MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
15.09.2016 Ne 973
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 A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosnoriuHi mperrapaTv) 3rigHO 3
riepestikoMm (go#aTok 1).

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>KaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHud JfiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtd) 3riHO 3
riepesikoM (JJoAaToK 2).



3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. BimMoBUTH Yy [lep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHeCEHHi 3MiH /10
peecTpaLiiiHUX MarepiasiB Ta [lep>aBHOTO peeCcTpy JiKapChKUX 3acobiB YkKpaiHu

MiKapChbKMUX 3aco0iB 3riiHO 3 TIepeslikoM (40/aToK 4).

5. KOHTpO/1b 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
15.09.2016 Ne 973

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOIN4YHUX NPEMAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Homep
n/n JNliKapcbko20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa liHa BiOnycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocsio4YeHHs1
1. | ADMEHTA 10 TabneTkn, BKpUTI CaH IHaiA CaH PapmacbloTmkan IHais peecTpauis 3a He UA/15449/01/02
NNiBKOBOK 060/I0HKOHO, dapmacboTrKan IHoacTpi3 114 Ha 5 pokiB peyenmom nionsizae
no 10 mr Ne 30 (10x3) y IHpacTpi3 NimiTeq,
6nictepax
2. | ADMEHTA 5 TabneTkn, BKpUTI CaH IHaisa CaH PapmacbioTukan IHais peecTpauis 3a He UA/15449/01/01
NiBKOBOK 060/IOHKOIO, PapmacboTuKan IHoacTpi3 11g Ha 5 pokiB peyernmom nionsizae
no 5 mr Ne 30 (10x3) y IHpacTpi3 Nimiteq,
6nictepax
3. | ANNEPBEN TabneTkn, BKPUTI O-p Pepgj'c IHaisa [-p Pepgai'c Nabopatopic /itg IHais peecTpauis 6e3 nionsizae UA/15436/01/01
NAiBKOBOK 060/TOHKO0 Na6opatopic 14 Ha 5 pokiB peuyenma
no 5 mr Ne 10 (10x1), Ne
20 (10x2) y 6nicTepax
4. | AMIKALMA PO34YmnH Ans iH'ekuiid, 250 ToBapucTBo 3 YkpaiHa ToBapuCTBO 3 06MEXEHOH YkpaiHa peecTpauis 3a He UA/15452/01/01
Mmr/m, no 2 mn a6o 4 06MEeXEeHO BigNoOBifa/bHICTIO (hipma Ha 5 pokiB peyenmom nionsizae
MmNy conakoHax Ne 1 BiZANOBIJANLHICTIO "Hosodapm-biocuHTes"
a6o Ne 10 (5x2) ipma
"HoBodhapm-
BiocnHTe3"
5. | AMITPUOTUNI nopoLuokK (cybcTaHuia) y ToBapucTso 3 YkpaiHa P.N. ®aiiH Yem IHAia peecTpauis - He UA/15427/01/01
HY noABIAHNX 06MexXeHo Ha 5 pokiB nionsizae
FIAPOXNOPWUA, | nonieTuneHoBmx BiANOBIJANLHICTIO
nakertax asis "[locnigHwnii 3aBog,
hapmaLeBTUYHOr0 "THUNC"
3aCTOCYBaHHS
6. | AMILUTPOH® TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapuCTBO 3 [O4ATKOBOIO YkpaiHa peecTpauis 6e3 nionsizae UA/15430/01/01
EKCTPATAB NNiBKOBOK 060/10HKOH0, [,00aTKOBOK BignosiganbHicTio "IHTEPXIM" Ha 5 pokiB peyenma




Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocBiO4YeHHs
Ne 10 (10x1) y BiANOBIAa/IbHICTIO
bnictepax "IHTEPXIM"
7. | APN3NN 10 TabneTkn, BKpUTI CaH IHaisa CaH dapmacboTmkan IHaisa peecTpauis 3a He UA/15431/01/02
NAiBKOBOK 060/I0HKOHO, dapmacboTrKan IHgacTpi3 /14 Ha 5 pokiB peyenmom nionsizae
no 10 mr Ne 30 (10x3) y IHpacTpi3 Nimiteq,
6nictepax
8. | APN3NN 5 TabneTkn, BKpUTI CaH IHaia CaH PapmacbioTmkan IHais peecTpauis 3a He UA/15431/01/01
NNiBKOBOK 060/10HKOIO, dPapmackloTrKan IHpacTpi3 114 Ha 5 pokiB peyenmom niosnsieae
no 5 mr Ne 30 (10x3) y IHpacTpi3 NimiTeq
6nictepax
9. | APTPNAA® PO34MH ANA iH EKLi, TOB "®APMNITA YkpaiHa XAYNT ®APMA NIBPOH PpaHuis peecTpauis 3a He UA/15442/01/01
100 mr/Mn, no 2 mn B YKPAIHA" Ha 5 pokiB | peyenmom | nidnsizae
amnynax Ne 10
10. | ATMA® Tabnetkm Ne 12 (12x1), Pixappg BitTHep Al ABCTpia Pixapp BittHep Al ABCTpIs peecTpauis 6e3 nionsizae UA/8301/02/01
Ne 24 (12x2), Ne 36 Ha 5 pokiB peyernma
(12x3), Ne 48 (12x4) y
6nictepax
11. | Bi- Tabnetkn no 14 mr/10 ne NABOPATYAP dpaHuis Ceps'e (IpnaHgis) IHgacTpic IpnaHgis peecTpauis 3a He UA/15450/01/03
Mpectapiym® N | mr Ne30 (30x1), Ne90 CEPB'E€ nta Ha 5 pokiB peyenmom nionsizae
14 mr/10 mr (30x3) y koHTEliHepi Ans
TabneTok
12. | Bi- Tabnetku no 3,5 mr/2,5 ne NABOPATYAP ®paHuis Ceps'e (IpnaHgis) IHoacTpic IpnaHgis peecTpauis 3a He UA/15450/01/01
Mpectapiym® N | mr Ne30 (30x1), Ne90 CEPB'E€ nTg, Ha 5 pokiB peyenmom nionsizae
3,5 mr/2,5 mr (30x3) y koHTeHepi ans
TabneTok
13. | bBi- Tabnetkm no 7 mr/5 mr NneE NABOPATYAP ®paHuis Ceps'e (IpnaHgis) IHoacTtpic IpnaHgis peecTpauis 3a He UA/15450/01/02
Mpectapiym® N | Ne30 (30x1), Ne90 CEPB'E€ ntp, Ha 5 pokiB peuenmom nionsieae
7 mrl5 mr (30x3) y koHTeliHepi Ans
TabneTok
14. | BPAMITOB PO34¥H ANs iHransauii, K'esi ABCTpis BTOPVHHE NakyBaHHS, ITania/ peecTpauis 3a He UA/15301/01/01
300 mr/4 mn no 4 mn B dapmacbloTikanc KOHTPO/1b SIKOCTi Ta BUMYCK HimeuyunHa Ha 5 pokiB peyenmom nionsizae
amnynax Ne 4 B cTpuni, rmeX cepii:
Ne 16 (4x4), Ne 28 (4x7), K'esi dapmanyeytuyi C.n.A.,
Ne 56 (4x14) ITanis;
BMPOOHULITBO 38 MNOBHUM
LMKNOM:

leHeTik C.N.A., ITanis;
BMPOGHUK Npoaykuii in-bulk,
nepBuHHE Ta BTOPUHHE
nakyBaHHS Ta KOHTPO/1b
AKOCTI:




Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocBiO4YeHHs
Xornonak ®eprakyHrcTexHik
mM6X, HimeuunHa,
BTOPUHHE NaKyBaHHS:
Xononak ®epnakyHrcTexHik
M6X, HimeyunHa
15. | BA3OK/IH- TabneTkn, BKpUTI MpAT YkpaiHa MpAT "®apmaueBTuyHa cipma YkpaiHa peecTpauis 3a He UA/15437/01/01
AAPHNLUA 06010HKO, Mo 10 Mr no "®apmaueBTnyHa "NapHnus" Ha 5 pokiB peuenmom nionsizae
10 TabneTok y dipma "OapHuusa”
KOHTYPHIil YapyHKOBIi
yNakoBL,i; N0 3 KOHTYPHI
YapyHKOBI YNakoBKW B
naduj; no 14 Tabnetok y
KOHTYPHIil YapyHKOBIi
YNaKoBLL; M0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nayui
16. | BA3OKI/IH- TabneTkn, BKPUTI MpAT YkpaiHa MpAT "®apmaueBTuyHa cipma YkpaiHa peecTpauis 3a He UA/15437/01/02
AAPHNUA 060/10HKOI0, M0 20 Mr No "papmaueBTNYHA "NapHuya” Ha 5 pokiB peyenmom nionsizae
10 TabneTok y gipma "OapHuuysa”
KOHTYPHIi1 YapyHKOBIl
ynakoBL,i; N0 3 KOHTYpPHI
YapyHKOBI YNakoBKW B
nadui; no 14 tabneTtok y
KOHTYPHI YapyHKOBIi
yNakoBL,i; N0 2 KOHTYpPHI
YapyHKOBI YNakoBKN B
nayui
17. | AIATHOCTUH- | nopoLwok a5 ToBapucTBo 3 YkpaiHa ToBapMCTBO 3 0OMEXEHO YkpaiHa peecTpauis 6es nionsieae UA/15448/01/01
3400POB'A OpaIbHOrO PO34MHY, MO 06MEXEHOH BiA4NOBiAa/IbHICTIO Ha 5 pokiB peyenma
55,318 r Ne 6 (1x6) y BiANOBIAa/ILHICTIO "®papmaleBT1YHa KOMMNaHis
nakerax "PapmaueBTMYHa "3p0poB'a"
KoMnaHis
"3popos'a’
18. | EHANO3UNA® Tabnetkm no 5 mr Ne 20 MAT "dapmak” YkpaiHa MAT "dapmak” YKpaiHa peecTpauis 3a He UA/15415/01/01
MOHO (10x2), Ne30 (10x3) y Ha 5 pokiB peyernmom nionsizae
6nictepi
19. | EHANO3NA® Tabnetkm no 10 mr Ne MAT "dapmak” YkpaiHa MAT "®apmak” YkpaiHa peecTpauis 3a He UA/15415/01/02
MOHO 20 (10x2), Ne30 (10x3) y Ha 5 pokiB peyenmom nionsizae
6nictepi
20. | ICEHTPECC Tab1eTKM XyBaUlbHi N0 Mepk Wapn i Joym | LUseiuapi BMPOGHUK Hepo3dracoBaHoi CLUA/ peecTpauis 3a He UA/9325/02/01




Ne
n/n

Hassa

JliKapCcbK0o20

3acoby

dopma BUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayi
UHa
npoyeadypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsBio4YeHHs

25 mr Ne 60 y chiiakoHi

loea, IHK

NPOAYKLT:
MateoH ®apmMacbioTikan3 IHK.,
CWA
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, 4O3BI/T HA BMNYCK
cepii:
Mepk Wapn i Joym B.B.,
Higepnangu

Higepnangu

Ha 5 pokiB

peuerimom

nionsieae

21.

ICEHTPECC

TabneTkM XyBaUibHi No
100 mr Ne 60 y donakoHi

Mepk Wapn i Joym
loea, IHK

Weeiiyapi
A

BUPOGHUK Hepo3dhacoBaHoOi
NPOAYKLT:
MateoH ®apmacbtoTikan3 IHK.,
CWA
NnepBuHHE Ta BTOPVHHE
nakyBaHHs, [O3BiN1 HA BUMYCK
cepii:
Mepk Wapn i Joym B.B.,
Hinepnangu

CLUA/
Higepnangn

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
nionsizae

UA/9325/02/02

22,

KCEOMIH

MOPOLLOK A1 PO3YMHY
Ans iH ekuiin, no 50
LD50 ognHuub y
onakoHi Ne 1

Mepy,
dapmacbroTikan3
M6X, HimeyunHa

HimeuunH
a

BUPOGHULITBO
Hepo3d)acoBaHOro NPOAYKTY,
BMNPOGYBaHHSA KOHTPOJIHO
AKOCTI B NpoLLeci
BMPOGHULITBA, KiNbKicHe
BU3HAYEHHSI HA OCHOBI KNiTWH,
nepBrHHE NakKyBaHHS:
Mepy, ®apma F'moX i Ko. KlraA,
HimeuuunHa
BUPOGHULITBO
Hepo3gracoBaHOro NPoAyKTY,
BMNPOGYBaHHSA KOHTPOJIHO
AKOCTI B NpoLLeci
BMPOGHULTBA, BUNPOOYBaHHS
KOHTPO/I0 AKOCTI MPK BUNYCKY
Ta CcTabifIbHOCTI, NepPBMHHE Ta
BTOPVHHE NakKyBaHHS:
14T Bionorika M'M6X,
HimeuunHa
BTOPVIHHE NakKyBaHHs, BUMYCK
cepit:

Mepu Papma 'mM6X i Ko. KlaA,

HimeuunHa/
IpnaHgis

peecTpauis
Ha 5 pokiB

3a
peuenmom

He
nionsizae

UA/15447/01/01




Ne
n/n

HasBa
JliKapCcbK0o20
3acoby

dopma BUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayi
UHa
npoyeadypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsBio4YeHHs

HimeuunHa
BMNpobyBaHHA LD50
(KinbKicHe BU3HAYEHHS
6i0N0riYHOT aKTUBHOCTI):
NeT Nabopatopis
dapmakonorii Ta Tokcukonorii
'M6X Ta Ko.KI, HimeyunHa
Uapnb3 Pisep JlabopaTtopi3
MpekniHiken Cepgices AineHp,
Ntp, Ipnangis
KiNbKiCHE BM3HaYEHHSA
BOTYNiHIYHOrO HEViPOTOKCUHY
Clostridium Botulinum tuny A
(ELISA):

Mepy, PapmacbtoTikans M'meX,
HimevunHa

23.

KCEOMIH

MOPOLLIOK AN151 PO3YNHY
NS i1 ekui, no 100
LD50 oguHuLb y
donakoHi Ne 1

Mepy,
dapmacbioTikan3
Mm6X, HimeyunHa

HimeuunH
a

BMPOGHULITBO
Hepo3dhacoBaHOro NPOAYyKTY,
BUMNPOOYBaHHSA KOHTPOSHO
SIKOCTi B NPOLLECi
BMPOGHULITBA, KiNlbKiCHe
BW3HAUYEHHS HA OCHOBI KNiTUH,
NnepBrHHE NaKyBaHHS:
Mepy, ®apma M'm6X i Ko. KlraA,
HimeuunHa
BUPOGHULITBO
Hepo3d)acoBaHOro NPOAYKTY,
BMNPOBYBaHHA KOHTPO/IIO
AKOCTI B NpoLLeci
BMPOGHULTBA, BUNPOOYBaHHS
KOHTPOJIt0 SIKOCTi MPU BUMYCKY
Ta cTabiNbHOCTI, NepBUHHE Ta
BTOPUHHE NaKyBaHHS:
14T Bionorika TM6X,
HimeuunHa
BTOPUHHE MaKyBaHHS, BUMYCK
cepii:

Mepy, ®apma I'm6X i Ko. KlraA,
HimeuunHa
BunpobysaHHs LD50
(KiNibKiCHE BU3HAYEHHS

HimeuunHa/
IpnaHais

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
nionsizae

UA/15447/01/02




Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocBiO4YeHHs
6i010riYHOT aKTUBHOCTI):
NeT Naboparopis
dapmakosnorii Ta Tokcukonorii
'm6X Ta Ko.Kr, HimeuunHa
Yapnb3 Piep /labopaTopi3
MpekniHiken Cepgice3 AineHp,
Nr1a, lpnangis
KiNnbKiCHEe BU3HAYEHHS
BOTyNiHIYHOrO HEPOTOKCUHY
Clostridium Botulinum tuny A
(ELISA):
Mepy, PapmacbtoTikans M'moéX,
HimeyunHa
24. | MAKCTrANH kancynu no 150 mr Ne CaH IHois CaH dapmacboTrKan IHAis peecTpauis 3a He UA/15451/01/02
150 30 (10x3), Ne 60 (10x6) dapmacboTrKan IHoacTpi3 11g Ha 5 pokiB peyenmom nionsizae
y cTpynax IHpacTpi3 Nimiteq
25. | MAKCIFANIH 75 | kancynu no 75 mr Ne 30 CaH IHaisa CaH dapmacbloTmkan IHais peecTpauis 3a He UA/15451/01/01
(10x3), Ne 60 (10x6) y dapmacboTrKan IHaacTpi3 /I1q, Ha 5 pokiB peyenmom nionsizae
cTpunax IHaacTpi3 Nliviteq
26. | METOK/IOMPA | nopoLoK KpucTaivyHuii ToBapucTso 3 YkpaiHa INKA Nabopartopis flimites, IHais peecTpauis - He UA/15444/01/01
Miay abo KkpucTtanu o6MmexeHol Ha 5 pokiB niosnsieae
rIAPOXNOPUA | (cybecTaHuisa) y BiANOBiJANLHICTIO
noABINHNX "papmaueBTnyHa
nonieTUIeHOBUX KoMnaHis
naketax asis "3p0poB'a”
hapmaLeBTUYHOr0
3aCTOCYBaHHS
27. | MIANAEKC TabneTkn, BKpUTI 3AT "IHTENI NutBa NABOPATOPIOC HOPMOH, IcnaHis peecTpauis 3a He UA/15446/01/01
NAiBKOBOK 060/I0HKOHO, FEHEPUWKC HOPLA'" C.A. Ha 5 pokiB peyenmom nionsizae
no 25 mr Ne 10 (10x1)
a6o Ne 20 (10x2) y
6nictepax
28. | MOMETAS3OHY | nopouwok (cybcTaHuis) y | Yemo I6epika, C.A., Icnanis IHaycTpiane Kimika, c.p.n. ITanisa peecTpauis - He UA/15441/01/01
DPYPOAT NoABIAHNX Icnanis Ha 5 pokiB nionsizae
nonieTUIeHoOBUX
naketax as
thapmaLeBTUYHOTO

3aCTOCyBaHHA




Ne
n/n

HasBa
JliKapCcbK0o20
3acoby

dopma BUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayi
UHa
npoyeadypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsBio4YeHHs

29.

HIBECTUM

PO34uMH ANs iH'eKuili abo
iHdy3il no 12 maH Of,
(120 mkr)/0,2 mny
nonepeaHL0
HanoBHEHUX LIMNpULIAxX
MicTKicTio 1 ma Ne 1, Ne
5, Ne 10

AngoreH IMNKo
C.ap.n.

TMokcemby
pr

BMPOGHUK, LLIO BiAMOBIAaE 3a
BUNYCK cepil:
XOCTIPA EHTEPMNPAW3EC
B.B., Higepnangy;
BUPOGHULTBO "in bulk",
KOHTPO/b cepii y npoueci
BMPOOHULITBA, TECTYBAHHSA
BUNYLLEHOI cepii, TeCTyBaHHA
CTabiNIbHOCTIi, NepBMHHE Ta
BTOPUHHE NakKyBaHHS:
XOCIHMIPA 3ArPEB A.0.0.,
Xopsaris;
KOHTPO/1b SIKOCTi, TECTYBaHHA
BUMNYLLEHOT cepii:
MNIBA XOPBATIA NTA,,
Xopsarisi;
KOHTPOJ1b SIKOCTi, TECTYBaHHSA
BUNYLLEHOT cepii, TeCTyBaHHA
cTabinbHoCTI:

SGS J/1a6 CaiimoH CA,
Beneris;

KOHTPO/b SIKOCTi, TECTYBaHHS
BUMYLLEHOI cepii, TeCTyBaHHSA
CTabinbHOCTI:
FEHEPA AHANITIKA A4.0.0.,
Xopsarisi;
aNbTePHATUBHUIA BUPOBHMK
BTOPWHHOrO NakyBaHHS:
CBYC ®APMA A.C., Yecbka
Pecny6nika

Higepnangu
/

Xopsaris/
Benebris/
Yecbka
Pecny6nika

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
nionsizae

UA/15455/01/01

30.

HIBECTUM

PO34uMH ANs iH'ekuili abo
iHchy3iii no 30 mnH OJ,
(300 mkr)/0,5 mny
nonepeaHL0
HamoBHEHMX LUNpULax
micTkicTio 1 mn Ne 1, Ne
5, Ne 10

AnsoreH IMNMKo
C.ap.n.

TMokcemby
pr

BMPOGHUK, L0 BiAMNOBIAAE 3a
BUMYCK cepil:
XOCTIPA EHTEPMNPAW3EC
B.B., Higepnangu;
BUPO6GHULTBO "in bulk",
KOHTPO/1b Cepii y npoueci
BUPOGHULTBA, TECTYBAHHS
BUNYLLEHOI cepii, TeCTyBaHHA
cTabiNbHOCTI, NepBMHHE Ta
BTOPVIHHE NaKyBaHHS:
XOCHMIPA 3ATPEB 4.0.0.,
Xopsarisi;

Hinepnangn
/

Xopsaris/
Benebria/
Yecbka
Pecny6nika

peecTpauis
Ha 5 pokiB

3a
peyenmom

He
nionsizae

UA/15455/01/02
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Ne
n/n

HasBa
JliKapCcbK0o20
3acoby

dopma BUMyCKy
(nikapcbka ¢hopma,
ynakoska)

3asisBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayi
UHa
npoyeadypa

Ymosu
BionycKky

Peknamys
aHHs1

Homep
peecmpayitiHo
20
nocsBio4YeHHs

KOHTPOJ1b SIKOCTi, TECTYBaHHSA
BUNYLLEHOT cepi:
MNIBA XOPBATIA NTA.,
Xopsaris;
KOHTPO/b SKOCTi, TECTyBaHHSA
BMNYLLEHOI cepii, TECTyBaHHSA
CTabiNbHOCTI:

SGS Nla6 CaiimoH CA,
Benbris;

KOHTPO/b AKOCTi, TECTyBaHHSA
BUNYLLEHOT cepil, TeCTyBaHHA
cTabinbHOCTI:
FEHEPA AHANITIKA 4.0.0.,
Xopsaris;
anbTepHaTUBHUIA BUPOBHUK
BTOPUHHOrO NakyBaHHS:
CBYC ®APMA A.C., Yecbka
Pecny6nika

31.

HIBECTUM

pO34MH Ans iH'exuili abo
iHdpy3iin no 48 mnH O/,
(480 mkr)/0,5 MmNy
nonepeaHL0
HanoBHEHUX LIMpULax
micTkicTio 1 M1 Ne 1, Ne
5, Ne 10

AnsoreH IMNMKo
C.ap.n.

Nokcemby
pr

BMPOGHUK, LLIO BiAMNOBIAaE 3a
BUMYCK cepii:
XOCMIPA EHTEPMPAM3EC
B.B., HigepnaHay;
BMpo6HULTBO "in bulk",
KOHTPO/Ib cepii y npoueci
BMPOGHULITBA, TECTYBaHHS
BUMYLLEHOI cepii, TeCTyBaHHA
CTabiNIbHOCTI, MepPBUHHE Ta
BTOPUHHE NakyBaHHSA:
XOCMNIPA 3ATPEB A.0.0.,
Xopsaris;
KOHTPO/b SKOCTi, TECTYBaHHS
BUNYLLEHOI cepii:
MNIBA XOPBATIA NTA,,
Xopsarisi;
KOHTPO/1b SIKOCTi, TECTYBaHHSA
BUMYLLEHOI Cepii, TECTyBaHHSA
cTabinbHOCTI:

SGS /la6b CaiimoH CA,
Benebris;

KOHTPO/1b SIKOCTi, TECTYBaHHS
BUNYLLEHOI cepii, TeCTyBaHHA
cTabinbHOCTI:

Higepnangn
/

Xopsarisa/
Benebria/
Yecbka
Pecny6nika

peecTpauis
Ha 5 pokiB

3a
peuenmom

He
nionsizae

UA/15455/01/03
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Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocBiO4YeHHs
FEHEPA AHANITIKA 4.0.0.,
Xopsarisi;
albTepHaTUBHUI BUPOBHNK
BTOPWUHHOIO NaKyBaHHA:
CBYC ®APMA A.C., Yecbka
Pecny6nika
32. | HIMEOAP renb, 10 mr/rno 301y MpAT YkpaiHa MpAT "dapmaneBTnyHa ipma YkpaiHa peecTpauis 6es nionsieae UA/15433/02/01
Ty6i, no 1 Ty6i B nayu,i "papmavleBTnyHa "OapHuua” Ha 5 pokiB peyernma
dipma "dapHuus”
33. | HOBOCTE3WH | po3uunH a5 iH ekuiid, 5 ToBapucTso 3 YkpaiHa ToBapuCTBO 3 06MEXEHOHD YKpaiHa peecTpauis 3a He UA/15457/01/01
Mr/mano5wmny 0BMEeXeHO BigNoOBifa/bHICTIO thipma Ha 5 pokiB peyenmom nionsizae
donakoHax Ne 10 (5x2), BiAMNOBI4a/TbHICTIO "HoBodhapm-BiocuHTes"
no 10 mn a6o 20 mny ipma
hnakoHax Ne 5 (5x1) "HoBodapm-
BiocnHTe3"
34. | HOBOCTE3WH | po3uuH s iH ekuii, 2,5 ToBapucTBo 3 Ykpaina ToBapuCTBO 3 06MEXEHOID Ykpaina peecTpauis 3a He UA/15457/01/02
mr/mn no 200 mny 06MEeXeHot BigNoBifa/bHICTIO thipma Ha 5 pokiB peyenmom niossizae
nasLwkax BiANOBIJANLHICTIO "HoBodapm-biocuHTes"
thipma
"HoBodhapm-
BiocnHTes"
35. | ONIHANT TabneTkn, BKPUTI BIOCAMHC NTA, CnonyueH AkTasic 1174, ManbTa peecTpauis 3a He UA/15460/01/02
NNiBKOBOK 060J/I0HKOHO, e Ha 5 pokiB peyenmom nionsizae
no 100 mr Ne 1, Ne 4y KoponiscT
6nictepax BO
Benvko6p
UTaHii i
MiBHIYHOI
Ipnangii
36. | ONTHANT TabneTkn, BKPUTI BIOCAMHC NTA, CnonyueH AkTasic 174, ManbTa peecTpauis 3a He UA/15460/01/01
NAiBKOBOK 060/T0HKOI0 e Ha 5 pokiB peyenmom nionsizae
no50mrNe 1, Ne 4y KoponiscT
6nictepax BO
Benvko6p
UTaHil i
MiBHIYHOT
Ipnanaii
37. | NAPKI3ON Tabnetkm no 0,25 mr Ne CaH IHaisa CaH dapmacbioTrkan IHais peecTpauis 3a He UA/15432/01/01
30 (10x3) y 6nicTepax dapmacbloTrKan IHoacTpi3 114 Ha 5 pokiB peyenmom niossizae
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Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA tiHa BionycKky aHHs peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocBiO4YeHHs
IHgacTpi3 JlimiTeq,
38. | NAPKI3ON Tabnetkm no 1 mr Ne 30 CaH IHaisa CaH dapmacboTmkan IHais peecTpauis 3a He UA/15432/01/02
(10x3) y 6nicTepax dapmacboTrKan IHoacTpi3 1Tq Ha 5 pokiB peyenmom nionsizae
IHaacTpi3 Jliviteq,
39. | NNMKOLWA €eKCTPakKT Cyxuii MAT "dapmak” YkpaiHa AnbaH Mionnep IHTepHeLwwHn dpaHuis peecTpauis - He UA/15417/01/01
3BUYANHOIO | (cy6eTaHuis) B nakeTax Ha 5 pokiB nionsizae
NnNcTA YOTUPLOXLLAPOBUX A1
hapmaLeBTUYHOTO
3acTocyBaHHs
40. | PE3OJICTA® TabneTkn, BKPUTI TOB "[XXOHCOH & Pocilicbka BUPOGHULTBO cuwaA/ peecTpauis 3a He UA/15459/01/01
NAiBKOBOK 060/I0HKOHO, J[DKOHCOH" depepadi Hepo3dhacoBaHOro NPOAYKTY: ITanis Ha 5 pokiB peyenmom nionsizae
no 800 mr/ 150 mr Ne 30 a Anccen Opto JI/IC, CLUA;
y thrakoHi nepBUHHA Ta BTOPMHHA
ynakoBKa, BUNYycK cepil:
AHcceH-Cinar C.n.A., ITanis
41. | CUMOAA Kancynu 3AT «Papmnira» NutoBecbka | BANIKAH®APMA-AYTMHNLA Bonrapis peecTpauis 3a He UA/15445/01/01
racTpoOpe3nCTEeHTHI Pecny6nik AL Ha 5 pokiB peyenmom nionsizae
TBEpAi, no 30 mr Ne 28 a
(7x4) y 6nicTepax
42. | CUMOJAA Kancynu 3AT «dapmnira» Nutoscbka | BANIKAHOAPMA-AYNMHNLA Bonrapisa peecTpauis 3a He UA/15445/01/02
racTpope3nCTeHTHI Pecny6nik AL Ha 5 pokiB peyernmom nionsizae
TBEpPAi, No 60 Mr Ne 28 a
(7x4) y 6nictepax
43. | COPBEHTOIE refib opasbHuii 0,7 r/r ToBapucTso 3 YkpaiHa ToBapuCTBO 3 06MEXEHOHD YKpaiHa peecTpauis 6e3 niossizae UA/15453/01/01
nb no135r, 270r,405ry 06MEeXEeHO BifNOBiAa/IbHICTIO Ha 5 pokiB peuyenma
KoHTenHepax Ne 1 BiANOBIJANLHICTIO "®apmaueBTuyHa hipma
(BUpOGHMUTBO 3 "hapmaueBTnYHA "BepTekc"
npoaykuii in bulk hipma "Beprekc” YkpaiHa
TosapucTsa 3
06MexXeHo
BiANOBiJANLHICTIO
"PapmaLeBTUyHa
KoMnaHisa "30pos ",
YKpaiHa)
44. | CNAPK® Karncynu nposioHroBaHoi MAT "dapmak" YkpaiHa MAT "dapmak" YkpaiHa peecTpauis 3a He UA/15443/01/01
aii TBepai no 200 mr Ne Ha 5 pokiB peyenmom nionsizae
30 (10x3), Ne 50 (10x5)
B 6nicTepi
45. | YKPNIB® Tabnetkm 500 mr Ne 30 TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" Ykpaina peecTpauis 3a He UA/11750/01/02
(10x3), Ne 100 (10x10) y PAPM" Ha 5 pokiB peyenmom nionsizae

6nictepax
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Ne Hassa dopma BUMyCKy 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpayi Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asB8HUKA BUPOGHUKa liHa BiOnycKky aHHs1 peecmpayitiHo
3acoby ynakoska) npoyeadypa 20
nocsioYeHHs1
46. | ®JTYOLUMNHOHI MOPOLUOK KpUCTaNIYHWIA CninbHe YkpaiHa dapmabioc C.n.A. ITanisa peecTpauis - He UA/15428/01/01
A MIKPO (cybeTaHuis) y YKpaiHCbKO- Ha 5 pokiB niosnsieae
noABIAHNX icnaHcbke
NonieTUNEHOBUX MilLKax nignpuUeEMCTBO y
ansa hapmaneBTUYHOro chopmi ToBapucTBa
3acToCyBaHHs 3 06MEXEHOH
BiAMNOBI4a/TbHICTIO
"Cnepko YkpaiHa"

HauyanbHUK YnpaBniHHA
thapmaneBTUYHOI AiANBHOCTI Ta
AKOCTI (hapmMmaueBTUUHOI NPOAYKLi T.M. JIACKOBCbKUW




NMEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHu
15.09.2016 Ne 973

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayitiHa Ymosu Peknamysa Homep
n/n JliKapCbKO20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky HHS peecmpayjiliHo2o
3acoby ynakosKa) NnocBi0YeHHs1
1. | ATBAHTAP PO34MH AJ151 Opa/IbHOro TOB "Epcenb YkpaiHa LWaHenb Megjkan Ipnangis nepepeecTpawis Ha 6e3 peyenma nidnsieae UA/11554/01/01

3acrtocysaHHs 20 %, no
30 mn abo 100 mny
KOHTelHepi; no 1
KOHTelHepy pa3om 3
[03YHOUUM LUNpULEM
Ta/abo MipHUM
CTakaH4MKoMm B
KapTOHHI navui

Papma YkpaiHa"

HeoOMeXeHy KinbKiCTb
pokis; 3miHu | Tuny:
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy.
3MiHa y KOpoTKili
XapakTepucTuLj
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeANYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsapHo
OHOB/1HOBAHOrO 3BITY 3
6e3rnekmn Nikapcbkoro
3acoby, abo
pocnipkeHs 3 6e3neku
3aCTOCyBaHHSA
nikapcbKkoro 3acoby B
nicnspeecTpaviiHnii
nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY
3 AOCNigKEHb,
npoBeAeHVX BignoBigHO
[0 NnaHy negiatpuyHmx
pocnigpkeHs (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom), (3miHu
BHECEHO [0 IHCTPYKLT
AN MeauyHoro
3aCTOCyBaHHSA
npenapary Ao po3giny




15

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

"MpoTunokasaHHA"
(BrnyyeHe nokasaHHA
"Kapgiomionaria®), a
TakoX [0 po3ainis
«Mo6iuHi peakwii»,
«Oco6mnBOCTi
3acTOCyBaHHSA»
BigNoBigHO 0
iHchopmawii cTocoBHO
6e3nekun gjryoi
peyoBuHM). 3rigHo 3
n.1.13 popartky 15
Haka3y MO3 YkpaiHu
Bif, 23.07.2015 Ne460
HaflaHO rapaHTiiHuiA
JINCT Bif, 3asBHMKaA
oo HagaHHa MNyP
yepes 2 poku Bif
BBE[EHHS B fit0
Mopsaky (Ao
30.10.2017)

AEPO®INIIH®

Tabnetkn no 400 mr Ne
20 (10x2) y 6nictepax

Eii. Bi. Ci.
dapmacboTium
AT

ITanis

Eii. Bi. Ci.
dapmacbloTiuy AT

ITanis

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
Tvny: 3MiHK Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
BBegeHHsA abo 3MiHn
[0 y3arasibHeHnx
[aHuX Npo cuctemy
hapmakoHarnsagy
(BeoeHHs
y3arasibHeHUX AaHux
npo cuctemy
chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BiAnoBigasibHOT
3a 3[iliCHEeHHs
chapmakoHarnsgy;
KOHTaKTHOI ocobm 3
thapmakoHarnsgy
3asBHUKA 4NA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaliHi, SIKLLLO BOHa
BiIMiHHA Bif

3a peyenmom

He nidnsi2ae

UA/4391/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

YMOBHOB&XeHOT 0cobwy,
BignoBigabHOI 3a
3[jiiCHEHHS
thapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHW y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHu | TUny:
AMIHICTpaTVBHI 3MiHW.
BunyueHHs BUPO6HUYOI
AinbHUUI (BKIOYaKOUM
ginbHuui ansa Adl,
NPOMDKHOrO NPOAYKTY
abo rotoBoro
nikapcbkoro 3acoby,
AinbHUUI AnA
npoBefeHHs
nakyBaHHS, BUPOGHUKa,
BiANOBIAa/IbHOIO 3a
BWMNYCK Cepiid, MicLe
npoBeAeHHsI KOHTPO/I0
cepii) abo
noctavyasibHuKa
BUXiQHOrO MaTepiany,
peareHTy a6o
[0MOMDKHOT PEYOBUHM
(AKLLO 3a3HaYeHO Y
[0CbE) — BUTYYEHHSA
BMPOGHMKa Aitoyoi

PEYOoBUHM.
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO /1iKapCbKOro
3aco6y (OHOB/IEHHSA
npoueaypu
BUMPOOYBaHHA A1
npvBeAeHHs y
BIANOBIAHICTD 3i
3MiIHEHOI0 3araibHO0
ctatteto JdY abo
€BponelicbKoi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

hapmakonei). CynyTHa
3MiHa: 3MiHM 3 AKOCTI.
FoToBWIA NiKapCbKMii
3aci6. KoHTposb
roTOBOrO /iKapCbKoro
3acoby. 3miHa
napameTpis
cneuudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO J1iKapCbKOro
3ac06y (BHECEHHS 3MiH
[0 fgocbe nicns
OHOB/IEHHSA 3arasibHOT
CTaTTi Ha roToBYy
nikapcbKy dopmy 'y
[oY/EBponelicbkiii
thapmakonei), Po3gain
"MBY",— po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTb 40 BUMOT
[LjiH0Y0ro BrgaHHa €.
3MiHY | TUNY: 3MiHK 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
CTabinbHicTb. 3MiHa y
TepMiHax NpuaaTHoCTI
abo ymoBax 36epiraHHs
roTOBOrO /iKapCbKOro
3aco6y (36iNbLUeHHS
TEepMiHy NpMAATHOCTI
roTOBOrO /iKapCbKoro
3aco6by) - [ina Toprosoi
yNaKoBKu
(nigTBEPOXYETHCA
[aHUMKN peasibHoro
yacy) — 36i/bLUeHHs
TepMiHy npuaaTHocCTi
rOTOBOrO /1iKapCbKOro
3aco6y Ha OCHOBI
OHOB/IEHUX AaHUX
BMBYEHHS CTabiNbHOCTI
(3 3-x #0 5-Tu pokis).
3MiHY | TUNY: 3MiHK 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKkoro 3acoby.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3miHa napameTpis
cneundikauii Ta/abo
[OMYyCTUMUX MEX
roTOBOrO J1iKapCbKOro
3aco6y (iHLi 3MiHK) —
pO3MeXyBaHHS
cneupmdikauii Ha BUMyCcK
Ta TePMiH NpUAATHOCTI
y BifnoBigHiCTb f0
marepianis
BMpOGHUKA.)

