBapucTBO YkpaiHa Cantotac ®apma Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/18064/01/01
ANTAYA OpasIbHOT CyCneHsil, 3 vM6X, HimeuunHa ABCTpiIf BMMpaB/IEHHS TEXHIYHOT NOMUIIKK, WO Byna JgonylieHa y peyenmom
CYCNEH3IA 40 mr/5 mn, no 50 06MEXEHO (BTOpUHHE 3aTBEPKEHNX MeToax KOHTPOO SKOCTi Y po3ini
a6o 100 mny BiAgnoBigab nakyBaHHs); CaHf03 "Cneuudikauis”, a came noMusaka y HOpMyBaHHI [0
donakoHi; no 1 HiCTIO M6X - BupobHuya nokasHuka «PecycneHAoBaHiCTb» 3a3Ha4eHO HOPMyBaHHS
dhnakoHy Ta wnpuuy "CaHfo3 AinbHUUA npu BUMYyCKy cepii, B TOI Yac SiK AaHWii TeCT BUKOHYETbCS
Y KapTOHHIll kopoobui YkpaiHa" AHTWiHdEKUIVRI TN3 Ha nepiog, TepMiHy NpuaaTHOCTI, (3aTBEPAKEHO: NpU
Ta XimiuHi onepauii BUMYCKy cepiii: He 6inblwH 10 c.; 3anponoHOBaHO: Ha
KyHonb (AIXO M3 nepiog TepmiHy npugartHocTi: He 6inbliH 10 c.). 3a3HaveHe
KyHanb), ABCTpis BMNpaB/IEHHN BigNoBigae apXiBHUM MaTepianam
(BMpPOGHMLTBO "in peecTpauiiHoro J0ChbE.
bulk", nepsuHHe Ta
BTOPWHHE MaKyBaHHS,
TecTyBaHHs, BUNYyCK
cepii)
403. | LE®OBOUU NMopOoLIOK ANns My6niyHe YKkpaina My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu | Tuny 3a UA/9239/01/01
A pO34MHYy ONA iH'EKUiA | aKuioHepHe TOBapucTBO "HaykoBo- - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK Y peyernmom
no 1 rno 1 cnakoHy | TOBapUCTBO BUPOBHNYMIA LIEHTP BMPOGHMLTBI. 3MiHa po3mipy cepii (BK/IoYatoumn diana3oH
3 MOpoLKoMm; o 1 "HaykoBo- "BopLyariBcbkui pO3Mipy cepii) roTOBOro /likapCcbKoro 3acoby - BBEAEHHS
dhnakoHy 3 BMPOGHUUNIA XiMiKO- AianasoHy po3Mipy cepii roToBOro NikapcbKoro 3acoby.
MOPOLLKOM Yy navii 3 LeHTp thapmaueBTUYHUIA 3anponoHosaHo: 10-250 kr (8050 — 246 474 dnakoHK)
KapToHy; no 5 "Bopuiariscb 3aBsog”
donakoHiB 3 KNI Ximiko-
MOPOLLKOM Yy KaceTi; hapmauesT
no 1 kaceTi y naHesni NYHWIA
3 KApTOHY 3asofa”
404. | LUE®OPT NMopoLLUOK AN AHTNGIOTMKM PymyHis AHTNGIOTUKN CA, PymyHis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il 3a UA/18819/01/01
PO34nHY A5 iH'EKUIA CA PymyHis (BTOprHHE Kutai TUMY - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema peyenmom
abo iHdysiino 11 nakyBaHHs, KOHTeliHep/3akKyrnopoBasibHUi 3acib, a came BBEAEHHS
MOPOLLKY Y dON1aKOHi; TEeCTyBaHHs, BUMYCK [04aTKOBUX CKNAHUX donakoHis Tuny Il (15 mn)
no 1 a6o no 10 cepii); CiHochapm BMpo6HMUTBa komnaHii SHANDONG PHARMACEUTICAL
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
h1akoHiB y XnioH (LLeHbwkeH) GLASS CO. LTD., China. 3akynoptoBasibHuiA 3aci6 He
KapTOHHI navwi dapmacbioTukan Ko., 3MiHMBCA. 3anponoHoBaHo: clear neutral Type | and Type
N1pa., Kvtaii Il glass vials with rubber stoppers with aluminium flip-off
(BMpOGHMLTBO caps
KiHLLeBOro NMPOAYKTY,
nepBUHHE NakyBaHHS )
405. | UE®PTA3NAN | mopollok Ans AHTNGIOTUKN PymyHis AHTUBIOTUKU CA, PymyHisi/ BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/18721/01/01
M PO34UHY ON15 iH'EKUIA CA PymyHis (BTOpyHHE Kutaii TUMNY — BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema peyenmom
abo iHdysiino 1; nakyBaHHs, KOHTeliHep/3akKyrnopoBasibHUii 3acib, a came BBEAEHHSA
no 1 a6o no 10 TecTyBaHHS Ta BUNYyCK [0[aTKOBUX CKNAHWUX doniakoHiB Tuny Il (15 M)
hNnakoHiB y cepii); CiHothapm BUpo6HMUTBa komnaHii SHANDONG PHARMACEUTICAL
KapTOHHI Kopoobui XnioH (LLeHbwkeH) GLASS CO. LTD., China. 3akynoptoBasibHuii 3aci6 He
dapmacbioTrkan Ko., 3MiHMBCS. 3anponoHoBaHo: clear neutral Type | and Type
Nra., Kntaii Il glass vials with rubber stoppers with aluminium flip-off
(BUPOGHMLTBO, caps
nepBuHHe Ta
BTOPVHHE NakKyBaHHS)
406. | LE®TPUAKC | nopoluok ans MpuBatHe Ykpaina MprBaTHE akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17237/01/01
OH pO34MHYy ON5 iH'EKUi | aKuioHepHe TOBapuCTBO "J1eKXiM- - 3MiHW BHECEHO [0 IHCTPYKUIT 415 MeAUYHOIo peyenmom
no 1r; 1 a6o 5, a6o TOBapucTBO Xapkis", YkpaiHa 3aCcTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ainy "MobiyHi
50 chnakoHis 3 "Jlekxim- (nakyBaHHs 3 in bulk peakuii" Wwoao 6e3nekn 3acToCyBaHHS Aito4ol peyoBUHMY,
NMOPOLLKOM Y nayli Xapkis" hipMUn-BMPOGHMKa BiANOBIAHO A0 pekomeHAauin PRAC; cynyTHs 3MiHa -
Reyoung 3MiHM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay.
Pharmaceutical Co., BHeceHHs abo 3miHa(n) Ao 3060B's3aHb Ta YMOB BuAadi
Ltd., Kutalicbka peecTpaLiiHoro nNoceig4YeHHs, BkYatoun MNnax
HapogHa Pecny6nika) ynpaB/iHHA pu3nKamu (3acToCyBaHHS TEKCTY, SIKWiA
MOrofXeHni 3 KOMNETEHTHUM OpraHoM) - OHOB/IEHO MNnaH
ynpas/iHHA pusrkamu, Bepcia 3.1. 3mMiHM BHeceHo 40
YyacTuH: V «3axoam 3 MiHimizauii pusmkis» (mogynb V.1,
V.3) Ta VI «Pe3tome nnaHy ynpasniHHSA pyu3nkamms»
(mogynb VI.1., po3ginu VI.1.1., VI.1. 4., mogynb VI.2.,
po3ain VI1.2.7)
407. | UE®TPUAKC | nopoLok ans MpuBaTHe YKkpaina MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3miHu | Tuny 3a UA/13240/01/01
OH pO34MHYy ONA iH'eEKUiA | aKuioHepHe TOBapuCTBO "J1eKXiM- - 3MiHW BHECEHO [0 IHCTPYKUIT 415 MEAUYHOIO peyenmom
no1,0r; 1, abo 5, TOBapUCTBO Xapkis" YkpaiHa 3aCTOCYBaHHA NikapcbKoro 3acoby Ao po3giny "Mob6iyHi
a60 50 chriakoHiB 3 "Jlekxim- (nakyBaHHS i3 chopmu peakuii” Wwoao 6e3nekn 3aCToCyBaHHS Ajil04H0l peYOBUHN,
NMOPOLLKOM Y navui 3 Xapkis" in bulk chipmn- BiANOBIAHO A0 pekomeHAaLin PRAC; cynyTHs 3MiHa -

