i

MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
24.02.2016 Ne 130
Kuis

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
NyHKTiB 5 Ta 7 Ilopsiaky [epskaBHOI peecTtpaliii (repepeectparjii) JiiKapCbKHX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 70 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOGionoriuHi mperapaTd) 3rigHO 3
riepestikoM (gomaTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TIpermapaTH) 3rigHO 3
riepesikoM (JoAaToK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. BimMoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHUX MaTepianiB Ta Jlep)kaBHOrO peecTpy JiiKapchbKuX 3acobiB YKpainu
JMiKapCcbKUX 3aco0iB 3rifiHO 3 TepetikoM (fogaTok 4).

5. KoHTpo/k 3a BUKOHAHHSM LIbOIO HakKa3y IMOK/IaCTH Ha 3acTynHUKa MiHicTpa
[Ta¢pancekoro B.B.

MiHicTp O. KBITAIIBIJII



NMEPENIK

Jopatok 1

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

24.02.2016 Ne 130

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONTOMN4YHUNX NMPEMAPATIB), AKI BHOCATbLCHA

A0 LEP>XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMyCKy 3assHUK KpaiHna Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKo20 UHa BionycKy aHHSA peecmpayjitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
1. AMAXECTIH® TabneTkn, BKPUTI Amakca Benuka Temmnep Bepke Mv6X HimeuunHa peecTpadis 6e3 nionsizae UA/14917/01/01
NNiBKOBOIO ®apma NT[, BpuTaHis Ha 5 pokiB peyenma
060/10HKOI0, NO
105 mr Ne 30
(30x1), Ne 60
(30x2), Ne 30
(10x3), Ne 60
(10x6) y
6nictepax
2. BANIAON® piavHa MAT YkpaiHa MAT "dapmak” YkpaiHa peecTpadis - He UA/14934/01/01
(cyb6eTaHuin) y "dpapmak” Ha 5 pokiB nionsizae
donakoHax 3
OpaHXeBoro ckna
abo alItoMiHIEBUX
donsarax gna
thapmaueBTUYHOT
0 3aCTOCYBaHHS
3. ENINEH pO34unH ANns MEZOA Ab Lseuis BMPOGHMK, BiANOBIAa/IbHWI 3a cuwa/ peecTpadis 3a He UA/14931/01/01
iH'EKULA NO 2 MN BUPOGHULTBO Hepo3dacoBaHOl Higepnangw/ Ha 5 pokiB peyernmom nionsizae
(0,3 mr/gosy) y npoaykuii (NiAroToBka, acenTuyHa [Oanisa/
nonepegHLo oinbTpauisi, HAMOBHEHHS Ta HimeyunHa
HaMOBHEHI pyuLi YKynopka):
Ne 1 MepigiaH Megikan TekHoM04XMC,
IHK., CLUA;
BMPOGHWK, BiANOBIAaIbHWIA 3a
TEeCTyBaHHS Ta KOMMIeKTaL,ito:
MepigiaH Megikan TekHonoaxuc,
IHK., CLLA,;
BUPOGHWUK, BignoBigasibHUIA 3a
MapKyBaHHS Ta BTOPUHHY YNakoBKy:
MMN® B.B. (MaHydhakTypiHr
MekemknHr ®apmaka), Higepnanam;
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Ne Hassa dopma BUMyCcKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKko20 UHa BionycKy aHHS peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
KOMMaHis, Wo Bignosigae 3a
NPOBeAEHHS KOHTPOJHO SKOCTI:
€spodpiHc Papma A/C, OaHis;
BMPOGHWK, BiANOBIAabHMIA 3a
BUNYCK cepil:
MEJOA ®apma 'M6X eHp Ko. KI,
HimeyunHa
4. ENINEH FOHIOP pO34unH AN MEOA Ab LBeuis BMPOGHUK, BIANOBIA&/TbHUIA 3a CLIA/ peecTtpauis 3a He UA/14932/01/01
iH'eKLii No 2 mn BMPOGHNLTBO Hepo3dacoBaHOi HigepnaHaw/ Ha 5 pokiB peyenmom nionsizae
(0,15 mr/po3y) y npoAykuii (NigrotoBka, acentuyHa DaHis/
nonepenHL0 inbTpaLis, HaNoOBHEHHS Ta HimeuunHa
HanoBHeHiIN pyyLi yKynopka):
Ne 1 MepigiaH Megjikan TekHoNnoaxuc,
IHK., CLUA;
BMPOGHWK, BiANOBIAaIbHMIA 3a
TeCTyBaHHS Ta KOMMIeKTaw,jto:
MepigiaH Megikan TekHON04XMC,
IHK., CLLUA;
BMPOGHUK, BIAMOBIAa/IbHUIA 3a
MapKyBaHHS Ta BTOPUHHY YNaKoOBKY:
MM® B.B. (MaHydakTypiHr
MekepxuHr ®apmaka), HigepnaHgu;
KOMMaHis, Wo Bignosigae 3a
NPOBeLEHHS KOHTPOJIO SKOCTI:
€spodhiHc Papma A/C, daHis;
BMPOGHUK, BIAMNOBIAa/IbHUIA 3a
BUNYCK cepii:
MEJOA ®apma 'M6X eHp Ko. KI,
HimeuyunHa
ECUNTANOMPAM | nopoLiok Lbxy6inanT IHais Lbxy6inanT MxeHepike Nlimiteq IHais peecTpauis - UA/14947/01/01
Y OKCANAT (cyb6eTaHuin) y [bxeHepikc Ha 5 pokiB
noaBiiHNX Nimitep,
nosnieTuNeHoBUxX
naketax ons
hapmaueBTUYHOT
0 3aCTOCYBaHHSA
30MIK/TI0OH NMOpOLLOK Yemo IcnaHis IHgycTpiane Kimika, c.p.J. ITanis peecTtpadis - He UA/14921/01/01
(cybeTaHuin) y 16epika, C.A. Ha 5 pokiB nionsizae
noAaBiiHNX
noslieTUIeHoBUX
naketax gns
dhapmaveBTMUHOr




Ne
n/n

Ha3ssa
JNliKapcbKko20
3acoby

dopma BUMyCcKy

3asiBHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayi
UHa
npoyeadypa

Ymosu
BionycKy

Peknamys
aHHS

Howmep
peecmpayitiHo2
0 NocBi0YeHHs

0 3aCTOCyBaHHA

NEBO®J/TIOKCAL],
NHY TEMITIAPAT

KpUCTaUTivHWiA
MOPOLLIOK
(cybeTaHuis) y
NoABIiHMX
nonieTnIeHoBnx
Milkax ans
thapmaueBTUYHOT
0 3aCTOCYBaHHs

TOB "TK
"ABpopa”

YkpaiHa

LLlaHtoli LIsnHCcHb ®apmMackioTukan

Ko., N1TA.

KuTai

peecTpadis
Ha 5 pokiB

He
niosnsizae

UA/14923/01/01

M-M-
PBAKCIMPO®
BAKLVHA ANSl
NPO®ITAKTUKU
KOPY,
ENIAEMIYHOIO
NAPOTUTY TA
KPACHYXM
XUBA

NMOpPOLUOK AN
cycneHsii ans
iH'ekuiin no 1 fosi
y tpnakoHi Ne 1 B
KOMMNEKTi 3
PO3UYNHHMKOM
(Bopa ona
iH'ekuii) mo 0,7 mn
y tpnakoHi Ne 1
aboy
nonepegHbo
HarnoBHEHOMY
wnpuui Ne 1 8
KOMNAEKTi 3
ABOMa rofikamu;
a60 NopoLoK Asis
cycneHsii ans
iH'ekUili no 1 gosi
y thnakoHax Ne 10
B KOMMNEKTI 3
PO3YMHHMKOM
(Bopa pns
iH'exuin) mo 0,7 mn
y tonakoHax Ne 10
B OKpEMUX
KOpobGKax

Mepk Wapn i

Joywm lgea
IHK

LBeiiuapis

Bupo6Huk BakumHK in bulk Ta

NnepBrHHE NMaKyBaHHA:

Mepk Wapn i foym Kopn., CLUA;
BToOpvHHe nakyBaHHSA, BUMYCK cepii
BaKLMHN Ta PO34MHHUKA
Mepk Wapn i Joym B.B.,

HinepnaHan

CLUA/
HinepnaHan

peecTpadis
Ha 5 pokiB

3a
peuerimom

He
nionsizae

UA/14950/01/01

HAD®TU3NH®

MOPOLLIOK
(cybeTaHuis) B
nakeTax
noAaBiiHNX
nonieTUIeHoBMX
ans
dhapmaveBTMUHOr

NAT
"Ppapmak"

YkpaiHa

MAT "dapmak”

YKpaiHa

peecTpadis
Ha 5 pokis

He
nionsizae

UA/14938/01/01
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Ne Hassa dopma BUMyCcKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKko20 UHa BionycKy aHHS peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
0 3aCTOCYBaHHS
10. NEPUHAONPUNI | TabneTtku, BKpUTI TeBa I13painb AT dapmaueBTUUHMiA 3aBog TEBA YropLuHa peecTtpadis 3a He UA/14925/01/01
IHOANAMIA- NMiBKOBOIO dPapmaueBTi Ha 5 pokiB peyernmom niossicae
TEBA 060/10HKOI0, N0 5 Kan
Mr/1,25 mr Ne 30 y IHoacTpi3
KOHTeNHepi Nita.
11. NEPUHAONPWUNI | TabneTtku, BKPUTI TeBa I13painb AT dapmaueBTnyHuiA 3aBog TEBA YropwmHa peecTpadis 3a He UA/14925/01/02
IHAANAMIA- NnMiBKOBOKO dPapmaueBTi Ha 5 pokiB peyenmom niosisicae
TEBA 060/10HKO10, MO Kaun
2,5 Mr/0,625 mr Ne IHoacTpi3
30 y KOHTelHepi Nita.
12. NEPUHAOMNPWUN- | TabneTtku, BKPUTI TeBa I13painb AT dapmaueBTUYHMIA 3aBog TEBA YropwmHa peecTpadis 3a He UA/14919/01/01
TEBA nNiBKOBOIO dapmaueBTi Ha 5 pokiB peyernmom nionsizae
060/10HKOI0, NO Kan
2,5MmMrNe 30y IHoacTpi3
KOHTelHepi Nita.
13. NEPUHAONPWUN- | TabneTtkn, BKPUTI TeBa I13painb AT dapmaneBTuyHMii 3aBog TEBA YropLmHa peecTpadis 3a He UA/14919/01/02
TEBA nNiBKOBOIO dapmaueBTi Ha 5 pokiB peyernmom nionsizae
060/10HKOI0, N0 5 Kau
mr Ne 30 y IHoacTpi3
KOHTElHepi Nnrp.
14. NEPUHAOMNPWUN- | TabneTtkn, BKPUTI TeBa I13painb AT dapmaneBTuyHuii 3aBog TEBA YropuHa peecTpaduis 3a He UA/14919/01/03
TEBA nAiBKOBOK dapmaueBTi Ha 5 pokiB peuyenmom nionsieae
06010HKO, 1o 10 Kan
Mr Ne 30 y IHoacTpi3
KOHTElHepi NTp.
15. PUSBATPUNTAHY | nopowlok How Na6ce IHais How Na6ce MNeT. /174, IHais peecTpadis - He UA/14929/01/01
BEH30AT (cybeTaHuin) y MeT. NiTa. Ha 5 pokiB nionsizae
noAaBiiHNX
noslieTUIeHoBUX
naketax gns
thapmavneBTMUHOr
0 3aCTOCYBaHHS
16. | PO3YBACTATUH | nopoLuok TOB "Kycym YkpaiHa MopeneH Jlabopatopi3 /T4, IHAisa peecTtpadis - He UA/14949/01/01
KANbLIKO (cybeTaHuis) y Papm" Ha 5 pokis niosnsieae
naketax
noAaBiAHNX
noslieTUNEHOBUX
ans
hapmaueBTUYHOr
0 3aCTOCYBaHHSA
17. | CUNAEHA®INY Tab/1eTKN, BKPUTI TOB "TK YkpaiHa AypobiHgo ®apma Jlimiteq - FOHIT IHais peecTpadis - He UA/14909/01/01
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Ne Hassa dopma BUMyCcKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKko20 UHa BionycKy aHHS peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs
UUTPAT NNiBKOBOIO "Apopa" Vil Ha 5 pokiB nionsizae
060/10HKOI0, MO
50 wmr in bulk
Ne 550 y
NOABINHMX MiLLKax
3 nonieTuneHy
18. | CUNOEHA®DINY TabneTtkn, BKPUTI TOB "TK YkpaiHa Aypob6iHgo ®apma flimites - FOHIT IHAis peecTtpauis - He UA/14909/01/02
UUTPAT NNiBKOBOIO "Apopa" Vil Ha 5 pokiB nionsizae
060/10HKOI0, MO
100 wmr in bulk
Ne 300 y
NOABINHNX MiLLKax
3 nonieTuneny
19. | TEACYHO Kancynu tBepgi no | Hopgaik F'pyn | HigepnaHg BiAMOBIZ&/IbHUIA 3a BUMYCK Cepii: HigepnaHaw/ | peectpauis 3a He UA/14942/01/01
20 mr/5,8 mr/15,8 B.B. " Hopgik ®apma B.B., Higepnangy; Benuvka Ha 5 pokiB peuyenmom nionsieae
Mr Ne 42 (14x3), BiAMOBIAA/IbHMIA 3a NaKyBaHHA Ta BputaHisa/
Ne 84 (14x6) y KOHTPO/1b AKOCTI: AnoHis
6nictepax AHpepcoHBpekoH (KOK) MiviTea,
Benvka BputaHis;
BignoBiganbHWUii 3a BUPOOHNLITBO Ta
KOHTPO/b AKOCTI NpoaykTy in bulk,
KOHTPO/b B NPOLiECi BUPOOHULTBA:
Talixo ®apmacetoTikan Ko., fita,.,
AnoHis
20. | TEACYHO kancynu TBepgi no | Hopgaik Fpyn | HigepnaHg BiAMOBiAa/IbHUIA 3a BUMYCK Cepii: HigepnaHaw/ | peectpauis 3a He UA/14943/01/01
15 mr/4,35 mr/11,8 B.B. " Hopgik ®apma B.B., Higepnanay; Benuka Ha 5 pokis peyenmom niosnsieae
Mmr Ne 42 (14x3), BiANOBIAANbHWIA 33 NakyBaHHSA Ta BpuTtaHisa/
Ne 126 (14x9) y KOHTPO/1b SIKOCTi: AnoHisn
6nictepax AHgepcoHBpekoH (KOK) Nimitea,
Benvika BputaHis;
BignosiganbHWil 3a BUPOGHNLTBO Ta
KOHTPO/b AKOCTI NPoaykTy in bulk,
KOHTPO/b B NPOLECi BUPOBHULTBA:
Talixo ®apmacstoTtikan Ko., /ita,.,
AnoHis
21. | TIMOnony KpUCTaUTivHWiA MAT YkpaiHa Cikop CouijeTa ITanbsaHa ITanis peecTtpauis - He UA/14951/01/01
MANEAT NMOPOLLOK "dbapmak” KoprtikocTepoigi C.p.n. Ha 5 pokiB nionsizae
(cybeTaHuis) y
naketax

nonieTuIeHoOBUX
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Ne Hassa dopma BUMyCcKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JNliKapcbKko20 UHa BionycKy aHHS peecmpayitiHo2
3acoby npoyeadypa 0 NocBi0YeHHs

ans
thapmaueBTUYHOT
0 3aCTOCYBaHHS

22. | TOPIKAP, TabneTtku no 5 mr AHaHTa Benuka leTepo Na63 Niviteq IHais peecTpadis 3a He UA/14844/01/01
Ne30 (10x3) y Megikeap BpuTaHis Ha 5 pokis peyenmom niosnsieae
6nictepax NTa.

23. | TOPIKAPS, Tabnetkn no 10 AHaHTa Benuka leTepo M1a63 Niviteq IHais peecTpadis 3a He UA/14844/01/02
mr Ne30 (10x3) y Megikeap BpuTaHis Ha 5 pokiB peyenmom nionsizae
6nictepax NiTa.

24. | PEBYKCOCTAT MOpPOLLOK Yemo IcnaHis Kimika CiHTeTika, C.A. IcnaHis peecTtpadis - He UA/14927/01/01
(cy6eTaHuin) y 16epika, C.A. Ha 5 pokiB nionsizae
nonieTnNeHoBnx
naketax ans
hapmaueBTUYHOT
0 3aCTOCYBaHHS

25. UUTU3NH KpUCTaUTivHWiA ToBapucTBo YkpaiHa LLleHbci 3e PiBep PapmacbioTikasl Kutai peecTpadis - He UA/14944/01/01
NOPOLLOK 3 Ko., NiTa. Ha 5 pokiB nionsizae
(cy6eTaHUin) y [04aTKOBOK
nakertax BignoBifasib
NoABINHMNX i3 HICTHO
nNiBKM "IHTEPXIM"
nosnieTuneHoBoil
ans
hapmaueBTUYHOT

0 3aCTOCyBaHHA

B.o. HayanibHUKaA YnpaBniHHA (hapmaueBTUYHOI
AIANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLiT

T.M. IAacKOBCbKUu




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPENAPATIB), AKI
BHOCATbCA A0 AEP>XXABHOIO PEECTPY NNIKAPCBbKNX 3ACOBIB YKPAIHA

Jopatok 2
[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

24.02.2016 Ne 130_

opuriHanbHUX

[LOKYMeHTIB dhipmu-
BMpO6GHUMKa (Big 2008
POKY); BUNPAB/IEHHS
TEXHIYHUX MOMUIOK,

3rigHo n.4.2.3 (1)
Hakasy MO3 YkpaiHu
Big 26.08.2005p. Ne

426 (y pepaxuii
Haka3y MO3 YkpaiHu
Bif 04.01.2013 Ne 3)

— BUNPaB/IEHHA
TEXHIYHOT MOMWIIKN Y

Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 npoyedypa BionycKy aHHs peecmpayiliHo2o
3acoby noceio4YeHHs!
1. AMIHOCON® PO34uH AnA "Xemodpapm" Cepbis BMPOGHULITBO YopHoropis/ nepepeectpauisa y 3a He UA/4102/01/02
HEO 15% iHdpy3ili no 500 mn AL Hepo3gacoBaHO Cepbis 3B A3KY i3 peyenmom nionsizae
y nAsLWKax T Npoaykuji, 3aKiHYEHHAM TEPMiHY
nepBuHHa Ta Aii peecTpauinHoro
BTOpPUHHA NOCBiJYEHHS;
ynakoBka, BBE/EHHSA
KOHTPO/b [04aTKOBOro
AKOCTI: BUPOGHMKA
XeMOMOHT (BMPOGHMLUTBO
4.0.0., Hepo3acoBaHol
YopHoropis npoaykuii, nepBMHHa
KOHTPO/1b Ta BTOPMHHA
AKOCTI, BUMYCK ynakoBka, KOHTPO/1b
cepii: AKOCTI); NnpuBeeHHsA
"Xemodhapm" cknagy AONOMDKHUX
AL, Cepbis peyvoBVH 0
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

Ha3Bi NEPBUHHOI
yNakoBK1 rOTOBOr0O
nNikapcbKoro 3acoby;
BUMNpaB/IeHHA
TEXHIYHMX NOMMWIIOK,
3rigHo n.4.2.3 ()
Haka3y MO3 YkpaiHu
Bifg 26.08.2005p. Ne
426 (y pepaxuii
Haka3y MO3 YkpaiHu
Bif 04.01.2013 Ne 3)
— BUNPaBNEeHHA
TEXHIYHUX MOMMUIOK Y
Has3Bi Aitounx
peYoBUH;
BUMPaB/IEHHSA
TEXHIYHMX NOMUIIOK,
3rigHo n.4.2.3 (1)
Haka3y MO3 YkpaiHu
Bif 26.08.2005p. Ne
426 (y pepaxuii
Haka3y MO3 YkpaiHu
Big 04.01.2013 Ne 3) -
npusefeHHs
HanucaHHs
JeknapyBaHHsA yMOB
36epiraHHs
BiAMNOBIAHO A0
KepiBHuuTBa
CPMP/QWP/609/96/
Rev 2 (Annex A)

BYCTPUKC™
(BOOSTRIX™)
KOMBIHOBAH
A BAKLUVHA
angd
MNPO®ITAKTUK
N BUDTEPII,
NPABLS,
KALLJTHOKY
AUENIONAPHA
OYMNLLEHA
IHAKTUBOBAH

cycneHsis gns
iH'ekyii no 1 gosi
(0,5 mn/posy) y
nonepegHsL0
HanoBHEHOMY
wnpui Nely
KOMMEKTi 3
[ABOMa ronikamm

nakcoCmiTK
NANH
ExkcnopTt
NimiTepq,

Benvka
BpuTanis

nakcoCwmiTKns
H
bionogxikana
C.A.

Benbris

nepepeecTpawis y
3B A3KY i3
3aKiHYEeHHAM TepMiHy
Aii peecTpauiiiHoro
NOCBIAYEHHSA; 3MiHa Y
mMeToAax
BMNPO6YBaHHSA
roTOBOrO JTiKAPCbKOro
3acoby; 3miHa y
NepPBUHHIN ynakoBL,i
rOTOBOrO J1iKapCbKOro
3acoby (Tun

3a
peyenmom

He
niossizae

UA/14955/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

A PIAKA

KOHTelHepa abo
[0faBaHHsA HOBOTO
KOHTelHepa) -
BU/TyYEHHS
NepBUHHOI YNaKOBKMU,
LLLO HE NPM3BOAMTbL 40
MOBHOTO BU/YyYEHHS
nikapcbKoro 3acoby 3
NeBHO CUOLO il
ab60 y neBHii
nikapcbkin dopmi

BANLUMK

TabneTku, BKPUTI
060/10HKO10, MO
500 mr Ne 10
(10x1) y
6nictepax, Ne 42
y thnakoHax

dapmacaiiHc
IHK.

KaHapa

dapmacaiiHc
IHK.

KaHapna

nepepeectpawia y
3B A3KY i3
3aKiHYEHHAM TePMiHY
Ail peecTpaujiiHoro
NOCBIAYEHHS; 3MiHA Y
mMeTofax
BMMNPOOYBaHHS
rOTOBOrO J1iKapCbKOro
3acoby; 3MiHu
BHECEHO [0 iIHCTPYKL,T
ana meandyHoro
3acTOCyBaHHA
npenapary Ao
po3ginis "Cnoci6
3aCTOCyBaHHA Ta
posn”, "ditn"
BiANOBiAHO A0
pethepeHTHOro
npenapary

3a
peyernmom

He
niosisieae

UA/11259/01/01

BEKTUBIKC

KOHUeHTpaT ans
po3unHy Ans
iHdpy3ilA, 20 mr/mn
no5wmny
hnakoHax Ne 1

AmaxeH
€spona b.B.