APAHECH

pO34nH AN1 iH'eEKUin, 25
MKr/MA1, nonepegHL0
HanoBHEHW WnpuL, 3
aBTOMATUYHUM
3anobixHukom ronku 0,4
M1 Nely 6nictepi B
Kopo6Li; nonepeHbL0
HanoBHeHwi wnpuy, 0,4
M Nel B kOpoo6Lj;
nonepeAHL0
HanoBHeHwi wnpuy, 0,4
M1 Nely 6nictepi B
Kopoobui

AmMIXeH €spona
B.B.

Higepnangn

MapkyBaHHA,
BTOPUHHE MaKyBaHHSA
Ta BMNYCK cepil:
AmMXeH €spona,
HinepnaHngu

Brpo6HMLTBO,

nepBuUHHE NakyBaHHA:

AmaKeH
MaHydbekuypiHr
Nimiteq, CLLWA

Higepnangn/
CLWA

nepepeecTpaujis Ha
HeobMeXeHWi TepMIH;
3MiHu | TUNy: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MmiHa y KOpoTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi Ans
MeAnYHOro
3acTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 fOCNiHKEHD,
npoBefeHnX BifnoBigHO
[0 NnaHy negiatpuiHmx
pocnimpkeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHu Wwoa0
OHOB/IEHOI iHChopMaLil
3 6e3nekn BHECEHO A0
IHCTPYKLi Ans
MeAnYHOro
3acTocyBaHHs
npenapary A0 po3ginis

3a peyenmom

He nionsieae

UA/11437/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

«Mo6iuHi peakyi»,
«Oco6nmnBoCTi
3aCTOCYBaHHA»,
«B3aemogisi 3 iHW1MK
nikapcbknmu 3acobamu
Ta iHWi BUAN
B3aEMOAjI»,
«3aCcToCyBaHHA y
nepiog, BaritTHocTi abo
rofyBaHHs rpyano»
BiANoBigHO 0
pekomeHAaLii
JenaptameHTy
nicnspeecTpauiiHoro
Harnagy Ta KopoTKoi
XapakTepucTuku
nikapcbKoro 3acoby)

APAHECH

pO3unH ANa iH'ekuiid, 100
MKr/MA1, nonepeaHL0
HanoBHEHWI Wnpu, 3
aBTOMaTUYHUM
3anob6ixHrKom ronku 0,3
M1 Nely 6nictepi B
Kopo6Li; nonepegHbL0
HanoBHeHwui wnpuy 0,3
M Nel B kOpoo6Lj;
nonepeAHL0
HanoBHeHwui wnpuy 0,3
M1 Nely 6nictepi B
Kopoobui

AmMIXeH €spona
B.B.

Higepnangn

MapkyBaHHA,
BTOPUHHE MaKyBaHHSA
Ta BMNYCK cepil:
AmMXeH €spona,
HinepnaHngu

Brpo6HMLTBO,

nepBuUHHE NakyBaHHA:

AmaKeH
MaHydbekuypiHr
Nimiteq, CLLWA

Higepnangn/
CLWA

nepepeecTpaujis Ha
HeobMeXeHui TepMIH;
3MiHuM | TUNy: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MmiHa y KopoTkili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi ans
MeAnYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro
3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 flOCNiKEHD,
npoBefeHnX BifnoBigHO
[0 NnaHy negiatpuiHmx
pocnimpkeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHu woao

3a peyenmom

He nionsieae

UA/11437/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

OHOBJIEHOI iHChopMaLil
3 6e3nekun BHECEHO A0
IHCTPYKLji Ans
MeAnYHOro
3acTocyBaHHS
npenapary [0 po3ginis
«Mo6iyHi peakyii»,
«OcobnmnBoCTi
3aCTOCYBaHHSA»,
«B3aemogisi 3 iHW1MKn
nikapcbknMmu 3acobamu
Ta iHWi BUAN
B3aEMOAjI»,
«3aCcToCyBaHHA y
nepiog, BaritTHocTi abo
rofyBaHHs rpyano»
BiANoBiAHO [0
pekomeHAaLii
JenaptameHTy
nicnsapeecTpauiiHoro
Harnagy Ta KopoTKoi
XapakTepucTuku
nikapcbKoro 3acoby)

APAHECH

PO34MH ANns iH'ekuin, 500
MKr/MA1, nonepeaHL0
HanoBHEHWI Wnpu, 3
aBTOMAaTUYHUM
3anob6ixHrKom ronku 1,0
M1 Nely 6nictepi B
Kopo6Li; nonepegHbL0
HanoBHeHwi wnpuy, 1,0
M Nel B kOpoo6Lj;
nonepeAHL0
HanoBHeHwi wnpuy, 1,0
M1 Nely 6nictepi B
Kopoobui

AmMIXeH €spona
B.B.

Higepnangn

MapkyBaHHA,
BTOPUHHE MaKyBaHHSA
Ta BMNYCK cepil:
AmMXeH €spona,
HinepnaHvgu

Brpo6HMLTBO,

nepBUHHE NakyBaHHA:

AmaKeH
MaHydbekuypiHr
Nimiteq, CLLWA

Higepnangn/
CLWA

nepepeecTpaujis Ha
HeobMeXeHW TepMIH;
3MiHu | TUNy: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MmiHa y KopoTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi ans
MeAnYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpaviiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 OCNiKEHD,
npoBefieHNX BifNoBigHO

3a peyenmom

He nionsieae

UA/11437/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

[0 NNaHy negiatpuiHmx
pocnimpkeHb (PIP)
(3MiHY y3rofpkeHo 3
KOMNETEeHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHu LWoa0
OHOBJIEHOI iHChopMaLil
3 6e3nekn BHECEHO A0
IHCTPYKLi Ans
MeAnYHOro
3acTocyBaHHS
npenapary o po3ginis
«Mo6iuHi peakyi»,
«OcobnmnBoCTi
3aCTOCYBaHHSA»,
«B3aemogisi 3 iHWMMK
nikapcbknmu 3acobamu
Ta iHWi BUAN
B3aEMOAjI»,
«3aCcToCyBaHHA y
nepiog, BaritTHocTi abo
rofyBaHHs rpyano»
BiANoBiAHO [0
pekomeHAaL;ii
JenaptameHTy
nicnspeecTpauiiHoro
Harnagy Ta KopoTKoi
XapakTepucTuku
nikapcbKoro 3acoby)

AYPOKCOH

MOPOLLIOK A/151 PO3UNHY
Ans iH'ekuii abo iHdy3ii
no 1000 mr y donakoHax
Ne 1

Aypo6iHao
®apma /114

IHais

AypobiHgo ®apma J/1Tg

IHgis

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHM |
TMny: 3miHa
HalilMeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IHOYa0uM Micue
npoBeAeHHsI KOHTPO/I0
AKOCTI (yci iHLWi
AinbHUui). 3miHm | Trny:
3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3arasibHeHnX

3a peyenmom

He niosisieae

UA/11624/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

[aHuX Npo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUxX AaHnx
npo cuctemy
thapmakoHarnagy,
3MiHa YyNOBHOB&XEHOT
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4NA
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/HOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-
thaiina cuctemu
dhapmakoHarnagy)

AYPOKCOH

MOPOLLIOK A4/191 PO3UNHY
Ans iH'ekuii abo iHdy3ii
no 2000 mr y donakoHax
Ne 1

Aypo6iHao
®apma /114

IHais

Aypo6iHgo ®apma J1tg,

IHgis

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
TMny: 3miHa
HalilMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IHOYatouM Micue
npoBeAeHHsI KOHTPOI0
AKOCTI (yCi iHLWi

AinbHUui). 3miHm | Trny:

3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3aranbHeHnx
[aHuX nNpo cuctemy
thapmakoHarnsgy
(BefeHHs

3a peyenmom

He nionisieae

UA/11624/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

y3ara/ibHeHUx AaHnx
npo cucTemy
thapmakoHarnagy,
3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4NA
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/IOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MILLEHHI MacTep-
thaiina cuctemu
dhapmakoHarnagy)

AYPOKCOH

NOPOLLIOK 4/191 PO3UNHY
Ans iH'ekuii abo iHdy3ii
no 500 Mr y chiakoHax
Ne 1

Aypo6iHao
®apma /114

IHais

Aypob6ingo ®apma J1Tg,

IHgis

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
TMny: 3miHa
HalilmeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IHOYatouM Micue
npoBeAeHHs1 KOHTPO/I0
AKOCTI (yci iHLWi

AinbHUui). 3miHm | Trny:

3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3aranbHeHnx
[aHuX nNpo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUX AaHnx
npo cucTemy
hapmakoHarnsgy,

3a peyenmom

He niossieae

UA/11624/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4N1A
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsagy
(BK/IOYAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MILLEHHI MacTep-
thaiina cuctemu
dhapmakoHarnagy)

BICAKOAUN

MOPOLLIOK (Cy6CTaHuis) y
nakeTax noABinHMX
nosieTMneHoBux ans
hapMaLeBTUYHOIO
3acTocyBaHHs

TOB
"®APMEKC
reymn"

Ykpaina

AILLMEH
®APMACHHIOTIKA/IC
EH/, KEMIKANC
NIMITEL,

IHgis

nepepeecTpauist Ha 5
pOKiB y 3B 5A3KY i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujinHoro
NoCBigYEHHST; 3MiHN |
TUny: 3MiHM 3 SIKOCTI.
Ceprtuchikat
BignoBigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpad
ii. MogaHHs HoBOrO abo
OHOBJIEHOTO
cepTugikata
BiANOBIAHOCTI a60
BUJTYYEHHS
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei: gnsa Adl;
[ANs BUXiAHOro
Marepiany/peareHTy/np
OMDKHOTO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCSH Y
BMPOGHMLTBI A®I; ans
[L0MOMDKHOT peyoBUHU
(ceptucpikat

He niosisieae

UA/11715/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

BignoBigHOCTI
€Bponeiicbkili
hapmakoner) -
OHoBReHwnit cepTudikat
Bifj y)ke 3aTBEPAKEHOr0
BMPOGHMKA(,
(npuBepeHHs agpecu
BUPOBHNYMX AiNbHULb Y
BIAMNOBIAHICTb [0
agpecu y cepTudikari
BignoBigHOCTI
€BponelicbKoi
dapmakoner;
npvBeAeHHs po3giny
«PO3YMHHICTb» Y
BiANOBIAHICTb A0 BUMOT
MoHorpadii
«Bisacodyl» gitoyoro
BMAAHHA €BponencbKol
dapmakonei).
MpuBeaeHHs
3acToCyBaHHSA
cy6cTaHUiii o BUMoOr
Aitoyoro BugaHHa JPY;
3aTBEPMAKEHO: «AN1A
BMPOGHMLTBA
CTEPUIBHUX NIKAPCbKMX
hopm»;
3anponoHOBaHO: «ANs
hapmaLeBTUYHOIO
3aCTOCYBaHHA»)

10.

BICAKOAW-
DAPMEKC

CYno3uTopii peKTasbHi
no 10 mr Ne 10 (5x2) y
cTpunax

TOB
"®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
nocsigyeHHs; 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
FoTOBWMIA Nikapcbkuii
3aci6. KoHTposnb
roOTOBOrO /1iKapCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo
[OMyCTUMUX MEX
roTOBOrO NiKapCbKOro
3ac06y (BHECEHHS 3MiH
[0 focke nicns
OHOBJ1EHHS 3arasibHO1

6e3 peyenma

nionsieae

UA/11607/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CTaTTi Ha roToBy
nikapceky hopmy y

LoY/EBponelicbkiit
hapmakonei), (po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTb A0 BAMOT
Ail4oro BuaaHHs
AdY). 3minm | TUNYy:
3MiHu 3 siKoCTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax
cneuudikauin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisix Ha Adl,
abo
BUXIZAHUA/NPOMiXHWIA
npoayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y
npoteci BUpo6HMLTBa
A®| (iHWi 3MiHN),
(po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO y
BiANOBIAHICTb 40 BUMOT
Ai04Oro BMAaHHA
A®Y). 3minnm Il Tuny:
3MiHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa
BMPOGHMKa
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPVICTOBYHOTBCS Y
BUPOBHMYOMY NpoLieci
A®I, abo 3miHa
BMPOGHMKa
(Brovaroun, ge
HeobxigHo, MicLe
npoBeAeHHs1 KOHTPO/0
AKocTi) APl (3a
BIACYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY [OCHE)

(BBEAEHHA HOBOIO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

11.

BMpO6HUKa AdI 3
HafaHHAM MacTep-
thaiina Ha Adl).
CynyTHS 3MiHa: 3MiHK 3
AKOCTi. A®I. KOHTpOsb
Adl. 3miHa y
napametpax
cneuudikayin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHNX Y
cneuuagikauisax Ha Adl,
abo
BVIXiZHWI/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoeci BUpo6HMLTBA
A®I (iHWi 3MiHW). 3MiHK
3 aKocTi. A®l. KoHTposb
A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOro
mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo
BMKOPWUCTOBYETLCA Y
npoeci BUpo6HMLTBA
A®I| (cyTTeBa 3MiHa Y
6ionoriyuHoMy/imyHoNOTi
YHOMY/iIMYHOXIMIYHOMY
MeTOAj BUNPO6YBaHHSA
abo meTogi, y KoMy
BUKOPVCTOBYETLCA
6ioNorivyHMi peareHT
4ns 6ionoriyHoro Adl,
abo ioro 3amiHa),
(BBEAEHHA [0AATKOBIO
BUPOGHMKa ADI; Tak K
Hacnigok cneumdikavito
Ta MeToau BXifHOro
KOHTpoNo A®I 3a
po3ainom «3anuLKoBi
KiNIbKOCTi opraHiyHnx
PO3UNHHVIKIB»
[OMOBHEHO KpUTEPIAMM
NPUAHSATHOCTI Ta
MeTOA0M
BMNpPOOYBaHHS Bif,
[aHoro BMpo6HuKa)

BIBPAMILVH® [

TabneTku, Wo

Mdpaiizep IHK.

CLUA

dapeBa AmMbyas

PpaHuis

nepepeecTpadist Ha 5

3a peyenmom

He nionsieae

UA/5464/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

avcnepryrotbes no 100
mr Ne 10 (10x1) y
6nictepax

POKiB y 3B S3KY i3
3aKiHYEHHAM TepMiHy
Aii peecTtpauiiHoro
NOCBIgYEHHST; 3MiHM |
TUny: 3MiHU 3 SIKOCTI.
Ceprtucpikat
BignoBigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpad
ii. MogaHHs HoBoro abo
OHOBJIEHOTO
cepTugikata
BignosigHoCTi abo
BUJTYYEHHS
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei: gnsa Adl;
ANsa BUXiAHOro
Marepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTtucpikat
BignoBigHOCTI
€Bponeiicbkili
hapmakoner) -
OHoBneHwWit cepTudikat
Bifj y)ke 3aTBEPAKEHOr0
BMpO6HUKa, (NogaHo
OHOB/IEHWIA cepTuddikat
BignoBigHOCTI EP AnA
LYol pevyoBuHU
OOKCULMKNIHY
MOHorigpary Big,
3aTBEPAXKEHOIO
BMPOGHUKA)

12.

FrENAAND®

NOPOLLIOK A/191 PO3YNHY
Ans iH'ekuii no 942,05
Mry dpriakoHi Ne 1, Ne 5,
Ne 10 y KapTOHHil
ynakoBLi

TOB
"BAJTAPTIH
DAPMA"
Ykpaina

YKpaiHa

BUPOGHMLTBO,
nakyBaHHSs, KOHTPO/Tb
AKOCTI:

TOB "®APMEKC
reyn"
YKpaiHa
BUNYCK cepil:
TOB «BANAPTIH

YkpaiHa

nepepeecTpavjis Ha
HEOBMEXEHUI TEPMIH;
3MiHu | TUny: 3MiHn
woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTui

3a peyenmom

He niosis2ae

UA/5324/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
DPAPMA» nikapcbkoro 3acoby,
YKpaiHa TeKCTi MapKyBaHHS Ta

IHCTPYKLji Ans
MeAnYHOro
3acTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
[ocnipkeHb 3 6e3nekn
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy
3 gocnimpKeHb,
npoBeeHuX BignosigHO
[0 nnaHy negiatpuyHnx
pocnigpxens (PIP)
(3MiHY y3rofxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHNM
opraHom), (3miHu
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
nikapcbKkoro 3acoby (B
iHchbopmaw,ii 3 6esneku)
0o po3ginis "B3aemogis
3 HWVMK NiKapcbKuMu
3acobamu abo iHLi
BWAW B3aeMogii",
"Oco6nuBocTi
3acTocyBaHHsA",
"Mob6iuHi peakuii”,
"Mepepno3yBaHHA",
"®apmakonorivHi
BnacTtusocTi"). 3rigHo 3
n.1.13 pogartky 15
Haka3y MO3 YkpaiHu
Bif, 23.07.2015 Ne460
HaflaHO rapaHTiiHuiA
JINCT Bif, 3asBHMKaA
oo HagaHHa MNyP
yepes 2 poku Bif
BBEJEHHS B fit0
Mopsaky (Ao
30.10.2017 p.)




30

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

13.

FINEHIA

kancynv Teepgi no 0,5
Mmr Ne 7 (7x1), Ne 28
(14x2) y 6nictepax

HoBapTic ®apma

LBeiiuapis

BVMPOGHMLTBO,
KOHTPO/Ib SIKOCTi,
nakyBaHHS:
HoBapTic ®apma
LTeiH A

LLiBeiuapis

nepepeecTpauis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadujiiHoro
nocBig4YeHHs; 3MiHu |
TURy: 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuit
3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro
3aco6y. 3miHa
napameTpis
cneuudikauiii Ta/abo
[OMyCTUMUX MEX
roTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHN),
(po3gin «Onuc»
npueeAeHo y
BIAMNOBIAHICTb [0
Marepianis BUPOGHMKa
- HaZaHo po3Mip
kancynu (Pasvep
Kancysbl: 3)

3a
peuyenmom

He nidnsicae

UA/11704/01/01

14.

rNIOPAN®

Tabnetkn no 80 mr Ne 30
(10x3) y 6nicTepax

[aneHika AT
Benrpag

Cepbisn

laneHika AT Benrpag

Cepbis

nepepeecTpadist Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
NocBigYEHHSs; 3MiHN |
Tuny: 3MiHW Wwoao
6e3nekun/edeKTNBHOCTI
Ta thapmakoHarnsgy.
BBefgeHHs abo 3MiHn
[0 y3arasibHeHux
[aHuX nNpo cuctemy
hapmakoHarnsgy
(BeneHHs
y3araslbHeHUX AaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBAXXEHOT
ocobw, BignoBigabHOI
3a 3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsgy
3asBHUKA ANA
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, AKL0 BOHA

3a peyenmom

He niosis2ae

UA/1141/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiAMIHHA Bif

YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BK/HOYAKOYN KOHTAKTHi
[AaHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy);
3MiHu | THny -
Ceprtucpikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/CepTudik
aT BigNoBigHOCTI
€Bponeicbkili
thapmakonei wozao
ryéuaroi
eHuedanonarii.
MopaHHA HOBOro abo
OHOBJIEHOTO
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei gna APl
abo gitoyoi
peyoBuHW/Ans
BUXiAHOTO
MaTepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®| abo
Aitoyoi pevoBunHU/ANA
[0MOMDKHOT peyYoBUHU
(cepTtucpikat
BignoBigHOCTI
€Bponeiicbkili
hapmakoner) -
OHOBJ/IEHWIA cepTuddikat
BiANOBIAHOCTI Bif,
Aito4oro BUPO6HUKa
(CEP Ne R1-CEP 2003-
138-Rev 01 cy6cTaHuii
rniknasig gns
3aTBEPAXEHOI0
BMpO6HMKa Zhejiang

Jiuzhou Pharmaceutical
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Co. Ltd., China); 3miHn
| Tuny - FoToBWIA
nikapcbkuii 3aci6.
Brpo6HMUTBO. 3MiHa
po3mipy cepii
(BKtOvaroun gianasoH
po3mipy cepii) rotoBoro
nikapcbkoro 3acoby
(36inblueHHs go 10
pasiB NOPIBHAHO i3
3aTBEPMKEHNM
pO3Mipom cepii); 3miHu
| Tuny - F'oToBWIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMNX MeX
roTOBOrO /iKapCbKOro
3aco6y (3BY)XXEHHS
[OMyCTUMUX MEX)
(3BYXXEHHSI MeX B
cneumdikawii Ha TepMiH
npuaaTHocTi 3a
NoKasHNKOM «BMicT
rniknasnay», He3HauHi
3MiHM Y MOCUIAHHAX Ha
MeTOAW KOHTPONIO);
3MiHn | TUny - A®l abo
aitoya pevyoBuHa.
CrabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNPOOYBaHb/TEPMiHY
npugatHocTti abo ymoB
36epiraHHa APl abo
Aito4oi peyoBuHM (3a
HasABHOCTI y
mMartepianax
peecTpauiiHoro Aochbe
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei, Lo
BK/IIOYAE nepiog
NMOBTOPHOTO
BMNpo6yBaHHs) (nepiof
NOBTOPHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNPOOYBaHHA/TEPMIH

npuaaTHocTi) -
36i/IbLIEeHHs abo
BBEJleHHS nepiogy
NOBTOPHOTO
BUNPOGYBaHHA/TEPMIHY
npuaaTHOCTI HA OCHOBI
pesynbTaTis
JocnigpkeHb y
peasibHOMY Yaci (3 2-X
[0 5-Tn pokiB); 3MiHu |
Tvny - FoToBwiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BUPOGHMLTBA 415
4acTVHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUSA, Ha
AKili NPOBOAATLCSA
6yAb-sKi BUPOGHUYI
cTagji, 3a BUHATKOM
BUMYCKY Cepiid,
KOHTPO/O AKOCTI,
NepBUHHOTO Ta
BTOPVHHOIO NaKyBaHHSA,
AN HeCTEPUTbHNX
nNikapcbKunx 3acobis)
(MepeHeceHHs
BMpOOHULTBA 3
AinbHUL
«®apmaLleBTUYHNI
3aBog, (Pharmaceutical
plant)» Ha ginbHULI0
«®dabpuka TBEpPANX
nNiKapcbknx
npenaparis» (Solid
Dosage Forms Plant ),
B MeXax 0fHOro
nignpuemcraa aneHika
AT Benrpag, 3
3a3HayYeHHAM Ha3Bwu
AiNbHULI TiNbKN B
marepianax
peecTpaLjiiiHoro AoCbeE.

Agpeca




34

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

MiCLIe3HAXOPKEHHS:
BaTaiiHiuki gpym 6.6.,
11080 benrpag-
3emyH, Cepbis); 3miHn
| Tuny - A®l a6o gitoua
peyoBuHa. KOHTposb
Ad®l abo gitoyoi
pevoBUHU. 3MiHa Y
napameTpax
cneuudikauin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikayifx Ha AdI
abo fitoyy pevyoBuHy,
abo
BVIXiZHWIA/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHCS Y
npoeci BUpo6HMLTBA
A®I abo gjroyoi
PeyYoBUHM (iHLUI 3MiHW)
(He3HauHi yTOUHeHHS
00 p. «laeHTudikauis»,
«CynpoBigHi AOMILLKN»,
«CynbatHa 30n1a»,
«Po3Mmip yacTok»
BiANOBIAHO A0
LOKyMeHTau,i
BUPOGHUKA i
MoHorpadii EP); 3miHn
| Tuny - F'oToBWIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEPMKEHNX
meToAax
BMNPO6YBaHHS)
(TekcToBi NpaBkM [0 p.
«PO34YNHEHHSA»,
«OfHOPIAHICTL Macu»,
«KinbkicHe
BU3HAYEHHS», 3MiHa
MeTOAWKM 3a p.
«CynposigHi
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Hassa

®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

OOMILLKM»); 3MiHK |
Tuny - FoToBMiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHULI
BMPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHUYOro npouecy
roTOBOrO J1iKapCbKOro
3acoby (ginbHUUs ans
NepBUHHOTO
nakyBaHHs1)
(MepeHeceHHs
BMPOGHMLITBA 3
OinbHUL
«®apmaLeBTUYHNIA
3aBog, (Pharmaceutical
plant)» Ha ginbHULI0
«®abpuka TBEPANX
NiKapCbKMX
npenaparis» (Solid
Dosage Forms Plant ),
B MeXax 0fHOro
nianpvemcraa aneHika
AT benrpag, 3
3a3HayYeHHAM Ha3Bw
LiNbHULJ TiNbKK B
mMartepianax
peecTpavujiiiHoro AocLE.
Appeca
MiCLIe3HaXOKEHHS:
BaraliHiuki gpym 6.6.,
11080 benrpaga-
3emyH, Cep6ist); 3MiHK
| Tvny - FoToBwMiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO MaKyBaHHS)
(MepeHeceHHs
BMPO6HMLITBA 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OinbHUL
«®apmaLeBTUYHNIA

3aBog, (Pharmaceutical
plant)» Ha ginbHULI0
«®abpuka TBEPANX
NiKapCbKMX
npenaparis» (Solid
Dosage Forms Plant ),
B MeXax 0fHOro
niganpvemcrea aneHika
AT benrpag, 3
3a3HaYeHHAM Ha3Bw
LiNbHULJ TiNbKK B
mMartepianax
peecTpavujiiiHoro AocbE.
Appeca
MiCLIe3HaXOKEHHS:
Cepbis, BataliHiuki
apym 6.6., 11080
Benrpag- 3emyH);
3MiHn | TUNY - 3miHa
HalilmeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHUKA rOTOBOrO
nikapcbkoro 3acoby,
BK/IIOYa0UM Micue
NpoBeAeHHsI KOHTPO/O
SAKOCTi(BMPOGHMYaA
AiNbHULSA BUNYCKY
cepii); 3minu | TNy -
3MiHa HalimeHyBaHHS
Ta/abo
MiCLLe3HaXOKEHHS
3asBHMKa (BnacHuKa
peecTpauiiiHoro
nocsigyeHHs) (3miHa
HaliMeHyBaHHS i
YTOUHEHHS agpecu
3a8BHMKa); 3MiHu |1
Tuny - FoToBwMiA
nikapcbkuii 3aci6.
Cucrema
ynakosKa/yKynopka.
3MmiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMUX MEX
NEepBUHHOI YNaKoBKM
rOTOBOrO J1iKapCbKOro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aco6y (iHLi 3MiHWn)
(Cneuudpikauis TBepgoi
MBX cTpiykK i
anomiHiesoi /MBX
CTPIYKV MPMBOAUTLCA Y
BiANOBIAHICTb 40 BUMOT
€P Ta cneuudikauii
nocravasibHuKa)
15. | FNILEPUHY po3unH (cy6cTaHuis) y TOB "[focnigHuii Ykpaina Lsenuepiwe LLsenuapis nepepeecTpaujis Ha - He rnidsis2ae UA/12099/01/01
TPUHITPAT KOHTeliHepax Aans 3aBog "rHuIC" LWnpeHrwroddy Al HeobMeXeHWi TepMiH
PO34M/H 5% B hapMaLeBTUYHOIO Xeppite
ETAHO/I 3aCTOCyBaHHsA
16. | rnoAdy nnogun nnogu no 75 r abo no MpAT Ykpaina MpAT "“NikTpasu" Ykpaina nepepeecTpawis Ha 6e3 peyenma niosisieae UA/5857/01/01
100 r,a6ono 140ry "NikTpasn" He0bMeXeHW TepMiH
naykax 3 BHyTpILLHIM
naketom; no 4,0ry
inbTp-nakeTi, no 20
hinbTp-nakeTiB y nauwj 3
BHYTPILLHIM NakeToMm; rno
4,0 r y goinbTp-nakeTi, No
20 dhinbTp-nakeTiB y
navui
17. | FNMIOKOBAHC TabneTku, BKPUTI Mepk CaHTe PpaHuin Mepk CaHTe PpaHuin nepepeecTpavis Ha 5 3a peyenmom | He nidasieae UA/5390/01/02
NAiBKOBOK 060/I0HKOHO, c.a.c. POKIB y 3B A3KY i3

no 500 mr/5 mr Ne 30
(15x2), Ne 60 (20x3) y
6nictepax

3aKiHYEHHAM TepMiHy
Aii peecTpauiiHoro
NOCBIgYEHHST; 3MiHN |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLIe3HaXOMKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IHOYAOUM MicLe
npoBeAeHHs1 KOHTPO/I0
AKOCTi(BMPOGHMYA
AiINbHALSA BUNYCKY
cepii) (3miHa
HaliMeHyBaHHs
BUPOGHMKA). 3MiHN |
TMny: 3MiHY Woao
6e3nekun/edeKkTNBHOCTI
Ta thapmakoHarnagy.
BBegeHHs abo 3miHn
[0 y3arasibHeHux
[aHux nNpo cuctemy
thapmakoHarnsgy
(BefeHHs
y3ara/lbHeHUX AaHnx
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PeecmpayjiliHa

Ymosu

Peknamysa

Howmep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

npoyeoypa

npo cuctemy

Bionycky

HHSA

peecmpayiliHo2o
nocsio4yeHHs1

3acoby

PiHNAHAIA

chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobw, BignoBigasbHOI
3a 3[jiCHEHHS
hapMakoHarnagy;
KOHTaKTHOI 0co6u 3
thapmakoHarnsgy
3asBHUKA ANA
3[iAiCHEHHS
chapmakoHarnsgy B
YKpaiHi, AKLLO BOHA
BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
3[iAiCHEHHS
thapmakoHarnsgy
(BK/HOYAKOYN KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHu 1l TUny: 3miHn 3
AKoCTi. FoToBUIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acooby.
3miHa napameTpis
cneundikauii Ta/abo
[OMYyCTUMUX MEX
roTOBOrO /1iKapCbKOro
3aco06y (iHWi 3MiHN),
(8ONOBHEHHS
cneuudikawii Tectom
«CTillkicTb 80
po3saB/oBaHHSA» 3
BiANOBIAHMM METOA0M
BUNpobyBaHHA. HagaHo
NiATBEPKEHHS WOA0
3aTBEPKEHHSA 3MiH B
KpaiHi BAPOGHMKa. -
nprBeAeHHs Ha3BK
po3ginis B cneyudikauii
nikapcbkoro 3acoby y
BiANOBIAHICTb 40 BUMOT
LjHY0ro BrgaHHa €.
nepepeecTpaujis Ha 5

3a peLenTom

He niosis2ae

UA/11627/01/01

18.