KapToHy; 1 donakoH 3
nopotukom 1a 1
amnyna 3
PO34YNHHMKOM
(NigokaiH, po3unH
Ans iH ekuin, 10
mr/mn, no 3,5 mn) y
6nictepi; no 1
6nicTepy y nauui 3
KapToHy; 1 donakoH 3

BMpo6HMKa Qilu
Pharmaceutical Co.,
Ltd, Kutait)

3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
peecTpaLiiHoro noceBig4YeHHs, BkIoYatoun MNnax
ynpaBiHHA pu3nKamu (3aCTOCYBaHHS TEKCTY, AKuii
NOrofPKEHN 3 KOMMETEHTHUM OpPraHoMm) - OHOB/1EHO MnaH
ynpas/iiHHA pusmkamu, Bepcis 3.1 3mMiH1 BHeCeHo 10
YyacTuH: V «3axogu 3 miHimizauii pusukis» (Mogynb V.1,
V.3) Ta VI «Pe3tome nnaHy ynpaBniHHA pu3nkammn»
(mogynb VI.1., po3ginu VI.1.1., VI.1. 4., mogynb VI.2.,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nopoLukom Ta 1 po3ain VI1.2.7)
avnyna 3
po3unHHMKOM (Boga
A8 iv'exuin, no 10
M/1 B amnyni) y
6nictepi; no 1
6nicTepy y navui 3
KapTOHY
408. | LE®TPUAKC | nopoluok ans AHaHTa Benuka AnaHTa Megikeap IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17157/01/01
OH AHAHTA pO34nHYy A5 iH ek Megikeap BpuTaHis NimiTea, IHgjs; Ceicc - 3MiHV BHECEHO A0 iIHCTPYKLiT A1 MeAUYHOro peyenmom
nolr, 1 cnakoH 3 nra. MepeHnTepanc N14., 3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "MobiuHi
MOPOLLKOM Y KOpO6Lyi IHAis peakuii" BiANoBigHO A0 OHOBMEHOI iHthopMaL,i 3 6e3nekn
AitoyoT pevoBMHN. BBeAeHHS 3MiH NpoTArom 3-x MicsAuiB
nicnsa 3aTBepaKeHHs
409. | UE®TPUAKC | nopoluok ans AHaHTa Benuka AnaHTa Megikeap IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17157/01/02
OH AHAHTA pO34nHY A5 iH KL Megikeap BpuTaHis Nimiteq, IHais; Ceicc - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeANYHOro peyenmom
no 2r, 1 pnakoH 3 nra. MepeHnTepanc N14., 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain "Mo6iyHi
MOPOLLKOM Y KOpO6Lyi IHAis peakuii" BiNoBigHO A0 OHOBEHOI iHthopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeAeHHA 3MiH NpoTArom 3-x micsauis
nicnsa 3aTBepaKeHHs
410. | UWAENOH Kpansi o4Hi no 5 mn ToBapucTBO YKkpaina ToBapuncTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/4507/01/01
abo 10 mny 3 06MexeHo - BHECEHHS 3MiH A0 Cneundikauii/MeToais BUNpobyBaHHS peyenmom
thnakoHi, no 1 obmexeHoto BiANOBIAA/LHICTIO A®| flekameTOKCWH Bif, BUpobHuKa 13, 30kpema: 3a
onakoHy B KOPOOLi BignoBigasib "[locnigHuii 3aBog nokasHnkom "MikpobionoriyHa umctoTa" kpuTepii
Yy KOMM/IEKTi 3 HICTIO "THUIC", YkpaiHa (BCi NPUAHSATHOCTI Ta METOAVKY BUNPOGYBaHHSA NMPYBEAEHO Y
KPULLIKOtO- "LlocnigHnii cTafii BUpobHMLTBA, BiAnNoBiAgHICTL A0 BUMOr AdY. CynyTHA 3MiHa - 3MiHK 3
KpanenbHuuen 3aB0[, KOHTPO/Tb SIKOCTI, AKOCTi. A®I. KoHTposib A®I. 3miHa y meTogax
"rHunc BUNYyCK cepii); BuNpobyBaHHA APl abo BMXigHOrO MaTepiany/npomiKHOro
ToBapucTBo 3 npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
06MEXEHO BMpo6HMUTBa AD| (HE3HAUHI 3MiHM Y 3aTBEPAYKEHNX
Bi4NOBIAA/IbHICTIO MeToAax BUNPOGYBaHHS); 3MiHW | TUMY - BHECEHHS 3MiH [0
"®APMEKC IPyI", MeTogis BunpobysaHHss A®| [lekaMeTOKCUH, 30KpemMa: 3a
YkpaiHa (Bci cTagii nokasHukom "CynpoBigHi AOMILIK1" 3MiHa yMOB
BMPOOHMLTBA, XpomaTorpadyyBaHHs B METOANL BU3HAYEHHA A/1A
KOHTPO/Ib AKOCTI, MeTnnoBoro edipy X/10poLTOBOT KUCAOTU; 3MiHW | TUMY -
BMNYCK cepil) 3MiH go Cneuudpikauii A®| lekameToKCUH (BUPOBHULITBO
TOB "®apmxim”, YkpaiHa), 30kpemMa: BUy4YeHHs
nokasHuka "Baxki metanu"
411. | UMAKNOKYTA | nak Ans Hirtis TOB «MIBE YkpaiHa Mi6e Mm6X HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiiHnx Martepianis: 3miHu | Tuny 6e3 UA/18077/01/01
H® nikyBanbHui1, 80 YKPAIHA» ApuHaiimiTTenNsb, Monbwa - MO4AHHS OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI peyenma