HigepnaHg
n

MapKyBaHHA,
BTOPVHHE
nakyBaHHs Ta
BUMYCK cepil:
AmaxeH €spona
B.B.,
Higepnangu;
Bupo6HMUTBO,
nepBuHHE
nakyBaHHS:
BepiHrep

IHrenbxam

Higepnanaw/
CLIA

nepepeectpauisa y
3B7A3KY I3
3aKiHYEHHAM TePMiHY
Aii peecTpauiiiHoro
NoCBigYEHHS; 3MiHU
[0 iCHylo4OT cuctemm
thapmakoHarnagy, aK
3a3HavyeHo B ONUCi
cucteMu
thapmakoHarnsgy
(3miHa
YMNOBHOBAXEHOT

3a
peyerimom

He
niossieae

UA/10806/01/01




3asiBHUK

Kpaina

12

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

Ne
n/n

Ha3ssa
NliKapcbKo20

dopma surnycKy

®piMOHT, IHK.,

ocobw,
BiANOBiAa/IbHOI 3a

3acoby

CLUA;
Brpo6HuMuTBO,
nepBuHHE
nakyBaHHs:
AMOKEH
MaHydekuypiHr
Nimiteq, CLLA

hapmakoHarnag);
3MiHn [0 icHyoYoi
cuctemn
hapmakoHarnagy, aK
3a3HayveHo B Onuci
cuctemn
hapmakoHarnsgy
(3MiHa B KOHTaKTHUX
JaHnx
YMNOBHOB&XEHOT|
ocobwu,
BiANOBIAa/IbHOT 38
hapmakoHarnsg);
Ad®l abo gitoua
peyoBuHa. KOHTpOsIb
A®I abo gitouoil
peyoBMHU. 3MiHA Y
napameTpax
cneumdikauin Ta/abo
LONyCTUMUX MEX,
BU3HAYEHUX Y
cneyudpikayisax Ha
Adl abo gitouy
peyoBuHy, abo
BUXIAHWA/NPOMDKHWIA
npoayKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y
npoueci BUpo6HULTBA
Adl abo gitoyoi
peyoBUHM
(AONOBHEHHSA
cneuudikauii HoBUM
NOKa3HNKOM SAKOCTi Ta
BiAMNOBIAHMM
MeToA0M
BUNPOBYBaHHS) - B

MOMEHT BUMYCKY
BBEAEHHS
BW3HAYEHHS i30-

cneumnadikauito APl Ha

acrnapariHosoi
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
kncnotu (Iso-Asp)
(npopoykt
i3omepwu3aLii)

MeToA0M 06epHeHo-
thazosoto BEPX (RP-
HPLC). 3miHa
3aTBepaxeHa B EMA;
Ad®l abo gitoua
peyoBuHa. KOHTPOsIb
A®I abo gitouoil
peyoBMHU. 3MiHA Y
napameTpax
cneymdikauin Ta/abo
JONyCTUMUX MEX,
BU3HAYEHUX Y
cneyndpikayisax Ha
Adl abo gitouy
peyoBuHy, abo
BUXIZHWA/NPOMDKHWIA
npoayKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y
npoueci BUpo6bHULTBA
Adl abo gitoyoi
PEYOBUHM (3BY)KEHHS
JONyCTUMUX MEX,
BU3HAYEHUX Y
crneuudikawii) -
3BY)XXEHHA KpUTEPIto
NPUAHATHOCTI
BM3HAYEHHS i30-
acnapariHoBoi
KMCNOTK Ha TEPMIH
npuaaTHoCTi;
KoHTposnb A®l abo
Lir040T pevoBUHU.
3MiHa y meTogax

abo

o

BUnNpobyBaHHA ADI
a60 [ilyoi peyoBHNHN

BUXi4HOro/NpoOMi>KHOT
0 NpoayKTy/peareHTy,

BUKOPWCTOBYETbLCS Y
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
npoueci BMpobHMuTBa
A®I abo gitouoil
peyvoBuHM (iHLWWI 3MiHK
B MeTogax

BUNpobyBaHHSA (iHLLUi
3MiHM y MeToAax
BMNPO6YBaHHSA
(BKNHOYAKOYM 3aMiHY
abo gonoBHeEHHS) AdI
a60 [iloy0i peyoBUHM
a6bo
BWXiZHOro/NpomixxHor
0 NpoaykTy); FoToBWiA
nikapcbkuit 3aci6.
KOHTpO/b roToBOro
NikapcbKoro 3acoby.
3MmiHa napameTpiB
cneumdikauin Ta/abo
JONyCTUMNX MeX
roTOBOrO J1iKaPCbKOro
3aco6y (JoMNOBHEHHSA
cneumdikaLii HoBUM
NOKa3HNKOM 3
Bi4NOBIAHMM
METO0M
BMNPOOYBaHHS) -
BBE/EHHSA
BM3HAYEHHS i30-
acnapariHoBoi
kucnotu (Iso-Asp)
(npoaykT
i3omepwu3aLii)
MeToA0M 06epHEHO-
thasosoto BEPX (RP-
HPLC). A®l abo
Jitoya peyvoBuHa.
Bupo6bH1uTBO. 3MiHN
BUNPO6YyBaHb abo
[ONyCTUMUX MEeX, Lo
BCTAHOB/IEHI Y
cneumdpikayisx, y
npoweci BMpobHuLTBa
A®l abo gjtoyoi
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
peyoBuHU
(BUNyYeHHn
HEeCyTTEBOIO
BMNPOOYBaHHSA) -

BW/TyYEHHS KOHTPOSIIO
MMV (murine minute
virus) NupP
OOCNiAKEHHI
(BMSIBNEHHS
napasipycy). 3miHa
3aTBepgkeHa B EMA;
lroToBUIA NiKapcbkuii
3aci6. Cuctema
ynakoBka/yKkynopka.
3miHa po3mipy
yNakoBK1 roTOBOro
nikapcbKoro 3acoby
(BUNYYEHHS yNaKoBKM
NeBHOro po3Mmipy);
A®l abo pgitoua
peyoBuMHa.
Bvpo6HMLUTBO. 3MiHK
B NPOLECI
BMPOGHULTBa ADI
abo0 Aioy0i pevyoBuHn
(3miHa cTocyeTbesa
A®l abo gjtoyoi
peyoBuHU
6ionoriyHoro/iMmyHos1o
YHOTrO NOXOKEHHS
a60 BUKOPUCTaHHSA
XiMiYHUX CyOCTaHL,i y
BUPOGHULTBI
NikapcbKoro 3acoby
6ionoriyHoro/imyHono
rYHOro NOXOMKEHHS i
He BigHOCMTbCS A0
NpPOTOKOSY
BMPOGHULTBA) - B
npoueci BMpobHMuTBa
Lit0Y0i peYOBMHUN —
nicns ctepunbHoT
doinbTpaLii BBEAEHHSA
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

BMNJIMBY BUCOKOI
Temneparypu
NPOTArOM KOPOTKOIO
yacy (high
temperature short
time (HTST);
onocepeaKoBaHi
3MiHM y cknagi
OCHOBHUX CepeoBuLL,
IMX 7.1, BBEAEHHA
nocT 06po6ku
BMCOKOI Temneparypu
NPOTArOM KOPOTKOrO
yacy (high
temperature short
time (HTST). 3miHa
3arBepaxeHa B EMA;
A®l abo gitoua
peyoBuHa. KOHTPOb
A®l abo gitoyoi
peyoBuHU. 3MiHA Y
mMeTozax
BMNPOGYBaHHA ADI
abo0 Aioy0i pevyoBuHn
abo
BUXi4HOro/npomixKHOr
0 npoaykTy/pearenTy,
o
BMKOPUCTOBYETLCSA Y
npoueci BUpo6HULTBA
Adl abo gitoyoi
pPeYvoBMHM (HE3HAYHI
3MiHN Y
3aTBEPKEHNX
meTogax
BMNPOOYBaHHSA) -
3a3HaYeHHS QIYHKLR
BUPOGHMKiB /13
BiAMNOBIAHO A0
MaTepianis
BUPOBHMKA

BENNTbMETIA®

TabneTku, BKPUTI

NiBKOBOKO

Mepk Wapn i
Joywm lgea

LLiseliyapis

MMepBuHHa Ta
BTOPVHHA

Higepnanaw/
Benvka

nepepeecTpauis y
3B A3KY i3

3a

peuenmom

He
niosisieae

UA/13327/01/01
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
06010HKOH0, Mo 50 IHK ynakoBka, BpuTanisa/ 3aKiHYEHHSIM TEPMIHY
Mr/500 mr Ne 28 [03Bi/1 Ha Myepto-Piko/ Aii peecTpauiiiHoro
(14x2), Ne 56 BUMYCK cepii: Icnanis noceigyeHHs; 3miHa
(14x4) y Mepk Wapn i TOProBesfibHOT Has3Bn
6nictepax Joym B.B., nikapcbkoro 3acoby
Hinepnangu; (3aTBEpPKEHO:
Bvpo6HMLUTBO Benbmeris,
Hepo3dgacoBaHO 3anponoHOBaHoO:
T npoAayKuji, BenbmeTia®);
KOHTPO/1b CepTudikat
AKOCTI: BiNOBIAHOCTI

Ecika KsiH60pO
Nimiten, Benvika
BpuTaHis;
MateoH MNyepTto
Piko, IHK.,
MyepTo PiKo;
MMepBuHHa Ta
BTOpPVHHA
ynakoBKa:
®poccT 16epuka,
C.A., Icnanis

€Bponeicbkii
hapmakonei/CepTudi
KaT BiAnoBigHOCTI
€Bponeiicbkiii
hapmakonei woao
ryéuaroi
eHuecdhanonarii.
MopaHHsA HoBOro abo
OHOBJIEHOTO
cepTucpikata
BiANoBiAHOCTI
€Bponeiicbkiii
hapmakonei gns Adl
abo gjtoyoi
peuyoBuHW/oNA
BUXiAHOrO
maTepiany/peareHty/
NPOMDKHOro
npoAaykTy, Wo
BUKOPUCTOBYIOTLCSA Y
BUPOGHULTBI ADI abo
Airo4oi pevoBmHU/gns
[OMOMIXHOT
peyoBUHU
(cepTuddikaT
Bif4NOBIAHOCTI
€Bponeiicbkiii
thapmakoner) -
OHOBJ1EHWIA
cepTtudpikat
BiANOBIAHOCTI Bif,
Jit040ro BMpoGHMKa
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

(ana meThopmiHy
rigpoxnopuay);
roTOBMIA NiKAPCLKUIA
3aci6. KoHTtpornb
rOTOBOrO JiKapCbKOro
3aco6y. 3miHa
napameTpis
cneuucpikauii Ta/abo
JONyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3aco6y (iHLWi 3MiHN) -
3MiHa CTOCYEeTbCA
npuBeaeHHs po3ainy
«Onuc» oo
mMartepianis cipmu
BUPOGHUKa (po3ain
3.2.P.5); 3a onucom
pi3Hi 0,03yBaHHA
TabneTtkn
BiApI3HAIOTLCA
rpasiloBaHHAM Ta
Konsopom); A®l abo
Jitoya pevyoBuHa.
Bupo6HumyTtBo. 3miHa
BUPOOBHMKA
BUXi4HOro/npomixKHOr
0 npoaykTy/pearenTy,
o
BMKOPUCTOBYETLCSA Y
BMPOGHUYOMY
npoueci A®| abo
[Ljito4oi peyoBmHK, abo
3MiHa BUPOGHMKaA
(BKNtoyarouu, ge
HeobxigHo, micue
npoBefeHHs
KOHTpOno sKocTi) APl
a60 [ilyoi peyoBHNHN
(3a BiacyTHOCTI
ceptucpikata
Bi4NOBIAHOCTI
€Bponeicbkiii
dhapmakonei y
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
MaTepianax

peecTpavujiniHoro
OocCbe) (BBEAEHHSA
HOBOr0 BMPOOHMKa
A®l abo gitouoi
peyoBuHM 3
HafaHHAM marepianis
peecTpadjiiiHoro
[ocbe (Mactep-
tpaiina) Ha gitouy
peyvoBUHY) -
(FIS-Fabbrica Italiana
Sintetici S.p.A., ITania
ONA 4ito4oT peyoBMHN
cuTarninTuHy
docdhaty) 3miHa
3aTBepAKEHA B KpaiHi
BMpOGHUKa; FoTOBMIA
nikapcbkuit 3aciob.
KoHTpob rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikaui Ta/abo
JONyCTUMUX MeX
roTOBOrO J1iKApPCbKOro
3ac006y (BUTyYEHHS
NnoKasHuKa, siKui
MOXe MaTu iCTOTHWIA
BM/IMB Ha AKICTb
roTOBOrO J1iKAPCbKOro
3acoby) -
BWUJTyYEHHS po3ainy
«MikpobionoriyHa
yncToTa» 3 MeToAiB
KOHTPO/II0 AKOCTI
nikapcbKoro 3acoby,
Lo Bignosigae
mMartepianam ipmu
BMpo6HuKa (3.2.P.2.5.
MikpoGionoriyHi
XapaKTepucTuk,
3.2.P.5. KoHTposib
NikapcbKoro 3acoby:
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

3.2.P.5.1.
Cneuudikauis,
3.2.P.5.2. AHaniTnuHi
MeToauku, 3.2.P.5.4.
AHaniau cepii,
3.2.P.5.6.
O6r'pyHTYBaHHSA
cneymdikauii);
BunpasneHHs
TEeXHIYHOT NOMUNKN
3rigHo n.4.2.3 (1)
Haka3y MO3 YkpaiHu
Big 26.08.2005p. Ne
426 (y pepakui
Haka3y MO3 YkpaiHu
Big 04.01.2013 Ne 3)
(NpuBefeHHsT OyHKLIN
BMPOGHUKiB M3 o
MaTepianis ipmu
BMPOOHUKA)
(NnpuBefeHHsA
HanucaHHs pyHKu,in
BMPOGHUKIB M3 o
MaTepianis cipmu
BYPOGHUKA)

BENNbMETIA®

TabneTku, BKpUTI
niBKOBOO

060/10HKOt0, no 50

Mmr/850 mr Ne 28
(14x2), Ne 56
(14x4)y
6nictepax

Mepk Wapn i

Joywm lgea
IHK

LLiseliyapis

MMepBuHHa Ta
BTOPUHHA
yrnakoBka,
[03BiN Ha

BMNYCK cepil:

Mepk Wapn i

Joym B.B.,
HigepnaHaw;
Brnpo6bHMUTBO

Hepo3dgacoBaHO

T Npoaykuji,

KOHTPO/b
AKOCTI:
Ecika KsiH60pO
Nimiteq, Benvka
BpuTaHis;
MateoH MNyepTo
Piko, IHK.,

Higepnanaw/
Benuka
BpwuTania/
MyepTo-Piko/
Icnanis

nepepeecTpauis y
3B7A3KY I3
3aKiHYEHHAM TEPMIHY
Ail peecTpaujinHoro
NocBigYeHHs; 3miHa
TOProBesibHOT Ha3BN
nikapcbKoro 3acoby
(3aTBEPAKEHO:
Benbmeris,
3anporoHoBaHo:
BenbmeTia®);
CepTudpikat
BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/CepTtudi
KaT BignoBiAHOCTI
€Bponeicbkiii
thapmakonel woao

3a
peuerimom

He
niosisieae

UA/13327/01/02
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
MyepTo PiKo; ryéuaroi
MepBrHHa Ta eHuecdhanonarii.
BTOpPVHHA MopaHHsA HoBOro abo
ynakoBka: OHOBJIEHOTO
®poccT 16epuka, cepTucpikata
C.A., IcnaHis BiANoBiAHOCTI

€Bponeiicbkiii
hapmakonei gns Adl
abo gjtoyoi
peuyoBuHW/oNA
BUXiAHOrO
maTepiany/peareHty/
NPOMDKHOro
npoAaykTy, Wo
BMKOPWCTOBYHOTLCS Y
BUPOGHULTBI APl abo
Airo4oi pevoBmHU/gns
[OMOMIXHOT
peyoBUHU
(cepTuddikaT
Bif4NOBIAHOCTI
€Bponeiicbkiii
thapmakoner) -
OHOBNEHNI
cepTtudpikat
BiANOBIAHOCTI Bif,
Lit040ro BMpOGHMKa
(8ns meThopMiHy
rigpoxnopuay)
-3MiHu | TUNY -
loTOBUIA NiKapcbKuii
3aci6. KoHTposb
roTOBOrO J1iKApPCbKOro
3acoby. 3miHa
napamMeTpis
cneuundikauii Ta/abo
LONYCTUMUX MEX
roTOBOrO JTiKAPCbKOro
3ac00y (iHLi 3MiHN)
(NpnBeaeHHs po3giny
«Onne» 0o
MaTepianis ipmu
BUPOOHMKA
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
(3aTBEPAKEHO:
npoAoBrysari,

ABoonykni TabneTku,
BKPWUTI NNiBKOBOO
060/I0HKOHO CBIT/O -
POXEBOro Konbopy 3
rpasitoBaHHAM "515"
Ha OfHili CTOPOHI,
3anponoHOBaHO:
TabneTky BKpUTI
NNiBKOBOIO
060J10HKOHO CBIT/IO -
POXEBOro Konbopy 3
rpasitoBaHHsAM "515"
Ha OfHill CTOPOHI Ta
rnagki Ha iHwWin
CTOPOHI) 3MiHa
CTOCYETbCA
NpuBeLEHHS po3iny
«Onuc» go
MaTepianis ipmu
BUPOGHUKa (po3ain
3.2.P.5); 3a onucom
Pi3Hi fO3yBaHHSA
TabneTku
BifPIi3HATLCA
rpasitoBaHHAM Ta
Konsopom); A®| abo
Jitoya peyvoBuHa.
Bupo6HuyTBO. 3MiHa
BMPOGHUKa
BUXi4HOro/NpoOMi>KHOT
0 NpoayKTy/peareHTy,
o
BMKOPWUCTOBYETLCS Y
BMPOGHUYOMY
npoveci A®l abo
Aitoyoi pevoBrHK, abo
3MiHa BUPOGHVKa
(BKNrovarouu, ge
HeobxigHo, micue
npoBeAEeHHS
KOHTPO/IK0 SKOCTi) ADI
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

abo0 Aioy0i pevyoBuHn
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei y
MaTepianax
peecTpadjiiiHoro
[0CbE) (BBEAEHHS
HOBOI0O BMPOGHMKa
A®l abo gjtoyoi
peyoBuHM 3
HaJaHHAM MaTepianis
peecTpaLjiitHoro
nocke (Mactep-
haiina) Ha gitouy
peyoBuHy) - (FIS-
Fabbrica Italiana
Sintetici S.p.A., ITania
AN [jroyoi pevyoBuHN
cuTarninTuHy
ochaty) 3miHa
3aTBepkeHa B KpaiHi
BUPOOHMKA
-3Minn Il Tuny -
oTOBMIA NiKapPCbKUA
3aci6. KoHTposb
roTOBOrO J1iKaPCbKOro
3aco6y. 3miHa
napameTpis
cneuudikaui Ta/abo
LONYyCTUMUX MEX
roTOBOrO J1iKApPCbKOro
3acoby (BUy4eHHS
NnoKasHuKa, siKui
MOXe MaTu iCTOTHWIA
BM/IMB Ha AKICTb
roTOBOrO JTiKAPCbKOro
3aco06y) (BUAYYEHHs
posgainy
«MikpobionoriyHa
yncToTa» 3 MeToAiB
KOHTPOJH0 SAKOCTi
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

nNikapcbKoro 3acoby,
Lo Bignosigae
MaTepianam ipmu
BMpo6HuKa (3.2.P.2.5.
Mikpo6ionoriyHi
XapakTepucTuk,
3.2.P.5. KoHTposb
nNikapcbKoro 3acoby:
3.2.P5.1.
Cneuudikauis,
3.2.P.5.2. AHaniTnyHi
MeToauku, 3.2.P.5.4.
AHaniau cepiii,
3.2.P.5.6.
O6r'pyHTYBaHHS
cneuucpikau,ii)
BunpasneHHs
TEeXHIYHOT NOMUNKN
3rigHo n.4.2.3 (1)
Haka3y MO3 YkpaiHu
Big 26.08.2005p. Ne
426 (y pepakui
Haka3y MO3 YkpaiHu
Big 04.01.2013 Ne 3)
(NpuBefeHHsT OyHKLIN
BMPOGHUKiB M3 o
MaTepianis ipmu
BUPOOGHUKa)
(NnpuBefeHHsA
HanucaHHs yHKuin
BMPOGHUKIB M3 o
MaTepianis cipmu
BYPOGHUKA)

BENNTbMETIA®

TabneTku, BKpUTI
niBKOBOO
060/10HKOt0, no 50
Mr/1000 mr Ne 28
(14x2), Ne 56
(14x4)y
6nictepax

Mepk Wapn i
Joywm lgea
IHK

LLiseliyapis

MMepBuHHa Ta
BTOPUHHA
yrnakoBka,
[03BiN Ha

BMNYCK cepil:

Mepk Wapn i

Joym B.B.,
HigepnaHaw;
Brnpo6bHMUTBO

Hepo3dacoBaHo

Higepnanaw/
Benuka
BpwuTania/
MyepTo-Piko/
Icnanis

nepepeecTpauis y
3B7A3KY I3
3aKiHYEHHAM TEPMIHY
Ail peecTpaujinHoro
NocBigYeHHs; 3miHa
TOProBesibHOT Ha3BN
nikapcbKoro 3acoby
(3aTBEPAKEHO:
Benbmeris,
3anpornoHoBaHo:

3a
peuerimom

He
niosisieae

UA/13327/01/03
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
T npoAayKuji, BenbmeTia®);
KOHTPO/1b CepTudikat
AKOCTI: BiZNOBIAHOCTI

Ecika KiH60pO
Nimiten, Benvika
BpuTaHis;
MateoH MNyepTto
Piko, IHK.,
MyepTo PiKo;
MMepBuHHa Ta
BTOpPVHHA
ynakoBKa:
®poccT 16epuka,
C.A., Icnanis

€Bponeicbkii
hapmakonei/CepTudi
KaT BiAnoBigHOCTI
€Bponeiicbkiii
hapmakonei wono
ryéuaroi
eHuechanonarii.
MogaHHA HoBOro abo
OHOBJIEHOTO
cepTucpikata
BiANoBiAHOCTI
€Bponeiicbkiii
hapmakonei gns Adl
abo gjtoyoi
peuyoBuHW/oNA
BUXiAHOrO
maTepiany/peareHty/
NPOMDKHOro
npoaykTy, Wo
BMKOPWCTOBYHOTLCS Y
BUPOGHULTBI ADI abo
Airo4oi pevoBmHU/gns
[OMOMIXHOT
peyoBUHM
(cepTuddikaT
Bif4NOBIAHOCTI
€Bponeiicbkiii
thapmakoner) -
OHOBJ1EHWIA
cepTtudpikat
BiANOBIAHOCTI Bif,
[il040ro BUpo6HUKa
(8ns meThopMiHy
rigpoxnopuay)
-3MiHu | TUNY -
loTOBUIA NiKapcbKuii
3aci6. KoHTposb
roTOBOrO J1iKApPCbKOro
3acoby. 3miHa
napameTpis
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

cneuucpikayii Ta/abo
JONyCTUMNX MeX
rOTOBOrO JliKapCbKOro
3aco06y (iHLi 3MiHN)
(NpuBeaeHHA po3ainy
«Onuc» oo
mMartepianis cipmu
BUPOOHMKA
(3aTBEPAKEHO:
npoAoBrysari,
ABoonykni TabneTku,
BKPUTI NNiBKOBOO
060/I0HKOIO CBIT/O -
POXEBOro Konbopy 3
rpasitoBaHHAM "515"
Ha OfHili CTOPOHI,
3anporoHoBaHo:
TabneTky BKpUTI
NNiBKOBOIO
060J10HKOHO CBIT/IO -
POXEBOro KOMbopy 3
rpasitoBaHHAM "515"
Ha OfHill CTOPOHI Ta
rnagki Ha iHwWin
CTOPOHI) 3MiHa
CTOCYETbCA
npuBeLEeHHs po3ainy
«Onuc» go
MaTepianis ipmu
BUPOGHUKa (po3ain
3.2.P.5); 3a onucom
Pi3Hi fO3yBaHHSA
TabneTku
BifPIi3HATLCA
rpasiloBaHHAM Ta
Konsopom); A®l abo
Jitoya peyvoBuHa.
Bupo6HuyTBO. 3MiHa
BMPOGHUKa
BUXi4HOro/NpoOMi>KHOT
0 NpoayKTy/peareHTy,
wo
BMKOPUCTOBYETHCS Y
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
BUPOGHUYOMY

npoueci Adl abo
Aito4oi pevoBuHM, abo
3MiHa BUPOGHMKa
(BKNtoyatouu, ge
HeobXifHO, Micue
npoBefeHHs
KOHTPO0 sKocTi) AdI
abo0 Aioy0i pevyoBuHn
(3a BigcyTHOCTI
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei y
MaTepianax
peecTpadjiiiHoro
[0CbE) (BBEAEHHS
HOBOrO BUPOGHMKA
A®l abo gjtoyoi
peyoBUHM 3
HaJaHHAM MaTepianis
peecTpaLjiitHoro
nocke (Mactep-
haiina) Ha gitouy
peyoBuHy) - (FIS-
Fabbrica Italiana
Sintetici S.p.A., ITania
AN [jroyoi pevyoBuHN
cuTarninTuHy
dochaty) 3miHa
3aTBepkeHa B KpaiHi
BUPOOHMKA
-3Minn Il Tuny -
oTOBMIA NiKapPCbKUA
3aci6. KoHTposb
roTOBOrO J1iKAPCbKOro
3aco6y. 3miHa
napameTpis
cneuudikaui Ta/abo
JONyCTUMUX MeX
roTOBOrO J1iKApPCbKOro
3aco06y (BUTyYEeHHS
NnoKasHuKa, siKui
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

MOXXe MaTu iCTOTHWIA
BMN/IMB Ha AKICTb
roTOBOrO J1iKAPCbKOro
3aco06y) (BUIyYeHHs
posgainy
«MikpobionoriyHa
yncToTa» 3 MeToAiB
KOHTPOJIO SIKOCTI
nNikapcbKoro 3acoby,
Lo Bignosigae
MaTepianam cipmu
BMpo6HuKa (3.2.P.2.5.
Mikpo6ionoriyHi
XapakTepucTuk,
3.2.P.5. KoHTposb
NikapcbKoro 3acoby:
3.2.P.5.1.
Cneuudikauis,
3.2.P.5.2. AHaniTnuHi
MeToauku, 3.2.P.5.4.
AHaniau cepii,
3.2.P.5.6.
O6r'pyHTYBaHHSA
cneuucpikau,ii)
BunpasneHHs
TEeXHIYHOT NOMUNKN
3rigHo n.4.2.3 (1)
Haka3y MO3 YkpaiHu
Big 26.08.2005p. Ne
426 (y pepakui
Haka3y MO3 YkpaiHu
Big 04.01.2013 Ne 3)
(NpuBefeHHsT OyHKLIN
BMPOGHUKiB M3 o
MaTepianis ipmu
BMPOOGHUKA)
(NnpuBefeHHsA
HanucaHHs pyHKu,in
BMPOOGHUKiB M3 o
MaTepianis cipmu
BMPOGHUKA)

raPoOKOPTU3
OHY ALETAT

NMOPOLLIOK
(cyb6eTaHuin) y

MNAT
"Papmak"

YkpaiHa

LWaHpoHr CiHxya
dPapmacbloTikan

Kutan

nepepeecTpauis y
3B A3KY i3

He
niosisieae

UA/11468/01/01
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
nakeTax Ko., iTa. 3aKiHYEHHSIM TEPMIHY
noaBiiHMX Aii peecTpauiiiHoro
nonieTnneHoBnNx NnocBifYeHHS.
ans MpuBepeHHA
thapmaLeBTUUHOr 3aCTOCYBaHHS
0 3aCTOCyBaHHA cy6cTaHLii y
BiAMNOBIAHICTb A0
BUMOr EchponeiicbKoi
Papmakonei
9. OETOKCUDIT 36ipno 100ry TOB YkpaiHa TOB "HaykoBo- YkpaiHa nepepeectpauisa y 6es nionsizae UA/3564/01/01
nakeri, "HaykoBo- BMPOGHNYa 3B7A3KY I3 peuyenma
BK/1af,eHoMY B BMPOGHNYa thapmaueBTUYH 3aKiHYEHHAM TEPMIHY
nauky, no1,5ry hapmauesTu a KoMnaHis Ail peecTtpaujinHoro
GinbTp-nakeTi Ne YHa "ENM" NOCBIAYEHHS; 3MiHa
20 KoMnaHis napameTpis
"ENAM" cneumdikaiii Ta/abo
[JONyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3ac06y; npMBeAeHHs
HanncaHHa cknagy
CYMiLLi NnikapcbKol
POC/INHHOI CUPOBUHU
y po3gini
«Cknag» y
BigMNOBIAHICTb A0
MaTepianis
BUPOGHMKA
10. | AIABPEKC® Tabnetkn no 1 mr Biothapm MonbLa Biodhapm N4 Monbwa nepepeectpawia y 3a He UA/4115/01/01
Ne 30 (10x3) y nrp, 3B A3KY i3 peyenmowm | nidss2ae

6nictepax

3aKiHYEHHSIM TEPMIHY
Aii peecTpauiinHoro
NOCBIAYEHHS;
nofaHHs HOBOrO
cepTudpikaty
BignosigHocTi E® ansA
Lito4oi pevyoBrHM
rnimenipuay Big
HOBOrO BUPOGHMKA;
nofilaHHsA OHOB/IEHOTO
ceptudpikaty
BignoBigHocTi €E® ana
[i0401 pevyoBMHMU




30

Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep

peecmpayitiHo20

nocsio4eHHs

rnimenipmay Big
3aTBEPIKEHOTO
BMPOGHMKA; 3MiHa
napameTpis
cneumdikauin Ta/abo
[ONyCTUMNX MeX
roTOBOrO JTiKAPCbKOro
3aco0y; 3amiHa y
meToAax
BMNPOOYBaHHS
rOTOBOrO JliKapCbKOro
3acoby

11.