JDEKC[OP

KOHLLeHTpaT ans
PO34MHy N8 iHY3ild,

OpioH

DiHNAHAiIA

KopnopeiwH

Brpo6HuK, Lo
34iCHI0E

POKIB Y 3B 5A3KY i3
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Ymosu

Peknamysa

Howmep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

3aKiHYEHHAM TEPMIiHY

Bionycky

HHS peecmpayiliHo2o

noceBio4YeHHs

3acoby

100 wmkr/Mn mo 2 mn B
amnyni Ne 5 a6o Ne 25;
no 4 mn a6bo 10 mny
chnakoHi Ne 4

BVMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/1b SIKOCTI,
BUMYCK Cepiii:
OpioH KopropeiiLuH,
DiHnAHZISA
Brpo6HuK, Lo
34i/iCHI0E KOHTPO/Tb
AKOCTi Ta BTOPVHHE
nakyBaHHs:
OpioH KopropeiiLuH,
OpioH ®apma, 3aBog,
B Typky, PiHNSAHAA

Aii peecTpadiiHoro
nocBeifYeHHs; FoToBwiA
nikapcbknii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefiEHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA 415
4yacTuHu abo BCbOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHN),
3a3HauYeHHs hyHKLi
3aTBEPAKEHNX
BMPOGHUKIB; 3MiHU 3
AKOCTI. FoTOBUIA
nikapcbkunii 3aci6.
KoHTposib rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
rOTOBOrO /1iKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEPMKEHNX
meToAax
BMNPOGYBaHHS) - 3MiHU
B aHa/TITUYHNX
MeToAVKax NoKasHWKIB
«KinbkicHe
BU3HAYEHHS» ,
«OnTUYHa YncToTa»,
«lgeHTndikauis»,
«KinbkicHe
BU3HAYEHHA», «CynyTHI
OOMILLKM»

He niosisieae

UA/5563/01/01

19.

LEPEBIIO
TPABA

TpaBa (CybcTaHuis) y
MilKax, THoKax, Kinax
Aansi hapmaueBTUYHOro
3aCcTOCyBaHHs!

MpAT
"NikTpasun"

YKpaiHa

MpAT "NMikTpasn”

YkpaiHa

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
TUny: 3MiHM 3 SIKOCTI.
A®I. KoHTposib ADI.
3miHa y MeTodax
BMNpo6yBaHHA APl abo

BUXigHOr0
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo

BMKOPWUCTOBYETLCA Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

npoeci BUpo6HMLTBA
AD| (iHWi 3MiHW Yy
meToAax
BMNPOBYBaHHSA
(BK/THOYAKOUM 3aMiHY
ab0o gonoBHeHHs) Ad|
abo
BUXiQHOrO/NPOMIXHOr0
NpoayKTy) — po3ain
«lpeHTudikauis B»
npuBeAeHo y
BIAMNOBIAHICTb [0
MoHorpadii «/lepesiii»
Ail04oro BuaaHHs
«APY». 3MiHu | Tuny:
3MiHu 3 siKoCTi. AdI.
CrabinbHicTb. 3MiHa
nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa APl (3a
BiACYTHOCTI y
3aTBEpPAXEHOMY [OChE
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakone, o
BK/IIOYAE nepiog,
NOBTOPHOTO
BMNpobyBaHHsA) (nepiof
NMOBTOPHOTO
BUNpobyBaHHA/Nepios
36epiraHHs) - 3miHa
ymoB 36epiraHHs Ad|
npviBefeHHs yMOB
36epiraHHA y
BiANOBIAHICTb A0 BAMOT
HacTaHoBu 42-3.3-
2004. 3miHu 11 Trny:
3MiHuM 3 siKoCTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax
cneuudikauin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha Adl,
abo
BUXiAHUIA/NPOMiXHWIA
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Bionycky

Peknamysa
HHSA

peecmpayiliHo2o
nocsio4yeHHs1

3acoby

npoayKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y
npoteci BUpo6HMLTBa
A®| (iHWi 3MiHN) —
[LOMNOBHEHHS po3AiniB
cneuudikawii
«lcnbiTaHe» Ta
«peHTndmkaumna»
Noka3HWKOM «IMopoLLOK
KpPYMHBbI>» BiANOBIAHO
[0 OHOBNEHNX
marepianis BUPOOHMKA.;
- 3MiHa B po3gini
«CUTOBWIA aHani3», a
came 3MiHa KpuTepiis
NPUAHATHOCTI 3a
NOKa3HUKOM «YacTul,
NPOXOAALLMX CKBO3b
CUTO C OTBEPCTUAMY
pasmepom 250 MKM».
MpuBeaeHHs
3acToCyBaHHSA
cybcTaHuii y
BIAMNOBIAHICTb [0
BMMOTOZi040ro
BugaHHa ey

nidnsieae

UA/4780/02/01

20.

OVBA30/-
OAPHULA

Tabnetkv no 20 mr, no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLiji, no
1 KOHTYpHIlA YapyHKOBIl
ynakoBLi y nayui; no 10
TabNeToK Y KOHTYPHUX
YapyHKOBUX yNakoBKax

MpAT
"®apmaueBTuyH
a thipma
"AapHnus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

Ykpaina

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
MYy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuit
3aci6. CTabinbHICTb.
3MiHa y TepMiHax
npugaTHocTi abo
ymMoBax 36epiraHHs
roTOBOrO NiKapCbKoro
3aco6y (36iNbLUeHHS
TEepMiHy NpMAATHOCTI
roTOBOrO NiKapCbKoro

3acoby) - [lna Toprosoi

yrakoBKM
(nigTBEPOAXYETHCA
JaHVMK peanbHOro
yacy) - Ans ToproBoi
ynakoBKM
(nigTBEPAXYETHCA

6e3 peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
JaHNMKN peasibHOTO

4acy) - 3MiHU TepMiHy
npugatHocTi M3 —
3aTBEPAXEHO: (2 pokK);
3anponoHoBaHo: (3
poku); 3MiHn | Tuny -
3MiHK 3 SKOCTi.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO J1iKapCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (BUyYEHHS
He3Ha4yHOro nokasHuka
(Hanpuknag,
3acTapifioro nokasHuika,
TaKoro 5K 3anax Ta
cMmak, abo
iaeHTudikauis
6apBHUKIB Y CMaKOBUX
[06aB0K)) — METOAVKN
BUNPOOYBaHHA 3a
NoKasHWKamm:
«PO3YMHEHHSA»,
«CynpoBigHi AOMILLKN»,
«KinbkicHe
BW3HAYEHHSA»
[OMOBHEHO
iHhopMaLieto Wwoao
TepMiHy 36epiraHHs
PO34uHIB
BUNPO6YBaHHS,
BHECEHO pefaKLiliHi
npasku; po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTb A0 BAUMOT
nitoyoro BuaaHHA Y.
CynyTHSA 3MiHa: - 3MiHK
3 AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis

cneuudikauiii Ta/abo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

[OMyCTUMNX MeX
roTOBOrO /iKapCbKOro
3acoby (iHLWi 3MiHN);
3MiHn | TUny - 3MiHM 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
niKapcbKoro 3acoby.
3mMiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3ac00y (3BY>KEHHS
[onycTumnx mex) (- —
3BY)XEHHSA KpUTepiiB
NPUAHATHOCTI Ha
MOMEHT BUMYCKY 3a
po3gainom «KinbkicHe
BU3HAYeHHA 6eHpasony
rigpoxnopuay» -
3aTBep/axeHo: (sig 18,0
Mr go 22,0 mr);
3anponoHosaHo: (He
MeHLe 19,0 Mr Ta He
Ginble 21,0 mr)

21.

JOMPUI® SR

Tabnetku,
NPOJIoOHroBaHoi Aji no 30
mr, no 10 TabneTok y
6nictepi; no 1 a6o no 3
6nicTepy B KAPTOHHIN
ynakoBLi

TOB "KYCYM
PAPM"

YKpaiHa

TOB "KYCYM ®APM"

YkpaiHa

nepepeecTpavjis Ha
HEOBMEXEHUI TePMIH;
3MiHu | TUny: 3MiHn
woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi Ans
MeAnYHOro
3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
[ocnipkeHb 3 6e3nekn
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy

3a peyenmom

He nionsieae

UA/8976/03/01
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n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3acoby

3 gocnimpKeHb,
npoBefeHuX BignosigHO
[0 nnaHy negiatpuyHnx
pocnigpxens (PIP)
(3MiHY y3rofXeHo 3
KOMMETEHTHUM
YNOBHOBaXEHNM
opraHom), (3MiHn
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
npenapary o po3ginis
"MokasaHHs". 3rigHo 3
n.1.13 Ta n.2.3 gogartky
15 Haka3zy MO3
Ykpainu Big 23.07.2015
Ne460 HagaHo
rapaHTiiHi McTu Big
3asBHMKA LLOJ0
HagaHHAa MYP Ta
[OMNOBHEHHA A0 Ornsagy
KMIHIYHUX JaHuX yepes
2 poku Bif, BBEAEHHS B
4ito Mopsaaky (ao
30.10.2017)

6e3 peyenma

nionsieae

UA/4234/02/01

22.

EHTEPOXXEPMIH
A®

Kancynun Ne 12, Ne 24
(12x2) y 6nictepax

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi C.n.A.

ITanisa

nepepeecTpauis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
NoCBigYEHHSs; 3MiHN |
TUny: AOMIHICTpaTUBHI
3MiHU. 3MiHa Koay
BiANOBIAHO A0
MiXXHapOAHOro

3Mminu | TUny: 3MiHn 3
AKOCTI. FoTOBUIA
nikapcbkuii 3aci6.
KoHTposib rotosBoro
nikapcbKoro 3acoby.
3MiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO NiKapCbKoro
3aco6y (3BY>XEHHS
[OMyCTUMUX MEX) —
3BY)XXEHHA KpUTeEpiiB

NPUAHATHOCTI Ha

Knacudikatopa BOO3.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

TEPMiH MpPUAATHOCTI 3a
po3gainom «KinbkicHe
BW3HAYEHHA cnop
109/kanc.».
3MiHY | TUNY: 3MiHK 3
AKOCTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO /1iKapCbKOro
3acoby (BUyYeHHs
HEe3HaYyHOro MokasHuka
(Hanpuiknag,
3acTapinoro nokasHvika,
TaKoro sk 3anax Ta
cmak, abo
iaeHTUdiKaLis
6apBHYKIB Y/ CMaKOBUX
[06aBoK) - BunyueHHs
nokasHuka
«lpgeHTudikalia Tutany
[ioKcnAay», OCKiNbKu
[aHnin NoKasHuK
KOHTPO/OETLCS B
npoueci BUpo6HULTBA.
3MiHY | TUNY: 3MiHK 3
AKoCTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPOOYBaHHSA
rOTOBOrO /1iKapCbKOro
3aco6y (OHOB/EHHS
npoueaypu
BUNPOBYBaHHA 4115
npvBeAeHHs y
BigNOBIAHICTb 3i
3MIHEHOI0 3arasibHo0
ctatteto JdY abo
€BponeiicbKoi
thapmakonei) - po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO Y
BiANOBIAHICTb 40 BUMOT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

Zito4oro BuaHHs
€BponeiicbKoi
thapmakonei.)

23.

XXEHbLUEHb

HacToiika ans
nepopanbHOro
3acTocyBaHHs no 50 mn
y dh1akoHi CKNsiHOMY
abo nonimepHomy; no 1
donakoHy y nauui 3
KapTOHY;

no 17 kr y 6ytnsax

NAT
"Jly6HUhapm"

YKpaiHa

MAT "Nly6Hucpapm"

YkpaiHa

nepepeecTpavjis Ha
HeobMeXeHy KiNlbKiCTb
POKIB; 3MiHY LLOAO
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MmiHa y KopoTkili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi ans
MeAnYHOro
3aCTOCYBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro
3acoby, abo
pocnipkeHb 3 6e3neku
3acTOCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 fOCNiHKEHD,
npoBefeHnX BifnoBigHO
[0 NnaHy negiatpuiHmx
pocnimpkeHs (PIP)
(3MiHY y3rogpkeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
OpraHom) - 3mMiHu
BHECEHO A0 IHCTPYKL,i
AN MeauyHoro
3acTOCyBaHHSA
npenapary Ao po3ainis
«B3aemogis 3 iHW1Mun
nikapcbknMmn 3acobamu
Ta iHWi B1An
B3aEMOf;it»,
«Oco6nBOCTi
3aCTOCYyBaHHSA»,
«[M0BIYHI peakuii»
o0 6e3neku Aitoyoi
PEYOBUHU "KeHbLUEeHb"

6e3 peyenma

nidnsieae

UA/5394/01/01

24.

30/10TOTUCAY
HUKY TPABA

TpaBa (cy6cTaHLis) y
nakeTax 3 nnaisku

TOB
"®PapmaueBTUyH

YKpaiHa

TOB
"CymudpiTodpapmadiis”

YkpaiHa

nepepeecTpais Ha
HeobMeXeHWn TepMiH

UA/11808/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

nosieTuneHoBol aAns
hapMaueBTUYHOIO
3aCTOCYyBaHHA

a KoMnaHis
"3popos'a”

25.

IMYHO®NA3IA®

cupon no 30 ma abo no
50 mn, abo no 60 mn,
abono 125 mny
chnakoHax 3 cknia abo
nnacTuky; no 1 donakoHy
pa3om 3 [03YHU00
€MHICTIO B nayui 3
KapTOHHY

TOB "HBK
"Ekocpapm”

YKpaiHa

KomyHasibHe
nigNPUEMCTBO
"JlyraHcbka o6n1acHa
"dapmauisa”,
hapmaLeBThyHA
habpuka,
YKpaiHa
TOB "TepHodhapm”,
Ykpaina
MAT "®apmak”,
YKpaiHa

YkpaiHa

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
noceigyeHHst; 3MiHu |l
Tvny: 3MiHK Woao0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHN Y KOPOTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi ans
MeAnYHOro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBMMM AaHUMK 3
AKOCTI, AOKTIHIYHUMM,
KNIHIYHUMW gaHMmn Ta
JaHuvn 3
thapmakoHarnsgy
(3miHn BHeceHo o
IHCTpYKLi ans
MeAnYHOro
3aCTOCyBaHHSA
npenapary Ao po3ainis
"MokazaHHs", "To6IYHI
peakuji”, BignosigHo A0
BUCHOBKY
KOHCY/bTaTUBHO-
eKcrnepTHoI rpynu
"MegaiaTpuyHi Nikapcbki
3acobu", KOpoTKOT
XapaKTepucTuku
npenapary Ta
pekomeHaaL;ii
[enaptameHTy
nicnsapeecTpauiiHoro
Harnsay)

6e3 peyenma

nidnsieae

UA/5510/01/01

26.

KAPBOMNATUH
"EBEBE"

KOHLeHTpaT Ans
po34nHy ANns iHdysii, 10
mr/mn no 5 mn (50 mr),
15 mn (150 wr), 45 mn
(450 mr) y conakoHi; no 1
donakoHy B KOPO6L

EBEBE ®apma
lec.m.6.X. Hor.
KIr

ABCTpis

EBEBE ®apma
lec.m.6.X. Hoor. Kl

AscTpis

nepepeecTpauist Ha 5
pOKiB y 3B 5A3KY i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NOCBIAYEHHS; 3MiHN |
Tvny: 3miHa
HalilMeHyBaHHs Ta/abo

3a peyenmom

He nionsieae

UA/4960/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MicL,e3HaX0MKEHHS
3asiBHUKa (BnacHuka
peecTpauiiHoro
nocBigYeHHs). 3MiHu |

TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKkoro 3acooy,

BK/IKOYA0UM Micue
npoBeAeHHsI KOHTPO/I0
AKOCTI(YCi iHLWi
AinbHUL).
3MiHY | TMNY: 3MiHK 3
akocTi. CepTucpikar
BignoBigHOCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei/MoHorpad
ii. MogaHHs HoBOro abo
OHOBJIEHOTO
cepTugikata
BiAgnosigHoCTi abo
BUJTYYEHHS
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei: gnsa Adl;
ANsa BUXiAHOro

BUKOPWCTOBYHOTLCS Y

(cepTtucpikat
BignoBigHOCTI
€Bponeiicbkili
hapmakoner) -

OHOBJIEHOTO
CepTudpikaty
BiANOBIAHOCTI
€Bponeicbkili
thapmakonei Big,

Marepiany/peareHTy/np
OMIiXHOr0 NPOAYKTY, LLO

BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU

OHoBneHwWit cepTudikat
Bifj y)ke 3aTBEPAKEHOr0
BMPOGHMKA, (HaAaHHA

3aTBEPAKEHOTO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVPOGHMKa). 3MiHK |

TUny: 3MiHU 3 SIKOCTI.
FoToBWIA NiKapCbKMii
3aci6. KoHTposb
roTOBOrO /iKapCbKoro
3acoby. 3miHa
napameTpis
cneuudikayin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHN),
(po3mexyBaHHS
cneuudikauii Ha BUNycK
Ta Ha TepMiH
npuaaTHocTi). 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii
3aci6. KoHTposnb
roTOBOrO J1iKapCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (BUyYEHHS
He3Ha4yHOro nokasHuka
(Hanpuknag,
3acTapifioro nokasHuika,
TaKoro 5K 3anax Ta
cMmak, abo
iaeHTudikauis
6apBHUKIB Y CMaKOBUX
[06aBoK)), (BUNYyYEHHSA
nokKasHuka
«Mpo3opicTb» 3
cneumdikauii Ha TepMiH
NpUAATHOCTI, OCKiSTbKN
[aHni NoKasHuK
KOHTPO/OETLCS B
po3gaini «0Onmc»). 3MiHun
| TMny: 3miHK Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOpOTKili
XapaxkTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta

iHCTPYKLii ANns
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

MeAnYHOro
3acTocyBaHHS
reHepuyHUX/riopuaHuX/
6ionofibHNX niKapCbKnX
3aco6iB nicns
BHECEHHS Tiei camoi
3MiHM Ha pethepeHTHWIA
npenapar (3MiHa He
notpebye HagaHHsS
XOLHNX HOBMX
[00aTKOBUX JaHNX),
(3MiHM BHeceHo A0
IHCTPYKLii ans
MeAnYHOro
3acToCyBaHHsA
npenapary A0 po3giny
"lMoka3aHHA", a TakoX
Ao posginis "Cnoci6
3acToCyBaHHA Ta fo3n"
(YTOUYHEHHS A03YBaHHS)
BiANOBIAHO A0
pedhepeHTHOro
npenapary, akuit He
3apEECTPOBaHUiA B
YKpaiHi, KOpoTKOi
XapakTepucTuku
npenapary Ta BUCHOBKa
KOHCY/IbTaTUBHO-
eKnepTHoOI rpynun
"OHKonoris.
[LiarHocTnuHi Ta
pagiothapMaueBTUYHI
nikapcbki 3acobun”).

27.

KAPOVIKET®
PETAP/[,

Tabnetku
NPONOHroBaHoi Aji no 20
mr Ne 50 (10x5) y
6nicTepax

IOCB dapma
6X

HimeuunHa

Brpo6HMK
Hepo3dhacoBaHOT
NpoAyKLii Ta KOHTPO/Ib
AKOCTI:
Elicika
PapmacboTrKan3
'mM6X, HimeuunHa;
Bupo6Huk
BiANOBIAaIbHNIA 3a
KOHTPO/Tb AKOCTI
Hepo3dhacoBaHOT
NPOAYKLIi:
Elicika
PapmacboTrKan3
'M6X, HimeyunHa;

HimeuunHa

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpaduiiHoro
nocBigYeHHs; 3MiHu |
Tvny: FroToBuii
nikapcbknii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLIO CTOCYHOTbCA
BUMYCKy cepil Ta
KOHTPO/IIO AKOCTI
roTOBOrO J1iKapCbKOro
3acoby (3amiHa abo
[oJaBaHHsA AiNbHUL,
Ha SKii 3AiCHI0ETLCA

3a peuyenmom

He nidnsi2ae

UA/4491/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MepBuHHE Ta KOHTPO/b/BUNPOGYBaHH

BTOPWHHE NaKyBaHHSA:

Elicika
PapmacboTUKan3
vm6X, HimeuunHa;

Brpo6HMK
BiANOBiAa/IbHWIA 32
BUNYCK cepil:

Elicika
PapmacboTUkan3
vm6X, HimeuunHa

A cepil) — npyBeAeHHs
ChYHKLi ginbHULb
3apeecTpoBaHoro

BMPOGHMKaA [0
aAMiHiCTpaTUBHUX

[OKYMEHTIB BUPOGHKKa,

a came AinbHuL, Ha
AKIl 3AiACHI0ETLCA
KOHTPO/1b/BMNPOBYBaHH
A cepii, 6e3 3MiH
BMPOGHMKA
BignoBigasibHOro 3a
BUNycK cepii. 3MiHn |
Tny: FoToBwiA
nikapcbknii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLIO CTOCYHOTbCSA
BUMYCKy cepil Ta
KOHTPO/TIO AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[ofaBaHHs AiNbHUL,
Ha AKill 3AiiCHI0ETLCA

KOHTPO/1b/BMNPOBYBaHH

A cepil) — npyBeAeHHs
ChYHKLi ginbHULb

3apeecTpoBaHoro
BMPOGHMKaA [0
aAMiHiCTpaTUBHUX

[OKYMEHTIB BUPOGHKKa,
a came AinbHuL, Ha
AKIW 3AiACHI0ETLCA

KOHTPO/1b/BMNPOBYBaHH

A cepii, 6e3 3MiH
BMPOGHMKA
BignoBigasibHOro 3a
BUNycK cepii. 3MiHn |
Tny: FoToBwiA
nikapcbknii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nepBYHHOTO

nakyBaHHS) — BBEL,EHHS
[04aTKOBOT AiNbHULI
AN NepBUHHOTO
nakyBaHHs i fK
HaCnNifOK YTOYHEHHS
doyHKUI fNs BXe
3aTBEPAKEHNX
BMPOOHUKIB. 3MiHM |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaXOKEHHS
BUPOGHMKA rOTOBOrO
nikapcbkoro 3acoby,
BK/IIOYaAOUM Micue
NpoBeAeHHs1 KOHTPO/I0
SIKOCTi(BMPOGHMYaA
OiNbHULS BUNYCKY
cepii) — NnpnBeaeHHs
afpecy BUpobHMKa y
BIAMNOBIAHICTb [0
aaMiHICTpaTNBHUX
[OKYMEHTIB BUPOOHUKA
Ta BUCHOBKY LLOAO
niaTBEPIXKEHHS
BignoBigHOCTI
BMPOGHULTBA
nikapcbKkoro 3acoby
Bumoram GMP,
BWAAHOro
[Lepxnikcnyx60to
Ykpainu. Micue
BMPOGHULTBA HE
3MiHnnocA. 3MinHu |
Tuny: FroToBUiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHUL
BMPOGHMLTBA 4151
4acTVHM abo BCbOro
BMPOBHUYOro npouecy
roTOBOrO J1iKapCbKOro
3acoby (ginbHUUa ans
BTOPWHHOTO MaKyBaHHS)
— BBEJEHHS [04ATKOBOI
OinbHUU ans
BTOPVHHOIO NakKyBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
i IK HacnigokK
YTOUHEHHS CPYHKLiIA
[ONS BXE 3aTBepKEeHNX
BUPOGHMKIB)
28. | KAPOAUKET® TabneTtku IOCBE dapma HimeuyunHa Bupo6Huk HimeuunHa nepepeecTpawis Ha 5 3a peyenmom | He nioasieae UA/4491/01/02
PETAPL MPOJIOHroBaHoi Aji no 40 6X Hepo3chacoBaHol pOKiB y 3B AA3KY i3
mr Ne 50 (10x5) y NpoAyKLii Ta KOHTPO/Tb 3aKiHYEHHAM TEPMiHY
6nictepax SAKOCTI: Aii peecTpadiiHoro
Eiicika NoCBigYEHHS; 3MiHN |
PapmMacboTVKan3 Tuny: FroToBuiA
'M6X, HimeuuunHa; nikapcbkuii 3aci6.
Brpo6HMK Brpo6HMLTBO. 3MiHMK,

BiANoBiAa/IbHWIA 3a
KOHTPO/Ib SKOCTI
Hepo3dgacoBaHO|

NPOAYKLi:
Eicika
PapmacboTrKan3
vm6X, HimeuunHa;
MepBuHHe Ta
BTOPWHHE MaKyBaHHS:
Eicika
PapmacboTrKan3
'mM6X, HimeuunHa;
Brpo6HMK
BiANOBigabHUIA 32
BWMYCK Cepil:
Eicika
PapmacboTrKan3
'm6X, HimeuunHa

LLIO CTOCYHOTbCA
BMNYCKY cepii Ta
KOHTPOJTO SIKOCTI
roTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[oAaBaHHsA AifbHUL,
Ha sKili 34jCHIOETLCS
KOHTPO/b/BUNPOGYBaHH
A cepil) — npuBeAeHHA
OyHKUI ginbHULB
3apeecTpoBaHoro
BMPOGHMKA [0
aaMiHiCTpaTVBHUX
[LOKYMEHTIB BUPOGHMKA,
a came AinbHuLi, Ha
SAKI 34iACHIOETBCSA
KOHTPO/b/BUNPOGYBaHH
51 cepii, 6e3 3MiH
BMPOGHMKa
BignoBigasbHOro 3a
BWMNYCK cepii. 3MiHu |
Tuny: FroToBuiA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHMK,
LLIO CTOCYHOTbCA
BMNYCKY cepii Ta
KOHTPOJIO SIKOCTI
roOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[oAaBaHHA AifbHUL,
Ha sKili 34jCHIOETLCS
KOHTPO/b/BUNPOGYBaHH
A cepii) — npuBeAeHHA
oyHKUI ginbHULB
3apeecTpoBaHoro
BMPO6HMKA A0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

aaMiHiCTpaTNBHUX
[OKYMEHTIB BUPOBHMKa,
a came AinbHuL, Ha
SKI 34IACHIOETBCSA
KOHTPOb/BUNPOGYBaHH
s cepii, 6e3 3MiH
BMPOGHMKa
BignoBigasbHOro 3a
BWNYCK cepii. 3MiHu |
Tuny: FoToBuiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOI Ai/TbHUL
BMPOGHULTBA AN
4acTHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs) — BBE,EHHS
[04aTKOBOI Ai/TbHUL
AN NepBUHHOTO
nakyBaHHS i AK
HacnifoK yTOYHEHHS
OYHKLUI oNs BXe
3aTBEPAKEHUX
BMPOGHUKIB. 3MiHN |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKa rOTOBOrO
niKkapcbKkoro 3acooy,
BK/IKOYAOUM Micue
npoBeAeHHsI KOHTPO/I0
AKOCTi(BMPOGHMYA
AiNbHALA BUNYCKY
cepil) — npuBefeHHS
afjpecv BUPo6HuKa y
BiANOBIgHICTb A0
afMiHICTPaTUBHUX
[OKYMEHTIB BUPOGHMKA
Ta BUCHOBKY LLOAO
NigTBEPAKEHHS
BiANOBIAHOCTI
BMPOGHMLTBA
nikapcbkoro 3acoby
Bumoram GMP,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

BWAAHOrO
Lepxnikcnyxboto
Ykpainu. Micue
BMPOGHMLTBA He
3MiHU0CA. 3MiHK |
Tny: FoToBwiA
nikapcbknii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA AN
4acTHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO NMaKyBaHHS)
— BBEEeHHA 404aTKOBOI
AinbHUUI AnA
BTOPVHHOIO NakyBaHHS
i IK HacNigokK
YTOUHEHHS (PyHKLLilA
ON1S BXe 3aTBepKeHNX
BVPOGHMKIB)

29.

KAPOVKET®
PETAP[,

Tabnetkun
MPOJIOHroBaHoi Aji no 60
mr Ne 50 (10x5) y
6nictepax

HOCB ®apma
m6X

HimeyunHa

Brpo6HMK
Hepo3dacoBaHoi
NPOAYKLUIT Ta KOHTPO/1b
AKOCTI:

Elicika
PapmacboTrKan3
'm6X, HimeuunHa;
Brpo6HMK
BiANOBigabHUIA 32
KOHTPO/Ib SKOCTI

HimeuunHa

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
Tuny: FfoToBUiA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHK,
LLI0 CTOCYHOTbCA
BUMYCKY cepii Ta

Hepo3dacoBaHoI KOHTPOJTIO AKOCTI
NPOAYKLT: roTOBOrO NiKapCbKoro
Eiicika 3acoby (3amiHa abo
dapmMacbloTUKaI3 fofaBaHHA finbHUL,
v6X, HimeuunHa; Ha SIKil 34jICHI0ETLCSA
MepBuHHE Ta KOHTPO/1b/BMNPOBYBaHH
BTOPWHHE MaKyBaHHS: A cepii) — NpuBeAeHHs
Eicika YHKLUIM ginbHULB
dapmacboTukan3 3apeecTpoBaHOro
'vm6X, HimeuunHa; BMPO6HMKaA A0
Bupo6Huk afaMiHICTPaTUBHUX
BiANOBiAa/IbHWIA 32 LOKYMEHTIB BUPOGHWMKA,
BWMYCK Cepil: a came AinbHuLi, Ha
Eicika SIKilA 34iACHI0ETBLCSA
PapmacboTUKan3 KOHTPO/1b/BMNPOBYBaHH

3a peyenmom

He niossieae

UA/4491/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
A cepii, 6e3 3MiH

'M6X, HimeuyunHa

BMPOGHMKa
BiANOBIAa/IbHOIO 3a
BMMYCK cepii. 3MiHu |

Tuny: FroToBUiA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHK,
LLI0 CTOCYHOTbCA
BUMYCKY cepii Ta
KOHTPO/TIO AKOCTI
roTOBOrO /iKapCbKOro
3acoby (3amiHa abo
00JaBaHHS AiNbHWL,
Ha SKii 34jCHI0ETLCA
KOHTPO/b/BUNPOBYBaHH
A cepii) — npuBeAeHHsA
OYHKUIM ginbHULB
3apeecTpoBaHoOro
BMPO6HMKaA A0
afMiHICTpaTUBHUX
[OKYMEHTIB BUPOGHYKa,
a came AinbHuLi, Ha
SKilA 34iCHI0ETBCSA
KOHTPO/b/BUNPOBYBaHH
A cepii, 6e3 3MiH
BMPOGHMKa
BiANOBIAa/IbHOIO 3a
BMMYCK cepii. 3MiHu |
Tuny: FroToBUiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHULI
BMPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHUYOro npouecy
roTOBOrO J1iKapCbKOro
3acoby (ginbHUUA ans

NepBUHHOTO

nakyBaHHS) — BBEL,EHHS
[04aTKOBOT Ai/TbHUL
NS NePBUHHOTO
nakyBaHHs i K
HacnifoK yTOYHEHHS
ChYHKLi ansa Bxe
3aTBEPAKEHNX
BMPOOHUKIB. 3MiHN |

Tmny: 3miHa
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

HalilmeHyBaHHs Ta/abo
MiCLie3HaXOKEeHHS
BMPOGHUKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IIOYa0UM Micue
NpoBeAEHHSI KOHTPO/O
SAKOCTi(BMPOGHMYaA
AiNbHULSA BUNYCKY
cepii) — NnpuBefeHHs
afpecu BUpobHMKa y
BigNoBIgHICTb A0
aAMiHiCTpaTUBHUX
[OKYMEHTIB BMPOGHMKa
Ta BUCHOBKY LLOAO
NiaTBEPKEHHS
BignoBigHOCTI
BMPOGHMLTBA
nikapcbKkoro 3acoby
Bumoram GMP,
BWAAHOrOo
[Jepxnikcnyx60oto
Ykpainu. Micue
BUPOGHMLTBA He
3MiHUI0CSA. 3MiHK |
Tuny: FoToBuiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOT Ai/TbHUL
BMPOGHULTBA AN
4acTHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO MaKyBaHHS)
— BBE/leHHA [04aTKOBOI
OinbHUUI ans
BTOPVHHOIO NakKyBaHHS
i IK HacNigokK
YTOUHEHHS OYHKL,iIA
ONA BXe 3aTBepKeHNX
BVIPOGHWKIB)

30.

KBAJPOLIE®®

MOPOLUOK /151 PO3UMHY
ans iH'ekuiino 1 ry
chnakoHi, 1 chnakoH y
naui

MAT
"Kuiemegnpenap
ar

YKpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpaduiiHoro
NOCBIAYEHHS; 3MiHM
o0

3a peyernmom

He nionsizae

UA/11759/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6e3nekn/edeKTUBHOCTI

Ta thapmakoHarnagy.
BBefeHHsA abo 3MiHn
[0 y3arasibHeHnx
[aHuX Npo cuctemy
hapmakoHarnsagy
(BeoeHHs
y3araibHeHUX AaHnx
npo cuctemy
chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BiAnoBigasIbHOT
3a 3[iiCHEeHHS
chapmakoHarnsgy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy
3asBHUKA 4NA
3[jiiCHEHHS
chapmakoHarnsgy B
YKpaliHi, SKLLLO BOHa
BiAMiHHA Bif,
YMOBHOB&XeHOT 0cobwu,
BignoBigabHOI 3a
3[jiiCHEHHS
thapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHW y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy);
3MiHU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHK Y
MeTofax BunpobysaHb
(BKHOYAKOUN 3aMiHY
ab0 OONOBHEHHS)) -
3MiHU Y 3aTBepAKeHili
MeToAunL
BUNPOOYBaHHA 3a
NoKasHWKamMm:
«CynpoBigHi AOMILLKMN»
- [LONOBHEHO

iHbopMaLliero Wwoao
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n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3acoby

TepMiHy 36epiraHHs
BMNPO60BYBAHOr0
PO34KMHY;
«BbakTepianbHi
€HA0TOKCUHU»,
«CTepuUbHICTb» -
[OMOBHEHO ONVUCOM
BWKOHAHHSA METOAVKM,
OCKi/lbKV B
3aTBepaxeHnx MKA
HafaBasiochb
nocunaHHa Ha 4®Y;
«OfHOpIgHICTb
[030BaHNX OAVHNLbY,
«KinbkicHe
BU3HAYEHHS» - 3MiHEHa
po3paxyHkoBa
dhopmyna, OCKisibku
BUKOPVCTOBYETLCA
CTaH4apTHWI 3pa3ok 3
nonepeAHLO
BPaxoBaHMM BMiCTOM
BOAM; 3MiHU 3 SKOCTI.
FoToBwWIA NiKapcbKuMii
3aci6. KoHTposb
roTOBOrO /iKapCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo
[OMYyCTUMUX MEX
roTOBOrO /1iKapCbKOro
3aco06y ([0NOBHEHHS
cneuudikaLii HOBUM
MOKa3HNKOM 3
BiANOBIAHUM METOA0M
BMNPO6YBaHHSA) -
[0aHHA NoKasHuKa
«Cyma [JOMILLOK» Ta
«pomiwka C» y
Bi4MNOBIAHOCTI 4O BMMOr
MoHorpadii «Cefepime
for injection» gitouoro
BugaHHa USP, a Takox
BUAAIEHHA AOMIlIKY B,
OCKi/TbKV BOHa
BM3HAYa€ETbCA B paMKax
«byab-Ka

HecneundikosaHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[LOMiLLKa»

31. | KIABAKC TabneTku, BKPUTI CaH IHais CaH ®apmacbloTvKan IHAis nepepeectpawis Ha 5 3a peyenmom | He niossieae UA/2237/01/02
060/10HKOI0, N0 500 Mr PapmacboTukan IHpacTpi3 Nimiteq, POKIB y 3B S3KY i3
Ne 10 (10x1) y IHpacTpi3 3aKiHYEHHAM TEPMiHY
6nictepax NimiTen Aii peecTpadiiHoro

NoCBigYEHHS; 3MiHN |

Tuny: Jlikapcbki 3aco6u.