Mr/r, N0 3 T PO3UNHY
y donakoHi; no 1

donakoHy y
KomnnekTi i3 10

HimeuunHa (BUPOGHUK,
BignoBigasbHWi 3a
BMPO6HULTBO "in bulk”,
nepBrHHE Ta

€Bponeiicbkiii hapmakonei RO- CEP 2015-365-Rev 02
ona A®| Linknonipokcy Bif Bxe 3aTBEpAXEHOro
BMpobHuka Olon S.P.A. ltaly. Agpeca CEP holder Ta
Manufacturing site of intermediate(s) npvBegeHa no
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
LnaTenis B KaceTi, BTOPWHHE NaKyBaHHS, iHcbopmawii HaBeAEeHOT y OHOB/IEHOMY cepTudikaTi
TpUMayeMm Lwnartens, KOHTPO/b cepii Ta BiANOBIAHOCTI EBponeiickkili hapmakoner;
TamnoHamu 4ns Bunyck cepii); CYH- 3anponoHoBaHo: RO- CEP 2015-365-Rev 02 CEP holder
OUMLLEHHS Ta ®APM Cn. 3 0.0., Olon S.P.A. Strada Rivoltana Km 6/7 Italy — 20053
nuaoYkamu ans MonbLa (BUPOGHUK, Rodano, Milano Manufacturing site of intermediate(s)
HIrTiB Y navui BiANOBigabHWIA 32 Derivados Quimicos S.A.U. Camino De Pliego Ne 150
BTOPUHHE NaKyBaHHS) Spain — 30820 Alcantarilla, Murcia; 3mMiHu | TUny - 3aMiHa
noctayanibHUKa KOMNAEKTYUNUX (MUNOYOK A5 HIrTiB);
3anponoHoBaHo: Anton Hubner GmbH & Co. KG
Schlofstr. 11-17 79238 Ehrenkirchen Germany;
3MiHU | TUMY - BUAAIEHHS] BUPOGHMKA Ai040i peYOBUHN
Linknonipokecy CEP holder PCAS (Manufacturing site
PCAS Finland Oy, Turku Finland; Manufacturing site of
intermediate(s) PCAS COUTERNE FRANCE;
Manufacturing site of intermediate(s) PCAS BOURGOIN
FRANCE), pa3om i3 ycima BignoBigHUMM po3ainamm Lporo
BMpPOGHMKa B OCbLE; 3anponoHoBaHo: Olon S.P.A. ltaly
(Bpo6HMLTBO fjtoyoi pevosuHmn) Derivados Quimicos
S.A.U., Spain (BMpOGHMLTBO NPOMDKHOrO NPoAyKTy(iB))
412. | UANPO®AP Kpansi ByLUHi, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15541/01/01
M® OEKC cycnensis no 7,5 mn "®apmak” - 3MiHM y Cneupdikauii Ta MeTogax KOHTPOSI0 cybcTaHLji peyenmom
y donakoHi; no 1 uvnpodioKkcauuHy rigpoxnopuvg, Bif BupobHuka M3 ans
dhnakoHy y nauui 3 npueefeHHa fo MoHorpadii «Ciprofloxacin Hydrochloride»
KapToHy Eb (pitoue BUAAHHA) Ta AOKYMeHTaLil BUpOGHMKa
cybcTaHUii, a came BUTyYEHHS MOKa3HMKIB «PO3UYMHHICTb»
Ta «Baxki meTanun»
413. | UNTEPAN® TabNeTKU, BKPUTI AJIKANOIA, Pecny6nika | AJIKANIOIL AL Ckon'e | Pecny6nika | BHECEHHS 3MiH [0 PEECTpaLiiHAX MaTepianis: 3MiHu | Tuny 3a UA/1079/01/01
NNiBKOBOK AL Ckon'e MiBHiYHa MiBHiYHa - NOJAHHA OHOBNEHOTO cepTudikaTy BiAnoBigHOCTI €P Ne peyenmom
060/10HKO10, Mo 250 MakefioHist MakefoHist R1-CEP 2000-405-Rev 11 ana A®I Linnpochnokcaumny
mr no 10 TabneTok y rigpoxnopuay Bif BXe 3aTBepP)KEHOr0 BUPOOHMKA
6nicTepi; no 1 Neuland Laboratories Limited, IHAis, Ta K Hacnigok,
6nictepy y nauui BBEJEHHS A0AATKOBOI BUPOBHUYOT AinbHULI Ans Ad|
KapTOHHI Neuland Laboratories Limited Unit-l, IHais
414. | UATEPAN® TabneTku, BKpUTI ANKANOIL Pecny6nika | ANKANOIL Al Ckon'e Pecny6nika | BHeCeHHs 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHK | TUNy 3a UA/1079/01/02
nNiBKOBOIO ALl Ckon'e MiBHiuYHaA MiBHiYHa - NO4AHHSA OHOBIEHOTO cepTudikaTy BignoBigHOCTI €P Ne peyenmom
060/10HKO10, Mo 500 MakefoHis MakefoHis R1-CEP 2000-405-Rev 11 ana A®| LinnpodnokcaumHy
mr no 10 TabneTok y rigpoxnopuay Bif BXe 3aTBepKeHOro BUpobHuKa
6nicTepi; no 1 Neuland Laboratories Limited, IHais, Ta Sk Hacnigok,
6nicTtepy y nauui BBEJEHHS 40AATKOBOI BUPOOHMYOT AiNbHuUI ans Ad|
KapTOHHIiA Neuland Laboratories Limited Unit-ll, IHgis
415. | UATPAMOH- Tabnetkn, no 6 abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | TUny 6e3 UA/6550/01/01
AAPHUUSA no 10 Tabnetok y "®apmaueBT "®dapmaueBTUYHa — BHECEHHS 3MiH 40 creumdikauii Ta aHamiTaHX peyenma
KOHTYPHUX M4yHa chipma dipma "dapHuus” MeToauK Ana A®l auetuncaniunaoBoi KUCI0TH 3a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YapyHKOBUX "AapHuua"” nokasHukamn «Po34nHeHHs», «lgeHTudikayis»,

ynakoBkax; no 6 abo
no 10 TabneTtok y
KOHTYPHIi
YapyHKOBIl
ynakosui, no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
B nauuj; no 10
TabneTok B
KOHTYPHIl
YapyHKoBIl
ynakosLi, no 6 abo
Nno 12 KOHTYPHUX
YapyHKOBUX
yNakoBOK B nauLli