AIABPEKC®

TabneTkn nNo 2 mr
Ne 10 (10x1), Ne
30 (10x3) y
6nictepax

Biothapm
nTg

MonbLua

Biochapm 14

Monblua

nepepeectpauisa y
3B7A3KY I3
3aKiHYEHHAM TEPMIHY
Ail peecTpauiiiHoro
NOCBiAYEHHS;
NoAaHHA HOBOro
cepTtudpikaty
BignosigHocTi € ana
[ito4oil pevyoBrHN
rnimenipuay Big
HOBOro BUPOBHNIKA;
NoAaHHA OHOBJIEHOTO
cepTtudpikaty
BignosigHocTi E® ansA
Jito4oi pevyoBrHN
rnimenipuay Big
3aTBEPKEHOr0
BMPOOHUKA; 3MiHa
napameTpis
cneumdikauin Ta/abo
[JONyCTUMUX MEX
rOTOBOrO J1iKapCbKOro
3acoby; 3miHa y
mMeTofax
BUNPOOYBaHHA
roTOBOrO JIiKAPCbKOro
3acoby

3a
peyenmom

He
niossi2ae

UA/4115/01/02

12.

AIABPEKC®

TabneTkn no 3 mr
Ne 30 (10x3) y
onictepax

Biohapm
nrg

Monbwa

Biodhapm N1,

Monbuwa

nepepeecTpawis y
3B7A3KY I3
3aKiHYEHHSIM TEPMIHY

3a
peyenmom

He
niossizae

UA/4115/01/05
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

Aii peecTpauinHoro
NOCBIAYEHHS;
NoAaHHA HOBOro
cepTudikaTy
BignosigHocTi €E® ana
Lito40i pevyoBuHN
rnimenipuay Big
HOBOrO BUPOGHMKA;
NoAAaHHA OHOBJIEHOTO
ceptudikaty
BignosigHoCTI E® anA
[itoY4oil pevyoBrHN
rnimenipuay Big
3aTBEP/KEHOrO
BMPOGHUKA; 3MiHa
napamMeTpis
cneuucpikayii Ta/abo
JONyCTUMNX MeX
rOTOBOrO JliKapCbKOro
3acofy; 3miHa y
mMeTodax
BMNPO6YBaHHSA
roTOBOrO JTiKAPCbKOro
3acoby

13.

AIABPEKC®

Tabnetky no 4 mr
Ne 10 (10x1), Ne
30 (10x3) y
6nictepax

Biochapm
nrg

Monbwa

Biodhapm /114

Monbuwa

nepepeecTpauia y
3B°A3KY i3
3aKiHYeHHAM TepMiHy
Ail peecTpaujiiHoro
NnocBiAYEHHS;
nofaHHs HOBOTO
cepTudikaTy
BignoBigHocTi €E® ana
LitoY0i pevyoBMHN
rnimenipuay Big
HOBOrO BUPOOHUKA;
nofaHHsA OHOB/IEHOTO
cepTudikaTy
BignosigHocTi €P ana
Lito40i pevyoBuHN
rnimenipuay Big
3aTBEepPKEHOro
BMPOBHMKA; 3MiHa
napameTpis

3a
peuerimom

He
niosisieae

UA/4115/01/04
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

cneuucpikayii Ta/abo
JONyCTUMNX MeX

rOTOBOrO JliKapCbKOro

3acoby; 3miHa y
mMeTodax

BMNPO6YBaHHSA

roTOBOrO JTiKAPCbKOro

3acoby

14.

AONTT® KPEM

Kpem, 50 mr/r no
20r,50r,100ry
Tybax Ne 1

Lonoprit
rm6X i Ko.
Kl

HimeuunHa

Lonoprit TmM6X i

Ko. KI

HimeuunHa

nepepeectpauia y
3B°A3KY i3
3aKiHYeHHAM TepMiHy
Ail peecTpaujiiHoro
NOCBIAYEHHS!; 3MiHU
wono
6e3neku/ethekTBHOC
TiTA
hapmakoHarnsgy.
BBefeHHs ab0 3MiHN
[0 y3arasibHeHnx
[aHuX Npo cuctemy
hapmakoHarnsagy
(BeaeHHs
y3araslbHeHuX faHux
npo cucremy
hapmakoHarnsgy,
3MiHa YNnoBHOBaXeHOoT
ocobu,
BiANOBiAa/IbHOT 38
3[iACHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
thapmakoHarnsgy
3asBHVKa AN
3iiCHEHHS
thapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA
BiAMiHHA Bif
YNOBHOBAaXXEHO[
ocobw,
BiANoBiAa/IbHOI 3a
3iiCHEHHS
thapmakoHarnsagy
(BK/IKOYaAKUM

6e3
peyenma

niossizae

UA/4117/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

KOHTaKTHI AaHi)
Ta/abo 3MiHn y
pO3MilLleHHI MacTep-
thaiina cuctemm
hapmakoHarnsgy);
3MiHa napameTpiB
cneuudikaui Ta/abo
JONyCTUMUX MeX
roTOBOrO J1iKapPCbKOro
3aco6y; npMBeAeHHs
Ha3BW OOMOMIKHOT
peyoBUHN y
BiANOBIAHICTbL A0
martepianis
BMPOGHMKA

15.

[OPE3®

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO
2,5 mr Ne 30
(10x3) y
6nictepax

Ankanoig AL
- Ckon'e

Pecny6nik
a
MakefoHis

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

nepepeecTpawis y
3B A3KY i3
3aKiHYEeHHAM TepMiHy
Aii peecTpauiiiHoro
NocCBiAYEHHS;
npuBeAEHHS Ha3Bn
[ONOMDKHOT
peyoBUHU [0
mMartepianis gipmu
BUPOBHMKA

3a
peyenmom

He
niossizae

UA/11285/01/01

16.

DNOPE3®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5
mr Ne 30 (10x3) y
6nictepax

Ankanoig AL
- Ckon'e

Pecny6nik
a
MakenoHis

Ankanoig AL -
Ckon'e

Pecny6nika
MakefoHis

nepepeecTpauis y
3B°A3KY i3
3aKiHYEHHAM TEPMiHY
Ail peecTpaujiiHoro
NOCBIAYEHHS;
npuBeLEHHS Ha3BK
[OMOMIXHOT
peyvyoBuHM A0
MaTepianis ipmu
BUPOBHMKA

3a
peuerimom

He
niosisieae

UA/11285/01/02

17.

JIOPE3®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOIO, N0 10
mr Ne 30 (10x3) y
6nictepax

Ankanoig A
- Ckon'e

Pecny6nik
a
MakefoHis

Ankanoig AL -
Ckon'e

Pecny6nika
MakenoHis

nepepeectpauisa y
3B7A3KY i3
3aKiHYEHHSIM TEPMIHY
Aii peecTpauinHoro
NOCBIAYEHHS;
NpuBeLEHHS Ha3BN
JONOMiKHOT

3a
peyenmom

He
niossi2ae

UA/11285/01/03
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

peyvyoBuHM A0
MaTepianis ipmu
BUPOOHMKA

18.

NIMICTVH 10

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, o 10
mr Ne 30 (10x3) y
6nictepax

AHaHTa
Megikeap
nra.

Benvka
BpuTaHis

MapkcaHc

®apma 14.

IHais

nepepeectpauisa y
3B A3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpauiiiHoro
NOCBiAYEHHS;
BUYYEHHS
BMPOGHNYOI AiNbHUL
['N13; 3miHa
napameTpis
cneuundikaui Ta/abo
[ONYyCTUMNX MeX
roTOBOrO J1iKAPCbKOro
3acoby; 3miHa y
mMeTozax
BMMNPOOYBaHHS
roTOBOrO J1iKAPCbKOro
3acoby

3a
peyernmom

He
niosisieae

UA/11037/01/01

19.

NIMICTUH 20

TabneTkn, BKpUTI
NNiBKOBOIO
0060/10HKOt0, Nno 20
mr Ne 30 (10x3) y
6nictepax

AHaHTa
Megikeap
nra.

Benuka
BpuTanis

MapkcaHc

Papma /14,

IHais

nepepeectpauisa y
3B A3KY i3
3aKiHYEHHAM TePMiHY
Aii peecTpauiiiHoro
NOCBiAYEHHS;
BUTYYEHHS
BMPOGHNYOI AiNbHUL
'N3; 3miHa
napameTpis
cneuucpikayii Ta/abo
[ONyCTUMNX MeX
roTOBOrO J1iKapCbKOro
3acoby; 3miHa y
MeTogax
BMMNPOOYBaHHS
roTOBOrO JTIKAPCbKOro
3acoby

3a
peyernmom

He
niossizae

UA/11037/01/02

20.

NIMICTWH 40

TabneTKn, BKPUTI
nAiBKOBOIO
06010HKO10, Mo 40
mr Ne 30 (10x3) y
6nictepax

AHaHTa
Megikeap
nra.

Benvka
BpuTanis

MapkcaHc

Papma /114,

IHaisa

nepepeecTpauia y
3B A3KY i3
3aKiHYeHHAM TepMiHy
Aii peecTpauiiiHoro
NnocCBiAYEHHS;

3a
peyenmom

He
niossizae

UA/11037/01/03
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

BUJTyYEHHS
BMPOGHNYOI AiNbHUL
'N13; 3miHa
napameTpis
cneumdikauin Ta/abo
[ONyCTUMNX MeX
roTOBOrO JTiKAPCbKOro
3aco0y; 3amiHa y
mMeTofax
BMNPOOYBaHHS
rOTOBOrO JliKapCbKOro
3acoby

21.

OPTMON®

Kpanni ouHi, 2,5
Mr/mn no 5 mn
abo 10 mny
thnakoHi, no 1
hnakoHy B naui

NAT
"dpapmak"

YkpaiHa

MAT "dapmak”

YkpaiHa

nepepeectpauisa y
3B7A3KY I3
3aKiHYEHHAM TEPMIHY
Ail peecTpauiiiHoro
NOCBiAYEHHS;
npuBeAEHHS agpecu
BMPOGHUKA y
BiAMNOBIAHICTL A0
Niuensii Ha
BMPOOHULITBO;
3MiHEHO TOProBesibHY
Ha3BY NikapCbKoro
3aco06y (byno -
OPTUMON);
NnofaHHA HOBOro abo
OHOBJIEHOTO
cepTucpikata
BignosigHoCTI abo
BU/TyYEHHS
ceptudikara
Bi4NoOBiAHOCTI
€Bponeicbkiii
hapmakonei: ans
A®I; ans BuxigHOro
maTepiany/peareHty/
NPOMDKHOTO
npoaykTy, Wo
BMKOPUCTOBYIOTbCS Y
BUPOOHMLTBI Ad;
01151 4ONOMDKHOT
peYoBUHM

3a
peyenmom

He
niossi2ae

UA/4314/01/01
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

(cepTudpikat
BiANOBIAHOCTI
€Bponeicbkiii

thapmaxoner) - HoBWiA
cepTudpikaT Big BXE
3aTBEPKEHOrO
BMPOOHUKA; 3MiHa Y
mMeTofax
BMNpobyBaHHA AdI
a60 [iloy0i peyoBUHM
a6bo
BWXiZHOro/NpomixxHor
0 NpoaykTy/pearenTy,
Lo
BMKOPWCTOBYETLCA Y
npoueci BMpobHMuTBa
Adl abo gjtoyoi
peyvoBuHM (iHLWWI 3MiHK
B MeToAax
BUNPOGYBaHHA (iHLLI
3MiHM Y MeTofax
BMNPO6YBaHHSA
(BK/THOYAKOUM 3aMiHY
abo gonoBHeHHS) AdI
abo0 Aioy0i pevyoBuHn
a6bo
BUXi4HOro/npomixxHor
0 NPOAYKTY) - )
npuBefeHHss MeToaiB
KOHTPOStO AitoyoT
peyoBuHy (Tumonony
MasieaT) Ao BUMOr
€® 3a p. "Onuc",
"loeHTndikauisa”,
"CynpoBigHi
Jowmilkun”, "Mutome
OonTMUYHE 06epTaHHsA",
"MikpobionoriyHa
yucToTa”; A0AaTKOBO

BBE/IEHO P.
"Mpo3opicTb",

"KonboposicTb",
"EHaHTiOMepHa
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

yucrorta"; BusyyeHo
p. "XpomaTorpadiyHa
yncroTa
(TLUX),"Baxki
meTtann", p.
"3anuwkoBa KinbKiCTb
opraHiyHnx
PO34YMHHKKIB"
3MEHLLEHO TPeT-
6yTtaHony 3 0,2% o
0,05%; CepTudikat
BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/CepTudi
KaT BiANoBIAHOCTI
€Bponelicbkii
hapmakonei woio
ryéuaroi
eHuechanonarii.
3MiHW, NoB’A3aHi 3
HeobXigHICTIO
npuBeAeHHs y
BiAMNOBIAHICTb A0
MOHorpadii
JepxasHoT
thapmakonei YkpaiHu
abo €sponencbKol
thapmakonei (3miHa y
crneymndikaLisx,
nos’aA3aHa 3i 3MiHamu
B JlepXxaBHiit
thapmakonei YkpaiHu
abo €Bponencbkil
thapmakonei) - 3MiHn
o crneumndikauii ansa
BXiJHOTO KOHTPO/IHO
Ha Aitoyy peyoBUHY
Tumonony manearty
BMPOGHWMKa "Centaur
Pharmaceuticals
Private Limited", IHgis
y 3B°SA3Ky 3
NpUBELEHHSAM A0
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
BumoOr €® 3a p.
"Onuc",
"lopeHTndikauisa”,
"CynposigHi

Jomiwkun”, "Mutome
ONTUYHE 0bGepTaHHA",
"Mikpo6ionoriyHa
yuctorta”, 4OAATKOBO
BBE/EHO p.
"Mpo3opicTb",
"KonboposicTb",
"EHaHTiOMepHa
yncroTa”, BUMyYEHO
p. "XpomaTorpadiyHa
yucrtoTa
(TWX),"Baxki
meTanun"; FoToBuiA
nikapcbkuit 3acib.
KoHTposib roToBoro
niKapcbKoro 3acoby.
3miHa napameTpis
cneuudikaui Ta/abo
OONYyCTUMUX MeX
roTOBOrO J1iKapCbKOro
3aco0y (BWTyYEHHS
He3Ha4HOoro
nokasHvka
(Hanpuknag,
BUTYYEHHS
3acTapinoro
NnoKasHuKa)) -
BUYYEHHSI SIKICHOT
peakuii B p.
"loeHTndikauisa”,
BWJTYYEHO SIKICHY
peakuito Ha
6eH3as1KoHIt0 Xs10pug,
3anuiieHo metog PX
Ta BUIYYEHO SIKICHI
peakuii Ha xnopuau,
HaTpiiA, dhocchaTu, ski
BMKOPUCTOBYHOTbCS
AN NiATBEPAKEHHS
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

[OCTOBIpHOCTI
[ONOMDKHUX PEYOBVH
BUJTYYEHHS .
«OpHopigHICTL
mMacu»; ToToBWUiA
nikapcbkuit 3aci6.
KOHTpO/b roToBOrO
NikapcbKoro 3acoby.
3MiHa y meToaax
BMNPOOYBaHHS
roTOBOrO J1iKApCbKOro
3aco6y (He3HayHa
3MiHa y
3aTBEPKEHNX
mMeTofax
BUMPOBYBaHHSA) - p.
"MexaHi4Hi
BK/TIOYEHHA"
npvBeAeHo 40 BUMOT
Aoy, 2.9.19; 2.9.20
p. "OAHOpIAHICTb
mMacu " 3aMiHEeHO Ha
p. "O6’em BMICTY
ynakosku" ,
(3aTBEpPAXKEHO: HE
meHLwe 5 mn a6o 10
MJ1 BifNoOBIAHO) p.
"CTepUNbHICTL"
npvBeAeHo A0 BUMOT
Joy, 2.6.1, p.
"CynposigHi
[OOMILLKN" BHECEHO
YTOYHEHHSA 40 T.
"nepesipka
npuAaTHOCTI
XpomarorpadivHoi
cuctemun" ,
[oAaTkoBO
3a3HayvyeHo TepMiH
nNpuaaTHOCTI PyXoMoT
hasu, p. "KinbkicHe
BU3HAYEeHHA"
BBEEHO 104ATKOBO
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

BMKOPUCTaHHSA
CTaHAapTHWX 3paskiB
Ta YTOYHEHHS [0 T.
"nepesipka
npuaaTHoOCTI
XpomarorpadivHoi
cucuemun”, 4OAATKOBO
3a3Ha4YeHo TepMiH
nNpuaaTHOCTI PyXoMoT
chasu; FoToBwi
nikapcbkuit 3aciob.
KoHTpob rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikaui Ta/abo
JONyCTUMUX MEX
roTOBOrO J1iKApPCbKOro
3ac06y (JONOBHEHHS
cneuudikauii HoBUM
NOKa3HWKOM 3
Bi4NOBIAHWUM
MeToA0M
BMNPOBYBaHHS) -
[ONOBHEHHSA
cneuyncpikau,i
nokasHukom "O6 em
BMICTY yrnakoBku"

22.

PETAPMNEH

MOPOLLIOK A5
cycneHsii ana
iH'exui no 2 400
000 MOy
tpnakoHax Ne 50

CaHpo3
PapmacbHoTi
Kans g.4.

CnoBeHist

HamnoBHEHHS,
nakyBaHHs,
KOHTPONb,
BUNYCK cepil:
CaHpo3 M'meX—
TexOnc,
ABCTpIS;
BMPOGHULTBO in
bulk
(ctepunbHoi
CYMiLLi):
®PE3EHIYC
KABI AHTI-
IHdhekTiBEC
C.p.n., Itanisa

AscTpis/
ITania

nepepeectpauisa y
3B A3KY i3
3aKiHYEHHAM TePMiHY
Aii peecTpauiiiHoro
NOCBiAYEHHS;
npuBeLeHHs Ha3Bn
BMPOGHUMKa M3y
Bif4NoBIAHICTb A0
niyeHsii Ha
BUPOGHMLTBO Ta
BricHoBKy w040
nigTBEPIKEHHSA
Bi4MNoOBIAHOCTI
BMPOGHMLTBA
nikapcbknx 3acobis
Bumoram GMP

3a
peyernmom

He
niosisieae

UA/4005/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep

peecmpayitiHo20

nocsio4eHHs

BMAHOT0
Lepxnikcnyx60t0
YkpaiHu;
BUNpaB/IEHHA
TEeXHIYHOT NOMUNKN
3rigHo n.4.2.3 ()
Haka3y MO3 YkpaiHu
Bifg 26.08.2005p. Ne
426 (y pepaxuii
Haka3y MO3 YkpaiHu
Big 04.01.2013 Ne 3) -
npvBeAeHHsA [0
BMMOI HanmcaHHs
JeknapyBaHHs YMOB
36epiraHHsA
Bi4NoOBIAHO A0
KepiBHnyTBa
CPMP/QWP/609/96/
Rev 2 (Annex A)

23.

DAPECTOH

Tabnetkn no 20
mMr Ne 30 y
hnakoHi

OpioH
Kopnope#LH

®iHNAHAA

Bupo6HuK, Lo
34jicHIoE
BMPOOHULITBO 3a
NOBHWM LVK/IOM:

PiHNAHAA

nepepeectpauisa y
3B A3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpauiiiHoro

OpioH NOCBiAYEHHS;
KopnopeiLuH, BBEAEHHSI
DIHNAHAIS; aNbTepHaTUBHOro
Bupo6HuK, Lo BMPOOGHUKA,
3pjlicHIOE BifNoOBiAa/IbHOro 3a
BUPOBHULITBO, BTOPUHHE NakKyBaHHS;
nepBuHHE Ta BBEAEHHS
BTOPUHHE a/ibTepHaTUBHOIO
nakyBaHHS i BMPOOHUKA,
KOHTPO/1b Bif4NoBiAa/IbHOro 3a
SKOCTI: NnepBMHHE NaKyBaHHS;
OpioH NpuBeLEHHS Ha3BU
KopnopeiiuH, BUPOBHMKA
PiHNAHAIA; BifNoBifa/IbHOro 3a
Bupo6HuK, Lo BUNYCK cepii y
34jiicHIoE BIAMNOBIAHICTb A0
nepBuHHE Ta BMCHOBKY LL0J0
BTOPVHHE nigTBEPAKEHHS
nakyBaHHS: BiANOBIAHOCTI
OpioH BMPOGHULITBA

3a
peyernmom

He
niosisieae

UA/4251/01/01
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep

peecmpayitiHo20

nocsio4eHHs

KopnopeWLuH,
®PiHnaHaina

nikapcbKoro 3acoby
Bumoram GMP,
BMAAHOro
Jepxnikcnyx6oto
YkpaiHu; npuBefeHHsA
hyHKLili BUPOBHWMKIB
roTOBOrO JTiKAPCbKOro
3aco0by BignoBigHO
MaTepianis
peecTpauiiiHoro
[OCbE; 3MiHa Y
mMeToAax
BUNPOGYBaHHA
roTOBOrO J1iKAPCbKOro
3aco06y (iHLWi 3MiHK Y
mMeTofax
BUMNpPObGYBaHb

24,

DAPECTOH

Tabnetkn no 60
mr Ne 30, Ne 60 y
hnakoHi

OpioH
KopnopeiiwH

DiHNAHAIA

Bupo6HuK, Lo
3AiicHI0E
BMPOGHULITBO 3a
NOBHWM LMK/IOM:
OpioH
KopnopeiiLuH,
diHNaHgjs;
Bupo6HUK, Wwo
3AiicHI0E
BMPOGHULITBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS i
KOHTPO/b
AKOCTI:
OpioH
KopnopeiiLH,
DIHNAHAIS;
Bupo6HuK, Lo
34jicHIoE
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
OpioH
KopnopeiiLH,

DiHNAHAIS;

®iHnauaia/
YkpaiHa

nepepeecTpauis y
3B7A3KY I3
3aKiHYEHHAM TEPMIHY
Ail peecTpaujinHoro
NOCBIAYEHHS;
BBE/IEHHSA
albTepPHaTMBHOIO
BUPOGHNKA,
BiZ4noBi4asIbHOro 3a
BTOPWMHHE NaKyBaHHS;
BBE/IEHHA
aNbTePHATUBHOTO
BMPOOHUKA,
BiANOBIA&/IbHOTO 3a
NnepBUHHE NaKyBaHHS;
npuBeLeHHs Ha3Bn
BMPOGHMKa
BiZNoBi4asIbHOro 3a
BUMYCK cepii y
BiANOBIAHICTL A0
BMCHOBKY LL0OJ0
nigTBEPIKEHHSA
Bi4MNoOBIAHOCTI
BMPOGHMLTBA
nikapcbKoro 3acoby
Bumoram GMP,

3a
peuerimom

He
niosisieae

UA/4251/01/02
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
Bupo6HuUK, o BMAAHOr0
3MjliCHIOE Lepxnikcnyx60t0
BTOpPVHHE YkpaiHu; npuBefeHHs
nakyBaHHs, hyHKLii BUPOBHWMKIB
KOHTPO/Ib AKOCTI roTOBOrO JliKapCbKOro
Ta BUMYCK cepii: 3aco0y BignosigHoO
ToBapucTso 3 MaTepianis
06MEeXeHo peecTpadjiiiHoro
Bif4NOBiAa/IbHICT [OCbE; 3MiHa Yy
10 «Kycym MeTogax
dapm», YkpaiHa BMMPOOGYBaHHSA
rOTOBOrO JiKapCbKOro
3aco6y (iHLWi 3MiHK Y
mMeTofax
BUNPO6YyBaHb
25. | PAPECTOH Tabnetky no 60 OpioH diHnaHgjA Bupo6HuK, Lo diHnaHgisa nepepeecTpawis y - He UA/14147/01/01
Mrin bulk Ne 60y | KopnopeiiwH 3AiicHI0E 3B A3KY i3 niosisizae

donakoHi, no 10
hnakoHiB y
rpynosii
ynakosLi, no 32
rpynoBmx
yrnakoBKu B
TPaHCMOPTHIi
ynakoBL,i

BUPOGHULITBO 3a
MOBHUM LK/IOM:
OpioH
KopnopeiiLuH,
diHNangis;
Bupo6HuK, Lo
3AiicHIOE
BMPOGHNLITBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHS i
KOHTPO/b
AKOCTI:
OpioH
KopnopeiiLH,
diHNangjs;
Bupo6HuK, Lo
3AiicHI0E
nepBuHHE Ta
BTOPVHHE
nakyBaHHSI:
OpioH
KopnopeiiLH,
diHNAHAIA

3aKiHYEeHHAM TepMiHy
Aii peecTpauiiiHoro
NocCBiAYEHHS;
BBE/IEHHA
aNbTepHaTUBHOTO
BMPOOHUKA,
Bif4NoOBiAa/IbHOro 3a
BTOPWHHE NaKyBaHHS;
BBE/EHHS
aNlbTepHaTMBHOIO
BMPOGHUKa,
BiNOBiJ&/IbHOTO 3a
nepBuUHHE NakyBaHHS;
NpUBeLEHHS HAa3BU
BMPOGHMKa
Bif4NoBiAa/IbHOro 3a
BUMYCK cepii y
Bif4NoBIAHICTb A0
BMCHOBKY LL0OJ0
nigTBEPAKEHHSA
BiANoBiAHOCTI
BMPOGHULTBA
nikapcbKoro 3acoby
BuMoram GMP,
BMAAHOro
Lepxnikcnyx60t0
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Ne
n/n

Ha3ssa
NliKapcbKo20
3acoby

dopma surnycKy

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayitiHa
npoyeadypa

Ymosu
BionycKky

Pexknamys
aHHs

Homep
peecmpayitiHo20
nocsi0OYeHHs

YKpainu; npuseneHHs
(PYHKLi BUPOGHWKIB
rOTOBOrO JliKapCbKOro
3acoby BignosigHo
mMaTepianis
peecTpaLjiitHoro
[OCbE; 3MiHa Y
mMeTofax
BMNPOOYBaHHSA
rOTOBOrO J1iKapCbKOro
3acoby (iHWi 3mMiHK y
mMeTogax
BUNpobysaHb

26.