3MiHV [10 iCHYytO4OT
cuctemn
thapmakoHarnsagy, sk
3a3HayeHo B Onuci
cuctemn
thapmakoHarnsgy
(3MiHa ynoBHOBaXeHOT
ocobu, iANoBigaIbHOI
3a hapmakoHarnsg).
CynyTHS 3MiHa:
Jikapcbki 3aco6u.
3MiHu o icHyHoYOI
cuctemu
hapmakoHarnsgy, sk
3a3HayeHo B ONuCi
cuctemu
hapmakoHarnsagy
(3MiHa B KOHTaKTHUX
[AaHNX YNOBHOBaXXEHOT
ocobu, BiAnoBigasibHOT
3a hapmakoHarnsg).
3MiHu | TUNYy: FoToBWIA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneuudikauin Ta/abo
[OMyCTUMUX MEX
rOTOBOrO /1iKapCbKOro
3acoby — BBEIeHHS
nokasHuka
«lgeHTudikayis
6apBHUKIB (TUTaHy
niokeng, XiHONIHOBWIA
XKOBTWIN)», YTOUHEHHS
KpUTEpIiB NPUAHATHOCTI
3a NOKa3HNKOM
«OfHOpIgHICTb
[1030BaHNX OAVHULIb»
3rilHO BUMOT fjil040ro
BMAAHHA €BponeincbKoi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

hapmakonei, 3MiHa
KpUTEpIiB NPUAHATHOCTI
3a NokasHUKaMu
«CynpoBigHi AOMILLKN»,
«KinbkicHe
BM3HAYEHHA». 3MiHa
3asBHMKa (BnacHuKa
peecTpauiiiHoro
noceifyeHHs) (3rigHo
Haka3zy MO3 Big,
23.07.2015 Ne 460):
3MiHa 3asBHUKA
(BnacHvka
peecTpauiiiHoro
NoCBiAYEHHS). 3MiHu |
TUny: AOMIHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecu micus
npoBaXeHHS
LisNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO /iKapCbKoro
3acoby, BKIYauu
AiNbHULI BUMYCKY cepii
abo micue npoBefieHHs
KOHTPO/O AKOCTI.
(misnbHiCTb, 3a AKy
Bignosigae
BMPOGHMK/iIMnopTep,
BK/THOHAI0UMN BUMYCK
cepiid) - 3MiHa Ha3BK
BMPOGHUKA. 3MiHU |
TUny: AOMIHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecu micus
npoBaXeHHS
AiSNbHOCTI BUPOOHMKa
(Bkntovaroun, 3a
HeobXigHoCTi, Micue
NpoBeAeHHsI KOHTPO/O
AKOCTI), @60 BnacHvKa
macTep-gpaiina Ha AdI,
abo nocravasibHuKa
Adl/BMXigHOrO
MaTepiany/peareHTy/np
OMDDKXHOTO MPOAYKTY, WO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3aCTOCOBYHOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [J0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPKEHOMY [OCHE,
a60 BUPOBHMKA HOBOI
[0MOMDKHOT pEYOBUHM
(AKLLO 3a3HaYeHO Y
[0CbE) - 3MiHa Ha3BwU
BUPOGHMK ADI|

32,

KNIMAANHOH®

Kpanni opasibHi no 50 mn
y chnakoHi Ne 1

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeuunHa

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
TUny: AOMIHICTpaTUBHI
3MiHW. 3miHa kogy ATX,
3MiHeHo ko ATX
BiANOBIAHO A0
MiXXHapOAHOro
Knacudikatopa BOO3

6e3 peyenma

nidnsieae

UA/5021/02/01

33.

KNIMAKTO-IrPAH

rpaHynm no 10 ry
neHani Ne 1

MpAT
«HauioHanbHa
[omeonaTnyHa

Cninka»

Ykpaina

MpAT «HauioHanbHa
[omeonaTtuyHa
Cninka»

Ykpaina

nepepeecTpauist Ha 5
pOKiB y 3B 5A3KY i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NOCBIAYEHHS; 3MiHN |
TMny: AAMIHICTpaTMBHI
3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo
afipecy 3asiBHUKa
(BnacHvka
peecTpauiiHoro
nocBig4yeHHs). 3MiHu |
Tvny: 3MiHM Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
BBefeHHs abo 3MiHn
[0 y3arasbHeHnx
[aHuxX nNpo cuctemy
hapmakoHarnsgy
(BeneHHs
y3araslbHeHUX AaHnx
npo cuctemy

6e3 peyenma

nidnsieae

UA/3822/01/01




63

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

chapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT
ocobu, BiAnoBigasibHOT
3a 3[iiCHEeHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobm 3
thapmakoHarnsgy
3asBHUKA ANA
3[jiiCHEHHS
chapmakoHarnsgy B
YKpaliHi, SIKLLLO BOHa
BiAMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS
thapmakoHarnsgy
(BK/TKOYAKOYN KOHTAKTHi
[aHi) Ta/abo 3miHW y
PO3MiLLeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3miHu | TMny: 3MiHn 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
niKapcbKoro 3acoby.
3miHa y meTofax
BMNPOBYBaHHSA
roTOBOrO /iKapCbKOro
3aco0by (OHOBJ/IEHHS
npoueaypu
BUMNPOBYBaHHSA 415
npvBeAeHHs y
BiANOBIAHICTb 3i
3MiHEHOI0 3arasibHO
ctatteto JdY abo
€BponelicbKoi
thapmakonei) - po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO y
BiANOBIAHICTb 40 BUMOT
Ait04Oro BMAaHHA
4oY.)

34.

KNoniaorrPenb-
DAPMEKC

TabneTku, BKPUTI
060/10HKOI0, MO 75 Mr in
bulk Ne 1000, Ne 25000
y NoABIliHNX
nonieTMIeHoBMX

TOB
"®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

Ykpaina

nepepeecTpaujis Ha
HEOBMEXEHUI TEPMIH;
3MiHu | TUny: 3MiHn
oa0
6e3nekn/edeKTMBHOCTI

He niosis2ae

UA/14674/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

naketTax

Ta thapmakoHarnagy.
3MiHU Y KOpOTKili
XapaxkTepucTui

nikapcbKoro 3acoby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeAnYHOro
3acTocyBaHHS
reHepuyHUX/riopuaHuX/
6ionofibHNX niKapCbKnx
3aco6iB nicns

BHECEHHS Tiei camoi

3MiHM Ha pethepeHTHWIA
npenapar (3MiHa He
notpebye HagaHHS
XOLHNX HOBMX
[00aTKOBUX JaHNX),
(3MiHM WOA0 OHOBNEHOT
iHhopmawuii 3 6e3nekn

BHECEHO A0 IHCTPYKLT

AN MeauyHoro
3acToCyBaHHSA
npenapary A0 po3giny

«B3aemogis 3 iHWKMK

nikapcbkrMmn 3acobamm
Ta iHWi Buau
B3a€EMOfji» BiANOBIAHO
[10 pedepeHTHOro
nikapcbKoro 3acoby.
3rigHo 3n.1.13 Tan.2.3
popartky 15 Hakasy
MO3 Ykpaiuu Big,
23.07.2015 Ne460
Ha[aHo rapaHTilHi
IMCTU Bif 3asBHMKA
Lwoao0 HagaHHA MYP 1a
[OMOBHEHHA [0 ornsagy
KNiHIYHUX AaHuX yepes
2 pokw Bif, BBEEHHS B
aito Mopsaaky (o
30.10.2017)

35.

KnoniaorrPENb-
DAPMEKC

TabneTkn, BKPUTI
060/10HKOH, MO 75 Mr Ne
10 (10x1), Ne 30 (10x3)
y 6nictepax

TOB
"®APMEKC
reymn"

Ykpaina

TOB "®APMEKC
reymn"

Ykpaina

nepepeecTpaujis Ha
HeobMeXeHW TepMIH;
3MiHu | TUNy: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHN Y KOPOTKili

3a peyenmom

He nionsieae

UA/11699/01/01




65

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi Ans
MeAnYHOro
3acTOCyBaHHsA
reHepuyHUX/riopuagHmx/
6ionoAibHNX NiKapCbKnx
3acobis nicns
BHECEHHS Tiei camoi
3MiHM Ha pethepeHTHUIA
npenapar (3miHa He
noTpebye HafiaHHsA
XOLHWX HOBMX
[0[AaTKOBUX AaHuX),
(3MiHM LLOAO0 OHOBMEHOI
iHchopMmawii 3 6e3neku
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
npenapary A0 po3ainy
«B3aemogisi 3 iHW1MK
nikapcbknmu 3acobamu
Ta iHWi BUAN
B3aEMOSi» BignoBigHO
[0 pedepeHTHOro
nikapcbKoro 3acooby.
3rigHo 3 n.1.13 Ta n.2.3
popartky 15 Hakasy
MO3 Ykpainu Big,
23.07.2015 Ne460
HaZaHo rapaHTilHi
JINCTU Bif 3asBHMKA
woao HajaHHsa MNMYP Tta
[OMOBHEHHA [0 ornaay
KMIHIYHUX JaHuX yepes
2 poKu Bif BBEAEHHSA B
Aito Mopsiaky (Ao
30.10.2017)

36.

KOMN/NABIKC®

TabneTkn, BKpUTI
060/10HKO, 75 MI/75 Mr
Ne 28 (7x4) y 6nicTepax

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodi BiHTpon
IHaacTpia

®paHuisa

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs

3a peyenmom

He nidnsi2ae

UA/11680/01/02

37.

KPOMy
MAXYUYOro
nnogu

nnoawn (cybecTaHuis) y
MilLKax ons
BMPOOHULITBA
HecTepwIbHUX

MpAT
"NikTpasun"

Ykpaina

MpAT "NMikTpasn”

Ykpaina

nepepeecTpaujis Ha
HeobMeXeHWin TepMiH

He nionsiecae

UA/5976/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
niKapcbknx doopm
38. | KPYLUMHWN KOPA | kopano 751 a6o 100 ry MpAT YkpaiHa MpAT "NikTpasu" YkpaiHa nepepeecTpawis Ha 6e3 peyenma He nidnsi2ae UA/6049/01/01
naykax 3 BHYTPiLLHIM "NikTpasn" HeOo6MEXeHU TepMiH
nakeTom; no 2,5ry
inbTp-nakeTi; no 20
hiNbTp-nakeTiB y naui
abo y mauui 3
BHYTPILUHIM NaKeToMm
39. | KCUWNIOMETA30 KpycTaniuyHWin NOPOLLIOK ToBapucTso 3 YkpaiHa CTX Naiich CavieHces IHAjis nepepeecTpaujis Ha UA/12147/01/01
nNiHY (cy6eTaHuis) y obmexeHo Net.JiTa. HeobMeXeHWin TepMiH
rigpoxnoprup noaBiHMX BiANOBiAAIbHICT
nonieTuIeHoBmX )
naketax ans "®apmaueBTuyH
hapMaLeBTUYHOIO a KoMnaHis
3acToCcyBaHHA "3p0pos'a”
40. | NOKOIpA, Kpem, 1 mr/rno 30ry AcTtennac Higepnangn | Temmnep Itania C.p.n. ITanis nepepeecTpauis Ha 3a peyenmom | He niosisieae UA/4471/02/01
NINOKPEM Ty6i astomiHieBin Ne 1 B dapma HOpon HEOOMEXEHUI TePMiH;
KapTOHHilA KopooLi B.B. 3MmiHu |l TUny: 3miHn

o0
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
iHCTPYKLT gn1s
MeAnYHOro
3aCTOCYBaHHSA Yy 3B'A3KY
i3 HOBMMM faHUMK 3
AKOCTI, JOK/TIHIYHUMM,
KNIHIYHUMW AaHMmn Ta
JaHumm 3
chapmakoHarnsgy,
3MiHU LWOA0 OHOBEHOT
iHbopMawii 3 6e3neku
BHECEHO [0 IHCTPYKLT
ONna MefuyHoro
3aCTOCyBaHHSA
npenapary fi0 po3ginis
"Mo6iuHI peaku,ii”,
"MpoTunokasaHHsa",
"Oco6nnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y
nepiog, BaritHocTi abo
roflysaHHs rpyaato”
Bi4NoBiAHO A0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OHOBJ/IEHOT KOPOTKOT
XapakTepucTuku
nikapcbKoro 3acoby).
41. | NONEPAMIAY MOPOLLIOK (Cy6CTaHLis) y MAT YkpaiHa dnemiHr IHAjs nepepeecTpaujis Ha - He nidsis2ae UA/5583/01/01
rigpoxnoprup nakeTax noABinHMX "KuiBmegnpenap Nab6opaTtopies JlimiTes HeoOMeXeHW TepMiH
noslieTuNeHoBMX oNs ar"
BMPO6GHULITBA
HecTepuIbHNUX
Nikapcbknx dopm
42. | NIOBUCTKY KopiHb (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina nepepeecTpawis Ha UA/11815/01/01
NIKAPCbKOIo naketax 3 nniskn 06MeXeHOo 06MeXeHo Heo0bMeXeHWn TepMiH
KOPIHb nonieTuaeHoBoi Ans BiANOBIAANbHICT BiANOBIAALHICTIO
hapmMaueBTUYHOIO 10 "CymudpiTochapmania®
3acTocyBaHHsA "®apmaueBTUYH
a KkoMnaHis
"3popos'a”
43. | MATU-N- nncta no 40 1y naykax 3 MpAT YkpaiHa MpAT "“NikTpasn" Ykpaina nepepeecTpawis Ha 6e3 peyenma nidnsieae UA/5872/01/01
MAYYXU TNCTA BHYTPILLHIM NakeToM "JlikTpasn" HeobMeXeHW TepMiH
44, | MIHIPUH crnpei HasanbHUiA, PeppiHr LBeliuapis BMPOGHMLTBO, HimeuunHa/ nepepeecTpauist Ha 5 3a peyenmom | He niosisieae UA/5118/01/01
[o30BaHuit, 10 Mkr/gosy IHTEepHeLwHN BiANOBIAa/IbHUIA 32 LLiBeiuapis pOKiB y 3B S3KY i3
no 50 po3 (5 mn) y CeHTep CA nepBrHHE NakyBaHHS, 3aKiHYEHHAM TepMiHy

donakoHax Ne 1

KOHTPO/b AKOCTi Ta
BWMYCK Cepil:
®eppiHr TM6X,
HimeuunHa,;
BiANOBiAa/IbHWIA 32
BTOPWHHE MaKyBaHHS:
®eppiHr IHTepHeLwHN
CeHTtep CA,
Lseiiapis

Aii peecTtpauiiHoro
NOCBIgYEHHST; 3MiHM |
TMny: 3MiHY Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3arasbHeHux
[aHuX Npo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUx AaHnx
npo cucTemy
thapmakoHarnagy,
3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
dhapmakoHarnsagy;
KOHTaKTHOT 0co6u 3
hapmakoHarnsagy
3asBHUKa A4NA
3[jiiCHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLLO BOHA
BiAMiHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBigasIbHOI 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3[iAiCHEHHS
thapmakoHarnsgy

(BK/HOYAKOYN KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-

thaiina cuctemu
hapmakoHarnagy).

3MiHY | TUNY: 3MiHK 3

AKOCTi. FoToBUIA
nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI.
3amiHa abo BBefEeHHSA

[04aTKOBOI Ai/TbHUL

BMPOGHMLTBA 415
4acTHM abo BCLOro

BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK) -
(3a3HaueHHs doyHKUil

BUpOGHUKIB N13).
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.

CrabinbHicTb. 3miHa y

TepMiHax NpuaaTHoCTI

abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro
3aco06y (iHLWi 3MiHN) -
3a3HayeHHs yMoB
36epiraHHsA Ta TepMiHy
npugaTHocTi nicns
nepLLoro
3acTocyBaHHS. 3MiHu |

TUny: AOMIHICTpaTUBHI

3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo

agpecu micus
npoBaXeHHS
LisNIbHOCTI

BMPOGHMKa/imnopTepa
roTOBOrO /iKapCbKoro
3acoby, BKIYaKun

AiNbHULI BUMYCKY cepii

ab6o micue npoBefieHHs

KOHTPO/O SIKOCTI.
(misnbHiCTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

BK/TIOYAI0UM BUMYCK
cepiif)

45,

HOPBACK®

Tabnetku no 5 mr, no 10
TabneTok B 6nicTepi; no
3 abo no 6 6nictepis y
KapTOHHI ynakosL,i

Mdpaiizep IHK.

CLUA

BUpO6HMK,
BiANoBiAa/IbHWIA 3a
BMPOBHULITBO
npenapary in bulk,
nakyBaHHs, KOHTPOJTb

AKOCTi Ta BUMYCK cepii:

P-®dapm JxepmaHi
'mM6X, HimewunHa
BUpO6HUK,
BiANOBIAaIbHNIA 3a
BMPOGHMLTBO
npenaparty in bulk:
Mdpaiizep
dapmacbloTikan3
JN1C, CWA

Himeuunna/CLUA

nepepeecTpaujis Ha
HEOOMEeXHEHU TEPMIH;
3MiHu | TUNy: 3MiHK
o0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MmiHa y KopoTkili
XapakTepucTuLi
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLi ans
MeAnYHOro
3aCTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro
3acoby, abo
pocnipkeHb 3 6e3neku
3acTOCyBaHHS
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy
3 fOCNiHKEHD,
npoBefeHnX BifnoBigHO
[0 NnaHy negiatpuiHmx
pocnigpkeHb (PIP) (iHwwi
3MiHW), 3MiHVM BHECEHO
[0 iHCTpYKUiT Ans
MeAnYHOro
3acTOCyBaHHS
npenapary A0 po3ainis
«B3aemogis 3 iHW1Mun
nikapcbknMmn 3acobamu
Ta iHWi B1An
B3aEMOZjI», «IM0oBiuHi
peaxuii» BignoBigHoO 80
marepianis
peecTpaLjiiiHoro Aockbe
(wo Bignosigae
pekomeHAalisam
[JenaptameHTy
nicnsipeecTpawiiHoro
Harnsay)

3a peyenmom

He nionsieae

UA/5681/01/01

46.

HOPBACK®

Tabnetkn no 10 mr, no
10 Tabnetok B 6icTepi;

Mdpaiizep IHK.

CWA

BUpO6HUK,
BiANOBIAaIbHUI 3a

Himeuunna/CLUA

nepepeecTpaujis Ha
HEOBOMEXHEHUI TEPMIH;

3a peyenmom

He nionsieae

UA/5681/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

no 3 abo no 6 6nicTepis
Y KapTOHHIi1 ynakoBLi

BMPOGHMLTBO
npenaparty in bulk,
nakyBaHHs, KOHTPO b

AKOCTI Ta BUMNYCK cepil:

P-®apm DxepmaHi
'm6X, HimeyunHa

Brpo6HuK,
BiiNOBIgaNbHUIA 3a
BMPOGHMLTBO
npenaparty in bulk:
Mdpaiizep
dapmacbloTikan3
NNC, CWA

3MiHu | TUny: 3MiHn
woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi Ans
MeAnYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
[ocnipkeHb 3 6e3nekn
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy
3 gocnimpKeHb,
npoBefeHuX BignoBigHO
[0 nnaHy negiatpuyHnx
pocnigxenb (PIP) (iHwi
3MiHuW), 3MiHVN BHECEHO
[0 IHCTPYKUiT Ans
MeAnYHOro
3acTocyBaHHS
npenapary 0 po3ginis
«B3aemogisi 3 iHW1MK
nikapcbknmu 3acobamu
Ta iHWi BMAN
B3aEMOSjin», «[M06iuHI
peaxuii» BignoBigHo f0
marepianis
peecTpauiiHoro Aochbe
(wo Bignosigae
pekomeHAaLisam
JenaptameHTy
nicnspeecTpauiiHoro
Harnagy)

47.

HYTPHUHII N
JA31,1%
BMICTOM
AMIHOKMNCNO
T

pO34uMH Ans
nepuTOHeanbHOro
gdianisyno2ny
N1aCTUKOBOMY MiLLKY,
obnagHaHoMy

iH EKLiIiHAM MOPTOM i

bakcTtep
Xenckea C.A.

IpnaHgais

Bakctep Xesnckea
C.A.

IpnaHgais

nepepeecTpawis Ha
HeobMmeXeHui
TepMiH; 3rigHo 3
n.1.13rtan.2.3
popatky 15 Hakasy
MO3 Ykpainu Big

3a
peuerimom

He
nionsizae

UA/4981/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3’elHyBayeM, 23.07.2015 Ne460
BKN1afieHOMY B HaJaHo rapaHTiliHi
iHAMBIAYaNbHWIA NINCTY Bif 3asiBHUKA
naket; no 5 o0 HagaHHsa MYP
KOMMJIEKTIB KAPTOHHIi Ta [IONOBHEHHA [0
Kopobui; no2 ny ornaay KNiHiYHMX
NA1acTUKOBOMY MILLKY, AaHux go 30.10.2017
obnagHaHoMy p.)
iH EKLiiHM MOPTOM,
3 iHTerpoBaHum 3a
[0NOMOrol ABOX
marictpanei i Y-
3’eiHyBa4a NopoXHim
MiLLKOM ANns
OpeHaxy, BKnaaeHnx
B IHAMBIAyaNbHWI
naket; no 5
KOMMNJIEKTIB Y
KapTOHHI kopobui
48. | ONIPEH™ TE/lb renb 1 % no 20 r abo no TeBa I3painb Mepkne Mv6X HimeuunHa nepepeecTpawis Ha 6e3 peyenma niossieae UA/0646/02/01
50 r rento B aOMIHIEBIiA dapmaueBTikan BUPOBHWK, KNI Heo6MeXeHU A TepMiH;
Ty6i, no 1 Ty6i B KOpoobLi IHgacTpi3 /114, BignoBsigae 3a 3rigHo 3 n.1.13 gopatky
3 KapTOHY BUPOGHMLITBO 15 Hakasy MO3
npoaykty in bulk, Ykpainu Big 23.07.2015
nepBUHHE NnakyBaHHSA, Ne460 HapaHo
BTOPWHHE MakKyBaHHS, rapaHTifiH1iA 1CT Big,
KOHTPO/b Cepil; 3aABHMKa W0A0
BUPOBHMK, KNI HagaHHA MYP go
BiAnoBifae 3a BUMYCK 23.07.2017 poky.)
cepii
49. | OHBPE3 MOPOLLIOK ANs iHranaui, | HoeapTic ®apma | LUBeiiuapis BMPOOHMLTBO 3a LLseriuapis/ nepepeecTpauisi Ha 5 3a peyenmom | He nidsisieae UA/11706/01/01
BPU3XAUNEP TBepAi kancynm no 150 NMOBHUM LMK/IOM: IcnaHis pOKiB y 3B 53Ky i3

Mkr Ne 10 (10x1), Ne 30
(10x3) y bnictepax 3 1
iHranaTopom

HoBaprtic ®apma
LTeinH Al, LWBeliuapis
KOHTPO/1b AKOCTI (3a
BUHATKOM TecTy
MikpobionoriyHa
yucTOoTa):
HoBaprtic
dapmaHanitnka CA,
Lseiiapis
KOHTPO/b AKOCTi 3a
nokasHukamu: "Onmc
BMicTy", "O60/10HKa";
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,

3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigvYeHHs; 3MiHu |
Tny: FoToBwiA
nikapcbknii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLIO CTOCYHTbCA
BUMYCKy cepil Ta
KOHTPO/TIO AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[0AaBaHHA BUPO6HYKa,
BiANOBIAa/IbHOIO 3a
BMNycCK cepil) -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNYCK cepil: BK/IOYAOYYN
Hosapric KOHTPOb/BUNPOGYBaHH
PapmacbioTuka C.A., 51 cepil - BBEAEHHS
Icnanis BMPOGHMKa HoBapTic

nepBuHHE Ta

BTOPWHHE NaKyBaHHSA:

KoHadhapma Al
LBeiiLapis

PapmacbloTika C.A.
(KoHTponb sKocTi 3a
nokasHukamu: «Onuc
BMiCTy», «OB0/0HKa»;
NepBUHHE Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii) K Hacnigok
peecTpauis 4oAaTKoBOI
yNakoBKW A/ HOBOT
BMPOBHUYOI AiNbHUL Ta
YTOUHEHHS (PyHKLLilA
3aTBEPAKEHNX
BUPOGHMKIB FOTOBOrO
nikapcbKoro 3acooby.
3MmiHa 3aTBepkeHa B
KpaiHi BUPOGHMKa.
3MiHu | TMNY: FoTOBMIA
nikapcbknii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefiEHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA 415
4acTVHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs1). CynyTHS
3miHa: FoToBwit
nikapcbknii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA 415
4acTVHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKoro
3acoby (ginbHUUA ans
BTOPVHHOTO
nakyBaHHS)- BBEEHHS
BMPO6HMKa HoBapTic
dapmacbtoTtika C.A.
(KoHTponb AkoCTi 3a
nokasHmkamu: «onuc
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMiCTy», «OB0M0HKa»;

nepBUHHE Ta BTOPWHHE
nakyBaHHS, BUNYCK
cepii). 3MiHn | TUNY:
3MiHa HaliMeHyBaHHS
Ta/abo
MiCLIe3HaXOKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKkoro 3acooy,
BK/IKOYA0UM Micue
npoBeAeHHsI KOHTPO/I0
AKOCTI (yCi iHLWi
AinbHuL) - 3miHa
aapecu BupobHuka
dapmaHanitika CA,
LLsefiuapis. 3minu |
TUnNy: 3MiHU 3 SIKOCTI.
[oToBWIA NiKapCbKMii
3aci6. KoHTposb
roTOBOrO /iKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOOYBaHHSA
rOTOBOrO /1iKapCbKOro
3acoby (He3HauHa
3MiHa Y 3aTBepaKeHNX
meToAax
BMNPOGYBaHHSA) —
po3gin «Maca
BMCOKOAMNCMEPCHUX
4acToK METOL0M
KackagHoro iMnaxkTopy
AHfiepceHa»
[OMOBEHEHO OMUCOM Ta
HanalTyBaHHAM
BMMIpIOBa/IbHUX
npunagis, 3MiHeHo yac
XpomarorpadyyBaHHs,
3MiHeHa KiflbKiCTb
Kancyn gns
BUNPO6YBaHHS,
3MiHeHa
npo6onifgroToBka
pO34KHIB
BUNPOBYBaHHA, HafaHo
Xpomarorpamu;
mMeToAuKa

BMNPOGYBaHHS 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

po3ginom «EHaHTiomep
MeTonoMm BEPX»
[ONOBHEHA po34inoMm
«YMOBU
XpomaTorpadyyBaHHs»
XapakTepucT1Ko
KOMIOHKM nevi Ta
nopsiakom i
pereHepawdiii, yToO4HEeHO
NPUroTyBaHHs
BMNPO6YBaHOro
PO3UMHY; METOLUKY
BUNPOOYBaHHA 3a
nokasHukoMm «Boga»
[0MNOBHEHO
[04aTKOBUM BOAHUM
TUTPUMETPUYHUM
CTaH4apTOM; METOANKY
BUNPOOYBaHHA 3a
NOKa3HNKOM
«OAHOPIHICTb A03MK,
LLI0 AOCTaBNSAETLCA
BEPX» [0MNOBHEHO
OonMcoMm Ta
HanalTyBaHHAM
BUMIpIOBa/IbHUX
npunagis; po3ginv
«CynpoBigHi AOMILLKMN»
Ta «KinbkicHe
BW3HAYEHHSA»
[OMOBHEHO ONCOM Ta
HanalTyBaHHAM
BMMIpIOBa/IbHUX
npunagis. 3miHu | Tuny:
3MiHM 3 SKOCTi.
[oToBwWIA NiKapCbKMii
3aci6. 3MiHn y
BUPOBHULTBI. 3MiHN Y
npoteci BUpo6HMLTBa
roTOBOrO /1iKapCbKOro
3acoby, BkIoYaum
NPOMIKXHUIA NPOAYKT,
LLL0 3aCTOCOBYETLCA
npy BUPOBGHULTBI
rOTOBOrO /1iKapCbKOro
3aco6y (iHWi 3MiHN) —
3MiHa LWBWAKOCTI
HanoBHEHHS Kancyn 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BUKOPVCTaHHAM
npunagy
aBTOMAaTN30BaHOro
HanoBHEHHSA. 3miHa
3aTBepKeHa B KpaiHi
BMPOGHUKA.)
50. | OHBPE3 MOPOLLOK ANs iHranauin, | HoeapTic ®apma | LUBeiiuapis BMPOGHMLITBO 3a LLBeriuapis/ nepepeecTpauis Ha 5 3a peyenmom UA/11706/01/02
BPU3XAWNEP TBepAi kancynm no 300 Al NMOBHWUM LMK/IOM: IcnaHis pOKiB y 3B 53Ky i3

Mkr Ne 10 (10x1), Ne 30
(10x3) y bnictepax 3 1
iHranaTopom

HosaprTic ®apma
LTeiH Al, LWBeliyapis
KOHTPO/Ib AKOCTI (3a
BUHSATKOM TeCTy
MikpobiosoriyHa
yucTOoTa):
dapmaHanitnka CA,
LBeiiuapis
KOHTPO/Ib SKOCTi 3@
nokasHvikamu: "Onumc
BMicTy", "O6010HKa";
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BWMYCK Cepil:
Hosapric
dapmacbiotuka C.A.,
Icnanis
Novartis
nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
KoHadhapma Al
Llseiuapis

3aKiHYEHHAM TEPMIiHY
Aii peecTpaduiiHoro
nocBigYeHHs; 3MiHu |
Tvny: FroToBuii
nikapcbknii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLIO CTOCYHOTbCA
BUMYCKy cepil Ta
KOHTPO/IIO AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[0AaBaHHA BUPOBHYKa,
BiANOBIA&/IbHOIO 3a
BUMYCK cepii) -
BK/TIOHA0UM
KOHTPO/1b/BMNPOBYBaHH
A1 cepii - BBeAEHHS
BUpo6HMKa HoBapTic
dapmacotoTika C.A.
(KoHTponb sKocTi 3a
nokasHukamu: «Onuc
BMICTy», «OB60/I0HKa;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii) sIK Hacnigok
peecTpauist 40AaTKOBOI
YyNakoBKW A/15 HOBOT
BMPOBHUYOI AiNbHUL Ta
YTOUHEHHS OYHKL,iIA
3aTBEPAKEHNX
BMPOBGHMKIB rOTOBOrO
nikapcbKoro 3acoby.
3MiHa 3aTBEepakeHa B
KpaiHi BUPO6HMKa.
3miHu | Tvny: FoToBMIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOI Ai/TbHUL
BMPO6GHMUTBA ANs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

4acTHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs1). CynyTHS
3miHa: F'otoswit
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOI Ai/TbHUL
BMPOGHULTBA AN
4acTHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
BTOPVHHOTO
nakyBaHHS)- BBEEHHS
BMPOGHMKa HoBapTic
PapmacbloTika C.A.
(KoHTponb sKocTi 3a
nokasHukamu: «Onuc
BMiCTy», «OB0/0HKa»;
NepBUHHE Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii). 3miHun | Tuny:
3MiHa HaliMeHyBaHHs
Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHUKA rOTOBOrO
nikapcbkoro 3acoby,
BK/IIOYa0UM Micue
NpoBeAeHHsI KOHTPO/O
AKocTi (yci iHwWi
AinbHUL) - 3miHa
aapecy BupobHuka
dapmaHanitika CA,
LLiBeiiuapisi. 3minu |
Tnny: 3MiHM 3 SIKOCTi.
[oTOBWIA NikapcbKuit
3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro
3acoby. 3miHa 'y
meToAax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEPMKEHNX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
meTogax
BMNPOGYBaHHS) —
po3gain «Maca
BMCOKOANCMNEPCHUX

4acToK MeTofoM
KackafHoro imnaxkTopy
AHfepceHa»
[OMOBEHEHO OMUCOM Ta
HanawTyBaHHAM
BVIMIpIOBa/IbHMX
npunagis, 3MiHeHo yac
XpomMarorpadyBaHHs,
3MiHEeHa KiflbKiCTb
Kancyn gns
BMNpobyBaHHSA,
3MiHeHa
npo6onigrotToska
po3unHiB
BUNPOOYBaHHSA, HagaHo
XpomaTorpamu;
mMeToAnKa
BUNPOOYBaHHA 3a
po3ginom «EHaHTiomMep
MeTonom BEPX»
[IOMOBHEHA PO34inom
«YMOBU
XpomaTtorpadyBaHHs»
XapakTepucT1Ko
KOTOHKM nevi Ta
nopsAaKom i
pereHepauii, yTOUHEHO
NpUroTyBaHHs
BMNpPoByBaHOro
PO3YMHY; METOLUKY
BUNPOOYBaHHA 3a
NnokKasHNKom «Bopa»
[OMOBHEHO
[04aTKOBUM BOAHUM
TUTPUMETPUYHUM
CTaH4apTOM; METOAVKY
BUNPOOYBaHHA 3a
NoKa3HUKOM
«OAHOPIZHICTb A03MK,
LLIO0 AOCTaBNSAETHCA
BEPX» fonoBHeHO
onncom Ta
HanalTyBaHHAM
BMMIpIOBa/1IbHMX




78

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep

peecmpayiliHo2o

noceBio4YeHHs

npunagis; po3ginn
«CynpoBiZHi SOMILLK/>»
Ta «KinbkicHe
BWU3HAYEHHSA»
[0MOBHEHO ONUCOM Ta
HanaLTyBaHHAM
BVIMIpIOBa/IbHMX
npunagis. 3MiHun | Tuny:
3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuit
3aci6. 3mMiHN y
BMPOGHULTBI. 3MiHN Y
npoweci BUpo6HMLTBA
roTOBOrO /iKapCbKOro
3acoby, BKIYaKun
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETLCA
npy BUPOBGHULTBI
roTOBOrO J1iKapCbKOro
3aco6y (iHLi 3MiHK) —
3MiHa LWBMAKOCTI
HanoBHEHHS Kancyn 3
BUKOPVCTaHHAM
npunagy
aBTOMaTN30BaHOro
HanoBHEHHS. 3MiHa
3aTBepAKeHa B kpaiHi
BMpPO6HMKA.)