«Mpo30opicTb po34KHY», «KOMbOPOBICTb PO3UKHY»,
«KinbKicHe BU3HaYeHHs», L0 06YMOB/EHHSA MPUBEAEHHAM
y BignoBigHicTb A0 MoHorpadii «Acetylsalicylic acid» EP
HopmyBaHHA TecTy «MikpobionoriyHa unctoTa»
npuBeaeHo y BigNoBigHICTbL Ao Bumor EP, 5.1.4. CynyTHSA
3MiHa - 3MiHu 3 akocTi. A®l. KoHTponb AdL. 3miHa y
mMeTogax BunpobysaHHa APl ab6o BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYaouy 3amiHy abo
[0MNOBHEHHSA) AD| abo BUXIAHOrO/NPOMIKHOTO MPOAYKTY);
3MiHM | TUNY — cneyudikauii Ta aHaNiTUYHNX METOAVK /15
A®I AueTuncaniuunosa knucnota y TecTi «CynposigHi
[JOMILLKM» NPUMBEAEHO Y BiANOBIAHICTL A0 MOHOrpadil
«Acetylsalicylic acid» EP. 3a pe3ynbtatamu Bastigauii
MeToAMKa AONOBHEHA AAHVMMU NP0 TEPMIHM NpUAATHOCTI
PO3YMHIB | YTOYHEHO TOProBi Ha3BW XxpomMartorpadivHol
KOMOHKW. CynyTHA 3MiHa - 3MiHn 3 sikocTi. A®l. KoHTposb
A®l. 3miHa y meTogax BunpobysaHHA APl abo BUXiAHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BKNOYaouy 3amiHy abo
[0MNOBHEHHA) AD| abo BUXIAHOro/NPOMIDKHOTO MPOAYKTY);
3MiHW | TUMY — BHECEHHS HE3HAYHMX 3MiH 40 METOANKN
BUNpobyBaHHA APl aLeTuicaniumnoBoi KUCNO0TU 3a
nokKasHUkoMm «BTpaTa B Maci npy BUCYLLYBaHHI», a came
BHECEHI peAakLiliHi MpaBku; 3MiHW | TNy — BUyYeHHs 3i
crneundikavii Ta aHaniTUYHUX MeToAUK Ans AdI
AueTnncaniumnoBa KMCnoTa nokasHuka «Badkki MeTasin»
Ha nigcTasi aHani3y pu3KKIiB Bif BUPOOHUKA | BUMOT
MoHorpadii «Acetylsalicylic acid» EP;
3MiHM | TUNY — onuc ymos 36epiraHHs Ad|
aueTuicaniuuIoBoi KUCNOTU NPUBEAEHO Y BiANOBIAHICTb
00 pekomeHAauiii HactaHoBu CT-H MO3Y 42-3.3:2004
HactaHoBa 3 AKocTi. Jlikapcbki 3aco6u BunpobysaHHs
CTabiNIbHOCTI Ta [OKyMeHTaUil BUpOGHMKa | npeacTaBneHo
B HACTYMHIl pefakyii: «Y LWifbHO 3aKyrnopeHiii Tapi 3a
Temneparypu He BuLle 25 °C». 3atBepaxeHo: B
BO3/yXOHENPOHMLIAEMOM KOHTEHepoMm, nNpv Temnepartype
He Bbile 25 °C»; 3MiHu | TUnNy — 3MiHEHO Ha3BY po34iny 3
«[epiog NepekoHTPONo» Ha «TePMiH NEPEKOHTPOSIO»
BiANOBIAHO A0 MaTepianis BUpobHuka AdI
aueTuicaniumnoBoi KUCNOTU; 3MiHK | TUNy - oo
cneumdikauii Ta aHaniTMYHUX METOAVK AN BXIAHOMO
KOHTPO/I0 Ha Aitouy peyoBuHy KodheiH 3a nokasHukamm:
«lpoeHTUdikavis», «KMCcnoTHiCTb», «CynpoBiaHi AOMILLKN»,
«3a/IMLLKOBI KiSIbKOCTI OpraHiYHnX PO34YMHHUKIBY,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