PEHOBAPBITA

n

NOPOLLIOK
(cybeTaHuis) y
MilLKax NoABINHNX
nonieTnIeHoBUx
ans
thapmaueBTUYHOT
0 3aCTOCyBaHHS

MAT
"®papmak"

YkpaiHa

XapmeH
®iHoxem N1TL4.

IHais

nepepeectpauisa y
3B7A3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpauiinHoro
NOCBIAYEHHS; 3MIHU 3
akocTi. CepTudpikat
BignosigHOCTI/TE-
ceptudikat
BiANoBiAHOCTI
€Bponeiicbkiii
thapmakonei/moHorpa
cpii. MogaHHA HoBOroO
a60 OHOBNEHOTO
cepTucpikata
BignosigHocTi abo
BU/TyYEHHS
ceptucpikata
BiANoBiAHOCTI
€Bponeicbkiii
hapmakonei: ans
A®I; gns BuxigHoro
maTepiany/peareHty/
NPOMDKXHOIOo
npoaykTy, Wo
BVKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI;
0151 AONOMIXHOT
peyoBUHM
(cepTtudpikar
BiZNOBIAHOCTI

He
niossi2ae

UA/11324/01/01
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs

€Bponelicbkiin
thapmakoner) - HoBuiA
cepTudpikaT Big BXe
3aTBepPKEHOro
BUPO6GHKKa (HagaHo
HoBuin CEP Ne R1-
CEP 2003-017- Rev
03 Ta Ak HacnigokK
npuBeLeHHs agpecu
MiCLLe3HaXOKEHHS
BMpOGHUKa A0
HapaHoro CEP).
3MiHM 3 AKOCTI.
CepTudikat
BignosigHOCTI/TE-
cepTudikat
Bi4NOBIAHOCTI
€Bponeicbkiii
thapmakonei/MmoHorpa
opii. 3MiHuK, NoB'A3aHi
3 HeobXifHICTIo
NpUBEAEHHS Y
BiAMNOBIAHICTb A0
MOHorpadii 4Py abo
€BponeiicbKoi
papmakonei, abo
IHLWOT HaLioHasTbHOT
thapmakonei
nepxasun €C (3miHa y
cneuudikauisx,
nos'asaHa 3i 3MiHamu
B AdY, abo
€Bponelicbkiin
papmakonei, abo
iHLWI HauioHa/bHIN
thapmakonei
nepxasn €C) -
npuBeLeHHs
cneumdikawi
BXiZIHOTO KOHTPO/IH0
3a posginamu
«CynpoBigHi
[LOMILLIKN»,
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Ne Hassa dopma surnycKy 3asisHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
«lgeHTngikauis»,
«3a/IMLLKOBI KiNIbKOCTI
opraHivyHnx
PO3YMHHUKIB» Y
BiANOBIAHICTb A0
MoHorpadii
«Phenobarbital» €o;
npusefeHHs
3aCTOCYBaHHSA
cy6cTaHuji y
BifNoBIAHICTb A0
BMMOT €BpONencbKoT
thapmakonei
27. | UENEBPEKC® | kancynu no 200 Mdpaiizep CLWA Brvpo6HMUTBO CLIA/ nepepeecTpawis y 3a He UA/4463/01/02
mr Ne 10 (10x1), IHK. npenapary in HimeuuunHa 3B7A3KY i3 peyenmom nionsieae
Ne 20 (10x2), Ne bulk: 3aKiHYEHHAM TEPMiHY
30 (10x3) y Heondapma Aii peecTpauiinHoro
6nictepax IHK., CLLUA NOCBIAYEHHS;
abo BiJOKPEM/IEHHSA
Mdpaizep cknagy YopHun Ta
dapmactoTikans Kancynuy
NNC, CLWA; BignosigHOMY po3gini
Bunyck cepii, B NPOEKTi MeToAIB
nakyBaHHs, KOHTPOJIHO SKOCTI
MapKyBaHHs, rOTOBOrO J1iKapCbKOro
KOHTPO/Ib SKOCTI 3acoby
npw BUNYCKY:
P-®apm
xepmani
m6X,
HimeyuunHa
28. LE®OTAKCUM | nopoLiok ans My6niuHe YkpaiHa My6niyHe YkpaiHa nepepeectpauia y 3a He UA/4252/01/02
-BX®3 pO34rHy O1s akuioHepHe akuioHepHe 3B7A3KY I3 peyenmom | nidsseae
iH'eKLin no 1000 TOBapUCTBO TOBapUCTBO 3aKiHYEHHAM TepMiHy
Mr Y dh1aKoHi; "HaykoBo- "HaykoBo- Aii peecTpauiiiHoro
hnakoH Ne 1: no BMPOGHUUNIA BMPOGHNUMIA NOCBIAYEHHS
55 chnakoHiB y LEeHTP LEeHTP
KOpOoO6L,i; hNakoH "BopLyariscb "BopLyariBcbkuii
Ne 1:no 1 KW XimMiKO- XiMiKO-
donakoHy y nauui; | capmaueBTu hapmaLeBTUYH
tonakoHn Ne 5: no | 4HwiA 3aBog” nin 3aBoa”

5 chnakoHiB y
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Ne Hassa dopma surnycKy 3asisBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n NliKapcbKo20 npoyeadypa BiOnycKy aHHs peecmpayitiHo20
3acoby noceio4YeHHs
KacerTi, 1 KaceTa B
neHasni; onakoH
Nel:nol
hnakoHy B
KOMIM/EKTI 3
PO3YMHHMKOM N0 5
M/ B amnyni B
KacerTi, 1 KaceTa B
navui
29. LE®OTAKCUM | nopoLuok ans My6niuHe YkpaiHa My6niyHe YkpaiHa nepepeectpauisa y 3a He UA/4252/01/01
-BX®P3 pPO34unHy ans akuioHepHe akuioHepHe 3B7A3KY I3 peyenmom nionsizae
iH’exuili no 500 Mr | TOBapMCTBO TOBapUCTBO 3aKiHYEHHAM TEPMIiHY
y hnakoHi; "HaykoBo- "HaykoBo- Ail peecTtpaujinHoro
hnakoH Ne 1: no BMPOGHNUNI BMPOBGHNYMIA NOCBIAYEHHS
55 chnakoHiB y LEeHTP LEeHTP
KopobLi; thnakoH "BopLuariscb "BopLuyariBCcbkuin
Ne 1: no 1 Knit XiMiko- XiMiKo-
onakoHy y naudi; | capmaueBTu hapmaLeBTUYH
onakoHn Ne 5: no | 4Hwii 3aBoa” nii 3aBopa”

5 cpnakoHiB y
KacerTi, 1 kaceTa B
neHasi; onakoH
Nel:nol
chnakoHy B
KOMMNEKTi 3
PO34MHHMKOM MO 5
M/1 B amnyni B
KacerTi, 1 kaceTa B
nayui

B.o. HaYasnIbHUKa YnpaBniHHA hapMmaueBTUYHOI
DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MPEMAPATIB), LLOAO AKX BY/NUN

Aopatok 3

[0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu
24.02.2016 Ne 130

BHECEHI 3MIHU A0 PEECTPALIAHNX MATEPIA/IB, IKI BHOCATbCS A0 AEP)XABHOIO PEECTPY
NIKAPCbKNX 3ACOBIB YKPAIHA

chnakoHax Ne 1y
navkax; Ne 10
(1x10) y naukax y
Kopoo6Li

"lMokasaHHsa", "dapmakoTepaneBTnyHa
rpyna”, "®apmakosoriyHi BnactmBocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHwWmnMmmn
nikapcbknMy 3acobamm Ta iHLWi BUAN
B3aemogii", "Ocob/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo

Ne | Hassa siikapcbko2o | ®opma Bunycky 3asaBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby BionycKy peecmpayitiHo2
0 M0CBIOYEHHS
1. AEPTAN® TabneTkn, BKpUTI BAT YropwuHa BAT "TepeoH YropwuHa/ BHECEHHS 3MiH 10 peecTpauiinHnx 3a UA/5359/01/01
n1iBKOBOIO "l'epeoH PixTep", LsewiLapis marepianis: peyenmom
060/10HKOI0, MO PixTep" YropwuHa, 3a 3MiHa Ha3BM BUPOOHMKA Ai040i peyoBUHM,
100 mr Ne 20, Ne NiyeHsieto 6€e3 3MiHKN Micus BUPOBHMLTBA
60 y 6rictepax Anwmipan AT,
LBenuapis
2. ANbBIPOH (BYB niodpinizat ana TOB "dapma YkpaiHa LleHbsaH Kutait BHECEHHS 3MiH 40 peecTpaLitHmnx 3a UA/14022/01/01
3APEECTPOBAHU PO3unHy ona Crapt" CaHLuaiiH mMaTepianis: peyenmom
" K MEANYHUN iH'eKUi no 3 MAH dapmacboTikan 3MiHa napameTpiB cneymdikauin Ta/abo
IMYHOBIONTOINYHU | MO y chnakoHax Ko., ITAa. [0NyCTUMUX MEX rOTOBOro NiKapCbKoro
N NPENAPAT - Ne 1, Ne 10 3aco0y (BW/TyYEHHS NMOKa3HMKa «AHOMas/IbHa
MEPEKBA/I®PIKOB TOKCUYHICTb» 3i cneundikauii Ha TepMiH
AHUN Y NpUAATHOCTI; BBEAEHHS NOKa3HWKIB
NIKAPCbKWUIA «MexaHiYHi BK/TIOYEHHS: HEBUAMMI YaCTKn»;
3ACIB 3rigHO 3 3BY)XXEHHS J0NMYCTUMMX MEX 3a NoKasHUKamm
BUTAIOM 3 «pH>»)
MPOTOKO/Y Ne6
3ACIAAHHA
KBAMI®IKALIAHOI
KOMICIT MO3
YKPAIHW BIj,
19.02.2014 P.)
3. ANbUN30H NOpOLLOK AN Anemo6ik IHais 3eiicc IHais BHECEHHS 3MiH 10 peecTpaLiinHmx 3a UA/11196/01/02
pO34nHy AnA Papmac'toTik dapmac’toTikenc marepianis: 3MiHW 40 IHCTPYKUiT Ans peyenmom
iH'ekyiino2ry enc Niviteq Met Jitg MEeANYHOrO 3aCTOCYBaHHS Y PO34inn
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No
n/n

Ha3ssa sikapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

rofyBaHHs rpyaar”, "Cnocib 3acTocyBaHHs
Ta gosun”, "Mepeno3syBaHHA", "MoGIYHI
peakuii”, "HecyMmicHicTb" 3rigHo 3
iHthopmaLiieto LWoA0 MeANYHOTO
3aCTOCYBaHHSA pediepeHTHOro NiKapcbkoro
3acoby

ANbUN30H

MOPOLLIOK 415
po3unHy ans
iH'ekuinnolry
hnakoHax Ne 1y
naykax; Ne 10
(1x10) y naykax y
Kopoo6u,i

ANEMOBIK
dapmac'toTik
enc Niviteq

IHAis

3eiicc
dapmac toTikesc
Met Jita

IHAiA

BHECEHHS 3MiH 10 peecTpauiiHmX
marepianis: 3MiHV [0 IHCTPYKUIT ANns
MeJMYHOro 3aCTOCYBaHHS y po3ainu

"lMokasaHHA", "dapmakoTepaneBTuyHa
rpyna", "®apmakonoriyHi BnactmeocTi”,
"MpoTtunokasaHHa", "B3aemogis 3 iHWUMK
nikapcbKnMn 3acobamm Ta iHWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rofyBaHHs rpyaar”, "Cnocib 3acTocyBaHHS
Ta gosn”, "MepepnosysaHHs", "MoGiyHI

peakuii”, "HecyMmicHicTb" 3rigHO 3

iHtbopmaLieto LWoA0 MeANYHOTO
3aCTOCYBaHHSA pediepeHTHOro NiKapcbkoro
3acoby

3a
peyenmom

UA/11196/01/01

AMI3BOHYNK®

cupon, 10 mr/mn
no 100 mny
hnakoHax Ne 1 Ta
1 po3syBasnbHii
Noxui B naywi

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHnX
mMaTepianis:

BBEJEHHS 00AATKOBOT BUPOGHNYOI Ai/TbHUL
A®|. BBefieHHs1 3MiH NnpoTArom 3-x
MicAuiB nicnsa 3aTBepAXeHHs; 3MiHU B
npoueci BupobHuLiTea A®I abo aitoyoi
peyoBUHM; 3MiHa Y NapameTpax
crneymndikalii Ta/abo gonycTumMmx Mex,
BM3HaYeHUX y cneundikauisx Ha Adl abo
Aitoyy peyoBuHy, abo BMXiZHUA/MPOMIXXHWIA
NPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCSA Y
npoueci BupobHuLTea A®I abo aitoyoi
peyoBMHU (LONOBHEHHS cneuudikadii
HOBVM NOKa3HUKOM SKOCTI Ta BiANOBIAHUM
MEeTOA0M BUMPOOYBaHHSA); 3MiHW Y MeTogax
BMNpobyBaHHA AdI

6e3
peyenma

UA/11862/01/01

AMI3BOHYNK®

cupon, 10 mr/mn
no 100 mny
hnakoHax Ne 1 Ta
1 no3yBanbHii
NOXUi B nayLi

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLitHnX
mMaTepianis: 3MiHa TopriBeNbHOT Ha3BK
nikapcbkoro 3acoby (6yno - AMI3OHYNIK);
3MiHa y cknagi (4OoNOMIXKHUX pevyoBMHAX)
rOTOBOIO JIIKAPCLKOro 3acoby Ta, K

6e3
peyenma

UA/11862/01/01
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ynakoBKax y nauj

npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea A®I abo aitoyoi

Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
Hacnigok, 3miHM B MK 3a nokasHUKOM
«Onue» Ta BUTyYEHHS NOKa3HMKa SKOCTI
LLoAo iaeHTudikaLil 6apBHUKA XXOBTUWIA 3axig
FCF (E110) 3 BignoBigH1Mu 3miHaMu B
IHCTPYKUIT 418 MEANYHOr0 3aCTOCYBaHHSA y
p. «Cknag nikapcbkoro 3acoby», «Jlikapcbka
chopmax, 3miHa napameTpiB cneuudikawii
Ta/abo gonyCTUMMNX MEeX rOTOBOro
nikapcbKoro 3acoby; 3amiHa rpadiyHoro
306paxXeHHs yNakoBKW Ha TEKCT MapKyBaHHS
ON5 NepBUHHOT Ta BTOPUHHOT YNakoBOK,
3rigHo Bumor Hakasy MO3 Ykpainu Ne3 Big,
04.01.2013 p. (TepmiH BBeZieHHS 3MiH -
npoTsarom 3-x Micsui Nicna 3aTBepKeHHS)
7. AMILATPOH® NMOPOLLIOK AN TosapucTso YkpaiHa TosapucTeo 3 YkpaiHa BHECEHHS 3MiH 1O peecTpauiinHmx 6e3 UA/14117/01/01
®OPTE BE3 LLYKPY | opasibHOro 3 [04aTKOBOH marepianis: peuyenma
po3uvHy no 13,01 | [0AAaTKOBO BiANOBiJaNLHICT 3MiHa METOAVKV BU3HAYEHHS Ta
y cawe Ne 1, Ne BifgnoBifasb 0 "IHTEPXIM" HOpMyBaHHS TecTy «MBY» Ans KOHTposto
10 HiCTIO AKOCTi NEPBUHHMX NaKyBa/lbHNX MaTepiasisB
"IHTEPXIM" roTOBOrO JIiKAPCbKOro 3acoby
8. AMOKCUN-K MopoLLIOK AN NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/10656/01/01
pPO34MHy Ans "Knismegnpe "KuiBmegnpenap mMaTepianis: peyenmom
iH'exuin no 1,2ry napat" ar’ 3MiHa y MeToax BUNpo6yBaHHsS rOTOBOTO
hnakoHax Ne 1 nikapcbKoro 3acoby
a6o Ne 10 (10x1)
B Mauuj
9. ATOKCIN nopowok no 10ry | TOB "Opicin- Ykpaina TOB "Opicin- Ykpaina BHECEHHS 3MiH 10 peecTpaviinHmx 6e3 UA/2616/01/01
chnakoHax Ne 1, Papm” Papm" marepianis: peyenma
no 2 r y naketax- 3miHa napameTpiB cneyudikauii Ta/abo
cawe Ne 20 [0NYyCTUMUX MEX rOTOBOrO NiKapCbKoro
3acoby (BMy4eHHs nokasHuka "Maca
BMICTY ynakoBku'"); 3MiHa napameTpis
cneymdikain Ta/abo gonycTUMmUX Mex
roTOBOrO JiKapPCLKOro 3aco6by (J40NOBHEHHSA
cneuudikalii HOBYM NOKa3HUKOM 3
BiANOBIAHMM METOA0M BUNPOBYBaHHS)
10. | AUMKNOBIP- Tabnetkn no 200 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpauiinHmx 3a UA/0991/0101
AAPHNLUA mr Ne 20 (10x2) y "®GapmaueBT "®apmaueBTUyH marepianis: peuenmom
KOHTYPHUX n4yHa thipma a thipma 3MiHa y MeTogax BunpobysaHHA APl abo
YapyHKOBUX "NapHuua” "OapHuuya” Aito40i pevoBUHM abo BUXiAHOTO/MPOMIXHOrO
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
peyvoBUHM; CYNyTHA 3MiHa: 3MiHa Y
napameTpax crneundikauiii Ta/abo
OONYyCTUMUX MEX, BUSHAYEHUX Y
cneumndikauisax Ha APl abo gjlouy pevoBuHy,
a60 BUXigHWIA/MPOMDKHWIA NpoAyKT/pearexT,
LLIO BUKOPWCTOBYIOTHCA Y MPOLLECI
BMpPo6HMLUTBa ADI ab0 Ai040i peyoBUHU
11. | BET®EP®-1B niodpinizar gns TOB "®3 Ykpaina MpAT Ykpaina BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/13962/01/01
PO3unHy ona "BIO®APMA "BIO®APMA", mMaTepianis: peyenmom
iH'exuii no 0,3 mr " Ykpaina; TOB 3MiHa y p. «YnakoBka» Ans Bupo6Huka TOB
(9 600 000 MO) B "®3 "®3 "BIO®APMA", YKpaiHa: BUNyYEeHHS
amnynax a6o "BIODAPMA", iHhopmauii Wwoao nokpuTTa 6nicTepa 3
hnakoHax Ne 10 y YKpaiHa nAiBKM NOAIBIHINXI0PUAHOI nniBkoto MET
KOMMNEKTI 3
PO3YMHHVKOM
(HaTpito xnopug,
po3uuH 0,54 %)
no 2 mnB
amnynax a6o
dhnakoHax Ne 10
12. B/IEOHKO niodpinizat gna M-IHBECT Kinp BeHyc Pemegic IHaisa BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/0890/01/01
PO34nHy Asis NIMITEL, Nimitepq, mMaTepianis: 3MiHa HaiMeHyBaHHs1 Ta/abo peyenmom
iH'ekuili no 15 MO MiCLe3Hax0MKEHHS BUPOOHMKA rOTOBOrO
y dpnakoHax Ne 1 nikapcbKoro 3acoby, BKIOYaUn Micle
NpoBefEeHHA KOHTPOST0 AKOCTi (BUPOBHNYA
AinbHMUA BUNYycKy cepil) (NpuBeAeHHSA
MicLLe3HaxXoMKeHHS BUPOOHUKa M3y
BiANoBiAHICTL A0 BrucHoBky GMP),
BUPOGHMNYA Ai/TbHMLSA Ta BCi BUPOGHMWUI
onepaujii 3a11LWAaKTbCS HE3MIHHUMU
13. BPABE/b NOpPOLLIOK PeppiHr HimeuunHa | ®eppiHr TM6X, | HimeyunHa/ BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/6572/01/01
niodpinizoBaHwnit v6X HimeuunHa; LBeiuapis mMaTepianis: peyernmom
ansa ®eppiHr BUMNPAaB/IEHHA TEXHIYHUX NMOMUIIOK B
NpUroTyBaHHA IHTEpHeLHN MeToAax KOHTPOJIHO AKOCTI
PO34nHy s CeHTtep CA,
iH’ekuiii no 75 MO LLBefiuapis