51.

MANMPOCTEC®

Kancynu m'aki no 320 mr
Ne 30 (15x2), Ne 60
(15x4), Ne 25 (25x1), Ne
50 (25x2), Ne 100
(25x4), Ne 150 (25x6) y
6nictepax

TAL ®apma
6X

HimeyunHa

TAL dapma Mm6X

HimeuunHa

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
NOCBIgYEHHS

6e3 peyenma

nionsieae

UA/11359/01/01

52.

NMPOCTATOH

rpaHynn no 10ry
neHani Ne 1

MpAT
"HauioHanbHa
[omeonaTnyHa

Cninka"

YKpaiHa

MpAT "HauioHanbHa

FomeonaTuyHa
Cninka"

Ykpaina

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TepMiHy
Aii peecTpadiiHoro
nocsigyeHHs; 3MmiHu |
TMny: AgMIHICTpaTuBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
afipecu 3asBHUKa
(BnacHvka
peecTpauinHoro
noceig4yeHHs). 3MiHu |
TMny: 3MiHK Woao
6e3nekn/edeKTUBHOCTI

6e3 peyenma

nionsieae

UA/3827/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta chapmakoHarnsgy.

BBefeHHA abo 3MiHu
[0 y3arasbHeHux
[aHuX Npo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUxX AaHnx
npo cuctemy
hapmakoHarnagy,
3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4N1A
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SKLLO BOHa
BiAMiHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsagy
(BK/IOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MILLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3aco6y (OHOB/IEHHSA
npoueaypu
BUMPOOYBaHHA 4714
npvBeAeHHs y
BIANOBIAHICTD 3i
3MiIHEHOI0 3araibHO
ctatteto JdY abo
€BponelicbKoi
chapmakonei) - po3gin
«MikpobionoriyHa

YMCTOTa» NPUBELAEHO Y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAHICTb A0 BUMOT
Ail4oro BuaaHHs
oY)
53. | PEKYTAH po3uuH o 100 mn'y ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa nepepeecTpauist Ha 5 6e3 peyenma nionsizae UA/5120/01/01
donakoHi, no 1 dpnakoHy 06MeXeHO BUPOGHMLTBA, pOKiB y 3B 53Ky i3
B KOpPOOLLi BiANOBIAA/IbHICT KOHTPO/b SIKOCTI, 3aKiHYEHHSM TEPMiHY
10 "[ocnigHnii BWMYCK Cepil: Aii peecTpadujiiHoro
3asog "rHU/IC" ToBapucTeo 3 nocBigYeHHs; 3MiHu |
06MEXeHOI0

BiANOBIAA/IbHICTIO
«[ocnigHnii 3aBog,
THLUJC»,
YkpaiHa,

BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTBo 3
06MeXeHoI0
BiANOBIAA/ILHICTIO
«®dapmaLeBTuYHa
KOMnNaHis «340poB’a»,

Ykpaina

TUny: AgMIHICTpaTUBHI
3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo
afipecu 3asiBHUKa
(BnacHvka
peecTpauiiiHoro
nocBiAYeHHS), —
npvBefeHHA agpecu
3a0BHUKA Y
BiAMOBIAHICTb [0
NiyeHsii Ha
BUPOGHMLTBO
nikapcbKoro 3acoby,
OCKINbKMN 3aABHUK Ta
BUPOBOHUK € OAHIEID
OPUANYHOK 0CO60t0 Ta
MatoTb OfHY agpecy.
3MiHu | Tny:
AAMIHICTPaTUBHI 3MiHN.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa
NPOBaKEHHS
LisANbHOCTI
BUpOGHMKa/iMnopTepa
roTOBOrO J1iKapCbKOro
3acoby, BK/IoYaun
OinbHUL BUNYCKY cepil
abo micue nposefeHHs
KOHTPO/O AKOCTI.
([isNbHICTB, 3a Ky
Bignosigae
BMPOGHMK/iMnopTep,
BK/THOHAI0UM BUNYCK
cepili) — npuBeAeHHs
afpecy BUPOGHWKIB y
Bi4NOBIAHICTbL A0
NiyeH3sin Ha
BVPOGHMLTBO
nikapcbKoro 3acoby.
3MiHu | TMny: 3MiHn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
o0
6e3nekn/edeKkTNBHOCTI
Ta thapmakoHarnagy.

3MiHU Y KOpOTKili
XapakTepucTuLi
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anAa
MeNYHOro
3acToCyBaHHSA
reHepuyHNX/riopuaHnx/
6ionofibHNX NiKapCbKnx
3acobis nicns
BHECEHHSA Tiei camol
3MiHU Ha pedhepeHTHNI
npenapar (3miHa He
noTpebye HafaHHs
XOLHMX HOBMX
[08aTKOBUX AaHunX) -
3MiHV BHECeHo [0
IHCTPYKLji Ans
MeAnYHOro
3acTocyBaHHS
npenapary A0 po3giny
"lMokasaHHA", a TakoX
[0 posginy "Cnoci6
3acTocyBaHHA Ta fo3un”
(YTOYHEHHS1 f,03YBaHHS)
BiANoBiAHO [0
OHOBJIEHOI iHdhopMmaLii
LLLOA0 NiKapPCbKNX
3aco6iB NnofibHUX 3a

3MiHK 3 SKOCTi.
[oTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy
BMPOGHMLTBI. 3MiHa

CTOCYIOTbCS BUMYCKY

cepii Ta KOHTPO/O
AKOCTi rOTOBOro

nikapcbkoro 3acoby

BUPOGHUKA, LLLO
Bignosigae 3a
BBE3€HHA Ta/abo
BMNyCK cepir) -

cknagom. 3miHu | Tuny:

iMnopTepa/amiHu, Lo

(3amiHa abo fofaBaHHs

Bkitovaroum




Hassa

Popma sunycky

3assHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

54.

PUBOMYCTUH

BiANOBIAHICTb 40 BUMOT
[dY pitovoro BugaHHs.
CynyTHS 3MiHa: 3MiHK 3

MeToAax BUNpoGyBaHb

KOHTPO/1b/BMNPOBYBaHH
A1 cepii — BHeceHa
[04aTKOBY OYHKL,iHO
«BUMYCK cepii» ans
BMpOGHMKa TOB
"®apmaueBTnYHa
KoMnaHis "3gopoBs s”,
YkpaiHa. 3miHu | Tuny:
3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuit
3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro
3aco6y. 3miHa
napameTpis
cneumdikanin Ta/abo
[OMyCTUMUX MeX
roTOBOrO /iKapCbKOro
3aco0y (iHLWi 3miHN) —
3MiHa KpuTepiiB
NPUIAHSATHOCTI 3a
nokasHukoMm «O6’em
BMICTY YNakoBKv» Ta
po3gin
«MikpobionoriyHa
yncToTa» NPUBEAEHO y

skocTi. FoToBWMIA

nikapcbkuii 3aci6.
KOHTpO/b roToBOrO
NiKapcbKoro 3acooby.

3miHa y meTofax

BMNPOBYBaHHSA

rOTOBOrO JliKapCbKOro
3aco6y (iHLWWi 3MiHN Y

(BK/THOYAKOUM 3aMiHY
a60 JONOBHEHHS).

MOPOLUOK ANsi
NPUroTyBaHHs
KOHL,eHTpaty A5
MPUroTyBaHHsA PO34nHY
Ans iHdy3iit no 25 mry
onakoHax Ne 1, Ne 5, Ne
10, Ne 20

Actennac
®apma KOpon
B.B.

HinepnaHngu

BMPOGHWK roTOBOT
nikapcbkoi hopmu (BCi
cTagii BUpo6HMLTBA,
BTOPVIHHA YNaKoBKa):
CeHekci-/labopatop
TucceH C.A., Benbria/
OHkoTek ®apma

MpoaykuioH MvbX,

HimeyunHa

Benbrisi/
HimeuunHa

(BKIHOYAIOUM OiNbHALL

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
Tvny: BunyyeHHs
BMPOGHWYOT AibHAL

ana A®l abo giroyoi

3a
peyenmom

He nidnsi2ae

UA/11584/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BTOPWHHA YNakoBKa,
[03BiN Ha BUMNYCK
cepii:

Xaynt ®apma
BonbdparcxayseH
'm6X, HimeyunHa

PEYOBMHM, NPOMIXHOIO
npoAykTy abo roToBoro
nikapcbKoro 3acoby,
OinbHUUI ans
npoBefeHHs
nakyBaHHs, BUPOBHWKa,
BignoBigasibHOro 3a
BUMNYCK Cepiid, MicLe
NpoBeAeHHsI KOHTPO/0
cepii) abo
noctavasibHuKa
BUXifHOrO Matepiany,
peareHTy abo
[0MOMDKHOT peyoBUHU
(AKLLLO 3a3HaYeHo y
peecTpauiiiHoOMy JOCbE)
- BUJTyYeHHS
BMPOGHUKa Temmnep
Bepke Mm6X
(nakyBanbHUK
(BTOPVHHA ynakoBka),
BVINyCKao4umii
KOHTPO/1b). 3MiHu |
TURy: 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuit
3aci6. KoHTposb
rOTOBOrO /1iKapCbKOro
3aco6y. 3miHa
napameTpis
cneuudikauiii Ta/abo
[OMyCTUMUX MEX
roTOBOrO /iKapCbKoro
3acoby (L0NOBHEHHS
cneyudikaLii HOBUM
MOKa3HNKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHSA) —
po3ain «lgeHTudpikauis
6eHgaMycTuHy
rigpoxnopug»
[OMOBHEHO
anbTepHaTUBHUM
MeToAoM

BUNPOBYBaHHS — MeToA,
cnekTpochoToMeTpii B
fianasoHi Yo-sngnmnii
cnekTp/
HaHodpoTOMeTpIs,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

HasBHUIA meTog BEPX.
3MiHM 3aTBEPAKEHO B
KpaiHi BUpO6HMKa.
3MmiHu | TUny: 3MiHn 3
AKocTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BMNPOBYBaHHSA
roTOBOrO /iKapCbKOro
3aco6y (iHLWWi 3MiHN Y
mMeTogax BunpobysBaHb
(BK/THOYAKOUM 3aMiHY
ab0 A0NOBHEHHS)) -
3MiHV 10 METOLUKN
nnpobysaHHs (IX) 3a
po3ginom «BmicT
eTaHosy» - 3MiHa TUCKY
rasy Hocito Ha
npo6oBif6ipHUKY i3
rasoBoi hasu; HagaHHs
YMOB 151 napodhasHoro
npo6oBiabipHMKa,;
3a3HayYeHHs yMOB
«TecTy NpuaaTHOCTI
cuctemn»). Kputepii
NPUAHATHOCTI He
3MIHUUCE. 3MiHK
3aTBEPAKEHO B KpaiHi
BMPOGHMKaA. 3MiHu I
Tvny: 3MiHY Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y TepaneBTUHHUX
nokasaHHsIX
(nopaBaHHs HOBOrO
TepaneBTUYHOTO
nokasaHHs abo 3miHa 'y
3aTBEPMKEHOMY
nokasaHHi), 3miHu
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
npenapary A0 po3ainy
"lMoka3aHHA"
(BignosigHo fo
KOPOTKOT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o

55.

PUBOMYCTUH

XapakTepucTuku
npenapary Ta BUCHOBKY
KEI «OHkonoris.
Nikapcbki 3aco6m».);
3MmiHu | TUNY - FoTOBWMIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHUL
BMPOGHMLTBA 4151
4acTVHM abo BCbOro
BMPOBHUYOro npouecy
roTOBOrO /1iKapCbKOro
3acoby (ginbHUUa ans
BTOPWHHOTO MaKyBaHHS)
(BBEAEHHSA
asibTepHaTUBHOI
AinbHUUI AnA
BTOPVHHOIO NakyBaHHS
Xaynt ®apma
BonbhpartcxayseH
vM6X, HimeuuunHa);
3MmiHu | TUNY - FoTOBWMIA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHK,
LLI0 CTOCYHOTbCA
BUMYCKY cepii Ta
KOHTPO/TIO AKOCTI
roTOBOrO /iKapCbKOro
3acoby (3amiHa abo
[0aBaHHA BUPOOHYKa,
BignoBigasbHOro 3a
BUMYCK cepii) -
BK/TIOHA0UM
KOHTPOb/BUNPOGYBaHH
A cepii (BBeAEHHSA
a/lbTEPHATVBHOIO
BMPOGHMKa
BiANOBIAa/IbHOIO 3a
[03BiN Ha BUMYycK cepii
Xaynt ®apma
BonbhpartcxayseH
'M6X, HimevyunHa)

noceBio4YeHHs

MOPOLLOK ANs
NPUroTyBaHHSI
KOHLeHTpaTy A/isi
NPUTrOTYBaHHs PO3UMHY

Ans iHdoysiri no 100 mry

AcTtennac
dapwma HOpon
b.B.

HigepnaHan

BUPOBHUK roTOBOT
nikapcbkoi hopmu (BCi
cTagii BUpo6HMLTBA,
BTOPVHHA YNakKoBKa):

CeHekci-Jlabopatop

Benebrisi/
HimeyunHa

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
nocBigYeHHst; 3MiHu |

3a
peyenmom

He niosis2ae

UA/11584/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

chnakoHax Ne 1, Ne 5

TucceH C.A., Benbrisa/
OHkoTek ®apma
MpogykuioH MmeX,
HimeuyunHa
BTOPMHHA YMakKoBKa,
[03BiN Ha BUMYCK
cepii:

XaynT ®apma
BonbhpartcxayseH
v6X, HimeyunHa

TMny: BunyyeHHs
BUPOBHNYOT AiNbHALL
(BrNtOYAOUN finbHAL
ons A®l abo gitoyoi

PEYOBMHM, NPOMIXHOIO
npoAaykTy abo rotoBoro
nikapcbKoro 3acoby,
OinbHUU ans
npoBefeHHs
nakyBaHHS, BUPOGHUKa,
BignoBigasbHOro 3a
BUMYyCK cepiiA, micLe
npoBeAeHHs1 KOHTPO/0
cepii) abo
noctavasibHuKa
BMXiHOTO Matepiany,
peareHTy a60
[0MOMDKHOT pEYOBUHM
(AKLLO 3a3HaYeHO Y
peecTpauiiiHoMy [OCbE)
- BUJTyYEHHS
BUpPOGHMKa Temmnep
Bepke Mm6X
(nakyBasibHUK
(BTOpVHHA ynakoBka),
BUNYyCKatUmii
KOHTPO/Ib). 3MiHu |
TUMy: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO /1iKapCbKOro
3acoby. 3miHa
napameTpis
cneuudikauin Ta/abo

[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (J0MOBHEHHS
crneundikauii HoBUM

MOKa3HNKOM 3
BiANOBIAHMM METOA0M
BMNPOGYBaHHS) —
po3gain «lgeHtudikauin
6eHaaMyCcTuHy
rigpoxnopug»
[OMOBHEHO
albTepHaTUBHUM
MeToAoM
BMNPoByBaHHA — MeTof




3assHUK

KpaiHa
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Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

cnekTpochoToMeTpii B
AianasoHi Y ®-suanmMuia

cnekTp/

HasiBHWIA MeTog BEPX.
3MiHU 3aTBEPLKEHO B

3MiHY | TUNY: 3MiHK 3

HaHodhoTOMETpIS,

KpaiHi BUpO6HMKa.

AKOCTi. FoToBUIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
rOTOBOrO /1iKapCbKOro
3ac006y (iHWi 3MiHN Y
mMeTogax BUnpobyBaHb
(BK/THOYAKOUM 3aMiHY
ab0o 4ONOBHEHHSA)) -
3MiHM 10 METOAUKN
unpobysaHHs (MX) 3a
po3ginom «BmicT
eTaHos1y» - 3MiHa TUCKY
rasy Hocito Ha
npo6oBiAGIpHUKY i3
raszoBol hasu; HafaHHsA
yMOB ANs1 napopasHoro
npo6oBia6ipHMKa,;
3a3HayeHHs yMoB
«TecTy npuaaTHocTi
cuctemu»). Kputepii
NPUAHATHOCTI He
3MIHUUCE. 3MiHK
3aTBEPIXEHO B KpaiHi
BUPOGHMKa. 3MiHu Il
TMny: 3MiHn Wwoao

Ta hapmakoHarnsgy.

nokasaHHsIX

(nofaBaHHsa HoBOrO
TepaneBTUYHOro

3aTBEPMKEHOMY
nokasaHHi), 3MiHu

[ANa MefjuuHoro

6e3nekn/edeKTUBHOCTI

3MiHN y TepaneBTUYHUX

nokasaHHsl abo 3miHa y

BHECEHO A0 IHCTPYKL,i

3aCTOCyBaHHs




n/n

Popma sunycky
JliKapcbKo20

Hassa

3assHUK
(nikapcbka ¢hopma,
3acoby

ynakosKa)

KpaiHa
3asiBHUKa

88

Bupo6HuK

KpaiHa PeecmpayjiliHa
BUPOBGHUKa

Ymosu

npoyeoypa

npenapaty fjo po3giny

Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

56.

PO3MAPUHY

nucTa (cybeTaHuisn) y

ToBapucTBO 3

YkpaiHa

ToBapuCTBO 3

Ykpaina

"Moka3zaHHA"
(BignosigHo Ao
KOPOTKOT
XapakTepucTuku
npenapary Ta BUCHOBKY
KETI «OHkonorisi.
Nikapcbki 3aco6u».);
3MiHu | TMNY - FOTOBWIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA 415
4acTHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO MaKyBaHHS)
(BBEAEHHA
aNbTepHaTUBHOT
OinbHUUI ans
BTOPVHHOIO NakKyBaHHS
Xaynt ®apma
BonbdparcxayseH
v6X, HimeyunHa);
3MiHu | TMNY - FOTOBMIA
nikapcbkuii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLIO CTOCYHOTbCA
BUMYCKy cepil Ta
KOHTPO/IIO AKOCTI
rOTOBOrO /1iKapCbKOro
3acoby (3amiHa abo
[0AaBaHHA BUPO6HYKa,
BiANOBIAa/IbHOIO 3a
BUMYCK cepii) -
BK/TIOHA0YM
KOHTPO/b/BUNPOBYBaHH
A cepii (BBeAEHHS
anbTepHaTVBHOIO
BMPOGHMKA
BignoBigasibHOro 3a
[03BiN Ha BUNyCK cepil
Xaynt ®apma
BonbdparcxayseH
'vM6X, HimeuunHa)

nepepeecTpaujis Ha

UA/11830/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NIKAPCbKOro naketax 3 naiBku obmexeHor 0bMexeHot HeobMeXeHW TepMiH
nncT4a nonieTnneHoBoil Ans BiANoBiAa/IbHICT BiANOBIAA/ILHICTIO
thapmaueBTUYHOro 0 "CYMUNDITODPAPMAL],
3acTocyBaHHsA "®apmaueBTnUH 19"
a KoMnaHist
"3popos'a”
57. | COOIO®ONIH pO34uH AN iH'ekuili abo Mepak HimeuyunHa Brpo6HuK, Lo HimeuunHa nepepeecTpawis Ha 5 3a peyenmom | He niodasieae UA/4830/01/01
iHdpy3iiA, 50 mr/mn no 2 lesenbwadpt BignoBsigae 3a POKIB y 3B 3Ky i3
mn (100 wmr), 4 mn (200 dhrop KniHiwe BTOPUHHE NakyBaHHs, 3aKiHYEHHAM TEPMiHY
mr), 8 mn (400 mr) y Lneuianbnpena MapKyBaHHS, Aii peecTpadiiHoro
chnakoHax pate M6X KOHTPO/b Ta BUMYCK nocsigyeHHs; 3MiHu |
cepii: Tuny: 3MiHW Wwoao
Mepak Nesenbadt 6e3nekun/edeKkTNBHOCTI
dorop KniHiwe Ta hapmakoHarnagy.
LLineujansnpenapare BBeaeHHs abo 3MiHK

M6X, HiMmeuuunHa;
Brpo6HMuTBO "in
bulk", nepBrHHe
nakyBaHHSA Ta
KOHTpPO~b cepii:
XaynTt ®apma
BondpartiayceH
'mM6X, HimeuunHa

[0 y3aranbHeHnx
[aHuX Npo cuctemy
thapmakoHarnsgy
(BeneHHs
y3araslbHeHUX AaHnx
npo cuctemy
chapmakoHarnsgy,
3MiHa YNMOBHOBAXEHOT
ocobw, BignoBigasbHOI
3a 3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnsgy
3asBHUKA AN
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, AKLLO BOHa
BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/HOYAKOYMN KOHTAKTHi
[aHi) Ta/abo 3miHW y
PO3MiLLEHHI MacTep-
thaiina cuctemmn
hapmakoHarnagy),
3MiHa KOHTaKTHMX
[AaHNX YNOBHOBaXEHOT
ocobwm 3
thapmakoHarnsgy
3a5BHVKA)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

58. | CMA3ro Tabnetku, no 10 dnamiHro IHAiA dnamiHro IHAjs nepepeecTpayjis Ha 6e3 peyenma Ne 10 — UA/4544/01/01

TabneTok y 6nictepi; no PapmacbioTuKan dapmMacboTUKanc HeobMeXeHWli TEPMIH; —Ne 10; niosnsieae; Ne

1 a6o 10 6nicTepiB y c NTp,. nTa. 3MiHu | TUny: 3MiHK 3a peyenmom 100 - He

Kopobui oo — Ne 100 nidnsieae

6e3nekn/edeKkTNBHOCTI

Ta thapmakoHarnagy.
3MiHa y KOpOoTKili
XapakTepucTuLi

nikapcbKoro 3acoby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLT anAa
MeAnYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo

OHOB/1HOBAHOrO 3BITY 3

6e3nekn Nikapcbkoro

3acoby, abo
pocnipkeHs 3 6e3nekn
3acToCyBaHHSA

nikapcbKoro 3acoby B

icnsipeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY
3 fOCNiMKEHD,
npoBefeHnX BifnoBigHO
[0 NnaHy negiatpuyHmx
pocnigxeHs (PIP)
(3MiHy y3rompxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom), 3MiHu LWoa0
OHOBJEHOI iH(hopmaui
3 6e3nekn BHECEHO A0
IHCTpYKLii ans
MeAnYHOro
3acToCyBaHHSA
npenapary Ao po3ainis
«Oco6nmnBoCTi
3aCTOCyBaHHS»
BiANOBIAHO A0
pekomeHaaw,ii
[enaptameHTy
nicnsapeecTpauiiHoro
Harnagy.). 3rigHo 3
n.1.13 Ta n.2.3 goaarky
15 Haka3zy MO3
Ykpainu Big 23.07.2015
Ne 460 HagaHo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rapaHTiiHi IncTu Big
3asBHUKA LLOJ0
HagaHHA MYP ta
[OMOBHEHHA [0 ornsagy
KNiHIYHUX AaHux o
30.10.2017 p.
59. | CTOPBAC TabneTkn, BKpUTI CaH IHAaisa CaH PapmacbloTuKasl IHAjs nepepeecTpauis Ha 5 3a peyenmom | He nionisieae UA/0778/01/02
NNiBKOBOK 060/I0HKOI0 $apmacbloTukan IHpacTpi3 Nlimiteq, pOKiB y 3B 53Ky i3
no 20 mr Ne 30 (10x3), IHaacTpi3 3aKiHYEHHSM TEepPMiHY
Ne 90 (10x9) y Nimiteq

6nictepax

Aii peecTpaduiiHoro
nocBigYeHHs; 3MiHu |
Tuny: Jlikapcbki 3aco6um.
3MiHu f0 icHyHoYOI
cuctemu
thapmakoHarnsgy, sk
3a3HayeHo B ONuCi
cuctemu
hapmakoHarnsagy
(3MiHa yNOBHOBaXeHOI
ocobw, BignoBigasbHOT
3a hapmakoHarnsg).
CynyTHS 3miHa:
Nikapcbki 3aco6u.
3MiHu Jo iCHYLoYOI
cuctemu
chapmakoHarnsgy, sk
3a3HayeHo B ONuci
cuctemu
thapmakoHarnsgy
(3MiHa B KOHTaKTHMX
[aHNX YNOBHOBaXXEHOT
ocobw, BignoBigabHOT
3a hapmakoHarnsg).
3MiHu | TUnYy: Jlikapcbki
3acobu. 3miHa y
KOPOTKii
XapakTepucTuLi
nikapcbKoro 3acoby,
IHCTPYKLi Ans
MeAnYHOro
3acTocyBaHHsA abo
MapKyBaHHI ynakoBOK
(noTpebye BHeceHHs
BiANOBIAHO A0
iHchopmawii
pedhepeHTHOro/opuriHa
NbHOTO NiKapCbKoro
3acoby 6e3 HagaHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

XOLHNX HOBMX
[0AAaTKOBUX JaHNX
3as5BHUKOM), 3MiHN

BHECEHO A0 IHCTPYKL,i
ANA MeauyHoro
3acToCyBaHHSA
npenapary A0 po3giny
"lMoka3aHHA", a TakoX
A0 posginis "Cnoci6
3acTocyBaHHA Ta fo3n"
(yTOYHEHHS
[o3yBaHHs), "Oitn"
BiANOBIAHO A0
ped)epeHTHoro
npenaparty (Ninpumap).
3miHu | Tvny: FoToBMIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauiii Ta/abo
[OMYyCTUMNX MEX
roTOBOrO /iKapCbKoro
3aco6y (3BY)XXEHHS
[OMyCTUMUX MEeX) —
3BY)EHHSA [0MYyCTUMUX
MeX 3a NoKasHUKamu
«KinbkicHe
BM3HAYeHHA» (Ha
MOMEHT BUMYCKy Ta

TEepPMiH NPMAATHOCTI) Ha

piBHi
+5 %, «PO3UYMHEHHS»,
npuBeAeHHS KpUTepiisB
NPUIAHSATHOCTI 3a
NOKa3HNKOM
«MikpobionoriyHa
yuctoTta» y
BiANOBIAHICTb 40 BUMOT
Ai040ro BUAaHHA
€BponelicbKoi
hapmakonei. 3miHu |
Tuny: FoToBuiA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauiii Ta/abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
J0NyCTUMMX MeX

roTOBOrO /iKapCbKOro
3aco6y (L0NOBHEHHS
cneuudikaLii HOBUM
MOKa3HNKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHSA) —
[IONOBHEHHSA
cneuudikawii
noKasHuKamm
«lpeHTudpikauis (metog
TLWX, meTon
PEHTIEHIBCbKOI
ondopakTomeTpii,
metog, 14-
cnekTpockonii)»,
«lpeHTudpikauis TutaHy
Aiokengy»,
«|30mponinoswii
cnupT», «O4HOPIAHICTb
[,030BaHVX OANHULB»,
«Bo,qa»,
«ByTUAriApoKCHMaHi3on»

«ByTunrigpokcutonyon
», «CynpoBigHi
OOMILLIKU».
3miHu | Tvny: FoToBMIA
nikapcbkuii 3aci6.
KoHTposib rotToBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMMX MEX
roTOBOrO /iKapCbKOro
3acoby (BUTyYEHHs
HEe3Ha4yHOro NokKasHuka
(Hanpuknag,
BU/IYYEHHS 3acTapinoro
nokasHuKa) —
BU/TYYEHHS NOKa3HWKIB
«CepefHA maca
Tabnetkn» (MPUCYTHINA
TecT «OfHOpPIAHICTb
[1030BaHNX OAVHULb>),
«BTpata B mMaci npu
BUCYLLIYBaHHI»

(npucyTHiIli TecT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

«Bop,a»),
«Po3nafaHHA»
(npucyTHili TecT

PO3YMHEHHS),
«OpfHOPIAHICTb
[03yBaHHs» (NPUCYTHIl
TecT «OfHOpIgHICTb
[1030BaHNX OAVHNLbY).
3MiHu | TMNY: FoToBWMIA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
rOTOBOrO /1iKapCbKOro
3ac006y (iHWi 3MiHN Y
mMeTogax BUnpobyBaHb
(BK/THOYAKOUM 3aMiHY
ab0 JONOBHEHHS),
3MiHa aHaNNiTUYHKX
MeTOoAVMK 3a po3ginamm
«P0O34nHEeHH:A»
(npo6onigroToBka,
YMOBWU
XpomaTtorpadyBaHHs),
«KinbkicHe
BW3HAYEHHSA»
(npo6onigrotoska,
YMOBM
XpomaTtorpadysaHHs),
«MikpobionoriyHa
yuctoTa» (NpUBEAEHHSN
y BifnoBigHiCTb f0
BUMOT [jt040ro
BMAAHHA €BponeincbKol
hapmakoner). 3miHu |
TUny: AOMIHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecu micus
NpoBaXeHHS
LisNIbHOCTI
BMPOGHMKa/imnopTepa
roTOBOrO /iKapCbKOro
3acoby, BKIYaKun
AiNbHULI BUMYCKY cepii
abo micue npoBefieHHs
KOHTPO/HO AKOCTI.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(misnbHiCTb, 3a AKy
Bignosigae
BMPOGHMK/iIMnopTep,
BK/THOHAI0UMN BUMYCK
cepiii), 3MiHa Ha3Bu®
BMPOGHUKA. 3MiHU |
TUny: AOMIHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecu micus
NpoBaXeHHS
AiSNbHOCTI BUPOOHMKa
(Bkntovaroun, 3a
HeobXigHoCTi, Micue
NpoBefEeHHSA KOHTPO/IHO
AKOCTI), ab0 BnacHvKa
macTep-gpaiina Ha AdI,
abo nocravasibHuKa
Adl/BMXigHOrO
MaTepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [J0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY [OChE,
a60 BNPOBHMKA HOBOI
[0MOMDKHOT pEYOBUHM
(AKLLO 3a3HaYeHO Y
[ocbe), 3MiHa Ha3Bun
BMPOGHUK ADI. 3miHa
Ha3BW 3asBHMKA.
MpuBefeHHA Ha3Bn
nikapcbkoi hopmu y
BiANOBIgHICTb A0
po3gainy «Cknag»
rOTOBOrO /1iKapCbKOro
3acoby — 3aTBepKeHo:
TabneTkn BKpUTI
060/10HKOIO;
3anpornoHoBaHo:
TabneTkn BKpUTI
N/1iBKOBOK 060/10HKOIO;
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3miHu | TUNY - FoToBMIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOT Ai/TbHUL
BMPOGHULTBA AN
4acTVHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHULA, Ha
AKi NPOBOAATLCA
6yAb-Ki BUPOOHUYI
cTagji, 3a BUHSAATKOM
BUMYCKY Cepiid,
KOHTPO/O SIKOCTI,
NMepBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS,
[N HECTEPUTBHNX
nikapcbkunx 3acobis)
(3amiHa ainbHUUI
BMPOGHULTBA AN
BCbOr0 BUPOGHNYOTO
npouecy MNM3) CynyTHA
3miHa - FoToBwiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBefleHHSA
[04aTKOBOI Ai/TbHUL
BMPOGHMLTBA 415
4acTVHM abo BCLOro
BMPOGHMYOro npoLecy
roTOBOrO /iKapCbKoro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs) ( 4inbHUUA
NS NePBUHHOTO
nakyBaHHs); - F0ToBWiA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOT Ai/TbHUL
BMPOGHULTBA AN
4acTVHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO MakKyBaHHS)
(AinbHMUA AnA




Hassa
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o

60.