«KinbKicHe BU3HaAYEHHS» - BHECEHI peAakuiliHi mpaBku,
HOPMYBaHHS 3auLweHo 6e3 3MiH; «CynpoBigHi AOMILLKN» -
npuaaTHICTb XpomaTorpagiyHoi CUCTEMU [JONOBHEHA
BMMOTOH0 10 BifHOCHOIO CTaHAAPTHOrO BiAXWIEHHA MOLL
nika KodheiHy, a TakoX BUMOra A0 CTYNeHs1 PO3AiNeHHs Ans
nikis gomiwwok C i D i3 xpomarorpam po3unHy nopiBHAHHSA
(b) npuBeaeHa ao Bumor moHorpadii «Caffeine» EP. 3a
pesynbTaTamu Basligauii MeToguka AoNoBHEHa TepMiHaMM
npuaaTHOCTI PO3YMHIB | TOProBNMU Ha3BaMu
XpomarorpadiuyHnx KONOHOK. «Onunc» - BUlyYeHa
iHbopmauis npo cybnimauito cybcTaHuji. Tect
«Po3unHHicTb» BignNoBiAHO Ao Bumor AdY 1.4
«MoHorpadii» Takox Mae pekoMeHAaLinHWIA xapakTep, Ha
nifcTasi YOro 3anpPoONOHOBAHO BUKOHYBATW TECT TiNbk1 AN
pPO34MHHKKIB Boga P Ta etaHon (96 %) P, wo He
cynepeynTb BuMoram Y. HopMmyBaHHsS TecTy
«MikpobiosioriyHa YmcToTa» NpYBEAEHO Y BiANOBIAHICTL A0
Bumor EP, 5.1.4. CynyTHA 3MiHa - 3MiHK 3 akocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHsa Ad| abo
BUXiQHOrO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOYaoum 3amiHy abo
[0NoBHEHHS) A®| abo BMXIAHOrO/NPOMIXHOIO NPOAYKTY);
3MiHW | TUNY — BHECEHHA HE3HAYHUX 3MiH [0 METOAUK
BMNpo6yBaHHA A®I KodheiHy 3a nokasHukamu «lpo3opicTb
po3unHy», «CynbchaTu», «BTpaTta B Maci npu
BUCYLLYBaHHI», 1,0 06YMOB/IEHO BHECEHHSAM pefaKLiinHnX
npaBoK, METOAVKV 3a/ULeHi 6e3 3MiH; 3miHu | Tuny —
BWUTyYEHHS 3i cneumdikauii Ta MeToiB KOHTpoo APl
KopeiHy nokasHuKiB: «Baxkki MeTaninm» Ha nigctasi aHaslisy
pv3vKiB Bif BUPOGHUKIB i BUMOTr MoHorpadii «Caffeine»
EP; «AHOManbHa TOKCUYHICTb», OCKiNIbKK CybCTaHLis
npusHayeHa A5 BUKOPUCTaHHSA Y BUPOOHULITBI
HEeCTepPUIbHUX MiKapCbKyX 3aco6iB. [JaHunii NoKa3HUK He
KOHTPOMOETLCA B AD| Npu BUPOBHULITBI TBEPAMX
nikapcbknx chopm; 3miHmn | Trny — po3ain «TepmiH
npugatHocTi» ans A®| kodeiHy npuBedeHo y
BiANOBIAHICTL A0 MaTepianis BUpo6HMKa Shandong Xinhua
Pharmaceutical Co., Ltd., China, a came 3miHeHo 3
«TepMiH NPUAATHOCTI 4 POKN» HA «TEPMIH NEPEKOHTPOJIIO
4 pokn». Ans Bupo6bHuka «Jilin Shulan Synthetic
Pharmaceutical Co., Ltd.», China noka3Huk «TepmiH
NpUAATHOCTI» 3a/INWeHO 6e3 3MiH; 3MiHW | Tuny — B TecTi
«3aNLLKOBI Ki/IbKOCTi OpraHivyHUX PO3UUHHWUKIB» A/15
Aitoyoi pevosnHN Kodpei, BupobHuytBa Shandong Xinhua
Pharmaceutical Co., Ltd., China, meToanka gonoBHeHa
hopMysI0t0 A/151 PO3PaxyHKy BMICTY X/10pochopMy.
MpuaaTHiCTb XpomaTorpagivyHoi CMCTEMU [JOMOBHEHA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMMOTOI0 /10 BifHOCHOIO CTaHAAPTHOTO BiAXWIEHHS Mika
xnopodpopmy AN PO34MHY NOPIBHAHHA. 3a pe3ynbTaTamu
Banigauii MeToguka JONOBHEHA TEPMIHOM NPUAATHOCTI
PO34MHY MOPIBHAHHSA | TOPrOBUMMN Ha3BaMu