y chnakoHax Ne 5
y KOMMNEKTi 3
PO34YMHHMKOM Mo 1
M1 B amnynax Ne
5 abo y thnakoHax
Ne 10 y KOMN/IEKTI
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
3 PO3YMHHMKOM NO
1 mn B amnynax
Ne 10
14. | BPEBIB/IOK pO34nH AN Bakctep Benvko6pu BTOPMHHA Benvkobpu BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/1406/01/01
iH'ekyid, 10 mr/mn Xenckea TaHis ynakoBka, TaHia/ CLUA mMaTepianis: peyenmom
no 10 mny Nivitep BUNYCK cepil: npuBeAeHHs creuudikaii 4ilo4ol peyoBrHN
hnakoHax Ne 5 BakcTep Ecmonony rigpoxnopug 4o MoHorpadii
Xenckea papmakonei CLUA; 3miHa y meTogax
Nimitep, BUNPOGYBaHHA rOTOBOrO NiKapCbKOro 3acoby
BenukobputaHis
; BUTOTOB/NEHHSA
roToBOro
nikapcbKoro
3acooy,
BK/IHO4A0YM
cTagito
hacyBaHHs:
Yect-Yopg,
dapmacbioTiken
¢ Kopn., CLWA
15. BPOHXO-MYHAN® Kancynu Teepai no CaHpos CnoBeHist nepBuHHE Ta CnogeHis/ BHECEHHS 3MiH 10 peecTpaLiiHnX 3a UA/14314/01/01
7 mr Ne 10 (10x1), | PapmacbHoTi BTOPUHHE Lsenuapis mMaTepianis: 3MiHM 40 IHCTPYKUIT gns peyenmom
Ne 30 (10x3) y Kans3 g.4. nakyBaHHs, Me[UYHOro 3aCTOCYBaHHSA Y Po34inu
6nictepax KOHTPO/Ib cepii, "lMokasaHHA", "TIpoTUNOKasaHHA",
BUNYCK cepil: "B3aemMogjis 3 iHLIMMW NiKapCbKUMM
Nex 3acobamu Ta iHWi B1AK B3aemogiid",
dPapmaleBTMyHA "Oc06/MBOCTI 3aCTOCYBaHHS",
KOMMaHisa 4. 4., "3acTocyBaHHs y nepio BaritTHocTi abo
CnoBeHist rogyBaHHs rpyaar”, "3gatHicTb BN/MBaTH
BMPOGHULITBO in Ha WBWAKICTb peakLii Npy KepyBaHHI
bulk, koHTponb aBTOTPaHCMOPTOM abo0 iHWNMK
cepii: mexaHizamamu”, "Cnocib 3acTocyBaHHS Ta
OM dapma CA, no3n”, "Mo6iyvHi peakuii” 3rigHo 3
LLIseliyapis iHbopMaLieto Woao MeguyHOro
3aCTOCYBaHHSA pediepeHTHOro Nikapcbkoro
3aco0by; 3MiHa po3Mipy ynakoBKv roTOBOro
nikapcbKoro 3acoby - BBeAEeHHS 404aTKOBOI
YNakoBKW 3 BignoBigHMMY 3MiHaMK Y p.
«YnakoBKa» (TepMiH BBeeHHS 3MiH -
NPOTArom 3-x MicsLiB Nic/is 3aTBEpAKEHHS)
16. BIATPA® TabneTkn, BKPUTI Mdpaiizep CLIA dapeBa Ambyas dpaHuisa BHECEHHS 3MiH 10 peecTpauiinHnx 3a UA/0313/01/02
Mn/1iBKOBOIO IHK. marepianis: peyenmom
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
06010HKOt0, N0 50 BUMPaB/IEHHSA TEXHIYHUX NOMUSIOK B
mr Ne 1 (1x1), Ne MapKyBaHHi Ha ynakosL,i Ne 4 (4x1)
4 (4x1)y
onictepax y
KOpooLi
17. BIHMNOLETUH- TabneTkm no 5 mr TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/5622/01/01
ACTPA®APM Ne 20 (10x2), Ne "ACTPA®AP "ACTPA®APM" mMaTepianis: peyernmom
30 (10x3), Ne 50 M 3amiHa BUpob6HMKa cy6CcTaHL, i BIHNOLLETUHY
(10x5) y
6nictepax
18. | BITPYM® KAPAIO Kancynm m'ski FOHidbapm, CUWA FOHidhapm, IHK. CUWA BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/4642/01/01
OMETA-3 Ne 10y IHK. MaTepianis: BUNYYEHHS OfHIET 3 peyenma
6nictepax, Ne 30, BUPOOHNYMX AiNbHULUL A5 BUPOOHMLTBA
Ne 60 y chnakoHax /13 3a NOBHUM UMKIOM; 3MiHN B
MapKyBaHHS NepBnHHOT Ta BTOPUHHOT
ynakoBKu B iHdhopmaLii wono
HaliMeHyBaHHS Ta MiCLLe3HaXOKEHHS
BUPOGHUKA
(TepMiH BBEEHHSA 3MiH - NPOTArOM 6-Tn
MicALiB NiCNA 3aTBEPKEHHS);
3MiHa doopmm abo Po3MipiB NiKapCbKOi
¢hopMK - HE3HAYHA 3MiHA PO3MIpY Kancym
19. BOAA ANnd PO3UYUHHUK ANA MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiinHmx 6e3 UA/3150/01/01
IH'EKUIN-BAPHNLS | npuroTyBaHHs "PapmaLesT "PapmaueBTuyH mMaTepianis: peyenma
pO34nHy AnA nyHa dipma a thipma BBEIEHHA 40AaTKOBOro po3Mipy cepii
iH’exLili No 2 MmN B "fapHuua” "fapHuua” roTOBOrO JIIKAPCLKOro 3acoby

amnyni, no 5
amnyny
KOHTYPHIi
YapyHKOBIlA
ynakosLi, no 2
KOHTYPHi
YapyHKOBI
YNakoBKU B NauL;
no 5 mn B amnyni,
no 5 amnyny
KOHTYPHIi
YapyHKOBIlA
ynakosLi, no 2
KOHTYPHi
YapyHKOBI
YNakoBKU B NauLy;
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
no 2 mn a6o 5 mn
B amnysii, no 10
amnyn y Kopooui;
no 10 mn B
amnynax
20. BO/TIOTAH® PO34nH anA MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/13242/01/01
iHdpy3ili 6 % no "lannudpapm "Tannudpapm”, MaTepianis: BBeeHHS A0A4aTKOBOI AiNIbHULL peyernmom
400 mn a6o no " YkpaiHa BMPOGHMLTBA AN18 YaCTVMHN a60o BCbOro
500 mn y nnswkax TOB chipma BMPOBHUYOro npoLecy roToBoro ikapcbkoro
"HoBsodhapm- 3aco0by; BBEAEHHS AOAATKOBOI Ai/TbHUL
BiocuHTtes", BMPOGHULTBA AJ/18 YACTUHM a60 BCbOrO
YkpaiHa BMPOGHMYOro NPoLEeCy roTOBOro NiKapcbKoro
3aco0y (AibHMLA 415 NePBUHHOIO Ta
BTOPVHHOTIO NaKyBaHHS); 3MiHU, L0
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTi FOTOBOTO J1iKAPCbKOTro 3acoby (3amiHa
abo foaasaHHA BUPOOHUKA,
BifNOBifa/IbHOro 3a BUNYcK cepil) -
BK/1I0HA0UM KOHTPO/b/BUNPOBYBaHHA cepii
(TepMmiH BBEAEHHSA 3MiH - NPOTArOM 6-Tn
MicsILIB Nic/s 3aTBEPMKEHHS)
21. BOPMIN TabneTkn gns Mini Benvka Tewmic IHaisa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/6434/02/01
XyBaHHSA no 400 Xerckepe BpuTaHis Megvkape marepianis: 3MiHa HaliMeHyBaHHS Ta/abo peyernmom
Mmr Ne 3 (3x1), Ne Nimiteq, Nimiten, IHAjs; MiCLe3Hax0MKEHHS BUPOOHMKA roTOBOrO
1(Ix1)y Menpo nikapcbKoro 3acoby, BK/IYaoun Micle
onictepax dapmacboTuKa NpoBeAEeHHS KOHTPO/IHO AKOCTI(BUPO6GHUYA
nc Mpisat JiNbHWLA BUMYCKY cepil) - 3MiHa Ha3Bu
Niviten, Hais; BMpOGHUKA Ta NPUBEAEHHSA Y BiANOBIAHICTb
Bingnac MiCLie3HaxX04KEHHsT BUPOOHUKa 13 Menpo
Xenckepe IBT. dapmacbtoTukanc Mpisart Jliviteq, IHAiN,
nra., IHais 6e3 3MiH1 Micus BUpo6HMLTBa J0 BucHOBKY

OO0 NiATBEPXEHHSA BiANOBIAHOCTI
BMPOGHMLTBA NiKapCbkMX 3ac06iB BUMOram
HanexHoi BUpo6bHNYOT npakTukn (GMP),
BMAAHOro [lepxaBHoto Cyx60t0 Ykpainu 3
nikapcbknx 3acobiB 3 BigNOBIAHUMY 3MiIHAMM
B ynakoBuj Ne3 (3x1) nikapcbkoro 3acoby;
[oToBWIA Nnikapcbkuin 3aci6. Cuctema
ynakoBka/ykyrnopka. 3miHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby
(3MiHa KiIbKOCTi 0AMHMLL (Hanpuknag,
TabNeToK, amnyn Ta iH.) B yNakosLi:) - 3MiHa
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
nosa fiana3oHoM 3aTBepKEHUX PO3MipiB
yNakoBKM - BBEAEHHSA [04ATKOBOI YNaKkoBKu
Ne 1 (1x1) gnsa BupobHMKa Menpo
dapmacsioTukasnc MNpisat fliviteq, IHais B
[LONOBHEHHS [0 3aTBEPKEHNX YNAaKOBOK
Ne3 (3x1) 3 BIANOBIAHUMM 3MiHAMU Y P.
«YnakoBka»
22. | TAMAHOPM/ pO34MH AN OxkTtadhapma ABCTpIs BMPOGHULTBO 3a Wsewis/ BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/13052/01/01
GAMMANORM® iH'exUin 165 mr/mn | ®apmaueBTn NOBHUM UMKIOM: | HimeuyunHa mMaTepianis: peyernmom
IMYHOrnobeyniH no 10 mn, 20 MmNy Ka OkTachapma ABb, BUNpPaB/IEHHSA TEXHIYHOT NOMWUSIKN B
nroanHn cbnakoHi Ne 1 MpoAyKuioHe Lseuis; po3ginax «Cneuudikauis» Ta «MeToam
HOPMA/IbHUI rec. Mm.6.X. BTOpPVHHE KOHTpON» B AH/
naxkyBaHHs:
OkTadhapma
v6X, Oeccay,
HimeyunHa
23. FrEMUMBIH niodpinizar ana AKTaBic rpyn Ichangis CiHpaH ®apma PymyHis/ BHECEHHS 3MiH 40 peecTpaLitHmx 3a UA/7994/01/01
PO3UunHy a1A AT CPN, PymyHis; ITanisa mMaTepianis: peyernmom
iHcpy3iii no 200 mr AxTasic ITanis 3MiHW [0 IHCTPYKUIT A1 MeanyHoro
y chnakoHax Ne 1 C.n.A., lItania 3acTocyBaHHs. BBeeHHA 3MiH NpoTArom
y KOpobLij 3-x MicsaUiB nicns 3aTBepAKEHHSA
24, FrEMUMBIH niodpinizat gna AKTaBic rpyn IchaHgisa CiHgaH d®apma PymyHis/ BHECEHHS 3MiH 10 peecTpaLjitHnX 3a UA/7994/01/02
pPO3UunHy an1A AT CP, PymyHis; ITania mMaTepianis: peyernmom
iHdpysiii no 1000 AkTasic ITanisa 3MiHV [0 IHCTPYKLiT ANA MeanyHoro
Mry donakoHax Ne C.n.A., ltania 3acTocyBaHHs. BBeAeHHA 3MiH NpoTArom
1y kopooui 3-x micauiB nicna saTBepmKEeHHs
25. FrEMUMBIH niodpinizat gna AkTaBic rpyn IchaHgis AkTaBic ITanis ITanis BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/7994/01/03
PO34nHy AnA AT C.n.A. marepianis: peyernmom
iHdpy3iii no 2000 3MiHV [0 IHCTPYKLiT ANA MeanyHoro
Mry cpnakoHax Ne 3acTocyBaHHs. BBefieHHs1 3MiH NPOTArom
1y Kopobui 3-X micsAUiB nicna 3aTBepAXEHHSA
26. raPOKOPTU3O0OHY | nopoLuok NAT YkpaiHa WaHpoHr CiHxya KnTaii BHECEHHS 3MiH 0 peecTpavinHnX - UA/11468/01/01
ALUETAT (cybeTaHuis) y "papmak” PapmachbioTikasn marepianis:
nakertax Ko., ITAa. 3MiHa y napameTpax cneyudikauii Ta/abo
noABIHNX OOMYCTUMUX MEX, BUSHAUYEHUX Y
nonieTUIEHOBMX cneyudpikayisx Ha A®l abo gjtody peyoBuHy,
ans a60 BUXIgHWIA/MPOMDKHWI NpoAyKT/pearexT,
dhapmavr,eBTUyHoOr LLLO BUKOPWCTOBYIOTBCA Y NPOLIECI

0 3aCTOoCyBaHHA

BMPOOHULTBa APl abo Aitoyoi pevoBUHM;
3MiHa y MeTogax BunpobysaHHA APl abo
Aitoyoi pevoBuHM abo BUXiAHOTO/MPOMIXHOro
NpoAyKTy/peareHTy, Wo BUKOPUCTOBYETLCS Y
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 M0CBIOYEHHS
npoueci Bupo6HuuTea A®I abo aitoyoi
pPEYOBUHM
27. FIHrIYM TabneTkn, BKpUTI CaHpo3s CnoBeHist CanoTac HimeuunHa BHECEHHS 3MiH 10 peecTpauiinHnx 6e3 UA/11869/01/01
NNiBKOBOIO dapmacbHoTi dapma M'v6X mMaTepianis: peyenma
060/10HKO0, MO 80 Kans g.4. 3MiHM BUNpO6yBaHb ab0o A0NYCTUMUX MEXK,
mr Ne 30 (10x3), BCTAHOB/MIEHMX Y crneyudpikayisx, nig vyac
Ne 60 (10x6), Ne BMPOGHULITBA TOTOBOTrO NiKApCbKOro 3acoby
120 (10x12) y (BUNYYEHHSA HECYTTEBOIrO BMNPOOYBaHHS)
onictepax y nayui
28. FHriym TabneTkn, BKPUTI CaHpo3 CnoseHist CantoTtac HimeuunHa BHECEHHS 3MiH 0 peecTpavinHnX 6e3 UA/11869/01/02
NNiBKOBOKO dapmacbHoTi dapma M'm6X mMaTepianis: peyenma
060/10HKO0, NO Kans a.4. 3MiHK BUNpobyBaHb abo AONYCTUMUX MEX,
120 mr Ne 30 BCTAHOB/IEHMX Y creyudpikayisx, nig yac
(10x3), Ne 60 BMPOOGHULITBA FOTOBOrO J1iKAPCbKOro 3acoby
(10x6), Ne 120 (BUNYyYEHHS HECYTTEBOrO BMNPO6GYBaHHS)
(10x12) y
6nictepax y nayui
29. rniMEniPnA TabneTkm no 2 mr M.BioTek Benuka IHOOKO IHais BHECEHHS 3MiH 10 peecTpauiinHmX 3a UA/12720/01/02
in bulk Ne 1000 B Nt BpuTaHis PEMEAI3 NTA, marepianis: peyernmom
KOHTEeWHepi 3MiHa po3Mipy cepii roTOBOro /iKapCbKoro
3acoby
30. rnMeniPU, TabneTkm no 3 mr M.BioTek Benvka IHAOKO IHaisa BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/12720/01/03
in bulk Ne 1000 B nta BpuTaHis PEMELI3 NTA, mMaTepianis: peyernmom
KOHTelHepi 3MiHa po3Mmipy cepii roToBOro NikapcbKoro
3acoby
31. rnMeniPug, TabneTkm no 4 mr M.BioTek Benuka IHAOKO IHais BHECEHHS 3MiH 10 peecTpauiinHnx 3a UA/12720/01/04
in bulk Ne 1000 B nta BpuTaHis PEMELI3 NTA mMaTepianis: peyenmom
KOHTEeHepi 3MiHa po3Mmipy cepii roTOBOro NiKapCbKOro
3acoby
32. rMIHOBA TabneTkn no 2 mr M.BioTek Benuka IHOOKO IHAiA BHECEHHS 3MiH 4O peecTpauinHmX 3a UA/12719/01/02
Ne 10 (10x1), Ne Nt BpuTaHis PEMEAI3 NTA, marepianis: peyenmom
30 (10x3) y 3MiHa po3Mipy cepii roToBOr0 /iKapCbKOro
6nictepax y nauui 3acoby
3 KapTOHY
33. rMIHOBA TabneTkm no 3 mr M.BioTek Benuka IHOOKO IHAiA BHECEHHS 3MiH 1O peecTpauiitHmx 3a UA/12719/01/03
Ne 10 (10x1), Ne nth BpuTaHis PEMELI3 NTA, marepianis: peuenmom
30 (10x3) y 3MiHa po3Mmipy cepii roToBOro NikapcbKoro
6nictepax y nadui 3acoby
3 KapTOHY
34. rMIHOBA TabneTkm no 4 mr M.BioTek Benuka IHOOKO IHais BHECEHHS 3MiH 10 peecTpauiinHnx 3a UA/12719/01/04
Ne 10 (10x1), Ne nta BpuTaHis PEMELI3 NTA mMaTepianis: peyenmom

30 (10x3) y

3MiHa po3Mipy cepii roTOBOro /1iKapCbKOro
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No
n/n

Ha3ssa sikapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

6nictepax y nadui
3 KAPTOHY

3acoby

35.

FNHOKO3A

po3unH AN
iHcpy3in, 50 mr/mn
no 200 mny
nasiLKax

MNAT
"rannudapm

YkpaiHa

MAT
"Tannudpapm”,
YkpaiHa
TOB dthipma
"Hosodhapm-
BiocuHTe3",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: BBEAEHHS [0AATKOBOT Ai/TbHUL
BUPOGHULITBA AJ18 YAaCTUHM ab60 BCbOTO
BMPOBHMYOro NPOLECY rOTOBOrO NiKAPCbKOro
3aco06y; BBeleHHS 404aTKOBOT AifIbHUL
BMPOGHMLTBA AN18 YaCTVMHN a60o BCbOro
BMPOGHMYOro NPOLEeCy roTOBOro MiKapcbKoro
3aco6y (4iNbHWLUSA 415 NePBUHHOTO Ta
BTOPUHHOIO NakyBaHHS); 3MiHW, LU0
CTOCYIOTLCS BUNYCKY CePii Ta KOHTPOHO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo goaaBaHHsS BUPOOHUKa,
BiANOBiA&/IbHOr0 3a BUMNYCK cepil) -
BKJ/1H04A04M KOHTPOb/BUNPOBYBaHHA cepii
(TepmiH BBEAEHHS 3MiH - NPOTATOM 6-Tn
MicsLiB NicNs 3aTBEPOYKEHHS)

3a
peyenmom

UA/12539/01/01

36.

rNFOKO3A-
JAPHULA

PO34unH Ans
iHdpysiiA, 50 mr/mn,
no 200 mn a6o no
400 mny
hnakoHax Ne 1

MpAT
"PapmaLeBT
n4yHa chipma

"dapHuusa"

YkpaiHa

MpAT
"papmaueBTNyH
a dhipma
"OapHuusa"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLintHnx
marepianis: 36iNbLUEHHA TEPMIHY
36epiraHHA 13 (3 1,5 go 2-x pokis) (TepMmiH
BBE/EHHS 3MiH - MPOTArom 6-Tn MicsiiB nicas
3aTBEPKEHHS);
noJiaHHA HOBOro cepTudiikara BignoBiAHOCTI
€Bponeiicbkinn hapmakonei gna APl a6o
Jit040T pevoBMHU Bif, HOBOrO BUPOBHWKA;
3MiHa y MeTofax BunpobyeaHHsa A®l a6o
Lit0Y0i peyoBUHM; 3MiHa Y napameTpax
crneymndikalii Ta/abo gonycTumMmx Mex,
BM3HaYeHUX y cneundikauisx Ha Adl abo
Jiro4y peyoBUHyY; 3MiHa nepiofy NOBTOPHUX
BMNpPO6yBaHb/TepMiHY npugartHocTi APl abo
L0401 pevyoBUHU

3a
peyenmom

UA/14001/01/01

37.

AAKAPBA3VH

niodpinisat ana
pO34uHy ans
iH'ekuiin no 200 mr
y chnakoHax Ne 1

M-IHBECT
NIMITEL,

Kinp

BeHnyc Pemegic
NimiTeq

IHais

BHECEHHS 3MiH 40 peecTpaLitHmnx
marepianis: 3MiHa HaliMeHyBaHHA Ta/abo
MiCLLe3HaxXoKEHHS BUPOOHMKA roTOBOr0

nikapcbKoro 3acoby, BK/IKOYa4n Micle
NpPOBEAEHHS KOHTPO/THO SKOCTi (BUPOOHMYA
JinbHNUA BUNYycKy cepil) (NpuBeAeHHSA
MicLie3Hax04KeHHSI BUPOOHUKa M3y
BiANoBiAHICTL A0 BrucHoBky GMP),
BMpOGHUYa AiNbHULA Ta BCi BUPOGHWUI

3a
peyenmom

UA/0548/01/01
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
onepauii 3a/IMWaTbCs HE3MIHHUMU
38. AAKAPBA3VH niodpinisat gna M-IHBECT Kinp BeHyc Pemegic IHAia BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/0548/01/02
PO34nHy AnA NIMITEL, NimiTen marepianis: 3MiHa HalimeHyBaHHs Ta/abo peyernmom
iH'exuii no 500 mr MiCLLe3HaXO)KEHHSI BUPOOGHUKA rOTOBOr0
y chnakoHax Ne 1 niKkapcbKoro 3acoby, BKIKYaKuM Micue
NPOBefEHHS KOHTPOJIHO SKOCTI (BUPOGHUYA
JinbHMUA BUNYCKy cepil) (NpuBeAeHHSA
MicLie3Haxo4KeHHs BUPOOHUKka M3y
BigNoBiAHICTb A0 BucHoBky GMP),
BMPOGHUYa AiNbHNLA Ta BCi BUPOGHWUI
onepauii 3a1WaKTbCA HE3MIHHUMU
39. | AAYHON niodpinisat ana M-IHBECT Kinp BeHnyc Pemegic IHais BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/9436/01/01
PO34nHy anis NIMITEL Nimitepq, mMaTepiani: 3MiHa HaiMeHyBaHHs1 Ta/abo peyenmom
iH'ekuin no 20 mry MiCLLe3HaXO4KEHHST BUPOOHMKA rOTOBOr0
hnakoHax Ne 1 nikapcbKoro 3acoby, BK/IOUaUn Micle
NPOBeAEHHS KOHTPOJIO AKOCTI (BUPOBHMYa
AinbHMLA BUMYCKY cepil) (NpuBefeHHSA
MicLLe3HaxXoMKeHHs BUpoBHUka M3y
BiANoBiAHICTb A0 BrucHoBky GMP),
BMPOGHUYa AiNbHULA Ta BCIi BUPOGHWUI
onepaujii 3a11LWAaKTbCs HE3MIHHUMU
40. | OENAKIH XPOHO® | Tabnetku, BKPUTI TOB YkpaiHa CaHodoi BiHTpon dpaHuisa BHECEHHS 3MiH 10 peecTpaLjitHnX 3a UA/10298/01/01
300 MIr 060/10HKOI0, "CaHodi- IHoacTpia mMaTepianis: peyernmom
NPOIOHrOBaHOT ABEHTIC nogaHHsa oHosrieHoro CEP gns Al Big
4i1, no 300 Mr Ne YkpaiHa" Ait040ro BUPOGHMKa
100 (50x2) y
KOHTelHepax
41. | AUNACNAOM® TabneTtkm no 4 mr BapLluiascbku Monblua dPapmayeBTNYHN Monblua BHECEHHS 3MiH [0 peecTpaviinHmX 3a UA/6905/01/02
Ne 30 (30x1) y n  3aBop, marepianis: 3MiHa HaliMeHyBaHHA Ta/abo peuyenmom
6nictepax hapmaueBTu "MONTbOAPMA" MiCLe3Hax0MKEHHS BUPOOHMKA roTOBOr0
YHUIA 3aBOA, C.A. nikapcbKoro 3acoby, BkIOYaruu Micue
Monbpa AT NnpoBeAEeHHS KOHTPO/IHO AKOCTI(BUPO6GHUYA
JAiNbHMLA BUMYCKY cepil) - 3MiHa
HallMeHyBaHHsA BUPOOHUKA Ta NpUBEAEHHS
MiCLLe3HaX04KEHHST BUPOOHUKa M3y
BiAnoBiAHICTb A0 BucHosky GMP
42, AVNNACNAOM® TabneTkn no 2 mr BapLuaBscbku Monbwa dapmaueBTUYHN Monbuwa BHECEHHS 3MiH 4O peecTpauinHmX 3a UA/6905/01/01
Ne 30 (30x1) y n  3aBop, marepiani: 3MiHa HaliMeHyBaHHA Ta/abo peuyenmom
onictepax hapmaveBTu "MOJIb®APMA" MiCLLe3HaXO)KEHHSI BUPOGHUKA rOTOBOr0
YHUIA 3aBOA, C.A. nikapcbKoro 3acoby, BkIOYaruu Micue
Monbcha AT NpoBeAEHHSA KOHTPO/IIO SAKOCTi BUPOGHMYa