CTOPBAC

BTOPVHHOTO
nakyBaHHs); 3MiHu |
Tvny - FoToBwiA
nikapcbknii 3aci6.
Bupo6bHMLTBO. 3MiHW,
LLI0 CTOCYHOTbCA
BUMYCKy cepil Ta
KOHTPO/II0 AKOCTI
roTOBOrO NiKapCbKOro
3acoby (3amiHa abo
[0AaBaHHA BUPO6HYKa,
BiANOBIAa/IbHOIO 3a
BUMYCK cepii) -
BK/TIOHA0UM
KOHTPO/b/BUNPOBYBaHH
A cepii (3mMiHa
BMPOGHIKa,
BiANOBIAa/IbHOIO 3a
BWMYCK cepiii); 3MiHu |
Tuny - FoToBMiA
nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo
[0AaBaHHA LWTamnis,
NOTOBLLEHb a60 IHLWNX
MapKyBaHb, YK/THo4aoum
3aMiHy abo fonaBaHHSA
hapb 0N MapKyBaHHs
nikapcbKkoro 3acoby
(3MiHKM WTamnis,
NOTOBLLEHb a60 IHLWNX
MapKyBaHb) (foAaHHS
Hanucy 3 of4Horo 60ky
Tabnetku); 3miHu Il
Tuny - FoToBwMiA
nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHay
cknagi (4onoMikHUX
peyoBMHax) roToBoro
nikapcbKkoro 3acoby
(iHLWi 3MiHK) (3MiHK Y
cknagi fonoMKHUX
peuoBuHM 113 3 meTol0
onTMMi3auii cknaagy)

noceBio4YeHHs

TabneTku, BKPUTI
MN/1iIBKOBOK 060/10HKOIO
no 10 mr Ne 30 (10x3),
Ne 90 (10x9) y

bnictepax

CaH

PapmacboTukan
IHpacTpi3
NimiTen

IHais

CaH d®apmMacboTnkas
IHaacTpi3 Nimiteq,

IHAis

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro

3a peyenmom

nocBigYeHHst; 3MiHu |

UA/0778/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHV [10 iCHYytO4OT
cmuctemu
chapmakoHarnsgy, sk
3a3HayeHo B Onuci
cmuctemu
thapmakoHarnsgy
(3MiHa ynoBHOBaXeHOT
ocobu, BiAnoBigasIbHOT
3a hapmakoHarnsg).
CynyTHS 3MiHa:
Nikapcbki 3aco6u.
3MiHu J0 iCHYHOYOI
cuctemu
thapmakoHarnagy, sk
3a3HayeHo B ONuCi
cuctemu
hapmakoHarnsgy
(3MiHa B KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT
ocobu, BiAnoBigasibHOT
3a hapmakoHarnsg).
3MiHu | TUnYy: Jlikapcbki
3acobu. 3miHa y
KOPOTKIl
XapakTepucTuLi
nikapcbKoro 3acooy,
IHCTPYKLii ans
MeAnYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiANOBIAHO A0
iHchopmawii
pedyepeHTHoro/opuriHa
NbHOTrO NikapcbKoro
3acoby 6e3 HagaHHs
XOLHWNX HOBMX
[0AAaTKOBUX JaHNX
3as9BHUKOM), 3MiHU
BHECEHO [0 IHCTPYKLT
AN MeauyHoro
3acToCyBaHHSA
npenapary A0 po3giny
"lMoka3aHHA", a TakoX
0o posginis "Croci6
3acToCcyBaHHsA Ta Ao3n"

(YTOYHEHHS

Tuny: Jlikapcbki 3aco6um.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[o3yBaHHs), "Oitn"
BiANoBiAHO [0

pedyepeHTHOro
npenapary (Nlinpumap).
3MiHu | TUNy: FoToBMiA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby.
3mMiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3ac00y (3BY>KEHHS
[OMYyCTUMUX MEX) —
3BY)EHHS [0MYyCTUMMUX
MeX 3a NoKasHUKamu
«KinbkicHe
BM3HAYEeHH:» (Ha
MOMEHT BUMYCKy Ta
TepMiH NpuaaTHOCTI) Ha
piBHi
+5 %, «PO34MHEHHSA»,
npuBeLeHHs KpUTepiis
NPUIAHATHOCTI 3a
MOKa3HNKOM
«MikpobionoriyHa
uuctorta» y
BiANOBIAHICTb A0 BAMOT
Ail4oro BuaaHHs
€BponelicbKoi
thapmakonei. 3miHu |
Tuny: FroToBUiA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby.
3mMiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (J0MOBHEHHS
crneundikauii HoBUM
MOKa3HNKOM 3
BiANOBIAHMM METOA0M
BMNPOGYBaHHS) —
[IONOBHEHHS
cneuudikauii
nokasHuKamm

«laeHTudikauisa (metog
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cnekTpockonii)»,
«lpgeHTudikalia Tutany
aiokenay»,
«|30nponinosuii
cnupT», «OAHOPIAHICTD
[030BaHNX OAVHNLb>,
«Bopa»,

«ByTunarigpokcuaHizon»

«byTunrigpokcutonyon
», «CynpoBigHi
LOMILLIKM».
3MiHu | TUNy: FoToBMiA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
nikapcbkoro 3acoby.
3mMiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3aco6y (BUyYEHHS
He3Ha4yHOro nokasHuka
(ranpvknag,
BUJTYYEHHS 3acTapifioro
noKasHuka) —
BU/TYYEHHS NOKa3HWKIB
«CepefHsa maca
TabneTkn» (NPUCYTHINA
TecT «OfHopIgHICTb
[1030BaHNX OAVHULIb»),
«BTpaTta B maci npu
BVCYLLYBaHHI»
(npwcyTHIl TecT
«Bopga»),
«Po3nafaHHa»
(npwcyTHIl TecT
PO3UYMHEHHS),
«OfHOpIgHICTb
[,03yBaHHA» (MPUCYTHIN
TecT «OfHOpPIAHICTb
[030BaHNX OMHULB»).
3miHu | Tvny: FoToBMIA
nikapcbkuii 3aci6.

KoHTposib rotoBoro

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TLWX, meTop,
PEHTTEHIBCHKOT
ondpakTomeTpii,
metog 14-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHK Y
mMeTofax BunpobysaHb
(BKNHOYAKOUN 3aMiHY
a60 [ONOBHEHHS),
3MiHa aHaNTITUYHKX
MeToAVK 3a po3ginamu
«P0O34YMHEHHA»
(npo6onigrotoska,
YMOBM
XpomatorpadyBaHHs),
«KinbkicHe
BWU3HAYEHHA»
(npo6onigroToBka,
YMOBWU
XpomaTtorpadyBaHHs),
«MikpobionoriyHa
yncToTa» (NpMBELEHHS
y BiAMoBigHICTb f0
BUMOT [jl040ro
BUAaHHA €BPONENCHKOI
thapmakonei). 3miHu |
TMny: AAMIHICTpaTUBHI
3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo
agpecu micus
NpOBaXEHHS
LisANbHOCTI
BMPOGHMKa/imnopTepa
rOTOBOrO /1iKapCbKOro
3acoby, BK/IoYaum
OinbHUL BUNYCKY cepil
abo micue nposefeHHs
KOHTPO/O AKOCTI.
([isnbHICTB, 3a Ky
Bignosigae
BMPOGHMK/iMnopTep,
BK/THOHAI0UMN BUNYCK
cepiii), 3MiHa Ha3Bu®
BMPO6HUKA. 3MiHU |
TMny: AAMIHICTpaTuBHI
3MiHW. 3miHa
HalilmeHyBaHHs Ta/abo
agpecu micus
NpOBaKEHHS
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Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

[iSNbHOCTI BUPOOHMKA
(BKTrovatoun, 3a
HeobXxigHOCTI, Micue
NpoBeAeHHs1 KOHTPO/I0
AKOCTi), ab0 BnacHuka
macTep-haiina Ha AP,
abo noctavasibHMKa
Adl/BuxigHOro
MaTepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayeHo y OCbE Ha
nikapcbkuii 3acib) 3a
BIACYTHOCTI
ceptudiikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY [OChE,
a60 BUPOBHMKA HOBOI
[0MOMDKHOT PEYOBUHHN
(AKLLO 3a3HaYeHO Y
[ocbe), 3MiHa Ha3BKn
BMPOGHUK ADI. 3miHa
Ha3BW 3asBHMKA.
MpuBeaeHHA Ha3BK
nikapcbkoi hopmu y
BigNoBIgHICTb A0
po3gainy «Cknag»
roTOBOrO /1iKapCbKOro
3acoby — 3aTBepKeHO:
TabneTky BKPUTI
060/10HKOIO;
3anpornoHoBaHo:
TabneTky BKPUTI
N/1iBKOBOK 060/10HKOIO;
3MmiHu | TUNY - FoTOBWMIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHULI
BMPOGHMLTBA 415
4acTVHM abo BCbOro
BMPOBHUYOro npouecy
roTOBOrO J1iKapCbKOro
3acoby (4inbHUUA, Ha
AKii NpoBOAATbLCA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

6yab-sIKi BUPOOHUYI
cTagji, 3a BUHATKOM
BUMYCKY Cepil,
KOHTPO/O AKOCTI,
NepBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS,
[ONA HeCTEPUTbHNX
nikapcbKUx 3acobiB)
(3amiHa AinbHuULi
BMPOGHMLTBA 4151
BCbOr0 BUPOBHNYOrO
npouecy M13) CynyTHa
3miHa - ['oToBWi
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
ab0 BBeAEHHS
[04aTKOBOT Ai/TbHUL
BMPOGHULTBA AN
4acTHM abo BCbOro
BMPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro
3acoby (ginbHUUA ans
NepBUHHOTO
nakyBaHHs) ( AinbHULA
NS NepBUHHOTO
nakyBaHHs); - FoToBUIA
nikapcbkuii 3aci6.
Bupo6HuyTBO. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHULI
BMPOGHMLTBA 4151
4acTVHM abo BCbOro
BMPOGHMYOro npoLiecy
roTOBOrO J1iKapCbKOro
3acoby (ginbHUUa ans
BTOPWHHOTO MaKyBaHHS)
(ainbHMUA Ans
BTOPVHHOTO
nakyBaHHs); 3miHu |
Tuny - FoToBwMiA
nikapcbkuii 3aci6.
Brpo6HMLTBO. 3MiHK,
LLIO CTOCYHOTbCA
BMNYCKY cepii Ta
KOHTPOJIHO SKOCTI
roTOBOrO J1iKapCbKOro
3acoby (3amiHa abo
[04aBaHHS BUPOOHMKA,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

BignoBigasibHOro 3a
BMNyCK cepir) -
BK/THOUA0UM
KOHTPO/1b/BMNPOBYBaHH
A cepii (3mMiHa
BMPOGHVIKa,
BignoBigasibHOro 3a
BWMNYCK cepiid); 3MiHu |
Tvny - FoToBwiA
nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo
[04aBaHHS LWITamniB,
NOTOBLLEHb ab0 IHWNX
MapKyBaHb, YK/oHaoum
3amiHy abo fogasaHHA
thapb ans MapKyBaHHs
nikapcbkoro 3acoby
(3MiHM WwTamnis,
NOTOBLLEHb ab0 IHWNX
MapKyBaHb) (f0AaHHSA
Hanucy 3 o4HOro 6oky
Tabnetkn); 3minu Il
Tuny - FoToBMiA
nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHay
cknagi (4oNOMiXHUX
peyoBMHax) roToBoro
nikapcbKkoro 3acoby
(iHWi 3MiHK) (3MiHK Y
cknagi 4OMOMIKHNX
peyosuHmn N3 3 meTo0
onTuMi3auii cknagy)

61.

CYNbOALMN
HATPIIO

Kpanni o4Hi 30 % no 10
My chnakoHax
nnactnkosmx Ne 1

TOB "®3
"BIO®PAPMA"

YKpaiHa

TOB "®3
"BIO®PAPMA"

YkpaiHa

nepepeecTpavis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
Tvny: 3MiHY Woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3aranbHeHnx
[aHuX nNpo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUX AaHnx
npo cucTemy
hapmakoHarnsgy,

3a peyenmom

He nionsieae

UA/5006/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o

3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4N1A
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsagy
(BK/IOYAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MILLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbKoro 3acoby.
3MiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMUX MEX
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHN),
(3a3HaveHHs KpuTepiiB
NPUAHATHOCTI 5% B
cneuudikawii
nikapcbkoro 3acoby 3a
po3gainom «KinbkicHe
BWU3HAUYEHHS» [10 BUMOT
HactaHoBu 42-3.2:2004
CrieundikaLii:koHTPOsIb
Hi BUNPOB6YBaHHA Ta
KpUTEpii NPURHATHOCTI)

noceBio4YeHHs

62.

CYNEPBIT

TabneTku XyBasibHi, NO
10 Tabnetok y 6nicTepi,
no 3 6nictepu B navuj

MAT "KuiBcbkuii
BiTaAMiHHWN
3asof”

YKpaiHa

MAT "KuiBcbkuii
BiTamiHHWI 3aBo4"

YkpaiHa

nepepeecTpavjis Ha
HEOBMEXEHUI TEPMIH;
3MiHu | TUny: 3MiHn
woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTui

6e3 peyenma

nionsieae

UA/5698/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
[ocnipkeHb 3 6e3nekn
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsapeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy
3 gocnimpKeHb,
npoBeeHuX BignosigHO
[0 nnaHy negiatpuyHnx
pocnigpxens (PIP)
(3MiHY y3rofxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHNM
opraHom), (3miHu
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
npenapary A0 po3ainy
«[TokasaHHA»
(BMNyYeHO NokasaHHs:
nikyBaHHs fediunty
BiTaMiHiB i MiHepaniB y
Jopocnux) BianosigHO
0,0 BUCHOBKY
KOHCY/IbTaTUBHO-
eKcnepTHOT rpynun
"EHgOKpUHONOria Ta
06MiH Pe4yOoBUH.
Nikapcbki 3acobu”), a
TakoX [0 po3Ainis
«[poTunokasaHHs»,
«B3aemogis 3 iHW1Mun
nikapcbknMmy 3acobamu
Ta iHWi B1an
B3aEMOf;it»,
«Oco6mnBOCTi
3aCTOCYyBaHHA»,
«Mepefo3yBaHHs»,
«[Mo6iyHI peakuii»
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

LoAo 6e3nekn Aitumx
peyoBMH Ta
pekomeHAaL;ii
JenaptameHTy
nicnspeecTpauiiHoro
Harnsgy). 3rigHo 3
n.1.13 popartky 15
Hakazy MO3 YkpaiHu
Bif 23.07.2015 Ne460
HafiaHo rapaHTiiHNi
JINCT Bif, 3a5BHMKaA
oo HagaHHA MNyP
yepes 2 poku Bifg
BBEJEHHS B [0
Mopsiaky (Ao
23.07.2017 p.).

63.

TEN3IP™

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 700 mr Ne 60 y
donakoHi Ne 1

BiiB Xenckep
HOK NimiTen

Benvka
BputaHis

Bupo6bHMLTBO 3a
NOBHUM LIK/TOM:
nakco OnepeiilHe
HOK Nimiten, Benuka
BputaHis
[JonaTtkoBuii BUPOGHMK
[ONS NakyBaHHA Ta
BUMYCKY Cepii:
"nakco Bennkom C.A.,
IcnaHis

Benvka
Bputanis/
IcnaHis

nepepeecTpaujis Ha 5
POKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
NoCBigYEHHSs; 3MiHN |
TMny: 3miHa
HaliMeHyBaHHs Ta/abo
MiCLLe3HaXOKEHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IIOYAOUM MicLe
npoBeAeHHs1 KOHTPO/0
AKOCTi(BMPOOHUYA
OiNbHULS BUNYCKY
cepii). 3miHn | TUNY:
3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuit
3aci6. 3MiHn y
BUPOOHUUTBI (iHLWi
3MiHW) - 3a3HAYEHHS
BMPOGHNUNX CDYHKLLiT
ans Bupo6Hukis MN13.
3minn |l Tuny: 3miHn
o0
6e3nekun/edeKTNBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapakTepucTuLj
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anAa
MeNYHOro

3a peyenmom

He niosis2ae

UA/5154/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3aCTOCyBaHHSA Y 3B’A3KY
i3 HOBMMM AaHUMK 3
SAKOCTi, AOKTIHIYHMMM,
KNHIYHUMW JaHMK Ta
JaHumm 3
hapmakoHarnagy -
3MiHV BHECeHOo o
IHCTPYKLT anAa
MeAnYHOro
3acToCyBaHHSA
npenapary fi0 po3ginis
"Cnoci6 3acTocyBaHHs
Ta Ao3n" (YyTOUHEHHS
[03yBaHHA, Y T. 4.
gitam), "gitn"
(YTOUHEHHs [03yBaHHSA
3a/1eXHO Bif, BiKy Ta
mMacu Tina),
"®apmakonorivHi
BNacTUBOCTI" (BHECEHO
[OMNOBHEHHS),
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUAN
B3aeMOAjii" BigNoBigHO
[0 KOPOTKOT
XapaKTepucTuku
nikapcbkoro 3acoby Ta
BWCHOBKIB
KOHCY/IbTATUBHO-
eKCMepTHUX rpyn
"MpPOTUMIKPOGHI,
aHTUreNIbMiHTHI Ta
NMPOTUBIPYCHI NiKapchbki
3aco6u"”. MNpuBeaeHHs
Ha3BW NikapcbKoT
chopmu go matepianis
chipMmn BUpO6GHUKA

64.

TEN3IP™

cycneHsist opanbHa, 50
mr/Mn no 225 mny
donakoHi Ne 1

BiiB Xenckep
HOK NimiTepq,

Benuka
BputaHis

nakcoCMITKNAAH IHK.

KaHaga

nepepeecTpavis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
nocBigYeHHst; 3MiHu |l
Tvny: 3MiHY Woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOpOTKili
XapaKkTepucTui

3a peyenmom

He nionisieae

UA/5154/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3aCTOCyBaHHS Y 3B’A3KY
i3 HOBUMM faHNMK 3
SIKOCTi, AOKTIHIYHMM,
KNHIYHUMW faHMK Ta
JaHumn 3
thapmakoHarnsgy -
3MiHV BHECeHo [0
IHCTPYKLji Ans
MeAnYHOro
3acTocyBaHHS
npenapary A0 po3ginis
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOYHEHHS
[03yBaHHSA, y T. 4.
aitam), "Aitn"
(YTOYHeHHs [03yBaHHSA
3a/1eXHO Big, BiKy Ta
macu Tina),
"®apMaKkonorivHi
BNacTUBOCTI" (BHECEHO
[OOMOBHEHHS),
"B3aemopis 3 iHWMMKN
nikapcbknMmy 3acobamu
Ta iHWi B1an
B3aemMopiit" BianoBigHoO
[0 KOPOTKOI
XapakTepucTuku
nikapcbkoro 3acoby Ta
BVCHOBKY
KOHCY/IbTaTUBHO-
eKcnepTHOT rpynun
"MpOTUMIKPOGHI,
aHTUreIbMiHTHI Ta
NPOTUBIPYCHI NiKapcbKi
3acobu”

65.

TPOCAH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 25 mr Ne 30 (10x3) y
6nicTepax

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma
Nimiten (FOHIT 111)

IHgis

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
TMny: 3miHa
HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO

3a peyenmom

He nidnsi2ae

UA/11737/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbkoro 3acoby,

BK/IIOYa0UM Micue
NpoBefEeHHSA KOHTPO/IHO
AKocTi (yci iHwWi
AinbHuU), 3miHa
MiCLLe3HaXOKEHHS
BMPO6HUKA. 3MiHuU |
Tvny: 3MiHY Woao
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
BBefeHHsA abo 3MiHu
[0 y3arasbHeHux
[aHuX Npo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUxX AaHnx
npo cucTemy
hapmakoHarnagy,
3MiHa YyNOBHOB&XEHOI
ocobw, BignoBigabHOI
3a 3[jICHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4N1A
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsagy
(BK/IOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MILLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMUX MEX
roTOBOrO /iKapCbKOro

3aco6y (BHECEHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

[0 JOoCbE nicns
OHOBJ/IEHHA 3arasibHOI
cTaTTi Ha roToBy
nikapcbky dopmy y
LoY/EBponelicbkiit
apmakonei). CynyTHa
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTponb
roTOBOrO J1iKapCbKOro
3acoby. 3miHa y
mMeTofax
BMNPOBYBaHHSA
roTOBOrO /iKapCbKOro
3acoby (OHOBJ/IEHHS
npoueaypu
BUMNPOBYBaHHA 415
npuBeAeHHs y
BiANOBIAHICTb 3i
3MiHEHOI0 3arasibHO
ctatteto JdY abo
€BponericbKoi
thapmakonei),
MpuBeAeHHs po3ainy
«MikpobionoriyHa
ynucToTa» A0 BUMOT
Ailo4oro BuaaHHsa €9.)

66.

TPOCAH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 50 mr Ne 30 (10x3) y
6nicTepax

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma
Nimiten (FOHIT 111)

IHgis

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
Tmny: 3miHa
HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IIOYa0UM MicLe
NpoBeAEHHsI KOHTPO/0
AKocTi (yci iHwWi
AinbHuu), 3miHa
MiCLLe3HaXOKEHHS
BMPO6HUKA. 3MiHU |
Tvny: 3MiHY Woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3arasbHeHuX

3a peuyenmom

He nidnsi2ae

UA/11737/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
JaHyX Npo cuctemy
thapmakoHarnsgy
(BepeHHs

y3ara/lbHeHUxX AaHnx
npo cuctemy
thapmakoHarnagy,
3MiHa YyNOBHOB&XEHOT
ocobw, BignoBigabHOI
3a 3[jICHEHHS
chapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsagy
3asBHUKa A4NA
3[jiiCHEHHS
thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsgy
(BK/HOHAKOUN KOHTAKTHI
[AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3Minu | TUny: 3MiHn 3
AKOCTI. FoTOBUI
nikapcbkuii 3aci6.
KoHTposib rotToBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauii Ta/abo
[OMyCTUMMX MEX
roTOBOrO /iKapCbKOro
3aco6y (BHECEHHS 3MiH
[0 JOoCbE nicns
OHOB/IEHHSA 3arasibHOT
cTaTTi Ha roToBy
nikapcbky dopmy y
LoY/EBponelicbkiit
apmakonei). CynyTHa
3MiHa: 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkuii
3aci6. KoHTposnb
roTOBOrO J1iKapCbKOro
3acoby. 3miHa y

meTozax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

BMNPOOYBaHHSA
roTOBOrO /iKapCbKOro
3aco0by (OHOBJ/IEHHS
npoueaypu
BUMNPOBYBaHHSA 415
npvBeAeHHs y
BiANOBIAHICTb 3i
3MiHEHOI0 3arasibHO
ctatteto JdY abo
€BponelicbKoi
thapmakonei),
MpuBeAeHHs po3ainy
«MikpobionoriyHa
ynucToTa» A0 BUMOT
Ailo4oro BuaaHHa €9.)

67.

TPOCAH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 100 mr Ne 30 (10x3) y
6nicTepax

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma
Nimiten (FOHIT 1)

IHgis

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
Tmny: 3miHa
HalimeHyBaHHs Ta/abo
MiCLIe3HaXOKEeHHS
BMPOGHMKA rOTOBOrO
nikapcbKoro 3acoby,
BK/IIOYa0UM MicLe
nNpoBefEeHHSA KOHTPO/HO
AKocTi (yci iHwWi
AinbHuu), 3miHa
MiCLLe3HaXOKEHHS
BMPO6HUKA. 3MiHU |
Tvny: 3MiHY Woao
6e3nekn/edeKTNBHOCTI
Ta thapmakoHarnagy.
BBefeHHA abo 3MiHu
[0 y3aranbHeHnx
[aHuX nNpo cuctemy
thapmakoHarnsgy
(BepeHHs
y3ara/lbHeHUxX AaHux
npo cucTemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT|
ocobw, BignoBigasbHOT
3a 34iiCHEeHHS
chapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy

3a peyenmom

He nidnsi2ae

UA/11737/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3asBHMKa 415
3[jiiCHEHHS

3MiHEHOI0 3arasibHoK

roToeoro ﬂiKapCbKOFO

thapmakoHarnsgy B
YKkpaiHi, SIKLLO BOHa
BiAMiHHA Bif

BignoBigasibHOI 3a
3[jiiCHEHHS
hapmakoHarnsagy

[AaHi) Ta/abo 3MiHW Y
PO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3Minu | TUny: 3MiHu 3
AKOCTI. FoTOBUIA
nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3MmiHa napameTpis
cneuudikauiii Ta/abo
[OMYyCTUMNX MEX
roTOBOrO /iKapCbKoro
3aco6y (BHECEHHS 3MiH
[0 JOoCbE nicns
OHOB/IEHHA 3arasibHOT
cTaTTi Ha roToBy
nikapcbky dopmy y
LoY/EBponelicbkiit
apmakonei). CynyTHa
3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii
3aci6. KoHTposnb
roTOBOrO J1iKapCbKOro
3acoby. 3miHa y
mMeTofax
BMNPOBYBaHHSA

3acoby (OHOBJ/IEHHS
npoueaypu
BUNPOGYBaHHS 4151
NpUBELEHHS Y
BiANOBIAHICTb 3i

ctatteto JdY abo
€BponelicbKoi
thapmakonei),

MpuBeAEHHS po3ainy

YNOBHOBAXEHOI 0CO6M,

(BK/IOHAKOUN KOHTAKTHI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«MikpobionoriyHa
ynucToTa» A0 BUMOT
Ailo4oro BuaaHHsa €9.)
68. | YKPNIB® cycneHsis opasibHa, 250 TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" YkpaiHa nepepeecTpauist Ha 5 3a peyenmom | He nionsieae UA/11750/02/01
Mr/5 M no 200 mny PAPM" pOKiB y 3B 53Ky i3
donakoHi; no 1 donakoHy 3aKiHYEHHSM TEPMiHY
pas3oM 3 MipHOI0 Aii peecTpadujiiHoro
JIOXEYUKOH Y KapPTOHHiIl nocBifyeHHs; 3rigHo 3
ynakosLi; no 30 mny n.1.13 Ta n.2.3 goaarky
chnakoHi; no 1 donakoHy 15 Haka3zy MO3
pas3om 3 MipHOK Ykpaiuu Big 23.07.2015
NIOXXEYKOK Y KapTOHHIN Ne460 HagaHo
ynakoBLi rapaHTiiHi nncTu Big
3as1BHUKA LLOJ0
HagaHHA MYP ta
[OMOBHEHHA [0 ornsagy
KNiHIYHUX AaHuX Yyepes
2 pokw Bif, BBEAEHHS B
Aito Mopsiaky (4o
30.10.2017))
69. | YKPNIB® Tabnetku no 250 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" Ykpaina nepepeecTpavis Ha 5 3a peyenmom | He nidssieae UA/11750/01/01
10 TabneTok y 6nicTepi; PAPM" pOKiB y 3B 5A3KY i3
no 3 abo 10 6nictepiB y 3aKiHYEHHAM TepMiHy
KapTOHHIN ynakosLi 4ii peectpauiiHoro
noceigyeHHs; 3rigHo 3
n.1.13 Ta n.2.3 gogartky
15 Hakazy MO3
Ykpainu Big 23.07.2015
Ne460 HapaHo
rapaHTiiHi nncTu Big
3asBHMKA LLOJ0
HagaHHA MYP Ta
[OMOBHEHHSA [0 ornsay
KNiHIYHUX AaHnX yepes
2 poKu Bif, BBEAEHHS B
4ito Mopsaaky (ao
30.10.2017))
70. | ®IPMACTA® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis nepepeecTpavis Ha 5 3a peyenmomM | He nidnsieae UA/11162/01/02
NAiBKOBOK 060/I0HKOHO, HoBo mecTo MecTo POKIB y 3B 3Ky i3

no 150 mr Ne 14 (14x1),
Ne 28 (14x2), Ne 56
(14x4), Ne 98 (14x7) B
6nicTepax

3aKiHYEHHAM TepMiHy

Aii peecTtpauiiHoro

NOCBIgYEHHST; 3MiHN |

Tuny: Jlikapcbki 3aco6u.

3MiHa y KopoTKili
XapakTepucTuLi

nikapcbKoro 3acoby,

IHCTPYKLi ANns
MeAn4YHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

3acTocyBaHHA abo
MapKyBaHHi ynakoBoK
(noTpebye BHECEHHS
BiANOBIAHO A0
iHdhopmauii
pedyepeHTHoro/opuriHa
JTIbHOTO NiKapCbKOro
3acoby 6e3 HafaHHA
XOLHWX HOBMX
[0AATKOBUX JaHNX
3a5BHUKOM) - 3MiHU
BHECEHO [0 IHCTPYKL,i
ANA MeAuyHoro
3acTocyBaHHS
npenapary A0 po3ainy
"lMoka3zaHHA"
BiANoBiAHO [0
pedyepeHTHOro
npenapary (Anposensb,
TabneTku no 75 mr abo
150 mr a6o 300 mr).
3miHu | TMny: 3MiHn 3
AKOCTi. A®I. KOHTpOsb
Adl. 3miHa y
napametpax
cneuudikayin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHNX Y
cneuugikauisax Ha Adl,
abo
BVIXiZHWI/MPOMIXHWIA
npoAayKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSH Y
npoeci BUpo6HMLTBA
ADI (3BYyXEHHS
Z[0NyCTUMUX MEX,
BU3HAYEHNX Y
cneumagikauii) — 3miHa
KpWTepiiB NPUAHATHOCTI
JOMILLKM A NOKa3HUKa
«CynpoBiZHi SOMILLK/>»
AN Ailo4ol pevoBUHN
ipbecapTtany
BiANoBiAHO [0
MoHorpadii
«Irbesartan» gjto4oro
BugaHHa €

71.

DPIPMACTA®

TabneTkn, BKPUTI

KPKA, o.4a.,

CnoBseHis

KPKA, g.4., Hoso

CnoBeHis

nepepeecTpadist Ha 5

3a peyenmom

He niodsisieae

UA/11162/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
N/1iBKOBOK 060JI0HKOLO, Hoso mecTo MecTo POKiB y 3B S3KY i3

no 300 mr Ne 14 (14x1),
Ne 28 (14x2), Ne 56
(14x4), Ne 98 (14x7) B
6nictepax

3aKiHYEHHAM TepMiHy
Aii peecTtpauiiHoro
NOCBIgYEHHST; 3MiHM |
Tuny: Jlikapcbki 3aco6u.
3MiHa y KopoTKili
XapakTepucTuLi
nikapcbKoro 3acoby,
IHCTPYKLi Ans
MeAnYHOro
3acTocyBaHHsA abo
MapKyBaHHI yNnakoBOK
(noTpebye BHeceHHs
BiANoBigHO 0
iHchopmawyii
pedhepeHTHOro/opuriHa
NbHOTO NiKapCbKoro
3acoby 6e3 HajaHHA
XOLHNX HOBMX
[0AAaTKOBUX JaHNX
3a59BHNKOM) - 3MiHK
BHECEHO A0 IHCTPYKL,i
ANA MeauyHoro
3acToCyBaHHSA
npenapary A0 po3giny
"Moka3zaHHA"
BiANOBIAHO A0
pedhepeHTHOro
npenaparty (Anposensb,
Tabnetkv no 75 mr abo
150 wmr a6o 300 wmr).
3MiHY | TUNY: 3MiHK 3
akocTi. A®Il. KoHTponb
A®l. 3miHa y
napameTpax
cneuudikauii Ta/abo
J0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha AdI,
abo
BUXiAHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVICTOBYHOTBCS Y
npoueci BUpobHMLTBA
A®DI (3BYyXEHHSA
J0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikadii) — 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

KpUTEpIiB NPUAHATHOCTI
[JOMILLKM A nokasHuka
«CynpoBigHi AOMILLKN»
4NA 4ilo4oi pevoBUHN
ip6ecapTaHy
BiANOBIAHO A0
MoHorpadii
«Irbesartan» gjtovoro
BUaHHA EP

72.

®IPMACTA®

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOHO,
no 75 mr Ne 14 (14x1),
Ne 28 (14x2), Ne 56
(14x4), Ne 98 (14x7) B
6nictepax

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4a., Hoso
MecTo

CnoBeHis

nepepeecTpaujis Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TEPMIiHY
Aii peecTpadujiiHoro
nocBigYeHHs; 3MiHu |
Tuny: Jlikapcbki 3aco6um.
3MiHa y KOpOoTKili
XapakTtepucTuLi
nikapcbKoro 3acoby,
IHCTpYKLi ans
MeAnYHOro
3acTocyBaHHA abo
MapKyBaHHi ynakoBOK
(noTpebye BHECEHHS
BiANOBIAHO A0
iHchopmawii
pedyepeHTHoro/opuriHa
NbHOTrO NiKapCcbKoro
3acoby 6e3 HagaHHs
XOLHWX HOBMX
[00ATKOBUX JaHUNX
3a59BHUKOM) - 3MiHM
BHECEHO A0 IHCTPYKLT
AN MeauyHoro
3acToCyBaHHSA
npenapary A0 po3giny
"Moka3aHHA"
BiANOBIAHO A0
pedyepeHTHoro
npenaparty (AnpoBserb,
TabneTku no 75 mr abo
150 mr a6o 300 mr).
3MiHu | TUny: 3MiHn 3
akocTi. A®Il. KoHTponb
A®I. 3miHa y
napameTpax
cneuudikauin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHUX Y

3a peuyenmom

He nidnsi2ae

UA/11162/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

cneumdikauisx Ha Adl,
abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y
npoteci BUpo6HMLTBa
A®I (3ByXKEHHSA
[0NyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauii) — 3miHa
KpUTEpIiB NPUAHATHOCTI
OOMILLKM A MOKa3HMKa
«CynpoBigHi AOMILLKMN»
015 Ai40T peyoBrHU
ip6ecapTaHy
BiANOBIAHO A0
MoHorpadii
«Irbesartan» gitouoro
BUAAHHA €D

73.

®JIAMIH

nopoLUoK (cybcTaHuis) y
nakeTax
nonieTMIeHoBuUx Ans
chapmaL,eBTUYHOro
3acToCyBaHHs

ToBapucTso 3
obmexeHor
BiANOBiAA/IbHICT
10
"®apmaueBTUUH
a KoMnaHis
"3popos'a”

YKpaiHa

ToBapucTBo 3
06MEXEeHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

Ykpaina

nepepeecTpaujis Ha 5
pOKiB y 3B AA3KY i3
3aKiHYEHHAM TEPMiHY
Aii peecTpadiiHoro
NoCBigYEHHS; 3MiHN |
TUny: AOMIHICTpaTUBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
afipecu 3asBHUKa
(BnacHvka
peecTpauinHoro
NocBigYeHHS). 3MiHu |
TMny: AAMIHICTpaTUBHI
3MiHW. 3miHa
HalimeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS
[iSNbHOCTI BUPOOHMKa
(BKrovatoun, 3a
HeobXxigHOCTI, micue
npoBeAeHHs1 KOHTPO/0
AKOCTI), ab0 BfiacHuKa
macTep-goaiina Ha Adl,
abo noctavasibHMKa
Adl/BuxigHOro
MaTepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTLCA Y
BMPO6HULTBI ADI (AKLLO

He niosis2ae

UA/4297/01/01
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Hassa

®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3a3HayeHo y OCbE Ha
nikapcbkuii 3aci6) 3a
BIACYTHOCTI
ceptudiikata
BignoBigHOCTI
€Bponeiicbkili
thapmakonei y
3aTBEPAKEHOMY [OChE,
a60 BUPOBHMKA HOBOI
[0MOMDKHOT PEYOBUHM
(AKLLO 3a3HaYeHOo Y
[0CbE). 3MiHn | TUny:
3MiHK 3 SKOCTi.
CepTudpikat
BignosigHocTI/TE-
cepTtuddikat
BignoBigHOCTI
€Bponeiicbkili
thapmakonei/moHorpad
ii. 3MiHW, noB'A3aHi 3
HEOO6XiAHICTIO
npvBeAeHHs y
BigNoBIgHICTb A0
MoHorpadii AdY abo
€BponericbKoi
thapmakonei, abo iHLOi
HauioHasIbHOT
thapmakonei gepxasu
€C (iHwWi 3miHK), po3ain
«MikpobionoriyHa
yncToTa» NPUBEAEHO y
BiANOBIAHICTb 40 BUMOT
Aito4oro BuaaHHa Y.
3MmiHu | TMny: 3MiHn 3
AKOCTi. A®Il. KOHTpOsb
A®I. 3miHa y meTogax
BMNpo6yBaHHA Adl abo
BUXiAHOTO
mMaTtepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y
npoteci BUpo6HMLTBa
A®I (iHWi 3MiHN Y
meToAax
BUNPOBYBaHHSA
(BKHOYAKOUN 3aMiHY
ab0 [0NOBHEHHS) ADI
abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVIXiZLHOr0/MPOMIXKHOr0
npoAyKTY)
CynyTHA 3miHa

- 3MiHK 3 sKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax
cneuudikauin Ta/abo
[0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha Adl,
abo
BUXIZAHUA/NPOMiXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y
npoteci BUpo6HMLTBa
A®I (iHWi 3MiHN)

(B 3B'A3KY 3
NPUNUHEHHAM
BMPOGHMLTBA

XpomarorpadivHoi
NAaCTUHKY,
3aTBEpPIXEHOI B po34ini
«lgeHTndikauis»,
Bifgbynacb 3amiHa Ha
aHasnorivyHy
xpomatorpadiyHy
NAACTUHKY, Ha sKilA
[ocaraeTbes
npuaaTHiCTb
XpomaTorpaciyHoi
cuctemu. 3miHa
MeTOANKN
BMMNPOAYBaHHS 3a
po3ainom «3anuLKoBi
KiNIbKOCTi opraHiyHnx
PO3UNHHVIKIB»
3 MeTo
BA,0CKOHA/IEHHS
MEeTOANKN
BUNPOOYBaHHA 3a
pO34i10M «3asnLLKOBI
KINIbKOCTi OpraHivyHmnx
PO3YMHHWKIB», @ came
6inbLL YiTKOro
pO3ZineHHs nikis
opraHiuyHnx
PO3UYMHHWUKIB (CNUPTY

€Tn0BOro,
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Bupo6HuK

KpaiHa

PeecmpayjiliHa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

BUPOBGHUKa

npoyeoypa

eTnnauyerary,

noceBio4YeHHs

3acoby

MAT

Ykpaina

MNAT "Tannacpapm”

Ykpaina

06/1a/iHaHHsA, a came

BiANOBIAHICTb A0 BAUMOT
Aitoyoro BugaHHa by

MeTU/IEHX/1I0pUAY)
3MIHEHO aHaniTMyHe

3anponoHOBaHo

XpomaTtorpadiyHy

KO/TOHKY 3 BinbLu
cneungiyHUm

COpbeHTOM.