XpomatorpadiyHnx KONOHOK. CynyTHS 3MiHa - 3MiHY 3
aKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMpO6HULTBA ADI
416. | O-TPIN PO34MH ON8 iH KL, Bxapar IHAis Bxapat Cipamc eHp, IHais BHECEHHS 3MiH [10 peECTpaLjiiiHNX MaTepianiB: TEXHIUHY - UA/15261/01/01
100 000 MO; no 4 Cipamc eHg, BakuuHc NimiTeq, NOMW/IKY BUNPaB/IeHO B IHCTPYKLii AN MeguyHoro
My chakoHi; in BakumHc 3acTOCyBaHHS NiKapCbKOro 3acoby y TEKCTi po3ainy
bulk: no 4 mny Nimiteq "®apmMakonoriyHi BnactmeocTi’, a came, BUNpaBieHO
thnakoHi; no 200 rpamaTuyHi NOMUIKN Ha BipHi TEPMiHK:
ch1akoHiB y "...IMyHOMOZy olouMM..." Ta "...cnpusie romeocTasy...".
KapTOHHIlA KOpooLi 3a3HayeHe BUNpaB/IeHHSA BiANOBifaE apXiBHUM
martepiasiaMm peecTpawiiiHoro Aocbe
417. | O-TPIN PO34MH ON1 iH e, Bxapar IHais Bxapat Cipamc eHp, IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB: TEXHIYHY 3a UA/15262/01/01
100 000 MO; no 4 Cipamc eHp, BakuuHc Nimitepq, NOMW/IKY BUNpaB/ieHo B IHCTPYKLUT ns MeauyHoro peyenmom
M1y chnakoHi; no 1 BakuuHc 3acTOCyBaHHS NMikapCbKOro 3acoby y TeKCTi po3giny
donakoHy y Nimiten "apmMakonoriyHi BnactTmsocTi®, a came, BUNpaBieHO
KapTOHHIl KopooLi rpaMmaTvyHi MOMWUIKX Ha BIPHI TEPMIHK:
"...IMyHOMOZy ooumM..." Ta "...cnpusie romeocTasy...".
3a3HayeHe BUMNpaB/IeHHA BignoBigae apXiBHM
marepiasiam peecTpauiiHoro focke
418. | AHYBIA TabneTkn, BKPUTI Mepk LWapn LLIseliyapis BUpOGHMK, HigepnaHgn | BHECEHHSI 3MiH 4O peecTpauiiiH1X MaTepiasiiB: 3MiHu | Tuny 3a UA/9432/01/03
NNiBKOBOO i Joym IOEA BiANoOBigabHMIA 3a / Benuka - BBEIeHHS f0AaTKOBOro BUpo6Huka F.I.S. FABBRICA peyenmom
06010HKOt0, N0 100 M6X BUMYCK cepii, BpuTtaHis ITALIANA SINTETICI S.P.A., Termoli (BignoBiganbHwii 3a
mr; no 14 tabneTtok KOHTPO/b SIKOCTi: Mepk BUPOGHMLITBO, NaKyBaHHS, BUNYCK Ta KOHTPO/Ib AKOCTI) AN151
y 6nicTepi; no 2 LWapn i Joym B.B., Liro40i peqyoBuHN CutarnintuHy docdart.
6nictepu y Higepnangu; 3anponoHoBaHuii BUPOGHUK BXOAWTL [0 OAHIET i TiET X
KapTOHHI KOpoOLyi Brnpo6HuK, BMPOGHUYOT Fpynu, L0 i 3aTBEpAXEeHNIA BUPOBOHUK - FIS
BiANoOBigabHMIA 3a FABBRICA ITALIANA SINTETICI S.P.A., po3TalloBaHuii y
BMPOGHMLTBO, M. BiveHua. 3anponoHosaHo: FIS - FABBRICA ITALIANA
nepBrHHE Ta SINTETICI S.P.A. Viale Milano 26 36075 Montecchio
BTOPVHHE NakKyBaHHS, Maggiore Vicenza, Italy F.I.S. FABBRICA ITALIANA
KOHTPO/Ib SIKOCTI: SINTETICI S.P.A. Via Massimo D’Antona, 13 Termoli,
OpraHoH ®apma 86039, Italy BBegeHHs 3MiH NpoTsirom 3-X MicALiB nic/s
(Benuka BputaHis) 3aTBEepKEHHA
Niviten, Benuka
BpuTaHis
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B.o. I'enepanbHoro gupexkropa /lupekropary
(apmaneBTHYHOTO 3a0e3meyeHHs Onekcanap I'PIHEHKO



Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTtpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanUHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx
MaTepianis»

BiA 11 ciuHa 2022 poky poKy Ne 43

NEPENIK
NIKAPCbKNX 3ACOBIB, AKM BIAMOBJ/IEHO B AEP>XABHIVN PEECTPALLII, NEPEPEECTPALII TA BHECEHHA 3MIH 4O PEECTPALIMHUX
MATEPIANIB
Ne Hassa dopma surnycky 3assHUK KpaiHa Bupo6Huk Kpaina lliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
ETAHON 96 % po3uuH, no 100 mn TOB YkpaiHa TOB "dapma YkpaiHa 3acigaHHs BigmoBUTY y 3aTBEPKEHHI - BUNPaB/IiHHA TEXHIYHOT MOMW/IKX, BHACMIAOK HEBIiANOBIAHOCTI
y dhnakoHax "dbapma Uepkac” HTP Ne 42 HafaHux Matepianis nyHkty 2.4. Posginy VI Topagky nNpOBEAEHHS eKCrepTusm
Yepkac” BIA, peecTpauiiHnx maTepiasiB Ha Jlikapcbki 3aco6u, WO NOJAlTbCA Ha AepXaBHY peecTpaLiio
02.12.2021 (nepepeecTpauiio), a TakoX ekcnepTu3n MaTepiasiiB MPo BHECEHHS 3MiH 40 peecTpauiliHuX
mMartepianiiB MpoOTArOM fAii pPeecTpauiiHOro MocBiAYEHHSsl, 3aTBepMAKeHoro Hakasom MO3
Ykpainu Big 26.08.2005 No426