JiNbHMLA BUMYCKY cepii) - 3MiHa
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
HalilMeHyBaHHs BUPOOHMKa Ta NpuBEAEHHSA
MicLie3Hax04KeHHSI BUPOOHUKa M3y
BiAnoBigHICTb A0 BucHosky GMP
43. | ovn pyunioe rens no 15r aéo MeHTONaTYyM AHrnisa MeHTONatTym Benuka BHECEHHS 3MiH 10 peecTpaLiinHnx 6e3 UA/0377/01/01
no 50 r, abo no Komnati KomnaHi flimiTep, BpuTaHis mMaTepianis: peyenma
100 ry Ty6ax Ne 1 NimiTepq, 3MiHa y MeTogax BunpobyBaHHSA roTOBOMO
NiKapCbKOro 3acoby
44. | ANPNIO30N® PO34unH AnA MAT YkpaiHa TOB dhipma YkpaiHa BHECEHHS 3MiH 1O peecTpauiinHmx 3a UA/11674/01/01
iHdpy3ii, 2 Mr/mn "ranuudapm "HoBodapm- mMarepianis: 3amiHa abo BBeEHHA peyenmom
no 100 mny " BiocuHTtes", [04aTKOBOT Ai/IbHULL BAPOOHMLTBA ANA
NAALKAX CKNSHUX Ykpaina YyacTuHu abo BCbOro BUPOBGHNYOro npoLecy
Ne 1 B nauui MAT roTOBOrO JIiKAPCbKOro 3ac00y; BBEAEHHS
"Tannudhapm”, [04aTKOBOT AiNbHULI BUPOOHMLTBA ANA
YKpaiHa 4YacTuHM abo BCbOro BUPOGHNYOro Npouecy
rOTOBOTO JiKaPCbKOro 3acoby (AinbHULA Ans
NEePBNHHOTO Ta BTOPUHHOIO NakyBaHHS);
3MiHW, WO CTOCYIOTLCA BUMYCKY Cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO NIKaPCLKOro
3aco0y (3amiHa abo fofaBaHHSA BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepii) -
BKJ/THOUAKUM KOHTPO/b/BUNPOOGYBaHHS cepil
(aogaHns ginbHuui) (TepMiH BBEAEHHS 3MiH
- MPOTAroM 6-Tn MicsaLiB nicns
3aTBEPKEHHS)
45. | AIAMAKC® Kancynu Teepai no TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/11090/01/01
50 mr no 10 "®APMEKC "®APMEKC marepianis: peyenmom
Kancyn y énictepi, reyn" reyn: BUMNPAaB/IEHHSA TEXHIYHOT NOMW/IKN B TEKCTI
no 3 6nictepu B MapKyBaHHS Ha BTOPWHHII ynakoBLi y
navi nepeniky JONOMiIXHNX PEYOBMH Ha
YKpaIiHCbKili MOBI
46. | OIAHOPMET® 1000 | Tabnetku, BKpUTI TeBa I13painb TeBa I3painb/ BHECEHHS 3MiH 0 peecTpavinHnX 3a UA/12382/01/01
NNiBKOBOKO dapmauesTi dapmaueBTikan | YropwuHa mMaTepianis: peyernmom
060/10HKOI0, MO Kan IHpacTpis NTg,., noAaHHsA OHOBJIEHOrO cepTudiikaTa
1000 mr Ne 30 IHpacTpi3 I3painb BignosigHocTi EP ana A®I Big, giroumx
(10x3) y Nra. (BMPOGHMLTBO BUPOGHUKIB
6nictepax 3a NOBHUM
LKI0M;
BMPOBGHULTBO
Hepo3dacoBaHo
T npoayKuir,

KOHTPO/b SKOCTI
Ta [103BiN1 HA
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
BUMYCK cepii);
AT
dPapmaueBTUYHN
i 3aBog, TEBA,
YropuunHa
(nepBuHHa Ta
BTOPMHHA
ynakoBka,
KOHTPO/1b AKOCTI
Ta [03BiN Ha
BUMYCK Cepii)
47. EK3SEMECTAH - TabneTkn, BKPUTI Mictpan Benuka CiHpaH chapma PymyHis BHECEHHS 3MiH 40 peecTpaLintHmx 3a UA/14554/01/01
BICTA NAiBKOBOH Kenitan BpuTaHis C.P.N. mMaTepianis: peyenmom
060/10HKO0, N0 25 | MeHepKmeH BUMNPAaB/IEHHSA TEXHIYHOT NOMWU/IKN B METOAAX
mr Ne 30 (10x3), T NITA. KOHTPOJItO SAKOCTI
Ne 100 (10x10) y
onictepax
48. EHAT 400 Kancynm m'ski no Mera TainaHg Mera TainaHg BHECEHHS 3MiH 0 peecTpavinHnX 6e3 UA/9439/01/01
400 MO Ne 30 NaiidbcaiieHc NavidbcaiieHcis matepianis: 3MiHa HalimeHyBaHHs Ta/abo peyenma
(10x3) y i3 Mabnik Ma6nik KomnaHi MiCLLe3HaXOMKEHHS 3asBHUKA (BNacHUKa
6nictepax Komnati Nimitepq, peecTpaLiiiHOro NoCBiAYEHHS) - 3MiHa
Nimitepq, HaiMeHYBaHHS Ta MiCL@3HaX0mKEeHHS
3aABHUKa (MpUBEeLEHHS Y BiANOBIAHICTL A0
OpuUriHafIbHNX OOKYMEHTIB); 3MiHa
HaliMeHyBaHHs Ta/abo MicLe3Hax0mKeHHS
BUPOBHUKA rOTOBOrO J1iKapCbKOro 3acoby,
BK/IIOHAI0UM MiCLLe NPOBEAEHHS KOHTPOSO
AKOCTi (BMPOGHMYA AiNbHULA BUMYCKY cepii)
- 3MiHa HallMeHyBaHHS BUPO6HMKa Ta
npvBeAEHHS y BIANOBIAHICTb A0 BNCHOBKY
GMP (TepMmiH BBEJEHHS 3MiH - NPOTATOM 6-
TN MicsUIB MiCNs 3aTBEPOYKEHHS)
49. | 3EDDIKC™ TabneTkn, BKPUTI nakcoCmitK Benuka "nakco Benuka BHECEHHS 3MiH 10 peecTpauiinHnx 3a UA/10590/02/01
NniBKOBOIO NARH BpuTaHis OnepeiiwHc FOK |  BputaHis/ marepianis: peyenmom
060/10HKOI0, MO EkcnopTt Nimiteq, Benvka Monbwa 3MiHa y MeTogax BUNpobyBaHHSA roTOBOMO
100 mr Ne 28 Nivitep BpuTaHis; nikapcbKoro 3acoby
(14x2) y nakcoCwmiTKns
6nictepax H
dPapmacbloTmKa
n3 C.A.,
Monblua
50. noay PO34umH PO34uH AN TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiinHnX 6e3 UA/8249/01/01
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
CMNPTOBUN 5% 30BHILLUHBOIO "TepHohapm "TepHohapm" mMaTepianis: peyernma
3acToCyBaHH4, " BW/TYYEHHSI BUPOOHUYOI AinbHuui Adl;
cnupToBuiA 5 % no BBE/IEHHA HOBOro BUPO6HMKa API
9 MmNy dhnakoHax
abo y hnakoHax
Ne 1, no 20 mny
chnakoHax-
KpanesibHULAX
abo y donakoHax-
KpanenbHuuax Ne
1
51. | IHAAN TabneTkm no MPO.MEA,. L Yecbka MPO.MEA.LC Yecbka BHECEHHS 3MiH 40 peecTpaLintHmx 3a UA/4237/02/01
0,625 mr Ne 30 C Mparaa.t. | Pecny6nik Mpara a.T. Pecny6nika mMaTepianiB: 3MiHW 40 IHCTPYKUIT gns peyenmom
(10x3), Ne 60 a MEeAUYHOrO 3aCTOCYBaHHA Yy PO34inu:

(10x6) y
6nictepax y
KapTOHHI KopoobUi

"MNokasaHHA", PapmakoTepanesTuyHa
rpyna" (yTOUHeHHs Ha3Bwu), "dapmakosiorivHi
BnactusocTi", "MNpoTunokasaHHsA",
"B3aeMO/is 3 iHLLIMMK NiKapCbKUMMN
3aco6amu Ta iHLWi BUAY B3aeMOgIin",
"Oc06/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs Y nepiog BaritTHocTi abo
roflyBaHHs rpyaar", "3aaTHicTb BnavBaTtu
Ha WBUAKICTb peakuii Npy KepyBaHHI
aBTOTPaHCMNOPTOM abo0 iHWNMK
MexaHizamamu", "Crnocib 3acTocyBaHHs Ta
posn", "Oitn", "MepenosyBaHHA", "MoOGIYHI
peaxkuji" 3rigHo 3 iHdhopmMaLieto LWoa0
MeMNYHOro 3aCTOCYBaHHA pediepeHTHOro
NiKapcbKoro 3acoby; 3rigHo 3 NignyHKTOM
7.20 nyHKTY 7 po3giny XVI MNopsagky
NPOBELEHHS EKCNepTU3N MaTepiasis Ha
nikapcbki 3aco6u, Lo nojarTbCa Ha
JepXaBHy peecTpauito (nepepeecTtpauito), a
TakoX ekcnepTu3n matepiasnis npo
BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis NpoTArom fji peecTpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOro Hakaszom MO3
Ykpainu Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y Ne 3 MO3 YkpaiHu Bip,
04.01.2013p.) iHCTPYKL,itO fONMOBHEHO
posginamu "3asBHuUK" Ta
"Micue3HaxomkeHHs 3aaBHMKA" (TepMiH
BBE/IEHHS 3MiH - MPOTAroM 3-x MicauiB nicns
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No
n/n

Ha3ssa sikapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

3aTBEPIKEHHS)

52.

IHOAN

Tabnetkn no 1,25
mr Ne 30 (10x3),
Ne 60 (10x6) y
6nictepax y
KapTOHHIi KopooLi

MPO.MEA,.L|
C lNpara a.T.

Yecbka
Pecny6nik
a

MPO.ME/.LIC
Mpara a.T.

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpauiinHmx
marepianis: 3MiHW 0 IHCTPYKUiT ANns
MeMYHOro 3aCTOCYBaHHSA Yy PO3Ainn:
"lNoka3aHHA", PapmakoTepaneBTU4Ha

rpyna" (yToUHeHHs Ha3Bu), "PapmakooriyHi

BnactusocTi", "MNpoTunokasaHHa",

"B3aemMogjis 3 iHLIMMU NiKapCbKMMM
3acobamu Ta iHWi B1AK B3aemogiid",

"Oc06/1MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog, BaritHoCTi abo
roflyBaHHs rpyaare”, "3aaTHicTb BnavBaTtu
Ha WBWAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCMOPTOM abo iHWUMN
mexaHizamamu”, "Cnocib 3acTocyBaHHS Ta
posn", "Oitn", "TMepenosysBaHHsA", "MOGIYHI
peaxkuii" 3rigHo 3 iHhopmMaLieto Woao
MeJMYHOro 3aCTOCyBaHHA pediepeHTHOro
nikapcbKoro 3acoby; 3rigHo 3 NignyHKTOM
7.20 nyHKTY 7 po3giny XVI MNopsagky
NpOBEeAEHHS eKCNepTM3N MaTepiasnis Ha
nikapcbki 3aco6u, Lo NojarTbCsA Ha
JepXaBHy peecTpauito (nepepeecTtpaduito), a

TakoX ekcrnepTn3u marepiasnis Nnpo

BHECEHHS 3MiH 0 peecTpavinHnX

marepianiB NpoTArom Aii peecTpauiiiHoro
NoCBIAYEHHS, 3aTBEpAXeHOro Hakasom MO3
Ykpainu Big, 26.08.2005 Ne 426 (y pesakuii

Haka3y Ne 3 MO3 YkpaiHu Big,
04.01.2013p.) iHCTPYKLitO LONOBHEHO
posginamu "3asaBHuUK" Ta

"Micue3HaxomkeHHs 3asaBHMKa" (TepmiH

BBE/leHHS 3MiH - MPOTAroM 3-x MicsAuiB nicns
3aTBEPIKEHHS)

3a
peyernmom

UA/4237/02/02

53.

IHAAMN

Tabnetku no 2,5
mr Ne 30 (10x3),
Ne 60 (10x6) y
6nictepax y
KapTOHHI kopoobUi

MPO.MEA.L,
C lNpara a.T.

Yecbka
Pecny6nik
a

MPO.MEA.LIC
Mpara a.T.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHW [0 IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Y Po34inu:

"lNoka3aHHA", PapmakoTepaneBTU4Ha
rpyna" (yToO4HeHHS Ha3Bu), "PapMaKosIoriyHi

BnacTusocTi", "MNpoTunokasaHHsa",

"B3aemMogjis 3 iHLIMMW NiKapCbKUMM

3acobamu Ta iHWi BuAn B3aemogin”,

3a
peyenmom

UA/4237/02/03
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No
n/n

Ha3ssa sikapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

"Oc06/1MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
roflyBaHHs rpyaar”, "3aaTtHicTe BnavBaTtu
Ha LWBUAKICTb peakuii Npy KepyBaHHi
aBTOTPAHCMOPTOM abo iHWUMN
MexaHiamammn", "Cnocib 3acTocyBaHHs Ta
posn", "Oitn", "TMepenosysBaHHsA", "MOGIYHI
peakuji” 3rigHo 3 iHdhopmMaui€eto LWoa0
Me[MYHOro 3aCTOCyBaHHs peddepeHTHOro
nikapcbKoro 3acoby; 3rigHo 3 MignyHKTOM
7.20 nyHKTY 7 po3giny XVI MNopsagky
NpoBefEeHHA eKcrnepTusn MaTepianis Ha
nikapcbki 3aco6u, Lo NojarTbCA Ha
[epXaBHy peecTpauito (nepepeecTtpaduito), a
TakoX ekcrnepTn3u martepianis Nnpo
BHECEHHS 3MiH 10 peecTpaLitHnX
marepianiB NpoTArom Aii peecTpauiiiHoro
NnocBigYeHHs, 3aTBepaKeHoro Hakazom MO3
Ykpainu Big, 26.08.2005 Ne 426 (y pesakuii
Haka3y Ne 3 MO3 Ykpainu Big,
04.01.2013p.) iHCTPYKLitO LONOBHEHO
po3ginamn "3asBHUK" Ta
"Micue3HaxomkeHHs 3asaBHMKa" (TepmiH
BBEEHHS 3MiH - MPOTAromM 3-x MicsAuiB micns
3aTBEPIKEHHS)

54.

IHCY®OP

Tab1eTKn, BKPUTI
NNiBKOBOK
060/10HKOHD, MO
850 mr Ne 30
(15x2), Ne 60
(15x4), Ne 90
(15x6) y
onictepax

YOPN[,
MEAULIMH
INIAY CAH.
BE TIZK.

ALL.

TypeuunHa

Inko Inau CaH.
Be Tigx. A.LL.

TypeuunHa

BHECEHHS 3MiH 0 peecTpauiinHmx
marepianis:
BMMPaB/IEHHS TEXHIYHUX NOMUSIOK B
crneyudpikauii MeToAiB KOHTPO/IKO SKOCTI
nikapcbKoro 3acoby

3a
peyenmom

UA/14631/01/01

55.

IPOCDPAMIL,

niopinizat gna
pO34nHYy aNns

iHpysinno1lry
thnakoHax Ne 1

M-IHBECT
NIMITEL

Kinp

BeHyc Pemegic
NimiTen

IHaisa

BHECEHHS 3MiH 0 peecTpavinHnX
matepianis: 3MiHa HalimeHyBaHHs Ta/abo
MiCLe3HaxXoKEHHS BUPOOHMKA roTOBOr0

nikapcbKoro 3acoby, BKIKYaKuM Micue
NPOBEAEHHS KOHTPO/THO SKOCTi (BUPOBHMYA
JinbHMUA BUNYycKy cepil) (NpuBeAeHHA
MicLie3Haxo4KeHHs1 BUPOOHUka M3y
BiANoOBiAHICTL A0 BrucHoBky GMP),
BUPO6GHMYA AINbHULSA Ta BCi BUPOOHMYI

3a
peuyernmom

UA/1102/01/01




64

Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
onepauii 3a/IMWaTbCs HE3MIHHUMU
56. KEVWBEP® Tab1eTKn, BKPUTI NAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/13977/02/01
NNiBKOBOKO "Papmak” mMaTepianis: peyenmom
060/10HKOt0, No 25 npuBeLeHHs HallMeHyBaHHA Ta
mr Ne 10 (10x1), MiCLLe3HaxX04KEHHS BUPOOHMKa AP y
Ne 30 (10x3), Ne BiAMNOBIAHICTb 40 OPUTiHA/IbHUX JOKYMEHTIB
50 (10x5) y
6nictepax B nayuj
57. KENBEP® pOo34unH AnA MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLitHmnx 3a UA/13977/01/01
iH'exuin, 50 mr/ 2 "papmak” mMaTepianis: peyernmom
M1 10 2 M1 B NpuBEeLEHHS HalilMeHyBaHHA Ta
amnynax Ne 5 MiCLLe3HaxX0AXeHHA BUPOGHMKa APl y
(5x1), Ne 10 (5x2) BiAMNOBIAHICTb A0 OpUriHA/IbHWUX AOKYMEHTIB
y bnictepax
58. KIBEKCA™ Tab1eTKn, BKPUTI BiiB Benuka "nakco Benuka BHECEHHS 3MiH 0 peecTpauiinHmx - UA/13655/01/01
NNiBKOBOKO Xenckep FOK | BputaHis OnepeiiwHc FOK |  Bputanis/ MaTepianis: BBeeHHS A0A4aTKOBOI AiNIbHULL
060/10HKOI0, MO Nimiteq, Nimiten, Benvika Monbwa/ BUPOGHULITBA AJ/19 YACTUHM a60 BCbOrO
600 mr/300 mr in BpuTaHis; IcnaHis BMPOBHMYOro NPoLEeCy roToBOro NiKapcbKoro
bulk Ne 600 [Jopatkosuii 3acoby (4inbHULSA, Ha AKil TPOBOAATLCA
(10x60) y BMPOBHUK 6yab-AKi BAPOOHWYI cTagil, 3a BUHATKOM
6nicTtepax Hepo3acoBaHo BUNYCKY Cepili, KOHTPOJIIO AKOCTI,
T npoAayKuii: NepBUHHOrO Ta BTOPUHHOIO NakyBaHHA, 4114
nakcoCmiTKns HEeCTepW/IbHUX NiKapCbKnx 3acobiB)
MH (oopatkoBuiA BUPOBHWK ANA
PapmacbloTuKa Hepo3acoBaHoi NPOAYKLT); 3MiHa po3Mipy
n3CA, cepii (BKNoYaouu ajanasoH po3mipy cepir)
Monbwa rOTOBOrO /1iKapPCbKOrO 3aco6y; 3MiHK, LLLO
[00aTKOBUIA CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOHO
BUPOGHUK ANns AKOCTi rOTOBOTO J1iKAPCbKOTro 3acoby (3amiHa
nakyBaHHs Ta abo goAaBaHHs AiNbHALL, Ha SKin
BUMYCKY Cepii: 34iCHIOETLCA KOHTPO/1b/BUNPOBYBaHHSA
nakco cepii) - BBeleHHA A04aTKOBOI AiNIbHULL
Bennkom C.A,, BUPOGHULITBA
IcnaHis
59. KIBEKCA™ TabneTkn, BKPUTI BiiB Benuka "nakco Benuka BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/11130/01/01
niBKOBOIO Xenckep HOK BpuTaHis OnepeiiwHc FOK |  BputaHis/ marepianis: BBEAEHHS [0AATKOBOT Ai/TbHUL peyernmom
060/10HKOI0, MO Nimiteq, NimiTen, Benuka Monba/ BMPOGHMLTBA A/18 YaCTMHN ab0o BCbOro
600 mr/300 mr Ne BpwTaHis; IcnaHis BMPOBHMYOro NPOL,ECy rOTOBOIO NiKapCbKOro
30 (10x3), Ne 90 [JopatkoBuii 3acoby ([inbHUUS, Ha SKili TPOBOASATLCSA
(10x3x3) y BMPOBHUK 6yAb-AKi BAPO6HUYI cTagil, 3a BUHATKOM
6nictepax, Ne 30 Hepo3dacoBaHo BUMNYCKY Cepili, KOHTPOSIO AKOCTI,
y chnakoHi Ne 1 I npoaykKujii: NepBYHHOIO Ta BTOPMHHOTIO NakyBaHHA, A1
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
nakcoCmiTKns HEeCTepW/IbHUX NiKapCbKnx 3acobiB)
MH (oopatkoBuiA BUPOBHWK AnA
dapmacbloTnKa Hepo3acoBaHoi NPOAYKLT); 3MiHa po3Mipy
n3CA, cepii (BKNoYaouu ajana3oH po3mipy cepir)
Monbwa rOTOBOrO J1iKapPCbKOrO 3aco6y; 3MiHK, LLLO
[00aTKOBUIA CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO
BUPOGHUK Ans AKOCTi rOTOBOTO J1iKAPCbKOTro 3acoby (3amiHa
nakyBaHHs Ta abo goAaBaHHs AiNbHAL, Ha SKin
BUMYCKY Cepii: 34iCHIOETLCA KOHTPO/1b/BUNPOBYBaHHSA
nakco cepii) - BBeleHHs A04aTKOBOI AiNIbHULL
Bennkom C.A,, BUPOGHULITBA
IcnaHis
60. KIBEKCA™ TabneTkn, BKPUTI BiiB Benuka "nakco Benuka BHECEHHS 3MiH 10 peecTpaviinHmX 3a UA/11130/01/01
niBKOBOIO Xenckep HOK BpuTaHis OnepeiiwHc FOK |  BputaHis/ marepianis: peyernmom
060/10HKOI0, MO Nimiteq, NimiTen, Benuka Icnanis 3MiHU B npoueci BUpo6HuuTea Adl
600 mr/300 mr Ne BpwTaHis;
30 (10x3), Ne 90 [04aTKOBUIA
(10x3x3) y BUPOGHUK Ans
6nictepax, Ne 30 nakyBaHHs Ta
y chnakoHi Ne 1 BUMYCKY cepil:
"nakco
Bennkom C.A.,
Icnania
61. KIBEKCA™ TabneTkn, BKPUTI BiiB Benuka "nakco Benuka BHECEHHS 3MiH 1O peecTpauiinHmx - UA/13655/01/01
nniBKOBOIO Xenckep FOK | BpuTaHis OnepeiiwHc FOK |  BputaHis/ marepianis:
060/10HKOI0, MO Nimiteq, Nimiten, Benvka Icnanis 3MiHM B npoueci BupobHuytea Adlé
600 mr/300 mr in BpuTaHis;
bulk Ne 600 [00aTKoBUiA
(10x60) y BUPOGHUK Ansi
6nictepax nakyBaHHs Ta
BUNYCKY cepii:
"nakco
Bennkom C.A.,
Icnanis
62. | KO-IPBECAH® TabneTkn, BKPUTI HOBEN TypeuunHa HOBEN INAY TypeyunHa BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/11583/01/02
060/10HKOI0, N0 IIAY CAHAI CAHAI BE marepianis: peyenmom
300 mr/12,5 mr Ne BE TIDKAPET TexHiyHa nomwusika y Cneundikauii n.
28 (14x2), Ne 90 TIDKAPET A.LL. «CynyTHI AOMILLKN>»
(10x9) y A.LL.
6nictepax
63. | KOMBIrPUM XOT MOpPOLUOK AN OpraHocuH IHais Oontimyc IHais BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/11503/01/01
Cin®e OpasIbHOro Naind [hxeHepikc MaTepianis: peyenma
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
pO34uHy 3 CaeHcu3 Nimiten 3MiHa y MeTogax BUnNpobyBaHHsA rOTOBOrO
JIMMOHHUM Met. NIT4. NikapcbKoro 3acoby
cMakomno5ry
cawle Ne 5, Ne 10,
Ne 20
64. | KOMBIrPUM XOT NOPOLUOK AN OpraHocuH IHais OonTimyc IHais BHECEHHS 3MiH 10 peecTpaviinHmX 6e3 UA/11504/01/01
Cin® opasibHOro Naiidp [hxeHepikc mMaTepianis: peyernma
PO34KHy 3 CaeHcms NimiTeq 3MiHa y MeToax BUNpo6yBaHHsS roTOBOrO
M&a/TMHOBUM Met. NI14. nNikapcbKoro 3acoby
cMakomno5ry
cawe Ne 5, Ne 10,
Ne 20
65. KCAPENTO® TabneTkn, BKPUTI Baliep HimeuunHa Baiiep dapma HimeuunHa BHECEHHS 3MiH 10 peecTpaLitHnX 3a UA/9201/01/02
NAiBKOBOH dapma Al Al mMaTepianis: peyenmom
060/10HKO0, Mo 15 3MiHV [0 IHCTPYKLiT ANA MeanyHoro
mr Ne 14 (14x1), 3acToCcyBaHHSA
Ne 42 (14x3) y
onictepax
66. | KCAPENTO® TabneTkn, BKPUTI Baiiep HimeuunHa Baiiep ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpaLiinHmX 3a UA/9201/01/03
NNiBKOBOKO dapma Al Al mMaTepianis: peyenmom
060/10HKO0, Mo 20 3MiHW A0 IHCTPYKUIi 418 MeanyHoro
mr Ne 28 (14x2), 3acToCyBaHHs
Ne 100 (10x10) y
6nictepax
67. NA3UKC® Tabnetkn no 40 TOB YkpaiHa CaHodoi IHgjs IHais BHECEHHS 3MiH 10 peecTpaLiinHnx 3a UA/4871/01/01
mr Ne 45 (15x3) y "CaHodi- NimiTeq marepianis: peyenmom
cTpunax ABEHTIC noAaHHs OHOBJIEHOTO cepTudlikaTa
YkpaiHa" BignosigHOCTI € ANA Ai0YOT PEeYOBUHU Bif,
Ail040ro BUPO6HUKa
68. | NA3O/IBAH® nactuiku no 15 BepiHrep HimeuunHa BUMYCK cepii: HimeuunHa BHECEHHS 3MiH 1O peecTpauiitHmx 6e3 UA/3430/05/01
mr Ne 20 (10x2), IHrenbxanmv BepiHrep marepianis: peyenma
Ne 40 (10x4) y IHTepHeLwHN IHrenbxanm 3MiHa napameTpiB cneyudikauii Ta/abo
6nictepax v6X Papma M'vbX i [0onNyCTMUX MEX roTOBOro NikapCbKoro
Ko. KT, 3acoby
HimeuunHa;
BUPOBHNLITBO,
nakyBaHHs,
MapKyBaHHS Ta
KOHTPO/b