MpuBeaeHHA
3acTocyBaHHS
cybcTaHuii y

nepepeecTpauist Ha 5
POKiB; 3MiHY LLOAO

3a peyenmom

He nionsieae

UA/5198/01/01

74.

OYPATIH

Tabnetkv no 50 mr, no
10 TabneTok y 6nicTepi;
no 3 6nicTpu B nauLi

"Tannucapm”

YkpaiHa,

MAT
"KviBmegnpenapar”,
YkpaiHa

6e3nekun/edeKTNBHOCTI
Ta thapmakoHarnsgy.
BBefgeHHs abo 3MiHn
[0 y3aranbHeHnx
AaHvX Npo cuctemy
thapmakoHarnsgy
(BeneHHs
y3araslbHeHUX AaHnx
npo cuctemy
chapmakoHarnsgy,
3MiHa YNMOBHOBAXXEHOT
ocobw, BignoBigasbHOI
3a 3[jiiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHUKA ANA
3[iiCHEHHS
chapmakoHarnsgy B
YKpaiHi, AKLLO BOHa
BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAa/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/HOYAKOYM KOHTAKTHi
[aHi) Ta/abo 3miHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemmn
hapmakoHarnagy);
aAMIHICTPATUBHI 3MiHW.

3mina kogy ATX
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KpaiHa

123

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu

Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o
nocsio4yeHHs1

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

BiANOBIAHO A0
MiXXHapOAHOro

Knacudikatopa BOO3;
3MiHM 3 AKOCTI. [0TOBMIA

MeTofax BunpobysaHb

nikapcbkuii 3aci6.
KoHTposib rotoBoro
nikapcbkoro 3acoby.
3miHa y meTogax
BUNPOBYBaHHSA
roTOBOrO J1iKapCbKOro
3aco06y (iHWi 3MiHK Y

(BKHOYAKOUN 3aMiHY
a60 [ONOBHEHHS)) —
MeToZ BUNpobyBaHHSA
3a po3ginom
"CynpoBigHi fOMiLLKM"
[ONOBHEHEHO
iHhopmauieto woao
HOPMyBaHHS CymMu
[LOMILLOK; 3MiHM LoA0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKilA
XapakTepucTuLi
nikapcbkoro 3acoby,
TEKCTi MapkyBaHHs Ta
IHCTPYKLii ans
MeAnYHOro
3acTOCyBaHHsA
reHepuyHUX/riopuagHmx/
6ionoAibHNX NiKapCbKnx
3acobis nicns
BHECEHHS Tiei camoi
3MiHM Ha pehepeHTHUIA
npenapar (3miHa He
noTpebye HafaHHs
XOLHWNX HOBMX
[0[AaTKOBUX faHuX) -
3MiHW BHECEHO 0
IHCTPYKLT anAa
MeNYHOro
3acToCyBaHHSA
npenapary [10 po3ginis
«[poTnnokasaHHA»,
«Mo6iyHi peakyii»,
«Mepefo3yBaHHs»,

«OcobamBoCTI




Hassa

124

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3assHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamysa
HHSA

Howmep
peecmpayiliHo2o

75.

WABII NUCTA

3acTOCyBaHHSA»
BiANoBiAHO [0
pedyepeHTHOro
npenapary ®YPAIIH;
3MiHU 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6.
KoHTposnb rotoBoro
niKapcbKoro 3acoby.
3mMiHa napameTpis
cneuudikauin Ta/abo
[OMYyCTUMMX MEX
rOTOBOrO /1iKapCbKOro
3acoby (3miHa
3HaxoAuTbLCA No3a
3aTBEPKEHUMU
A0NyCTUMUMMN Mexamu
cneumdikaii) -
cneumdikadito 3a
po3ginom “"CynpoBiaHi
LOMILLK/" AONOBHEHEHO
iHbopMaLieto woao
HOPMYyBaHHS CyMu
[OMILLIOK

noceBio4YeHHs

nncta (cybcTtaHuis) y
MilKax, THoKax, Kinax
Ansi hapmaueBTUYHOro
3acTOCyBaHHs!

MpAT
"NikTpasun"

Ykpaina

MpAT "NMikTpasn”

Ykpaina

nepepeecTpauist Ha 5
pOKiB y 3B 53Ky i3
3aKiHYEHHAM TepMiHy
Aii peecTpadujiiHoro
NoCBigYEHHST; 3MiHN |
TMny: AAMIHICTpaTUBHI
3MiHW. 3miHa
HalimeHyBaHHs Ta/abo
afpecu 3asBHUKa
(BnacHvka
peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa
Ha3Bu Ta agpecu
3asBHUKa. 3MiHM | TUNy:
AMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpoBaXEHHS
[iSNbHOCTI BUPOOHMKa
(Bkntovaroun, 3a
HeobXigHOCTI, Micue
NpoBefEeHHS KOHTPO/IHO
AKOCTI), ab0 BnacHvKa
macTep-gpaiina Ha AdI,

ab0 nocrtavasnibHuKa

He niossieae

UA/5808/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Adl/BMXigHOrO

MaTepiany/peareHTy/np
OMDKHOTO MPOAYKTY, WO
3aCTOCOBYHOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [J0CbE Ha
nikapcbkuii 3acib) 3a
BiCYTHOCTI
cepTudikata
BignoBigHOCTI
€Bponeicbkili
thapmakonei y
3aTBEPAKEHOMY [OChE,
a60 BNPOBHMKA HOBOI
[0MOMDKHOT pEYOBUHM
(AKLLO 3a3HaYeHO Y
[OCbE) - 3MiHa Ha3Bu
BMPOOHMKa Ta
npvBefeHHA agpecu
BMPOGHUKa 10 NiLeH3ii
Ha BUPOOHULITBO.
3miHu | TMny: 3MiHn 3
AKOCTi. A®I. KOHTpOsb
A®I. 3miHa y meTogax
BMNpo6yBaHHA Adl abo
BMXiAHOTO
mMaTepiany/npombKHOro
npoayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y
npoteci BUpo6HMLTBa
A®I (iHWi 3MiHNM Y
meToAax
BUNPOBYBaHHSA
(BKNHOYAKOUN 3aMiHY
ab0 [0NOBHEHHS) ADI
abo
BVIXiZLHOr0/MPOMiXKHOr0
npoaykTy) -
npueefeHHAa MKA 'y
BiANOBIAHICTb A0 BAUMOT
oY «LWasnii
NikapcbKoi nucTaN» 3a
nokKasHuka
«lpeHTndikauis B» (3
[oAaBaHHAM
inocTpauiin), «Btparta B
maci npu

BUCYLLYBaHHI»,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
«CTOPOHHI JOMILLKWN,
«KinbkicHe
BU3HAYEHHA»(3

fofasaHHAM chopmynn
064NCNIEHHSI BMICTY) Ta
sumor A®Y wono
MiKpo6iosorivHol
UMCTOTH, AK HACTIAOK,
BHECEHHS 3MiH [0
Cneuudikauii. 3MiHu |
TUny: 3MiHU 3 SIKOCTI.
A®|. CTabinbHICTb.
3MiHa nepiogy
NOBTOPHUX
BMNpo6yBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa A®I (3a
BIICYTHOCTI y
3aTBEPAKEHOMY [OChE
cepTugikata
BiANOBIAHOCTI
€Bponeicbkili
hapmakonei, Lo
BK/IOYAE nepiog
NMOBTOPHOTO
BMNpo6yBaHHs) (nepios
NMOBTOPHOTO
BMNpobyBaHHA/nepios
36epiraHHs) - 3miHa
ymoB 36epiraHHa Al -
3MiHa yMOB 36€epiraHHs
cybcTaHuii —
[ofaBaHHA
TemnepaTypHOro
pexvmy (NpuBefeHHS Y
BiANOBIAHICTb 40 BUMOT
HactaHoBu 42-
3.3:2004) MpviBeaeHHA
3acTOCyBaHHsA
cy6cTaHuii 4o BuMor
OdY. 3minn Il Tuny:
3MiHu 3 aKocTi. API.
KoHTponb A®I. 3miHa y
napameTpax
cneuudikauii Ta/abo
J0NyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha AdI,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA npoyeodypa Bionycky HHS peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
abo

BUXiAHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y
npoueci BUpobHMLTBA
A®I (iHWi 3MiHN) —
[IONOBHEHHSA
cneuudikavii dpakuieto
noApiGHEHOT CUPOBUHN
«TMOPOLLIOK KPYMHWA»,
3MiHa HOpMYBaHHS 3a
NOKa3HNKOM
«noApiGHEHICTb» Ans
noApiGHEHOT CUPOBUHN,
LLIO 3YMOB/EHO
0co6/IMBOCTAMM
TEXHOMOrYHOro
npouecy; 3i 3MiHO
Ha3By BUNPOOYBaHHSA
«MoJPIGHEHICTb» Ha
«CUTOBUIA aHani3» Ta
3MiHOI Ha3BM
«BUMPOBYBaHHS Ha
YNCTOTY» Ha
«BUMPOGYBaHHS». AK
Hacnifiok, BHECEHHS
3MiH O MeTOogjB
KOHTPOJIH SIKOCTi.)

HavyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta
AKOCTI (hapMmaLeBTUUHOI NPOAYKLiT

MEPENIK

T.M. IacKOBCbKUM

Aopatok 3
Ao Hakasy MiHicTepcTBa OXOpPOHU
3[4,0pOB’A YKpaiHn
15.09.2016 Ne 973




NIKAPCbKNX 3ACOBIB (MEANYHWNX IMYHOBIOIOIN4YHUX MPEMAPATIB), LLOAO AKX BY/T BHECEHI 3MIHN A0
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PEECTPALINHNX MATEPIA/IB,
AKI BHOCATbCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKMX 3ACOBIB YKPAIHU

Ne Hassa dopma BUMNyCcKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
1. | L-NISUHY PO3YMH NS iH'eKUiid, 1 MAT YkpaiHa MNAT "Tanuucgapm” YkpaiHa BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a UA/2131/01/01
ECUVHAT® mMr/Mano 5 mn B "Tannudapm” TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
amnynax NelO (5x2) y thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
6nictepax, NOKPUTUX nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nAiBKOIO, Yy maui [ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
[AaHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIYHUMI AaHUMK Ta
naHumu 3 dhapmakoHarnsagy (3mMiHuM 4o iHCTpyKUiT Ans
MeAMYHOro 3acToCyBaHHS y po3gain: Cnocio
3acTocyBaHHA Ta f03u; 3MiHu |l Trny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHariagy. 3MiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOrO
TepaneBTWYHOTO Moka3aHHs abo 3MiHa y
3aTBEPKEHOMY NoKasaHHI) (3MiHK A0 IHCTPYKLUiT Ans
MefIMYHOro 3aCTOCYBaHHA y po3Ain: MNokasaHHs)
2. | L-TUPOKCUH- TabneTkv No 25 MKr no MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2551/01/01
DAPMAK® 10 Tabnetok y 3MiHK | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKMA peyenmom
6nictepi; no 5 3aci6. Cuctema KoHTeliHep/3akynoproBasibHUIA 3aci6 -
6nicTepiB y nauuj 3 [o4aHHA anbTepHaTUBHOI NEePBUHHOI YNakoBKK
KapTOHY (6nicTep), Wo cknagaeTbes 3 ObIM TaMiHOBaHOT
nonisiHinxnopugom (MBX) Ta noniamigom Ta osnbrn
NIOMIHIEBOT ApYKapCbKOT; 3MiHW | TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa po3mipy cepii (BkoUaroum
Aiana3oH po3Mipy cepil) roTOBOro /likapCcbKoro 3acoby
(3MeHLweHHsa ao 10 pasis); 3MiHu |l TURY - 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHW Yy
BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUaKUM NPOMiIXKHUIA NPOAYKT,
LLI0 3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHKW)
3. | L-TUPOKCUH- Tabnetky no 50 MKr no MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/2551/01/02
DPAPMAK® 10 Tabnetok y 3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii peyenmom

6nicTepi; no 5
6nicTepis y nauuj 3
KapTOHY

3aci6. CucTeMa KoHTelHep/3aKynoptoBasibHUA 3aci6 -

[o4aHHA anbTepHaTMBHOI NePBMHHOI YNakoBKU
(6nicTep), Wo cknagaeTbca 3 oNbrv NaMiHOBaHOI

nonisiHinxnopugom (MBX) Ta noniamigomM Ta onbru

a/IlOMIHIEBOT ApYKapPCbKOi; 3MiHK | TUMY - 3MiHN 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y

BUPOGHMUTBI. 3MiHa po3mipy cepii (BkIYatoum

AjianasoH po3mipy cepii) roToBOrO JlikapCbKoro 3acoby
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
(3MeHLWweHHs fo 10 pasis); 3miHu |l Tuny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOrO
NikapcbKoro 3acoby, BKIOYaUM NPOMiXHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCSA NPU BUPOBGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (iHwi 3MiHKW)
4. | L-TUPOKCWH- Tabnetky no 100 Mkr MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/2551/01/03
DPAPMAK® no 10 TabneTok y 3MiHK | TUNy - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKuii peyenmom
6nicTepi; no 5 3aci6. CucTeMa KoHTelHep/3aKynoptoBasibHUA 3aci6 -
6nicTepis y nauuj 3 [ofaHHA a/ibTepHaTUBHOI NEPBUHHOT YNAKOBKM
KapTOHY (6nicTep), WO ckNagaeTbes 3 ObIM sTaMiHOBaHOT
nonisiHinixnopugom (MBX) Ta noniamigom Ta onbru
a/IOMIHIEBOT ApYKapPCbKOi; 3MiHK | TUMY - 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa po3mipy cepil (Bk/IKYakum
Aiana3oH po3mipy cepii) roToBOro JlikapCcbKoro 3acoby
(3MeHweHHs go 10 pasis); 3miHu |l Tuny - 3MiHu 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHX Y NpoLeci BUPO6HULITBA FOTOBOIO
niKapcbKoro 3acoby, BK/IOUYaUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NPV BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN)
5. | AQEHYPIK® 120 TabneTku, BKpUTI MeHapiHi TNokcembypr Brpo6HMUTBO «in ®paHuia/ BHECEHHS 3MiH [0 peecTpauiitHux maTepiasnis: 3miHu || 3a UA/13527/01/01
Mr NNiBKOBOIO IHTEepHeLloHan bulk» Ta KOHTpONb HimeuyunHa TUny - Jlikapcbki 3ac06U. 3MiHWY, LLO NOB'A3aHi 3i peyenmom
06010HKO0, N0 120 Mr OnepeliLoHc cepii: 3HAYHUMM 3MIHAMK Y KOPOTKili XapaKTepucTuLi
Ne 28 (14x2), Ne 56 TMokcembypr MateoH ®paHuis, nikapcbKoro 3acoby, IHCTPYKLii 415 MeguyHoro
(14x4), Ne 84 (14x6) y C.A. PpaHuis 3acToCyBaHHS 3riJHO 3 HOBUMW JaHVMU 3 SIKOCTI,
6nicTepax MakyBaHHs, OOKNIHIYHUMM, KNIHIYHAMW JaHUMy Ta JaHnMn

KOHTpO/b Ta
BUWMYCK Cepiii:
MeHapiHi-®oH
XenpgeH M'vbX,

HimeuunHa

thapmakoHarnagy (3MiHu B iIHCTPYKUiT AN MeANYHOro
3acTOCyBaHHA y po3ainu "®apMakoiorivHi
BnacTmsocTi", "Cnoci6 3acTocyBaHHA Ta A4o3n",
"Mo6iuHi peakuyji”, "MNepeno3yBaHHsA", "3acTocyBaHHA y
nepiog, BariTHocTi abo rogysaHHsA rpyaat”, "itn",
"Oco6nMBOCTI 3acTocyBaHHsA", "B3aemogis 3 iHWMK
nikapcbkMmn 3acobamu Ta iHWi Buan B3aeMogiii'")
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB Micns
3aTBepmxeHHs); 3miHu Il Tuny - Jlikapcbki 3aco6u.
3miHa(n) 4o TepaneBTUYHMX MOKa3aHb (404aBaHHS
HOBOrO TepaneBTUYHOrO NokasaHHA abo 3MiHK
3aTBEPKEHOrO MOKa3aHHs) (3MiHW A0 IHCTPYKLUi Y
po3gin "MokasaHHa") (TepMiH BBEAEHHS 3MiH MPOTATOM
3-x MicsiLiB nicNs 3aTBEPKEHHS)
3MiHu | TMNY - 3MiHa HaliMeHyBaHHS Ta/abo
MiCLIe3HaxXOpKeHHA BUPOOHMKa (BK/THOYAKOUM 3a
HeobXiAHOCTI MicLe NPoBeAEHHS KOHTPOJIK SIKOCTI) abo
noctavasibHka APl abo fitouoi peyoBUHU/BUXIAHOTO
MaTtepiany/peareHTy/MpoMiKHOro NPOAYKTY, WO
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

3aCTOCOBYOTbCSA Y BUPOOHULTBI A®I abo aitoyoi
peyoBUHM (3a BiACYTHOCTI cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
peecTpauiiHoMy 40CbE)
3MiHa MicLe3HaxomkeHHs BUpo6HuKa AdI 3 Alte di
Montecchino Maggiore Ha Montecchino Maggiore,
3MiHu | TUny - A®Il abo gitoya pevoBuHa. BUpo6bHMLTBO.
3miHu B npoueci Bupo6HuuTBa A®I abo gitoyoi
peyoBUHM (IHLWi 3MiHW)

HafaHHa oHoBneHoro Drug Master File ans
3apeecTpoBaHoro Bupo6bHuka F.I.S.-Fabrica Italiana
Sintetica S.p.A., Italy
3MmiHu | TUNY - FoTOBWMIA Nikapcbkuii 3aci6.
Brpo6HMUTBO. 3MiHM y NpoLeci BUpo6GHMULTBa rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMpOBGHULTBa TBEPAOI NikapcbKoi hopmu Ans
nepopasibHOro 3aCTOCYBaHHS 3 HeraliH1um
BUBINIbHEHHAM ab0 PO3YMHIB 4151 NEPOPasIbHOMO
3acTOCyBaHHS)

He3HayHa 3MiHa y BupobHuuTBi M3, woao
HaHEHCEeHHS MN/1iBKOBOr0O NOKPUTTA
3MmiHu Il Tuny - A®l abo gitoya pevoBuHa.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiQHOro/NPOMIXHOrO NPOAYKTYy/peareHTy, Lo
BUKOPUCTOBYETLCS Y BUPOGHUYOMY npoleci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPO6HMKA (BK/TKOYaoUM,
e HeobXxiAHO, MicLie NPOBEAEHHS KOHTPOJIH0 SKOCTI)
A®I abo fitoyoi peyoBuHM (3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
Marepianax peecTpauiiiHoro Aockbe) (BBEAEHHS HOBOrO
BMpo6HUKa A®I abo Aitoyoi peHoBUHW 3 HAAAHHSAM
MaTepianis peectpauiiiHoro gocke (Mactep-gaiina) Ha
Lito4y peyoBUHY)

BBE/IeHHS1 HOBOTO BUPOGHUKA Ajto4oi peyoBuHu: Esteve
Quimica, S.A., Poligon Industrial, s/n, 17460 Celra
(Girona), Spain 3 HagaHHAM maTtepianis Active
Substance Master File
CynyTHaA 3MmiHa
- A®I abo gjtoya pevoBuHa. BupobHuutBo. 3MiHa
BMPOBHMKa BMUXIAHOTO/NPOMIXHOr0 NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYETLCSH Y BUPOOHMYOMY npoLieci AdI
abo fjtoyoi pevyoBUHM, abo 3MiHa BUPOOHMKA
(BKItOYaKouK, e Heob6XiAHO, MicLe NPOBeAEHHS
KOHTpO/It0 SKOCTi) AD| abo fitouoi peyoBuHM (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI EBponenchkili
thapmakonei y MaTepianax peecTpauiiiHoro gocbe)
(3MiHM y MeTogax KOHTPOs AkocTi A®I abo gitoyoi
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Ne
n/n

Hassa

JliKapCcbK0o20

3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

peyoBMHM ab0o AoAaBaHHA AiNbHULI 415 NPOBEAEHHS
KOHTPO/II0 cepii/BnnpobyBaHHs) (

BBe/IeHHsI J0ZaTKOBOr0 BUPOOHMKA Bi/ITIOBiZIaNnbHOrO 3a
KOHTPOJIb SIKOCTi Aitouoi peuoBuHu (Febuxostat) XRPD-
Esteve Quimica, S,A., C/Caracas, 17-19,08030 Barcelona,
Spain
00 Bxe 3arBepaxeHoro F.I.S. -FABRICA ITALIANA
SINTETICI S.p.A.

- A®I abo gjtoya pevoBuHa. BupobHuuteo. 3MiHa
BMPOBHMKa BMUXIAHOTO/NPOMIXHOrO NPOAYKTYy/peareHTy,
LLI0 BUKOPUCTOBYETLCH Y BUPOOHMYOMY npoLieci AdI
abo fjtoyoi pevyoBUHM, abo 3MiHa BUPOOHKKA
(BKItOYaKouK, e Heo6XiAHO, MicLe NPOBeAEHHS
KOHTPO/It0 SKOCTi) AD| abo fitouoi peyoBuHM (3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI EBponechbkili
thapmakonei y MaTepianax peecTpauiiiHoro gocbe)
(iHWi 3MiHW) BBEAEHHS A,04aTKOBOrO BMPOGHMKA
NPOMDKHOro nNpoAykTy Isobutyl derivative - Zhejang
Huayi Pharmaceutical Co., Ltd. (ZHP), No .15
Shuangfeng Rd, Fotang, Yiwu , Zhejiang 322002,China
[0 BXe 3arBepmxeHoro F.I.S. - FABRICA ITALIANA
SINTETICI S.p.A.

ALEHYPIK® 80
mr

TabneTkn, BKPUTI
niBKOBOH
060/10HKO10, NO 80 Mr
Ne 28 (14x2), Ne 56
(14x4), Ne 84 (14x6) y
6nicTepax

MeHapiHi
IHTepHeLloHan
OnepeiiLoHc
Jtokcembypr
C.A.

Jrokcembypr

Bnpo6HMLTBO «in
bulk» Ta KOHTpOb

cepiii:

MaTeoH ®paHuig,

PpaHuis
MakyBaHHs,
KOHTPO/b Ta

BUWMYCK Cepiii:

MeHapiHi-®oH

XengeH M'vbX,
HimeuunHa

dpaHuisn/
HimeyunHa

BHECEHHS 3MiH 0 peecTpaviiHnx matepianis: 3MiHu |l
Tuny - Jlikapcbki 3aco6um. 3MiHK, LLIO NOB’A3aHi 3i
3HAYHUMM 3MIHAMK Y KOPOTKili XapakTepucTuLi
niKapcbKoro 3acoby, iIHCTPYKLUiT 4151 MeANYHOIO

3aCTOCYBaHHS 3rifiHO 3 HOBMMW A@HVUMW 3 AKOCTI,
OOKNIHIYHUMM, KNIHIYHAMW JaHUMK Ta JaHUMK
hapMakoHarnsay (3MiHu B iIHCTPYKUiT 4151 MeANYHOTO
3acTOCyBaHHA y po3ainu "®apmMakosiorivHi
BnacTmsocTi", "Cnoci6 3acTocyBaHHsA Ta Ao3n",

"MoGiuHI peakuii®, "Mepeno3yBaHHA", "3acToCcyBaHHA y

nepiog, BariTHocTi abo rogyBaHHs rpyaar”, "ditn",

"Oco6nnBOCTI 3acTocyBaHHsA", "B3aemogis 3 iHWKMK

nNiKkapcbknMmy 3acobamu Ta iHLWi BUAW B3aEMOS,n")
(TepMiH BBEAEHHS 3MiH MPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS);
3MiHu | TMny - 3MiHa HaliMeHyBaHHS Ta/abo
MicCLIe3HaxXOopKeHHS BUPOOHUKa (BKTIOYaKOUM 3a
HeoOXiAHOCTI MicLe NPOBEAEHHS KOHTPO/IIO SIKOCTI) abo
noctavasibHnka APl abo fitouoi peyoBNHU/BUXiGHOTO
mMartepiany/peareHTy/npoMibKHOIo NPOAyKTY, WO
3aCTOCOBYIOTbCSA Y BUPOOHULTBI A®I abo aitoyoi
peyoBUHM (3a BiACYTHOCTI cepTuduikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
peecTpavuiiHoMy 40CbE)
3MiHa MicLie3HaxomKeHHs1 BUpobHuka AdI 3 Alte di

3a
peyenmom

UA/13527/01/02
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

Montecchino Maggiore Ha Montecchino Maggiore,
3Mminn | TUny - A®l abo gitoya pevosuHa. BupobHuMLTBO.
3miHu B npoueci Bupo6HuuTBa A®I abo aitoyoi
peyoBUHM (HLWi 3MiHW)

HagaHHs oHoBneHoro Drug Master File gns
3apeecTpoBaHoro Brpo6Huka F.1.S.-Fabrica Italiana
Sintetica S.p.A., ltaly
3miHu | TURY - FoTOBWIA Nikapcbkuii 3aci6.
Brpo6HMUTBO. 3MiHM y NpoLeci BUpoGHMLTBA FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLITBA TBEPAOT Nikapcbkoi hopmu Ans
NepopasibHOro0 3aCTOCYBaHHSA 3 HEranHum
BUBINIbHEHHSAM @260 PO34YUHIB A1 NEPOPSILHOIO
3aCTOCYBaHHS)

He3HayHa 3MiHa y BUpo6HMUTBI 13, Wwoao
HaHEHCEHHS N/iBKOBOro NOKPUTTSA
3minu Il TUny - A®l abo gjtoya pevosuHa.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMiXXHOrO NPOAYKTY/peareHTy, Lo
BVKOPWCTOBYETbLCS Y BUPOGHMYOMY npoueci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPOGHUKA (BK/THOYaoUM,
e HeobxiaHO, MicLe NPoBeAEHHSI KOHTPOJIHO SAKOCTI)
A®I| abo gitouoi peyoBuHM (3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponelickkili hapmakonei y
Marepianax peecTpauiiiHoro Aocke) (BBEAEHHSI HOBOrO
BMPO6HMKa AP| ab0o Ajt0U0i PeUOBUHMN 3 HaAAHHAM
Marepianis peecTpauiiiHoro gocbe (MacTep-gaiina) Ha
Litoyy peyoBrHY)

BBE/lEHHS HOBOTO BMPOOHMKA fito4voi peyoBuHW: Esteve
Quimica, S.A., Poligon Industrial, s/n, 17460 Celra
(Girona), Spain 3 HagaHHAM maTepianis Active
Substance Master File
CynyTHA 3MmiHa
- A®l abo paitoua peyosnHa. BupobHuuteo. 3miHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y BUPO6HMYOMY npoLieci AdI
abo Aitoyoi pevoBuHU, abo 3mMiHa BUPOGHMKa
(Bkntovaroun, ge HeobxigHoO, MicLe NpoBeAeHHs
KOHTpO/I0 siKoCTi) ADI abo Aitouoi peyoBuHM (3a
BiICYTHOCTI cepTudikaTa BignosigHOCTi EBponeiichkili
hapMakonei y matepianiax peecTpawiiHoro 4oche)
(3MiHM y MeTogax koHTposto sikocTi APl abo ajroyoi
peyoBMHM abo AoAaBaHHA AiNbHULI 415 NPOBEAEHHS
KOHTPO/II0 cepii/BnnpobyBaHHs) (

BBe/IeHHsI J0ZIaTKOBOr0 BUPOOHMKA Bi/ITIOBiZIanbHOrO 3a
KOHTPOJIb SIKOCTi Aitouoi peuoBuHu (Febuxostat) XRPD-
Esteve Quimica, S,A., C/Caracas, 17-19,08030 Barcelona,
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
Spain
0,0 BXe 3arBepmkeHoro F.I.S. -FABRICA ITALIANA
SINTETICI S.p.A.
- Adl abo pgitoua peyosnHa. BupobHuuteo. 3miHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO MPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y BUPO6HMYOMY npoLieci AdI
abo Aitoyoi pevoBuHU, abo 3miHa BUPOGHMKa
(Bkntovaroun, ge HeobxigHoO, MicLe NpoBeAeHHs
KOHTpO/I0 siKoCTi) ADI abo Aitouoi peyoBuHM (3a
BiICYTHOCTI cepTudikaTta BignosigHOCTi EBponeiichkili
hapMakonei y matepianiax peectpawiiHoro 4oche)
(iHWi 3MiHM) BBEEHHS [,0AaTKOBOrO BMPOGHMKA
NPOMiXHOro nNpoAykTy Isobutyl derivative - Zhejang
Huayi Pharmaceutical Co., Ltd. (ZHP), No .15
Shuangfeng Rd, Fotang, Yiwu , Zhejiang 322002,China
0,0 BXe 3arBepmxeHoro F.I.S. - FABRICA ITALIANA
SINTETICI S.p.A.
7. | A3unon TabneTku, BKpUTI Mab6'aHiLbKni Monbwa Mab'aHiLbkni Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/14380/01/01
nniBKOBOO hapmavLeBTUYHU thapmaLeBTUYHMIA 3MiHM | TURY - 3MiHa PO3Mipy cepii roToBOro peyenmom
060/10HKO10, M0 250 Mr 11 3aBOg 3aBog, Monbha NiKapCbKoro 3acoby (3MeHLIEHHsT po3Mipy cepil
Ne 6 (3x2) y 6nicTepax Monbdha A.T. AT. roTOBOrO MikapcbKoro 3acoby)
8. | ANIMAK Masb, 10 mr/r, no 50 r AT "T'piHgekc" Nartsis AT TanniHHCbKWiA EcToHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/4346/02/01
FPIHOEKC y Ty6i; o 1 1y6i B thapmaueBTUYHWI TMNy - AQMiHICTPaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo peyenma
KapTOHHIN nayui 3aBof [0MOMDKHOI peyoBUHM (3MiHa Ha3Bu AdI)
9. | APTULLUOK- kancysm no 100 mr Ne TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6960/01/01
ACTPA®APM 30 (10x3), Ne 60 "ACTPA®APM" "ACTPAGAPM" 3MiHM | TUMy - BBEAEHHS ab0 3MiHM [0 y3araslbHEHUX peyenma
(10x6) y 6nicTepax LaHuX Npo cuctemy hapmakoHarnsagy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN y pO3MiLLeHHi macTep-
(haiina cuctemu chapmakoHarnsgy
10. | AYTMEHTUH™ TabneTku, BKPUTI nakcoCmiTKns Benuka CMmiTKNsiiiH Bivuem Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0987/02/01
(BD) nniBKOBOO H Exkcnopt BpuTtaHis PapmacbloTukanc BpuTanis 3MiHV | TUNY - BBEAEHHS HOBOTO cepTudikarty peyenmom
060/10HKOI0, 875 Nimiteq BignosigHocTi EP ansa gitovoi peyoBuHn Amoxicillin
Mr/125 mr Ne 14 (7x2) trinydrate - Big HOBOro BUPOGHUKA
y bnictepax Deretil S.A. Villaricos Cuevas del Almanzora, Almeria
04616 Spain R1-CEP 2001-367- Rev 04, 3
BignosigHMMKM 3MiHamu ao p. 3.2.S.2, p. 3.2.S.3, p.
3.2.5.4,p. 3.2.S.6, p. 3.2.S.7; 3MmiHu | TMNY - 3MiHN B
npoveci BupobHuuTea APl abo Ajto4oi pevyoBUHK; 3MiHK
| TMNYy - 3MiHM y Npoueci BUPOBHULITBA FOTOBOIO
nikapcbKoro 3acoby
11. | ALIEKOP KAPAIO | Tabnetku TOB HaykoBo- YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/9628/01/01
KMLLIKOBOPO3UMHHI MO BMPOGHMYA BMPOGHMYA dhipma TNy - 3MiHW 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
100 wmr, no 50 a6o no ipma "Mikpoxim" Cuctema KOHTelHep/3aKynoploBasibHWiA 3aci6. 3MiHa
100 TabneTok y 6aHLi; "Mikpoxim" pO3Mipy ynakoBKv roTOBOTO JlikapcbKoro 3acoby (3MiHa

no 1 6aHui B nayui 3
KapToHy; no 10
TabneTok y 6nictepi,

KiNbKOCTi 0AMHULG (Hanpukniag TabneTok, ammnys TOLLO)
B YMakKoBL,i:) - 3MiHa N03a Aiana3oHoM 3aTBEPAKEHNX
pO3MipiB ynakoBkuM (BBEAEHHSA [10AATKOBOI YNAKOBKM: MO
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
no 5 6nictepis y navu,i 25 TabneTtok y 6nictepi, no 4 6nictepu y nadi 3
3 KapToHy; no 25 KapTOHy, 6€3 3MiHV NaKkyBasIbHOTO MaTepiany, 3
TabneTtok y 6nictepi, BiAMNOBIAHMMU 3MiHAMU Y p. «YNakoBKa», K HaCnNifokK
no 4 6nictepun y navui 3MiHW Yy TEKCTi MapKyBaHHS yNaKkoBKW)
3 KapTOoHY
12. | BIOBEH MOHO® | po34uH A4Sl iH eKUili TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14526/01/01
no 25 mn, 50 mn a6bo "BIO®APMA MNA3MA", YkpaiHa TMNYy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM | peyenmom
100 mn y naswkax Ne MNA3MA" (BMPOGHMLTBO, Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0
1 nepBuHHe Ta CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOIO AKOCTI
BTOPVIHHE roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
nakyBaHHs1, BUMYCK BMPOGHUKA, L0 BiAMOBiZAE 3a BBE3EHHSI Ta/abo BUMYCK
cepiid) cepii) - He Bktovalouy KOHTPOb/BUNPOGYBaHHS cepii -
TOB "BIO®APMA BBE/IEHHSA 40aTKOBOI AiNIbHULI BUPOOHULTBA, LLIO
MNA3MA", YkpaiHa Bignoeigae 3a Bunyck cepii TOB "BIO®APMA
(BTOpUHHE MNA3MA" 3a agpecoto YkpaiHa, 09100, KviBcbka 0611,
nakyBaHHs, BUMYCK M. Bina Liepksa, Byn. Kuiscbka, 37. MponoHyeTbCa
cepiit) 3a3HaYeHHs (PyHKLiOHa/TbHUX 060B SI3KIB paHiLl
3aTBEPAXEHOT AiNbHYLI BUPOOHULTBA 3a aApecoto
YkpaiHa, 03680, M. Kuis, Byn. M. Amocosa, 9. 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbkWii 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHUL BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLiecy roToBoro NikapcbKoro 3acoby
(BiNbHYLA ANSi BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI [ibHUL BUPOBHMLTBA A1 BTOPUHHOTO
nakysaHHss TOB "BIO®APMA MJTA3MA" 3a agpecoro
YkpaiHa, 09100, Kuiscbka 061., M. bina Liepksa, Byn.
Kuiscbka, 37
13. | BIOBEH MOHO® | po34uH A1 iH eKUili in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/14527/01/01
bulk no 25 mny "BIO®APMA MNA3MA", YkpaiHa TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
nnswkax Ne 96; in MNIA3SMA" (BUPOGHMLTBO, y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
bulk no 50 ma no y nepBuHHE Ta CTOCYIHOTbCS BUMYCKY Cepil Ta KOHTPOJIH AKOCTI
nnswkax Ne 56 BTOPVHHE roTOBOrO JlikapcbKoro 3acoby (3amiHa abo foaasBaHHSA
nakyBaHHs, BUMYCK BMPOGHMKA, LLIO BifNOBIAaE 3a BBE3EHHA Ta/abo BMMYCK
cepiid) cepii) - He Bkto4alouy KOHTPOb/BMNPOGYBaHHSA cepii -