KETOHAN® Kancynm 3 CaHpos CnoBeHisi Nek CnoBeHis | 3acigaHHs BigMoOBUTY y 3aTBEepPAKEHHI - 3MiHW | TUny - 3MiHK 3 AkocTi. CepTudikat BignosigHocTI/l'E-

aAyo MoaudpikoBaHUM dapmachbHoTi dapmaueBTUYHA HTP Ne 41 cepTuddikaT BignoBigHOCTI E€Bponelicbkii hapmakonei/MoHorpadii. MogaHHa HoBoro abo
BVBI/TbBHEHHAM Kan3 g.4. KomnaHia g.4., Bif OHOB/IEHOrO cepTuchikata BigNOBIAHOCTI abo BWIyyeHHs cepTudikata BiAMoBIAHOCTI
TBepai no 150 wr; CnoBeHis 25.11.2021 €Bponeiicbkin  thapmakonei: ana A®l; ana BMXigHOTO Matepiany/peareHTy/npoMiKHOTO
no 10 kancyny (BPOGHMLTBO NpoAyKTy, L0 BWKOPUCTOBYIOTBCA Y BMPOGHMUTBI A®l; Ans  OOMNOMDKHOI  pEeyvyoBUHU
6nictepi; no 2 3a MOBHUM (cepTudgpikaT BignoBigHOCTI €Bponeiickkiii hapmakonel) - OHOBNEHWI cepTudiikaT Big yxe
6nictepu B LIMKOM; 3atBepgxeHoro BupobHuka (B.1I.1. (a)-2 |A) nopgaHHs oHoBneHoro [E-cepTudikara
KapTOHHI KopoobLi naxyBaHHs1) BignosigHocTi €sponelicbkii hapmakonei Ne R1-CEP 2000-045-REV 04 (3atBepgxeHo: R1-

CEP 2000-045-REV 03) gns fONOMiIKHOI PevyoBUHU XenaTuHy Bif, BXe 3aTBepKeHOro
BMpobHuka TESSENDERLO GROUP N.V., ockinbkvn Bxe 3asiBfeHa npouegypa 3a TUNnom
B.III.1. (6)-3,lA.

HYKNEKC kancynu no 250 [JouipHe YkpaiHa TOB YkpaiHa 3acifaHHs BigmMoBUTY y 3aTBepXEHHi - Ha NiAcTaBi HEraTUBHWMX BUCHOBKIB EKCMEPTHUX KOMICI -
mr; no 10 kancyny | MignpueMcTs "BAJIAPTIH HTP Ne 43 BHeCeHHs 3MiH A0 Cneuudikauii N3, 30kpema: BBeAEHHSI NepPioAWNYHOCTI «KOHTPO/Ib
6nictepi; 2 a6o 4 | 0 "bioCen" PAPMA" B NPoOBOASATL [ KOXHOI M'ATOi cepii NpoAyKTy, ane He piflle ofHOrO pasy B pik» 3a
6Gnictepn y nauwj 3 | kopnopauii 09.12.2021 nokasHukamn "KinbkicHe Bu3HaueHHsl. A30T, doccop” Ta "BigHOLEHHs BMICTy as3oTy Ao
KapToHy “EaleCen_ BMICTY ¢pocchopy” - He peKkoMeHAOBaHO [0 3aTBepiKeHHs. lMo-neplie: 3rigHO Hakasy 460

ﬂeGODEquIB po3ainy VI 3a n. 8.1. 3aaBneHa 3miHa B.1.r.1. (x),IA He nignagae nig Tmn IA 3 ornagy Ha
ioprg:gglgw KPUTWUYHICTL  3aABMIEHNX NOKasHWKiB. [lo-gpyre: npeAcTaBneHe OOrpyHTYBaHHA LWOA0
subsidiary MOX/IMBOCTi BBEAEHHS NEPIOANYHOCTI KOHTPOIO 3a AaHWMK NOoKas3HMKaMn € HENPUAHATHUM,
company OCKINIbKM NOKa3HUKM KifIbKICHOro BU3Ha4vyeHHA (a30T, dhocpop) Ta iX CniBBIAHOWEHHSA €
"BioCell noKa3HUKaMun rapaHTii SIKOCTi Ta NOCTIHOCTI XapakTepuCTKK Nikapcbkoro 3acoby. Kpim Toro,
3anponoHoBaHa 3MiHa LWOAO0 NEepiognYHOCTI KOHTPOMO «ANs1 KOXHOI N'AToi cepii npoAayKTy,
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ane He pigwe ofgHOro pasy B pik» 3a nokasHvkamu "KinbkicHe Bu3HaueHHsi. AsoT, docchop”
Ta "BigHoweHHs BMiCTy a30Ty A0 BMicTy dpocdopy” B cneuudikauii 13 He y3romkyeTbes 3
mMaTepianamMmyM peecTpauiiHoro [O0Cbe, OCKiNbkM B po3gini 3.2.P.3.4. KOHTPONb KPUTUYHUX
cTagiin i MPOMDKHOI NPOAYKUii, 3a3HayeHo, WO pe3yibTaTy aHaslisy 3a MOoKa3HuKaMu
"KinbkicHe BM3HauyeHHs. A30T, ®occop” Ta "BigHOLLIEHHA BMICTY a30Ty 40 BMICTY docdopy”
nepeHocATbCA 3 NPOMDKHOI NPOAYKLUiT B cepTudikaT SKOCTi roTOBOrO /iKapcbKoro 3acoby,
TOGTO KOXHAa BUroTOB/IEHA Cepis NIKapCbKOro 3acoby MICTUTb 3a3HayeHi MOKa3HWKWM SKOCTI.
TakvM YMHOM BiACYTHS AOLI/IbHICTb Ta NIOMNYHICTb BBEAEHHS 3aNpONOHOBaHUX 3MiH.

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

Onexkcanpap I'PIEHKO
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