qakocTi: bongep
ApuHaimiTTens
'm6X eHga Ko.
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
K, HimeyunHa
69. | NAKTYNO3n cupon, 670 mr/mn TOB YkpaiHa ®pe3seHiyc Kabi ABCTpiIsA BHECEHHS 3MiH 0 peecTpauiinHmx - UA/12816/01/01
cupPon in bulk no 250 kry "®eniuata ABcTpisa TM6X marepianis:
60ukax, no 750 kr YkpaiHa" 3MiHa napameTpiB cneuudikauiii Ta/abo
y KOHTeliHepax [ONYyCTUMUX MEX rOTOBOrO NiKapCbKOoro
3acoby
70. | NAHTYC® pPO34unH anA TOB YkpaiHa CaHodpi-ABeHTic | HimeuunHa BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/8106/01/01
COJTIOCTAP® iH'ekuii, 100 "CaHodi- Doiiunang Mm6X marepianis: peuyenmom
Op./mnno 3mny ABeHTIC 3MiHa B ymoBax 36epiraHHs rotoBoro
KapTpuaxax, Ykpaiqa" nikapcbkoro 3acoby. BBegeHHA 3MiH
BMOHTOBaHMX B npotarom 3-x MmicauiB nicna
0[HOPAa30Bi 3aTBepKEHHA
LNpuL-py4dkmn (6e3
ronokK ans
iH'exuid) Ne 5y
Kopoo6Li
71. | NIBEN® Kancynu no 200 TOB YkpaiHa BUPOGHULTBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiinHnx 3a UA/10583/01/01
mr Ne 50 (10x5), "BANNAPTIH nepsuHHe Ta mMartepianis: 3MiHW B iHCTPYKLUIT AnA peyenmom
Ne 100 (10x10) y PAPMA", BTOPUHHE MeAMYHOIO 3aCTOCYBAHHS Y PO3Aian
6nictepax B nauj YkpaiHa nakyBaHHA, "lMokasaHHA", "TIpoTUNOKa3aHHA",
KOHTPO/b "Oc06/1MBOCTi 3aCTOCYBaHHS",
SIKOCTI: "3acTocyBaHHs Y nepiog BaritTHocTi abo
TOB rofyBaHHs rpyaat”, "Mo6iyHi peakyii”
"ACTPA®APM", 3riHO 3 iHhopMauieto LWoa0 MeanuyHOro
YkpaiHa; 3aCTOCYBaHHA pediepeHTHOro NiKapcbkoro
BUNYCK cepil: 3acoby (TepMiH BBEAEHHSA 3MiH - MPOTArOM
TOB 3-x MicALiB nicns 3aTBepAKEHHS)
"BANAPTIH
®APMA",
YKpaiHa
72. | NIHE3ONIANH pPO34uH AnA NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHnX 3a UA/11948/01/01
iHdpy3ili, 2 mr/mn "lannudpapm "Tannudpapm”, MaTepianis: BBeeHHS A0A4aTKOBOI AiNIbHULL peyernmom
no 300 mny " Ykpaina BMPOGHULTBA AJ/19 YACTUHM a60 BCbOro
nnsawkax Ne 1 B TOB thipma BMPOGHMYOro NPoLEeCy roToBOro NiKapcbKoro
nauui "Hosochapm- 3aco0y; BBeAEHHS1 A0AATKOBOI AiNIbHULL
BiocuHTes", BUPOGHULTBA AJ/18 YACTUHM ab0 BCbOTO
YkpaiHa BMPOGHMYOro MPOLECY FOTOBOIO NiKAPCbKOro

3acoby (ginbHUUS 0158 NEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHS); 3MiHU, LLLO
CTOCYIOTbCSl BUMYCKY Cepii Ta KOHTPOSHO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
ab0o foaaBaHHA BUPOOHUKA,
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
BifNOBiAa/IbHOro 3a BUNYCK cepil) -
BKJ/1H0HA0UM KOHTPO/Ib/BUNPOGYBaHHSA cepii
(TepMmiH BBEEHHSA 3MiH - NPOTArOM 6-Tn
MicALiB Nicnsa 3aTBEPLKEHHS)
73. MEBIKAP IC TabneTtkm no 0,3r | ToBapucTBO YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviinHmX 6e3 UA/8823/01/01
Ne 20 (10x2) y 3 [04aTKOBOH marepianis: peyenma
6nictepax [0[aTKOBOIO BignoBigasIbHICT 3MiHa po3Mmipy cepii roToBOro NikapcbKoro
BignoBigab 0 "IHTEPXIM" 3acoby
HiCTIO
"IHTEPXIM"
74. MEBIKAP IC Tabnetkm no 0,5r | ToBapucTBO YkpaiHa ToBapucTeo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiinHnX 6e3 UA/8823/01/02
Ne 10 (10x1), Ne 3 [04aTKOBOH marepianis: peyenma
20 (10x2) y [04aTKOBOIO BiANOBiga/IbHICT 3MiHa po3Mmipy cepii roTOBOro NiKapCbKoro
6nictepax BignoBiganb 0 "I[HTEPXIM" 3acoby
HiCTIO
"IHTEPXIM"
75. METPOHIAA30/- Tabnetkn no 250 TOB YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiinHnx 3a UA/6100/01/01
340POB'A mr Ne 10, Ne 20 "®dapmauesT o6MexeHol marepianis: peyenmom
(10x2), Ne 20 nyHa BiANOBiJaNbHICT BBE/JIEHHSA [0AaTKOBOIo TUNOPO3Mipy
(20x1) y KOMMaHis 0 nepBUHHOrO NakyBaHHA 6nicTepy Ne 10, 6e3
6nicTtepax "3popos'a” "®apmaueBTUyH 3MiHM NaKyBasIbHOTO MaTepiany (an1s
a KoMnaHis BUPOGHUYOT AinbHMLI TOB "dapMaleBTnyHa
"3popos'a”, KoMnaHisa "3gopos’a”, YkpaiHa)
Ykpaina; TOB
"®APMEKC
FPYIT", YkpaiHa
76. MIAKATbLUUK® PO34unH AN HoBaprTic Lsenuapis HoBaprTic Lsenuapis BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/9850/01/01
iH'exuin, 100 Papma Al dapma LWTeliH marepianis: peyernmom
MO/mnno 1 mn B Al 3MiHW B iHCTPYKLIT 41 MeAnyHoro
amnynax Ne 5 3acTocyBaHHs. BBe4eHHA 3MiH NPOTArom
3-X micsAUiB nicna 3aTBepAXEHHSA
77. MIACEP® TabneTku, BKPUTI PiBothapm LBeiiuapis Pisochapm CA LBeiiuapis BHECEHHS 3MiH 0 peecTpavinHnX 3a UA/14722/01/01
nNiBKOBOKO CA mMaTepianis: peyenmom
060/10HKOt0, No 10 BUMNPAaB/IEHHA TEXHIYHOT NOMW/IKN B METOAAX
mr Ne 20 (10x2) y KOHTPOJIt0 SIKOCTi; BUNPAB/EHHST TEXHIYHOT
6nictepax NOMW/IKM B IHCTPYKLiT AN MeANYHOro
3acTOCyBaHHS Y p. «/liKapcbka oopmar
78. MIACEP® Tab1eTKn, BKPUTI PiBothapm LBeiuapis Pisochapm CA LBeiuapis BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/14722/01/02
NNiBKOBOKO CA mMaTepianis: peyenmom

060/10HKOt0, Mo 30
mr Ne 20 (10x2) y
6nictepax

BUMNPAaB/IEHHS TEXHIYHOT NOMWUSIKN B
IHCTPYKUIT 415 MEANYHOr0 3aCTOCYBaHHSA y
p. «Jlikapcbka hopma
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
79. MIACEP® Tab1eTKn, BKPUTI PiBothapm LBeiiuapis PiBochapm CA LBeiiuapis BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/14722/01/03
NNiBKOBOKO CA mMaTepianis: peyernmom
060/10HKO0, No 60 BUNPAaB/IEHHA TEXHIYHOT NOMWSIKN B
mr Ne 20 (10x2) y IHCTPYKUiT 4151 MeANYHOIo 3aCTOCYBaHHA Y
6nictepax p. «Jlikapcbka hopmax
80. MOHOHITPOCUA, Tabnetkm no 40 My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX 3a UA/1604/01/02
mr Ne 30 (10x3), akuioHepHe akuioHepHe mMaTepianis: peyernmom
Ne 40 (10x4) y TOBapuncTBO TOBapuCcTBO 3MiHa y MeToAax BunpobyBaHHsa AdIl abo
6nictepax y nauui "HaykoBo- "HaykoBo- [itoy4oi pevoBrHM abo BUXIAHOTO/MPOMIXHOIo
BMPOBHNUNIA BMPOGHNUNIA NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
LeHTp LEeHTp npoueci BupobHuLTea A®I abo aitoyoi
"BopLuariscb "BopLuariBCbkuii peyoBuHN
KWin Ximiko- XiMiko-
hapmauesTn hapmaueBTUYH
YHWIA 3aBoA" nin 3aBoa”
81. MYTA®/IOP Kancynm Appeiidpapm | HimeuyumHa Appelichapm HimeuunHa BHECEHHS 3MiH 10 peecTpauiiHmX 3a UA/10280/01/01
racTpopesnCTeHTH vmeX rveX marepianis: peyenmom
i TBepai Ne 20 BUNPAaB/IEHHS TEXHIYHUX NOMUOK Y
(10x2) y cneumadikauii 3a nokasH1kamm
6nictepax «MikpobionoriyHa uncrtoTa», «3asIMLLIKOBI
OpraHiYyHi PO34YNHHUKN: METAHO1»
82. HAKOM® TabneTku, 250 CaHpos CnoBeHist Nex CnoBeHist BHECEHHS 3MiH 10 peecTpaLjitHnX 3a UA/9134/01/01
mr/25 mr Ne 100 dapmacbHoTi hapmaLeBTUYH mMaTepianis: peyernmom
(10x10) y Kans g.4. a KomnaHisa g.4. 3MiHV [0 IHCTPYKLiT ANA MeanyHoro
6nictepax 3acTocyBaHHs. BBeAeHHA 3MiH NpoTArom
3-x micauiB nicna saTBepmKEeHHs
83. HATPIKO X/TOPUA PO34unH AN NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/4131/02/01
iHdpy3ili, 9 mr/mn "ranuudapm "Tanuuchapm”, marepianis: BBEAEHHS [0AATKOBOT Ai/TbHUL peyernmom
no 200 mn a6bo " YkpaiHa BMPOGHMLTBA A/18 YaCTMHN ab0o BCbOro
400 mn B TOB dhipma BMPOBHMYOro NPOL,ECY rOTOBOIO NiKapCbKOro
NASALWKaX CKNAHUX "Hosochapm- 3aco06y; BBeleHHs A0A4aTKOBOI AifIbHULL
biocnHTE3", BMPOGHMLTBA AN18 YaCTVMHN ab0o BCbOro
Ykpaina BMPOBGHMYOro NPoLECY rOTOBOrO NiKapCbKoro

3acoby (4inbHUUA oNsS NEPBUHHOIO Ta
BTOPWUHHOIO NakyBaHHS); 3MiHW, WO
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOO
AKOCTi rOTOBOTO J1iKaPCbKOTro 3acoby (3amiHa
abo fopaBaHHSA BUPOOHKKA,
BifNoOBifa/IbHOro 3a BUNycK cepil) -
BK/1HO4A0UM KOHTPO/IL/BUNPOGYBaHHSA cepii
(TepMiH BBEAEHHSA 3MiH - NPOTArOM 6-Tn
MicALiB Nicna 3aTBEPLKEHHS)
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
84. HEOIEK® 6% pPO34uH AnA NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/13386/01/01
iHdpysiii no 500 mn | "Tannudapm "Tannudpapm”, MaTepianis: BBeeHHS A04aTKOBOI AiNIbHULL peyernmom
y nasALWKax " YkpaiHa BUPOGHULTBA 418 YACTUHN a60 BCbOro
TOB chipma BUPOBGHUYOro npoLecy roToBoro /ikapcbKoro
"HoBodhapm- 3aco0y; BBEEHHS [OAATKOBOI Ai/TbHULL
BiocuHTtes", BUPOGHULTBA AJ/18 YAaCTUHM a60 BCbOTO
YkpaiHa BMPOBGHMYOrO NPOL,ECY FOTOBOIO NiKAPCbKOro
3aco0y (4ibHMLA 415 NePBUHHOIO Ta
BTOPUHHOrO NakyBaHHS); 3MiHU, LLO
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo fofasaHHA BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepii) -
BK/1I0HA0UM KOHTPO/b/BUNPOBYBaHHA cepii
(TepMiH BBEEHHS 3MiH - MPOTArOM 6-Tn
MicsILIB Nic/1a 3aTBEPMKEHHS)
85. HEOCMEKTUH® NopoLLOK ANA NAT Pocilicbka BAT Pocilicbka BHECEHHS 3MiH 0 peecTpavinHnX 6e3 UA/12934/01/01
opasibHOT "OricichapMm” | ®epgepauin | "®apmctaHgapT | Pepepadis MaTepianis: 3MiHa 3asBHUKa peyernma
cycneHsiino 3ry -Nlekcpepctea”
naketukax Ne 3,
Ne 10, Ne 30 y
nayui
86. HOOBYT® IC Tabnetkn no 0,25 ToBapucTso YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 1O peecTpauiinHmX 6e3 UA/8831/01/01
r Ne 20 (10x2) y 3 [04aTKOBOH mMaTepianis: peyernma
6nictepax [04aTKOBO BiANOBiJaNLHICT 3MiHa po3Mipy cepii roToBOr0 NiKapCbKOro
BignoBigasb 0 "IHTEPXIM" 3acoby
HiCTIO
"IHTEPXIM"
87. | HOOBYT® IC Tabnetkmno 0,1r | ToBapucTBO Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 1O peecTpauiinHmX 6e3 UA/8831/01/02
Ne 20 (10x2) y 3 [04aTKOBOH mMaTepianis: peyenma
6nictepax [0[aTKOBOIO BigNoBigasIbHICT 3MiHa po3Mmipy cepii roToBOro NikapcbKoro
Bignosigasib 0 "IHTEPXIM" 3acoby
HiCTIO
"IHTEPXIM"
88. | OPHI3ON® PO34unH AN NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/12227/01/01
iHdy3iid, 5 mr/mn "ranuudapm "Tanuuchapm”, marepianis: BBEAEHHS [0AATKOBOT Ai/TbHUL peyernmom
no 100 mny " YkpaiHa BMPOGHMLTBA A/18 YaCTMHN ab0o BCbOro
NAsSLWKax B navuj TOB dhipma BMPOBHMYOro NPOL,ECy rOTOBOIO NiKapCbKOro
"Hosochapm- 3aco6y - A4oAaHHSA AiNbHULi; BBEAEHHS
biocnHTE3", [04aTKOBOT AiNbHNLI BUPOOHMLTBA AN1s
Ykpaina YyacTuHu abo BCbOro BUPOBHNYOro npoLecy

rOTOBOIO JIiKAPCbKOro 3acoby (AinbHuUA ans
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
NEepPBMHHOIO Ta BTOPUHHOIO NakyBaHHS);
3MiHW, WO CTOCYOTbCS BUMYCKY cepii Ta
KOHTPOSIO SAKOCTi TOTOBOrO J1iKapCbKOro
3aco6y (3amiHa abo fofaBaHHA BUPOOHMKA,
BiANOBIAA/ILHOIO 3a BUMYCK cepii) -
BK/1I0HAK0UM KOHTPO/b/BUNPOBYBaHHA cepii -
AofaHHsA ainbHui (TepmiH BBEAEHHS 3MiH -
npoTArom 6-T MicsuiB nicnsa
3aTBEPIKEHHS)
89. OP®AOVH Kancynu Teepgi no Csaigiww LLBeuis AnoTek LLBeuis BHECEHHS 3MiH 0 peecTpauiinHmx 3a UA/13603/01/01
2 mr Ne 60 (60x1) OpdpaH MpopakiiH & marepianis: peyenmom
y chnakoHax BiosiTpym Ne6opeTpiep Ab BUMNPAaB/IEHHA TEXHIYHUX MOMUIIOK Y
IHTepHeLleH MeToAax KOHTPO/IKO SKOCTI Ta B IHCTPYKL,iT
en Ab 419 MeINYHOIO 3aCTOCYBaHHA
90. OP®AOVH Karncynu Teepgi no Csigiw LLBeuis AnoTek LLBeuis BHECEHHS 3MiH 4O peecTpauinHmX 3a UA/13603/01/02
5 mr Ne 60 (60x1) OpdaH MpopakwH & mMaTepianis: peyernmom
y chnakoHax BiosiTpym Ne6opeTpiep Ab BUMNPAaB/IEHHA TEXHIYHUX MOMUIIOK Y
IHTepHeLLeH MeToAax KOHTPOJIIO AKOCTi Ta B IHCTPYKL,i
en Ab AN MeIYHOro 3aCTOCyBaHHA
91. | OP®AAVH Kancynu Teepgi no Csigiw Lsewis Anotek Lsewis BHECEHHS 3MiH 40 peecTpaLintHmx 3a UA/13603/01/03
10 mr Ne 60 OpdpaH MpoaakwH & marepianis: peuenmom
(60x1) y BioBiTpym Nle6opeTtpiep Ab BUNPAB/IEHHST TEXHIYHMUX NOMUOK Y
hnakoHax IHTepHeLleH MeToAax KOHTPOSIK0 AKOCTI Ta B IHCTPYKLiT
en Ab 4715 MeMYHOro 3aCTOCYyBaHHS
92. | OPNNIOKCALH MOpPOLLOK BE3 Xopsartis XeisHr IcT-Asisa Kntait BHECEHHS 3MiH 40 peecTpaLinHmx - UA/5417/01/01
KpucTaniyHmi dapmaxem dapmaceyTikan mMaTtepianis: 3miHa 3asiBHMKa
(cy6eTaHuin) y A.0.0. Ko., NTA4
NoABIAHNX
noninponisieHoBMX
naketax ans
BUPOGHULITBA
CTEepPWIbHUX Ta
HeCTepUNbHUX
nikapcbkux hopm
93. MAKCENNAQVH® cupon, 10 mr/5 mn INCEH dpaHuisa Bupo6HMUTBO, dpaHuisa BHECEHHS 3MiH 10 peecTpaLitHnX 6e3 UA/2437/02/01
no125mny PAPMA nepBuHHE Ta mMaTepianiB: AO4aHHS TEPMiHY NPUAATHOCTI peyenma
hnakoHi Ne 1 3 BTOPUHHE nics1a NepLioro Po3kKpuUTTA 3 BiANOBIAHNMN
MiPHOO JTOXKOH nakyBaHHS: 3MiHaMu B iHCTPYKLUIT 4N MeAnYHOro
CO®APTEKC, 3aCTOCYBaHHA y p. "TepMmiH npugaTHocTi";
dpaHLis; 3MiHa y MeTofax BunpobyBaHHA roTOBOIo
KoHTponb nikapcbKoro 3acoby; 3amiHa napameTpis

SAKOCTI, BUMNYCK

cneuudikauin Ta/abo 4oNycTUMUX MeX ANst
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 M0CBIOYEHHS
cepii: [ONOMIXXHOT peHOBMHU; 3MiHA NapameTpiB
BO®YP INCEH cneumdikalin Ta/abo gonycTUMnX Mex
IHOAYCTPI, rOTOBOrO J1iKapCbKOro 3acoby; 3mMiHa y
®paHujis cknagi (4ONOMDKHUX pevyoBMHaXx) roToBoro
nikapcbKoro 3acoby; 3MiHW B iIHCTPYKLIT 4Nns
MeMYHOr0 3aCTOCYBAHHS Y PO3Aian
"Cknag", "Nikapcbka chopma”, "OCHOBHI
¢hi3nko-ximiuHi BnactueocTi", "Ocobnusi
3axoau 6e3nekun”, "MobivHi peakuii” (TepMiH
BBELEHHS 3MiH - NPOTAroM 6-TU MicALiB
nicnsa 3aTBepaXeHHs)
94. MEHTA-HEKCT TabneTkn, BKPUTI NAT Pocilicbka BAT Pocilicbka BHECEHHS 3MiH 10 peecTpaLiinHnx 3a UA/13650/01/01
NAiBKOBOH "Oricichapm" | degepauia | "®apmctaHgapT | Pepepauis MaTepianis: 3MiHa 3asiBHUKaA peyenmom
06010HKO0, Ne 12 -NlekcpeacTtea"
(12x1) y
6nictepax
95. | CENTA/IOP® TabneTku ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiinHmx 6e3 UA/5655/01/01
3acToCcyBaHHA y "TepHohapm "TepHohapm" mMaTepianis: peyernma
pOTOBIi " 3MiHa NapamMeTpiB cneyuudikauii Ta/abo
NOPOXHUHI Ne 20 A0NyCTUMUX MEX A5 [OMOMIKHOT
(10x2) y PEYOBMHM; CYNYyTHS 3MiHA: 3MiHa y MeTodax
6nictepax B nauj BUMPOBYBaHHA AOMNOMiIKHOI PEYOBMHM
3 KapTOHY
96. | COBANAI Tab1eTKn, BKPUTI lneag CLWA BUMYyCK cepii, IpnaHgis/ BHECEHHS 3MiH 4O peecTpauinHmX Ba peyennmom | UA/14706/01/01
NiBKOBOIO CalieHcus, nepBuHHA Ta Kanaga/ _ marepiasis: _
060/10HKOI0, N0 IHK. BTOPUHHA CLUA TEXHIYHA NOMUAKA B MAPKYBaHHI LOA0
400 mr Ne 28 y yaKoBka, [ONOMDKHUX PEYOBUH Ta MiCLLe3HaXOMKEHHS
chnakoHax KOHTPO/b Cepil: BNPOBHNKA
lneag
CaiieHcus
Alienenp HOC,
IpnaHpgis;
BMPOGHULITBO,
nepBuHHA Ta
BTOpPUHHA
yrakoBKa,
KOHTPO/b cepii:
[MaTeoH IHK.,
KaHaga;

NnepBrHHa Ta
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
O MocBi0YeHHs!
BTOpPMHHA
yrnakoBKa:
lneap,
CalieHcus, IHK.,
CLUA; KOHTpO/b
cepii: MarteoH
IHK., KaHaga,
KOHTPO/b cepil:
lineag
CaiileHcus, IHK.,
CLUA,; BTOpUHHA
ynakoBKa:
MinmayHT
Xenckea /N14.,
IpnaHgis;
BTOPMHHA
ynakoBKa:
AHgepcoHBbpeko
H, IHK., CLUA;
KOHTPO/b cepil:
dapmacboTikan
MpopaxT
[esenonmeHr,
IHK., cGMP /a6,
CLLIA
97. | CTEPUINIYM® PO34MH TOB "HBIM YkpaiHa TOB "HBIM YkpaiHa BHECEHHS 3MiH 10 peecTpaLitHnX 6e3 UA/5846/01/01
HaLLKIpHWIA, Y "Binan" "Binan" MaTepianis: 3MiHa pPo3Mipy YNakoBK/ peyenma
¢onakoHax no 100 rOTOBOTO JIiKAPCbKOTrO 3aco0by (BUyYEHHS
MJ1; Y donakoHax YNakoBKW NeBHOro po3mipy) (TepmiH
no 500 mn; y BBEJEHHSA 3MiH - MPOTAroM 3-x MicALiB nicns
chnakoHax no 3aTBEPKEHHS)
1000 ms; y
KaHicTpax no 5 n
(nakyBaHHs i3 "in
bulk" chipmu
BOJE Xewmi 'm6X,
HimeyunHa)
98. | TAXUBEH® pO34unH AnA EBEP ABCTpIA BignoBigaNbHMI AscTpis/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a UA/14347/01/01
iH'exUin, 5 mr/mn Heiipo 3a BMNYCK cepil: PpaHuis MaTepianis: peyenmom
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
no 5 mn (25 mr) B ®apma Mv6X EBEP Heiipo 3MiHa y crneungikauii HedpapMakonenHoi
amnyni Ne 5 a6o dapma N'vbX, Adl abo fjro4oi pevyoBuHY 4718 NPUBEAEHHS
no 10 mn (50 mr) B ABCTpIS; Y BignoBigHiCTb A0 BUMOT [lepxaBHoi
amnyni Ne 5 BMPOGHULITBO, thapmaxonei YkpaiHu abo €Bponeincbkoi
nepBuHHE Ta chapmakonei - A®l abo gitoya pevoBuHa,;
BTOPUHHE 3MiHa y napameTpax cneyudikauii Ta/abo
naxkyBaHHs, JONYCTUMUX MEX, BUSHAUEHUX Y
KOHTPOS1b cneyudpikayisx Ha A®l abo Agjtody peyoBuHy,
AKOCTI: a60 BUXIgHWIA/MPOMDKHMI NPOAyKT/pearexT,
CEHEKCI, LLIO BUKOPUCTOBYIOTLCA Y NPOLLECi
®paHujis BMPOGHULTBa APl abo Aitoyoi pevoBUHMY;
BBE/IEHHA a/IbTEPHATUBHOIO NocTavyasibHMKa
BUXiQHOrO Matepiany
99. | TEPXWHAH Tabnetkm Na6opartopii ®paHLis CodhapTekc PpaHuin BHECEHHS 3MiH 10 peecTpaviinHmx 3a UA/8116/01/01
BariHanbHi Ne 6, Bywapa mMaTepianis: peyernmom
Ne 10 y cTpunax Pekoppari NofaHHSA HOBOTO cepTudikaTa BiAMNOBiAHOCTI
€Bponeiicbkili hapmakonei ans giryoi
pEeYOBMHM Big HOBOrO BUPOGHMKA
100. | TMPOrEH® 0,9 MI' MOpPOLUOK AN LxeHzaiim HigepnaHp, BTOPMHHA Benuka BHECEHHS 3MiH 40 peecTpaLintHnx 3a UA/9743/01/01
NpUroTyBaHHs tOpon B.B. " yrnakoBka, BpwuTanis/ matepianis: A®l abo fitoya pevosuHa. peyenmom
po3unHy (0,9 [03BiN Ha CLWA Bunpo6HMLTBO. 3MiHa BUPOGHUMKA
mr/mn) ansa BUMYCK cepii: BMXi4HOro/NPOMIDKHOrO NPOAYKTYy/peareHTy,
iH ekuin no 1,1 mr [hxeHszaim LLIO BMKOPUCTOBYETLCA Y BUPOOHNYOMY
y tpnakoHax Ne 2 Nimiten, Benvika npoueci Adl abo gitovoi pevoBrHN, abo
BpuTaHis; 3MiHa BUPOGHYKa (BKKOHatouu, ae
nepBuHHAa HeobxigHo, MicLe NpoBeAEeHHS KOHTPOJIO
ynakoBka: aKocTi) A®| abo Ajito4voi pevoBuHK (3a
Xocnipa IHk., BifiCYTHOCTI cepTudpikata BifnoBigHOCTI
CUWA; €BponeiicbKiii hapmakonei y matepiasax
BUPOGHULITBO peecTpauiinHoro gocue) (3MiHN y meTogax
Hepo3dacoBaHo KOHTpO/t0 SKoCTi A®I ab0o Aito4oi peyoBrHN
T npoayKuii: ab0 fopaBaHHA AiNbHULI 4515 TPOBEAEHHS
[xeHsalim KOHTpO/Ito cepii/BunpobyBaHHs); [oToBwMiA
KopnopeiiH, nikapcbkuit 3aci6. KOHTpob roToBoro
CWA nikapcbkoro 3acoby. 3miHa y meToaax

BMNPOGYBaHHA rOTOBOr0 NiKapCbKOro 3acoby
(iHWi 3MiHKM Y MeToAax BUMPObyBaHb
(BKHOYAKOUM 3aMiHY ab0 AOMOBHEHHS)) —
He3HauHi 3MiHV Yy BUMorax o0
NpUAATHOCTI CUCTEMU, BKA3aHUX y MeToANL
BMNPOGYBaHHA arperoBaHoro Matepiany

(SEC-HPLC) npu npoBeaeHi aHanisy MNa3.
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No
n/n

Ha3ssa sikapcbKo20
3acoby

dopma BUMyCKY

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2
0 M0CBIOYEHHS

Mokas3HVK PO3AineHHa — 3aTBEPAXKEHO:
«BinbLue 2x»; 3anponoHoOBaHoO: «binbLie 1x».
BunyyeHHs nokasHvka nnoLj niky
arperosaHoro matepiany (%) ons 3paska
pekombiHaHTHOro TTI (rhTSH); MoToBuiA
nikapcbknii 3aci6. BUpobHULTBO. 3MiHN Y
npoLeci BUPO6GHMLTBA rOTOBOTO NiKAPCbKOro
3aco0y (iHLi 3MiHM) — YMHA BepCisl TEKCTY
«Onuc npoLecy BUPO6HMLITBA Ta METOAiB
KOHTPO/I0 BUPOBGHMYOTO npoecy» byae
3aMiHEHa Ha CKOPOYEHY BEPCIl0 TEKCTY, 3i
36epeXeHHsM MPVHLMNOBO BaXK/TBOI
iHpopmadii. A®l abo gitoya pevoBuHa.
CucTtema ynakoBkalykynopka. 3miHa y
6e3nocepeHii ynakoui A®I abo aitoyoi
PeYoBMHU (iHLWi 3MiHW) — 4OAAHHST CKNSIHOTO
KOHTeHepa ans 36epiraHHs Ad®l; Adl abo
Aioya peyosrHa. Cuctema
ynakoBka/ykynopka. 3miHa y 6e3nocepegHii
ynakosLi APl abo fjtoyoi peqyoBuHY (iHLLi
3MiHW) — BUAaeHHs geTani po3mipis
nonieTUIeHOBOro NakeTy 3asB/eHoi sk 130
L ansa 36epiraHHs NPOMDKHUX NPOAYKTIB;
Ad®l abo gjtoya pevoBnHa. BupobHMUTBO.
3miHM B npoueci Bupo6HuyTBa A®Il abo
Liro4oi pevoBUHU (iHLWi 3MiHN) — BHECEHHSA
feskux 3miH B Onuc Cepepgosuia KniTMHHOT
KynbTypu y npoueci BupobHuutea AdI.
Ad| abo pjtoua peyoBrHa. KoHTponb Ad|
a60 Ailoyoi peyoBuHW. 3MiHa Yy MeTofax
BUNpobyBaHHa ADI abo Aitovoi peyoBrHN
ab0 BMXigHOro/MpoMiKHOro
NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci Bupo6HuuTea A®I abo aitoyoi
peyoBUHMN (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
MeTofax BUNPOGYBaHHS) — rpaHNYHUIA
piBEHb KpUTEPITB NO3UTUBHOTO KOHTPOSIO
NPOAYKTY Ha HAasABHICTb €HAOTOKCUHY —
3aTBepaxeHo: 50% no 150%;
3anponoHoBaHo: 50-200%; BHaAcMiA0K LbOro
3MIHUINCS HOMEPW OHOBJ/IEHUX CTaHAAPTHUX
onepauiiHux npoueayp; Frotosuii
nikapcbkuii 3aci6. KOHTpob roToBOro
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 M0CBIOYEHHS

nikapcbKoro 3acoby. 3miHa y metogax
BMNPOOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEpPXEHNX MeTodax
BMNPOGYBaHHS) — rPaHUYHWIA PiBEHb
KpUTEpIiiB NO3UTUBHOIO KOHTPO/IHO NPOAYKTY
Ha HasABHICTb EHAOTOKCUHY — 3aTBEPKEHO:
50%p0 150%; 3anpornoHoBaHo: 50-200%;
BHAC/iAOK LbOro 3MiHUANCSA HOMEpK
OHOBJ/IEHUX CTAHAAPTHUX OnepaLinHnx
npoueayp; FoToBuiA nikapcbkunii 3aci6.
KOHTpO/1b FOTOBOrO NiKapCbKoro 3acooby.
3mMiHa y MeToAax BUNPoGyBaHHS rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeTo[ax BUNPOOyBaHHS);
roToBUIA Nikapcbkuii 3aci6. KoHTposib
rOTOBOrO JliKapCbKOro 3acoby. 3miHa y
mMeToax BMNpPo6yBaHHSA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepKeHnX meTogax BunpobysaHHs) —
He3HauHi 3MiHY MeToAMKM AN TecTy
«Bn3HauyeHHs1 BOMOrocTi». MpsamMuia
TUTpaLiliHWin MeTog, 6yB 3aMiHEHWI Ha
TUTpauiiHK1ii MeTop, 3 HarpiBaHHAM; A®l abo
gitoya peyoBnHa. BupobHnuTBo. 3MiHM B
npoueci Bupo6HuuTea A®I abo aitoyoi
peyvoBMHM (HE3HaYHa 3MiHa Y NpoLeci
BMpo6HULTBa APl abo Aitoyoi pevoBUHN) —
36inbLeHHs 3 10 go 20 cm3/xB. LLUBUAKOCTI
NOTOKY NonepeaHbO NiAroTOB/IEHOT ra3oBoil
CyMiLLi, ika NoAaeTbca y 6iopeakTop AN
Ky/NIbTVBYBaHHS MOCIBHOT KNITUHHOT KyNbTypu
y NpouECi BUPOGHMLTBA HA TEXHOOMYHOMY
eTani 125 mn.
-3MiHu Il TMny - FOTOBWMIA Nikapcbknii 3aci6.
KOHTpO/1b FOTOBOrO NiKapCbKoro 3acooby.
3mMiHa y MeToAax BUNPoGyBaHHS rOTOBOrO
nikapcbkoro 3acoby (3miHa y
6ionoriyHoMy/iMmyHONOrYHOMY/IMYHOXIMIYHO
My MeToZi BUnpobyBaHHs abo mMeTog,, y
SIKOMY BMKOPUCTOBYETbLCS 6i0oN0rivHNIA
peareHT) — 3MmiHa npoueaypu
KY/TbTUBYBaHHS iHAVKATOPHWX K/ITWH, WO

BUKOPUCTOBYETLCA A/14 BUSHAYEHHA




77

Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
aKTMBHOCTI Hepo3hacoBaHOi Aitoyol
peyoBUHM Npenapary TuporeH Ta roToBoro
N3 B ymoBax in vitro, Ta 36i/1bLLIEHHS
KiIbKOCTi nacaxis (3 22 ao 44)
101. | TONOTEKAH niodpinizat gna M-IHBECT Kinp BeHyc Pemegic IHaisa BHECEHHS 3MiH 0 peecTpaLitHnX 3a UA/7612/01/01
PO34nHy AniA NIMITEL, NimiTeq marepianis: 3MiHa HaliMeHyBaHHA Ta/abo peyernmom
iHdpysiii no 2,5 mr MiCLe3Hax0MKEHHS BUPOOHMKA roTOBOr0
y chnakoHax Ne 1 nikapcbKoro 3acoby, BK/IKOYa4n Micle
NpoBeAEHHS KOHTPOIO AKOCTI (BUPOBHMYA
JOinbHMUA BUNYycKy cepil) (NpuBeAeHHSA
MicLLe3HaxXoAKeHHS BUPOOHUKa M3y
BiANoBiAHICTL A0 BrucHoBky GMP),
BUPOGHMYA Ai/TbHNLSA Ta BCi BUPOOHMUI
onepauii 3a11WaKTbCs HE3MIHHUMU
102. | TONOTEKAH niodpinisat gna M-IHBECT Kinp BeHyc Pemegic IHaisa BHECEHHS 3MiH 4O peecTpauinHmX 3a UA/7612/01/02
PO34unHy anA NIMITEL Nimitep, marepianis: 3MiHa HaliMeHyBaHHA Ta/abo peyernmom
iHpy3iii No 4 mry MicLe3HaxXoKEHHS BUPOBHUKA roTOBOrO
hnakoHax Ne 1 nikapcbKoro 3acoby, BKIOYaruu Micue
NPOBefEHHSA KOHTPOJTI0 AKOCTI (BUPOBHUYA
AinbHMLA BUMYCKY cepii) (NpuBeaeHHSA
MiCLLe3HaxX0MKEHHS1 BUPOOHUKa M3y
BigNOBIAHICTb A0 BucHoBky GMP),
BMPOGHUYa AiNbHNLA Ta BCi BUPOGHWUI
onepauii 3a/IMWaTbCs HE3MIHHUMU
103. | YNCAPWVH YNCA 3 TabNeTKN LWNMyMi Bpicton- ®paHLis BpicTon-Maliepc PpaHuin BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/7598/01/01
BITAMIHOM C Ne 10 (10x1), Ne Maviepc CkBi66 marepianis: peyenma
20 (10x2) y Ty6i CkBi66 3MiHa napameTpiB cneundikauin Ta/abo
[0nNyCTMUX MEX roTOBOro NikapCbKoro
3acoby
104. | YPCONIB kancynu no 250 Mera TainaHg Mera TainaHg BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/12805/01/01
mr Ne 50 (10x5) B | JlalidhcaiieHc NaiicbcaieHcis marepianis: peuyenmom
6nictepax i3 Mabnik Ma6nik KomnaHi BHECEHHSA [04aTKOBOro BUpPO6HMKA -
Komnawi Nimitep, YPCOAEKCUXO0NEBOT KACNOTH
Niviten
105. | ®PAPMOKC CyChneHsis TOB "OKM YkpaiHa TOB "AKn YkpaiHa BHECEHHS 3MiH 10 peecTpaLitHnX 3a UA/9791/01/01
opasibHa, 400 mr/ "dapmaueBT "papmaueBTUYH mMaTepianis: peyenmom
10 mnno 10 mny nyHa a chabpuka" 3MiHa YNOBHOBaXKEHOi 0cobw,
hnakoHi B nayui habpuka” BifNoBifasIbHOI 3a hapmMakoHarnsag,;
CYNyTHA 3MiHa: 3MiHa B KOHTaKTHUX JaHNX
YNOBHOBaXEHOI 0c0o6MU, BiANOBIAaNbHOT 38
dhapmakoHarnng,
106. | PESAM® Kancynu tBepai Ne | BankaHdap Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH A0 peecTpaLiitHmx 3a UA/3371/01/01
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
20 (10x2), Ne 60 mMa-AynHuua AynHuua AT mMaTepianis: peyernmom
(10x6) y AT BUNpPaBJ/IEHHS TEXHIYHWUX MOMUNOK B
6nictepax MeToAax KOHTPOSIK0 AKOCTI 3a pO34i/iom
«MapkKyBaHHs», NOB’A3aHi 3 NepeHeCceHHAM
iHchopmadii
107. | ®TIABAMEA® Tabnetkm no 30 BEP/IH- HimeuunHa | BMpO6GHMUTBO "in | HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnX 6e3 UA/3591/02/01
TABJIETKW BIA, mr Ne 10 (10x1), XEMI Al bulk", kOHTpONb mMaTepianis: peyernma
KALUMIKO Ne 20 (10x2), Ne cepin: BEP/1IH- 3MiHW A0 IHCTPYKUi 418 MeanyHoro
50 (10x5) y XEMI AT, 3acTocyBaHHs. BBefeHHA 3MiH NpoTArom
6nictepax HimeuyunHa,; 3-X MicsiliB nicns 3aTBepMKeHHA
nakyBaHHs,
KOHTPONb Ta
BUMYCK Cepili:
BEP/IH-XEMI
Al’, HimeuunHa;
BMPOGHULTBO "in
bulk",
nakyBaHHs Ta
KOHTPO/b Ccepiii:
MeHapiHi-®oH
XeiigeH M'mbX,
HimeyunHa
108. | ®JIOKCIYM pPO34unH anA MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpauiinHmX 3a UA/11163/01/01
iHdpy3ili, 5 mr/mn "Kuismeanpe "Tannudpapm”, MaTepianiB: FOTOBWIA Nikapcbkuii 3aci6. peyernmom
no 100 mny napat" YkpaiHa Bypo6HULTBO. 3MiHW, LLO CTOCYIOTLCS BUMYCKY
nAswWLi; no 1 TOB chipma cepii Ta KOHTPOJItO SIKOCTI FOTOBOIO JliKAPCLKOro
AW y naudwi "HoBodhapm- 3acoby (3amiHa abo fofaBaHHA BUPOOHNKA,
BiocuHTes", BiiNOBIfa1bHOIO 3a BUMNYyCK cepil) - BKIoYaro4n
YkpaiHa KOHTPO/b/BUNPOGYBaHHSA cepii - BBEAEHHS

popatkoBoro Bupo6Huka MAT "Tanuudchapm”,
YKpaiHa BignosiganbLHOro 3a BUNycK cepii
BK/1HOYAKOYN KOHTPO/TL/BUNPOBYBaHHS Cepil;
FoToBWI NikapcbKuii 3aci6. BUpo6HMLTBO.
3amiHa abo BBeleHHS [04AaTKOBOI AiNIbHUL
BMPOGHMLTBA AN YacTMHW abo BCbOro
BMPOBHMYOro NpoLecy roToBOro fikapcbkoro
3aco6y (A4inbHMLSA, Ha AKii NpoBOASATLCS Oy ab-
AKi BAPOOHUYI cTagii, 3a BUHATKOM BUMYCKY
cepii, KOHTPOJIO AKOCTi Ta BTOPUHHOTO
nakyBaHHS 415 CTEPUIbHUX NIKAPCbKMX
3ac06iB, L0 BUPOGEHI 3 BUKOPUCTAHHAM
acenTUYHOro MeToAy, 3a BUHATKOM NiKapCbKmx
3ac06iB 6i0/10riYHOro/iMyHONOrYHOrO
NOXO)KEHHS) - BBEAEHHS A0AATKOBOI Ai/bHUL
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
[N51 BCbOrO BYPOGHMYOro npoLiecy rotoBoro
nikapcbkoro 3acoby - MAT «annudapm»,
YkpaiHa; FoToBwuii nikapcbkunii 3aci6.
Brpo6HMLTBO. 3aMiHa abo BBEAEHHS
[0[AaTKOBOI AiNbHULL BUPOOHULTBA A1
4acTyHM abo BCbOro BUPOBHNYOTO MpoLiecy
roTOBOrO NiKapCbKOro 3acoby (AinbHUUS 41
BTOPVHHOIO NakyBaHHS) - BBEJEHHS
[04aTKOBOI AinbHULI BUpo6HUUTBa M3 An1A
BTOPUHHOrO nakysaHHa AT " Fanunudpapm”,
YkpaiHa. BBejeHHs 3MiH NpoTArom 6-Tn
MicsLiB Nicns 3aTBePAKEHHS.
109. | ®O3UKAPAO H Tabnetkm no 20 AkTasBic rpyn IchaHgisa AkTasic AT, Icnangis/ BHECEHHS 3MiH 0 peecTpavinHnX 3a UA/5608/01/01
mr/12,5 mr Ne 30 AT IcnaHgis; Bonrapis mMaTepianis: peyernmom
(10x3) y BankaHdapma- 3amiHa rpad)iyHoro 306paxeHHs ynakoBoK
6nictepax AynHuua AT, Ha TEKCT MapKyBaHHs. BBeeHHA 3MiH
Bonrapis nNpoTArom 6-T1 MicAuiB nicns
3aTBEepPKEHHSA
110. | ®YPOCEMI], Tabnetkn no 40 MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4O peecTpauiinHmX 3a UA/0187/01/01
Mr Ne 10x5 y "Tannudpapm "KviBmeanpenap mMaTepianis: peyenmom
6nictepax " ar" 3MiHW [0 IHCTPYKUT A1 MeauyHoro
3acTocyBaHHs. BBeAeHHA 3MiH NPOTArom
3-x micauiB nicna saTBepmKeHHs
111. | XAOPO®ININT PO34uH TOB YkpaiHa BCi cTag,i YkpaiHa BHECEHHS 3MiH 10 peecTpaLiintHnx 3a UA/1556/05/01
cnupToBuiA, 10 "NocnigHuin BMPOOHULITBA, marepianis: peuenmom
mr/mn no 100 mn 3aBof KOHTPOS1b 3MiHa Y NePBMWHHI ynakoBLji FOTOBOro
y tpnakoHax Ne 1 "rHuaC! AKOCTi, BUNYCK nikapcbKoro 3acoby; CynyTHs 3MiHa: 3MiHa
B nauwi cepii: napameTpiB cneumdikauin Ta/abo
ToBapucTso 3 JONYyCTUMUX MEX NEPBUHHOI YNaKoBKM
o6MexeHol rOTOBOrO JiKAPCLKOTro 3aco0y; 3miHa y

BiANOBiJaNbHICT
t0 "[docnigHnin
3asog "THL/IC",
YKpaiHa; BCi
cragji
BMPOGHULITBA,
KOHTPOSb
AKOCTI:
ToBapucTso 3
06MexXeHol
BiANOBiga/IbHICT
10
"dapmMaueBTnYH

mMeTofax BunpobyBaHHsA NEPBUHHOI
YNakoBKWN FOTOBOrO /iKapCbKOro 3acooby;
3MiHa nocTavasibH1Ka nakyBasibHUX
MaTepianie abo KOMMNAEKTYHOUYMX; BBEAEHHS
[o4atkoBoi hopmMuy Ta po3Mipy nepBrHHOT
yrnakoBku (chsiakoHy ckiisiHoro 06 emom 100
M/ Ta 125 mMn) i, K HacnigoK 4oAaTkoBOro
poO3Mipy BTOPUHHOI YNakoBKM rOTOBOTO
nikapcbKoro 3acoby
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Ne Hazsa nikapcbko20 dopma BUMyCKY 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby Bionycky | peecmpayitiHo2
0 11ocBi0YeHHs
a KoMmrnaHis
"3popos'a",
YkpaiHa
112. | XOHAPA-CUNA® Kancynu Ne 60 MAT Ykpaina MAT "dapmak" Ykpaina BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 UA/7515/01/01
(10x6) y "dpapmak” mMaTepianis: peyenma
6nictepax y nayui 3MiHa y MeTogax BunpobyBaHHSA roTOBOMO
nikapcbKoro 3acoby; 3MiHa y NepBUHHIi
yNakoBLi FOTOBOro NiKapCcbKoro 3acoby
113. | ULE®PTPAKTAM MopoLLOK AN My6niyuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLitHmnx 3a UA/13736/01/01
pPO3UunHy a/1A akuioHepHe akuioHepHe mMaTepianis: peyernmom
iH'ekuiin, 500 TOBapUCTBO TOBapuCTBO 3MiHW [0 IHCTPYKUIT A1 MeanyHoro
mr/250 mry "HaykoBo- "HaykoBo- 3acTocyBaHHs. BBeeHHA 3MiH NpoTArom
chnakoHax Ne 1 B BUPOGHNUNIA BUPOGHNYMIA 3-x MicsAliB nicns 3aTBepAKEHHSA
nadui abo 6e3 LEHTP LEHTP
navku; y "bopLuariscb "BopLuariBcbKuia
hnakoHax Ne 5 KWl XiMiKO- XiMiKO-
(5x1) y KaceTi B hapmaueBTn hapmaueBTUYH
neHani YHWA 3aBoA" 1 3aBoa”
114. | LE®TPAKTAM NOPOLUOK AN My6niuHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiinHmX 3a UA/13736/01/02
pO34nHy ona akujioHepHe akuioHepHe mMaTepianis: peyenmom
iH'ekyii, 1000 TOBapuncTBO TOBapuCcTBO 3MiHW A0 IHCTPYKUIi 418 MeanyHoro
mr/500 mry "HaykoBo- "HaykoBo- 3acTocyBaHHsi. BBeeHHA 3MiH NPpOTArom
hnakoHax Ne 1 B BMPOGHNYNIA BUPOGHNYMIA 3-X MicsiliB nicns 3aTBepMKeHHA
nadui abo 6e3 LEHTP LEHTP
nayku; y "BopLuariscb "BopLuariBCbkuii
chnakoHax Ne 5 KW Ximiko- XimiKo-
(5x1) y kaceTi B hapmauesTn hapmaueBTUYH
neHani YHWiA 3aB0g" wii 3aBog”

B.o. HayanbHUKa YnpasniHHA dpapMmaleBTUYHOIT
LIANBHOCTI Ta AKOCTI (hapmaveBTUYHOT NPOAYKLiT

T.M. IACKOBCbKUA




NMEPENIK

AopaTtok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
340pPOB’s YKpaiHu
24.02.2016 Ne 130

NIKAPCBbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TIOINYHUX NPEMNAPATIB), AKAM BIAMOB/IEHO ¥
AEPXXABHIN PEECTPALIII, MEPEPEECTPALII TA BHECEHHI 3MIH A0 PEECTPALIIMHUX MATEPIANIB
TA AEPXXABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6HUK KpaiHa riocmasa Mpoyedypa
n/n JNliKapcbKo20
3acoby
1. OVNKNO®PEHAK- | po3uvH ans iH'ekuiii 25 TOB YkpaiHa TOB YkpaiHa 3acigaHHa TEK Ne 42 BiaMoOBUTK y 3aTBEPKEHHI
3400POB'A mr/mMn no 3 mn B amnynax Ne | "®apmaueBTnyHa "papmaueBTny Big 16.11.2015 3MiHM - BUMPaBNEHHSA TEXHIYHNX
5 B kOpobUi 3 KOMMaHis Ha KOMMNaHisi noMWAoK B cneuudpikauii Ta
neperopogkamu, Ne 5 (5x1) "3popos'sa” "3popos " MeToAax KOHTPO/IK0 3a PO3Z4iSIom

y 6nictepax B kopobui

«lpeHTugikauif. Hatpito
MeTabicynbgiT», OCKiNIbKM He
Bignosigae n. 4.2.3 (r) Hakasy
MO3 Ykpainu Big 26.08.2005 p.
Ne 426 (y pepakuii Hakasy MO3
Ykpainu Big 04.01.2013 Ne 3) - He
BignoBigae martepianam
pPeeCTpaLiinHOro 4ocbe

B.0. HavyanbHUKa YnpasniHHA dpapMmaleBTUYHOT

OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. lIacKoBCbKUM
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