TOB "BIO®APMA
MNA3MA", YkpaiHa
(BTOPUHHE
nakyBaHHS1, BUMYCK
cepiit)

BBeEHHA A0AATKOBOI AiNbHUL BUPOOHMLTBA, LU0
Bignosigae 3a sunyck cepii TOB "BIOPAPMA
MNA3MA" 3a agpecoto YkpaiHa, 09100, KviBcbka 0611,
M. Bina Lepksa, By/n. KuiBcbka, 37. [ponoHyeTbes
3a3HavyeHHs PYHKLiOHa/IbHUX 060B A3KIB paHiLu
3aTBEPXEHOI Ai/TbHNL BUPOGHMLTBA 32 afpecoto
YkpaiHa, 03680, M. Kuis, Bys. M. AMocoBa, 9. 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbkuniA 3aci6. 3MiHN
y BUpPOGHMLTBI. 3amMiHa abo BBeAEHHSA A0AATKOBOI
OiNbHULI BUPOBHULTBA 719 YacTHK abo BCbOro
BMPOBHMYOro NpoLEeCy roTOBOrO JlikapCbKOro 3acoby
(8iNbHMUA 4151 BTOPMHHOIO MaKyBaHHS) - BBEAEHHSI
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
[04aTKOBOI AiNIbHUL BUPOGHULITBA A1 BTOPUHHOTO
nakysaHHs TOB "BIO®APMA MNJTIA3MA" 3a agpecoro
YkpaiHa, 09100, Kuiscbka 061., M. bina Liepksa, By/n.
KuiBcbka, 37
14. | BICAKOQWU/- Cyno3nTOpIi peKTasTbHI TOB YKkpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | - UA/15440/01/01
DAPMEKC no 10 wmr in bulk Ne "®APMEKC reyn" Tuny: FoToBWiA Nikapcbkuii 3aci6. Cuctema
1200 (5x240) y reymn" ynakoska/yKyrnopka. 3miHa po3mMipy ynakoBku roToBOro
cTpunax; in bulk Ne NiKkapcbKoro 3acoby (3MiHa Ki/IbKOCTi OAVHNLL - 3MiHA
1600 (5x320) y nosa fianasoHoM 3aTBepXeHNX PO3MipiB yNakoBKu
cTpunax
15. | BPANAAH® PO3YMH ANS iH'EKLN, LWepinr-Mnay LLiBefiuapis BMPOGHMLITBO IpnaHgis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10458/01/01
100 mr/mMn no 2 mny CeHTpan lct Al Hepo3dacoBaHOT CuA/ TMny: 3MiHW 3 AKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. 3miHM | peyernmom
chnakoHax Ne 10; no 5 NPOAYKLi, Higepnangn y BUpPO6GHMLTBI. 3aMiHa abo BBeAieHHA 40AATKOBOI
My donakoHax Ne 10 nepBUHHE OiNbHWLI BUPOOHULTBA 718 YacTHK abo BCbOro
nakyBaHHs, BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby
KOHTPO/b cepii B (BinbHMLA, Ha AKIM NpoBOAATLCA 6yAb-5Ki BUPOOHNYI
nepBUHHOMY cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJO AKOCTi Ta

nakyBaHHi Ta nig,
yac BUNpobyBaHb
CTabiNIbHOCTI:

OpraHoH (IpnaHgis)

Ntp., IpnaHgis
MaTteoH
MaHydekuypiHr
Cepsices En. En.
Ci., ClLA
Bupo6HMLTBO 3a
NOBHUM LIIK/TOM,

BK/1tlOHak4un ,EI,OSBi}'I

Ha BUMycK cepii:
H.B. OpraHoH,
HigepnaHvgn

BTOPWHHOTO NakKyBaHHSA A5 CTEPUNBbHUX MiKapCbKMX
3aco6iB (BkNOYAOUM BUPOGIEHI acenTUiHUM
MEeTOZ0M), KpiM MikapCbKnx 3acobis
6ionoriyHoro/iMyHoONOrYHOro NOXOMKEHHS)(BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOGHMLTBA - [1aTeoH
ManydekuypiHr Cepsice3 En.En.Ci., CLUA
(BMPOGHMLTBO HEpO3thacoBaHOI NPOAYKLii, NepBUHHE
nakyBaHHs1, KOHTPO/b cepii B NEPBUHHOMY NakyBaHHi
Ta nig yac BunpobyBaHb cTabinbHocTi) (TepMiH
BBEEHHS 3MiH NMPOTAroM 6-TW MicALiB nicns
3atBepxeHHs) CynyTHA 3miHa: 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatoun fianasoH po3mMipy
cepii) roToBOro nikapcbkoro 3acoby (iHLi 3MiHW)
(He3HauHa 3miHa po3Mmipy cepii 415 HOBOI BUPOGHMYOT
AinbHuui NateoH MaHydek4ypiHr Cepsice3 En.En.Ci.,
CLA) (TepmiH BBEAEHHSA 3MiH NPOTArOM 6-T1 MicALB
nicns 3arBepgkeHHs).CynyTHSA 3MiHa: 3MiHM 3 AKOCTI.
[0TOBWIA Nlikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig yac BUpo6bHMLTBa
roTOBOrO /iKapPCbKOro 3acoby (3BYXXEHHS [0NYyCTUMUX
MeX)(He3HauHi 3MiHW y BUpOBHNYOMY npoLeci,
3BY)XEHHS MEX Y NPOLIeCi BUPOGHMLTBA Ha cTagii
ctepunisauii) (TepMiH BBeEHHS 3MiH MPOTAroM 6-Tn
MicALiB MicNsA 3aTBEpAKEHHSR); 3MiHM | Tuny: 3MiHKn
oao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy
(iHWi 3miHW)(MpPOoeKT MapKyBaHHA ynakoBKU BiAnoBigae
Bumoram flogatky 23 MNopsaaky npoBefeHHs
eKcrnepT13n MaTepiaiB Ha fikapcbki 3acobwu, LWo
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

nojatTbCa Ha AepXaBHY peecTpavito
(nepepeecTpauis), a TakoXx ekcnepTnsn martepianis npo
BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis
npoTArom Aii peecTpauiiiHoro nocBig4eHHs,
3aTBepAKeHoro Hakasam MO3 Ykpainu Big 26.08.2005
Ne 426 (y pegakuii Hakady MO3 Ykpainu Big,
23.07.2015 Ne 460) (TepmiH BBeAEHHSA 3MiH NPOTSArom
6-TV MicALIB Micns 3aTBePAKEHHS); 3MiHM | Tuny: 3MiHKn
3 aKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHM y NpoLeci BUPO6HMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaUy NPOMiIXKHUI MPOAYKT,
LLI0 3aCTOCOBYETHCS NPV BUPOBGHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLTBA)(HE3HAYHA 3MiHa Y npoLeci
BUMPOGHMLIMTBA Yy 3B'A3KY 3 BBEAEHHAM
anbTepHaTMBHOIO BUPO6HMKa MNaTteoH MaHydekuypiHr
Cepsices En.En.Ci. 1. OpraHoH (lpnaHgia) N174,.,
IpnaHgis; H.B.OpraHoH, HigepnaHaun: BUKOPUCTOBYIOTb
nNpo6ku, AKi BXe nonepeaHbLO NPOMUTI | nonepeaHbLo
CMNIKOHI30BaHi, 3 NOAa/IbLIMM NIOK&/IbHM METOL0M
cTennizauji. MateoH MaHydek4yypiHr Cepsice3
En.En.Ci., CLUA: BUKOPUCTOBYIOTb NpoLec
nonepeAHbLOI 06pPO6KM MPOBOK, L0 CKIaAaETbes 3
NIOKa/IbHOTrO MeTOoAy CWUAIKOHi3aL,ii Ta NPOMUBKN, 3
nofasibLLMM NTOKa/IbHUM METOA0M CTepunisadii.

2. OpraHoH (Ipnangis) N14., Ipnangis; H.B.OpraHoH,
HigepnaHaun: onsa TepMiHanbHOI cTepunisauii
BMKOPWCTOBYETLCS NapoBuiA cTepunisartop. MareoH
MaHydhekuypiHr Cepsices En.En.Ci., CLWWA: gns
TepMiHaUIbHOT CTepunisaLii BUKOPUCTOBYETLCSA
cTepuni3aTop 3 NPOMMBKOI0 BOAO. 3. OpraHoH
(lpnangis) NTg., IpnaHgis; H.B.OpraHoH, Higepnangn:
[ONs [OCATHEHHS NOBHOT (PiNbTpaL,ii BUKOPUCTOBYETLCSA
nonepeaHs inbTpalisa nepes 3acTocyBaHHAM Apyroi
inbTpauii. MareoH MaHydekyypiHr Cepsices
En.En.Ci., CLLA: gnsa gocAarHeHHs noBHOI qoinbTpavii
BMKOPUCTOBYETLCA NOCT-iNbTpaLis nicnsa apyroi
hinbTpavii) (TepmiH BBEAEHHS 3MiH NPOTArom 6-Tu
MiCALiB Nicna 3aTBepmKeHHs); 3MiHn | Tuny: 3MiHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHALLI,
Ha SKill 3[iCHI0ETCA KOHTPO/Ib/BUNPOBYBaHHSA cepii)
(BBEAEHHA [OAATKOBOI AiNbHMLi BUPO6HULTBA -
MaTteoH MaHydekuypiHr Cepsice3 En.En.Ci., CLLA
(BMPOGHMLTBO HEepo3dhacoBaHOI NpoAyKLii, NepBUHHE
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Ne
n/n

Hassa

JliKapCcbK0o20

3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

nakyBaHHs1, KOHTPO/b cepil B NePBMHHOMY NakyBaHHi
Ta nig yac BunpobyBaHb cTabinbHOcTi) (TepMiH
BBEEHHS 3MiH NMPOTAroM 6-TW MicALiB nicns
3aTBepMKeHHs); 3MiHu Il Tuny: 3miHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUNPObyBaHb ab0o JONYCTUMUX MEX, BCTAHOBNEHNX Y
crneundikavisx, nig yac BUPO6HULTBA FOTOBOTO
NiKapcbKoro 3acoby (Po3LUMPEHHS 3aTBEPAKEHNX
[OMYCTUMMX MeX A/19 NOKa3HWKIB, AKi MOXYTb MaTu
iCTOTHWI BNAMB Ha 3arasibHy SKiCTb FOTOBOr0
nikapcbkoro 3acoby)(TepMiH BBEAEHHS 3MiH MPOTAroM
6-TV MicAUIB NiC/1A 3aTBEPAKEHHS)

16.

BPOHXONITUH

TAB

TabneTku, BKpUTI
060/10HKO0, MO 10 Mr
in bulk Ne 4320
(20x216) y 6nicTepax
y Kopobu,i

MAT "BiTamiHn"

YkpaiHa

AT "Codpapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis:
3MiHK | TUny - 3MiHK 3 ikocTi. A®I. CTabifbHICTb. 3MiHa
nepiofly NOBTOpPHMX BUNpOoGyBaHb/nepioy 36epiraHHA
abo ymos 36epiraHHa A®| — 36inbLUeHo nepiog,
NMOBTOPHOr0 BUNPO6YBaHHS aKkTMBHOI CybCTaHLii; 3MiHW
| Tuny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHSA AISNbHOCTI
BMPO6HMKa (BK/THOUAKOYM, 38 HEOOXIAHOCTI, MicLe
NpoBefEeHHA KOHTPOJII0 SIKOCTi), abo BacHMKa mactep-
thaiina Ha A®l, abo noctavanbHuka APIl/BuXigHOTO
MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPO6HULTBI ADI (AKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkii papmakonei
y 3aTBep)KeHOMY A0CbE, a60 BUPOGHMKA HOBOI
[0MNOMDKHOT PEYOBUHY (SKLLLO 3a3HAYEHO Y OCLE) —
3MiHa Ha3BM BMPOOHMKA aKTUBHOT CybCTaHLii Ta 3miHa
aaMiHicTpaTBHOI agpecu, 6e3 3MiHu Micus
BMPOGHULITBA

UA/12631/01/01

17.

BPOHXONITUH

TAB

TabneTku, BKpUTI
060/10HKO0, N0 40 Mr
in bulk Ne 4080
(20x204) y 6nictepax
y KOpoo6U;i

MAT "BitamiHn"

Ykpaina

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHM | TUny - 3MiHK 3 skocTi. ADI. CTabinbHICTb. 3MiHa
nepiofly NOBTOpHMX BUNPO6yBaHb/nepiody 36epiraHHA
abo ymoB 36epiraHHs A®| — 36inbLUEeHO nepiog,
NOBTOPHOrO BUNPOBYBaHHSA aKTUBHOI CyOCTaHLiT; 3MiHW
| TNy - AOMIHICTPATMBHI 3MiHWU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa (BK/TOUakouu, 3a HEOOXIAHOCTI, MicLe
NpoBefeHHs1 KOHTPOJIIO AKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®l, abo noctavanbHuka APl/BuxigHoro
mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI EBponelichbkiinn hapmakonel
y 3aTBEPAKEHOMY [0CbE, a60 BUPOGHMKA HOBOT
[L,0MOMIDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y A0ChE) —

UA/12631/01/02
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
3MiHa Ha3BMW BUPOGHMKA aKTUBHOT CybCTaHLii Ta 3miHa
aAMiHicTpaTVBHOI agpecu, 6e3 3MiHu Micua
BMPO6GHMLTBA
18. | BPOHXONITUH TabneTku, BKpUTI MAT "BiTaMiHn" YkpaiHa BMPOGHULITBO Bonrapis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/3119/01/01
TAB 060/10HKO0, N0 10 Mr Hepo3dgracoBaHol YkpaiHa 3MiHK | TUny - 3MiHK 3 ikocTi. A®I. CTabifbHICTb. 3MiHa peuyenma
Ne 20 (20x1) y nNpoayKLUiT, nepiofly NOBTOpPHMX BUNpOoGyBaHb/nepioy 36epiraHHA
6nicTepax y nauii nepBuHHa abo ymos 36epiraHHa A®| — 36inbLueHo nepiog,
ynakoBka abo NMOBTOPHOr0 BUNPO6GYBaHHS aKkTUBHOI CybCTaHLii; 3MiHW
BMPOGHMLITBO 3a | Tuny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
MOBHUM LINKNOM: Ta/abo agpecu MicLs NPOBaKEHHSA AISNbHOCTI
AT "Codpapma”, BMPO6HMKa (BK/THOUAKOYM, 32 HEOOXIAHOCTI, MicLe
Bonrapis; NpoBefeHHA KOHTPOJII0 SIKOCTIi), abo BacHMKa mactep-
BTOPVHHA tharina Ha A®I, abo nocTayasibHuKa AdI/BUXigHOrO
ynakoBka, A403BifN mMaTtepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
Ha BUMycK cepii: 3aCTOCOBYHOTLCH Y BUPO6HULTBI ADI (AKLLO 3a3HAYEHO
MAT "BiTamiHn", y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
YkpaiHa cepTudikaTa BignoBigHOCTI €EBponeiickkii papmakonei
y 3aTBep)KeHOMY A0CbE, a60 BUPOGHUKA HOBOI
[0MNOMDKHOT PEYOBUHY (SKLLLO 3a3HAYEHO Y OCLE) —
3MiHa Ha3BM BMPOOHMKA aKTUBHOT CybCTaHLii Ta 3miHa
aaMiHicTpaTBHOI agpecu, 6e3 3MiHu Micus
BMPOGHULITBA
19. | BPOHXONITUH TabneTku, BKpUTI MNAT "BitamiHn" YkpaiHa BMPOGHMLITBO Bonrapis/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 6e3 UA/3119/01/02
TAB 060/10HKO10, N0 40 Mr Hepo3gacoBaHOl YkpaiHa 3MiHM | TUny - 3MiHK 3 skocTi. ADI. CTabinbHICTb. 3MiHa peyenma
Ne 20 (20x1) y NPOAYKLi, nepiofy NOBTOpPHMX BMNPO6yBaHb/nepiody 36epiraHHA
6nicTepax y nauui nepBUHHA abo ymoB 36epiraHHs A®| — 36inbLUEeHO nepiog,
ynakoBka abo NMOBTOPHOrO BUNPOOYBaHHA aKTUBHOT CyOGCTaHLLT; 3MiHW
BMPOGHULITBO 3a | TNy - AOMIHICTPATMBHI 3MiHWU. 3MiHa HaliMeHyBaHHS
NMOBHMM LUK/TOM: Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
AT "Codchapma”, BMPOGHMKa (BK/TOUakouu, 3a HEOOXIAHOCTI, MicLe
Bonrapis; NpoBeAEHHS KOHTPO/O AKOCTI), ab0o BNacHUka mactep-
BTOpPUHHA thaiina Ha A®l, abo noctavanbHuka APl/BnxigHoro
ynakoBka, [403BiN mMartepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
Ha BUMYyCK cepii: 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HAaYeHO
MAT "BitamiHn", y [OCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
YkpaiHa cepTudikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
y 3aTBEPAXEHOMY [0CbE, a60 BUPOGHMKA HOBOT
[O0MOMDKHOT PEYOBMHM (SKLLLO 3a3HAaYEeHO Y AOChE) —
3MiHa Ha3BMW BUPOGHMKA aKTUBHOT Cy6CTaHLii Ta 3miHa
aAMiHicTpaTVBHOI agpecu, 6e3 3MiHu Micua
BMPO6GHMLTBA
20. | BYMIBAKAIH PO3YMH NS iH'eKLiiA, 5 TOB "HIKO" YkpaiHa TOB "HIKO", YkpaiHa/ BHECEHHS 3KMiH [0 peecTpauiiHnx Matepianis: * 3MiHU 3a UA/13417/01/01
CNIHAN Mr/mn no 4 mn B YkpaiHa,; Ipeuis | TMNy - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKWiA 3aci6. peyenmom
amnyni; no 5, 20 a6o HeposdacosaHuii CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
50 amnyn B naui 3 NPOAYKT, NEPBUHHA chopmm abo po3mipy KOHTelHepa un
KapTOHY ynaKoBKa, 3aKynoproBasibHOro 3acoby (NePBMHHOI yNakoBKm)

BTOpPUHHA

(cTepusbHi nikapcbki 3acobu) (3MiHa reoMeTpPUYHOT




139

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
ynakoBka, chopMu NepBUHHOTO NaKyBaHHS (amnys) Ans HOBOT
KOHTPO/Ib: AinbHuui BUpo6HuyTea MN3: JEMO CA
OEMO CA PAPMACBIOTIKAN IHOACTPI, I'peuis); 3MmiHu | Tuny -
PAPMACBIOTIKA 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
NIHOACTPI, BMPOGHMUTBI. 3MiHa po3mipy cepii (BkOUaoum
peuis AianasoH po3Mipy cepil) roTOBOro /likapCbkoro 3acoby

(3meHLLeHHs1 fo 10 pasiB) (3MeHLLEHHS po3Mipy cepil
N3, nopiBHSAHO i3 3aTBEPAKEHNM, A1 HOBOI AiNbHUL
BMpo6HMLUTBa JEMO CA ®APMACBLIOTIKAJ
IHOACTPI, peuis - 300 n); 3MmiHu | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepil (BkIKYatum
Jjiana3oH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
(36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3mipom) (36inbLLeHHS po3Mipy cepii /13, NOpPIBHSAHO i3
3aTBEPMKEHNM, 418 HOBOI Ai/IbHULL BUPOBHULITBA
OEMO CA ®APMACBIOTIKAN IHOACTPI, Mpevis -
300 n); 3miHn | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MiKapcbKoro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHULI, Ha AKill 34iACHIOETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) (BBeAEHHS A0AATKOBOI
AiNbHULI ANS NPOBeAEHHS KOHTPOJ/TH0/BUNPOGYBaHHS
cepii MN3: JEMO CA ®APMACBIOTIKAN IHOACTPI,
Ipevjis (21-ii km HauioHanbHOi loporv AdpiHn-/amis,
KpioHepi ATTuka, 14568, Npeuis), onsa ynakosku Ne 5);
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
[00aTKOBOI AifIbHUL BUPOGHULITBA A1 YacTUHU abo
BCbOr0 BMPOBHMYOro NPOLECY roTOBOrO NiKapCbKoro
3acoby (AinbHWLA, Ha AKili NPOBOAATLCSA ByAb-AKi
BMPO6HUYI CTagji, 3a BUHATKOM BUMYCKy cepil,
KOHTPO/I0 AKOCTi Ta BTOPMHHOTO MakyBaHHSA A1
CTepPUsIbHUX NiKapCbKMX 3acobiB (BKIOYaoum
BMPOG/IEHI acenTUYHUM MeTOoA0M), KpiM NiKapCbKUX
3aco06iB 6i0/10r4YHOro/iMyHONOMNYHOTO NOXOKEHHS)
(BBEAEHHA [0AATKOBOI AiNbHULi BUpo6HMUTBa /13, Ha
AKIV 34IACHIOETLCA BUPOBGHMLTBO HEpPO3thacoBaHOro
NPoAyKTY, NepBMHHA Ta BTOPUHHa ynakoska: JEMO CA
®APMACBIOTIKAN IHOACTPI, Ipeuis (21-# kv
HaujioHanbHOT Jloporn AdiHn-/lamisa, KpioHepi ATTurKa,
14568, 'peuis), onsa ynakosku Ne 5). CynyTHs 3miHa
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuii 3aci6. 3miHM y
BMPOGHULTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
LiNbHULI BUPOBHULITBA A/18 YACTUHN ab0o BCbOro
BMPOBHMYOrO NpoLecy roToBOrO JliKapCbKOro 3acoby
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
(4iNbHUUSA AN BTOPUHHOIO NakyBaHHS)
21. | BYTAAIOH Masb, 0,05 r/1 1 no 20 BAT "leneoH YropwmHa BAT "legeoH YropwmHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6864/01/01
ry Ty6ax Ne 1 PixTep" PixTep" 3MiHK | TUNY - NnogaHHA HoBoro cepTudikata R1-CEP peyenma
2004-244-Rev 02 Big HoBOro B1po6HrKa Nantong
Jinghua Pharmaceutical Co., Ltd., China (3amiHa)
22. | BEHITAH® KpeM, 50 mr/rno 50 ry CaHpo3 CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/0038/02/01
Ty6i; no 1 Ty6i B PapmachbloTikan dapmaueBTNUYHa HimeuunHa BUMNpPaB/IEHHSA TEXHIYHOI NOMWUIIKK, fKa Byna gonylieHa peyenma
KapTOHHI KOpo6Lyi 34.40. KOMMaHis 4.4., y TEKCTi MapKyBaHHs1 BTOPUHHOT yNakoBKW y po3Aini
CnoBeHis; «BUpo6BHUK», a came, Y Ha3Bi BY/I1LLi BUPOOHMKa
Cantotac ®apma Cantotac ®apma M'm6X, HimeyunHa
m6X, HimeyunHa
23. | BIATPA® TabneTku, BKPUTI Mdpaiizep IHK. CWA dPapeBa AM6GYya3 PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0313/01/02
nniBKOBOO 3MiHW Il TMNy - 3MiHK [0 IHCTPYKUIT 419 MeANYHOro peyenmom
060/10HKOt0, N0 50 Mr 3aCTOCYBaHHSA Ta KOPOTKOI XapakTepUCTUKN Y PO34iNN:
Ne 1 (1x1), Ne 4 (4x1) "®apmakonoriyHi Bnactusocti”, "MpoTunokasaHHNA",
y 6nictepax y kopobui "B3aemogis 3 iHWMMKM NikapCbKuMy 3acobamm Ta iHLi
BMAM B3aemogiii", "MNobiuHi peakuii”. BBefeHHA 3MiH
npoTArom 3-X MicAiLiB nicns 3aTBepKeHHsA
24. | BIATPA® TabneTkn, BKPUTI Mdpaiizep IHkK. CWA dapeBa AMOGya3 dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0313/01/03
niBKOBOHO 3MiHK Il TMNy - 3MiHK A0 IHCTPYKLiT 419 MeANYHOro peyenmom
060/10HKO10, N0 100 Mr 3aCTOCYBaHHA Ta KOPOTKOI XapakTepucTuKX Y po3ainu:
Ne 1 (1x1), Ne 2 (2x1), "®apmakonoriyHi BnactusocTi", "MpoTunokasaHHsa",
Ne 4 (4x1), Ne 8 (4x2) "B3aemogis 3 iHWVMU NikapcbknMn 3acob6amu Ta iHLWi
y 6nictepax y kopobuji BMAM B3aemogiii", "Mo6iuHi peakuii”. BBef,eHHA 3MiH
npotsarom 3-x MicsiliB NicnsA 3aTBepAKEHHSA
25. | BIATPA® ODT TabneTku, Wo Mdpaiizep IHkK. CLWA dapeBa Ambyas PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0313/02/01
AVCnepryoTbes B 3MiHY I TUNY - 3MiHKX [0 IHCTPYKUIT 418 MeanYHoro peyernmom
POTOBI NOPOXHWHI, 3aCTOCYBaHHA Ta KOPOTKOI XapakTepUCTUKN Y PO3L4iNN:
no 50 mr Ne 2 (2x1), "apmakonoriyHi Bnactusocti”, "MpoTunokasaHHA",
Ne 4 (4x1) y 6nicTepax "B3aemogis 3 iHWMMK NiKkapcbKMMK 3acob6amu Ta iHLLi
BMAM B3aemMogiin”, "MobivHi peakuii”. BBegeHHs 3MiH
npoTArom 3-x MicAuiB Nicna 3aTBepaKeHHs
26. | BISAH TabneTtky no 2 mr, no Baiiep ®apma HimeyunHa Baiiep Balimap HimeuunHa BHECEHHS 3MiH [J0 peecTpauiitHux maTepianis: 3miHu || 3a UA/11260/01/01
14 TabneTok y Al v6X i Ko. KI TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom

6nicTepi, no 2
6nicTepy B KAPTOHHIl
nauuj

thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHvmu 3 chapmakoHarnsagy (B IHCTPYKUIT y po3ainu:
"®apmakonoriyHi BractusocTi", "B3aemogia 3 iHWnMK
nikapcbkrMKn 3acobamMu Ta iHLWi BUAn B3aemogiii",
"OcobnmBocTi 3acTocyBaHHA", "AiTn", "MobiyHi
peakuii); 3MiHn | Tuny - 3MiHK 3 AKOCTi. [O0TOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTtHocTi abo ymoBax 36epiraHHs roToBoro
NiKapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHsi
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
roToBOro fikapcbKoro 3acoby abo nicns
PO34YMHEHHA/BIAHOBNEHHS) (3MiHA YMOB 36epiraHHs
roTOBOrO JlikapCcbkoro 3acoby), sk Hacni4oK BignoBiaHi
3MiHW B TEKCTi MapKyBaHHs; 3MiHn | Tuny -
AgMiHicTpaTuBHi 3MiHN. 3MiHa kogy ATX (IHCTpyKuii y
po3gain "®apmakoTepanesTuyHa rpyna*)
27. | BISINPEC Kpanni 04Hi, po3yunH TOB "BAJIEAHT YkpaiHa TOB "CaHToHika" JntBa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/12563/01/01
50 mkr/mnno 25 mny | ®PAPMACBHOTIK TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo peyenmom
nnsawkax Ne 1 AN3" MiCLie3HaX0AKEeHHS1 BUPOGHMKA rOTOBOTO NiKapCbKOro
3acoby, BK/IYaumM MicLie NpoBeAEHHSI KOHTPOO
SKOCTi(BMPOGHUYA AiNbHULS BMUNYCKY cepii) (3miHa
HaliMeHyBaHHsi BUpO6HUKa /13, 6e3 3MiHU MicLs
BMPO6HMLTBA) (TEPMIH BBEAEHHS 3MiH NPOTArOM 6-TK
MiCSILiB Mic/s1 3aTBEPAKEHHST)
28. | BIPO-Z TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/8750/01/01
060n0Hkoto, no 300 PapmacbioTuKas dapmacbioTukan T™MNy - AAMIHICTPATMBHI 3MiHU. 3MiHA HaliMeHyBaHHS peyenmom
Mr, no 60 TabneTok y IHpacTpi3 IHpacTpi3 Nimiteq Ta/abo agpecu Micus NPOBaMKEHHS AISNbHOCTI
NNacTUKOBUX Nimiten BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
dhnakoHax, no 10 BK/IOYAIOUY AiNbHULi BUNYCKY cepii abo micue
TabneTok y 6nictepi, NPOBEAEHHSI KOHTPOJTIO SKOCTI. (ZisNIbHICTb, 3a Ky
no 6 6nictepis y Bignosigae BUPOGHUK/IMNOpTEp, BKIKOYAOUM BAMYCK
KaPTOHHI Kopo6Lyi cepiii) (3MiHa HaliMeHyBaHHsi BUpo6HUKa M/13)
29. | BIPOKOMB TabneTku, BKpUTI CaH IHAjs CaH IHAjsA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/8675/01/01
060/10HKOI0, M0 60 dapmacboTuKa $apmacbloTukan TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHSs! peyenmom
Tabnetok y IHpacTpi3 IHpacTpi3 Nimiteq, Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
nnacTyKoBMX Niviten BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
hnakoHax BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJO AKOCTI. (fisNIbHICTb, 3a Ky
BiANOBIAa€e BMPOGHWK/IMNOPTEp, BKIOUAKUM BUMYCK
cepiii) (3MiHa HaliMeHyBaHHs1 BUpo6HUKa /13)
30. | BIPOCTAB kancysun no 30 mr, no CaH IHgis CaH IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9050/01/01
60 kancyny dapmacboTuKas $apmacbloTukan TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
hnakoHax IHoacTpi3 IHpacTpi3 Nimites Ta/abo agpecu micusa NPOBaKEeHHS AisIbHOCTI
Nimiteq BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/1OUAKUM AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBiAa€e BMPOGHMK/IMNOPTEp, BKIOUAKUM BUMYCK
cepiit) (3MiHa HaiiMeHyBaHHs1 BUpo6bHuKa /13)
31. | BITANPOCT cynoautopii no 50 mr AT "Huxdpapm” Pociiicbka AT "Huxdpapm" Paocilicbka BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu | 6e3 UA/6358/01/01
Ne 10 (5x2) y depepauis depepauis TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo peuyenma

6nicTepax

MiCLLe3HaXOKEHHS 3asiBHUKA (B/1aCHUKa
peecTpaLiiHoro NocBifAYeHHs) (3MiHa HaliMeHyBaHHS
Ta MicLle3HaxoMKEHHS 3asiBHMKA); 3MiHuM | Tuny - 3MiHa
HalilMeHyBaHHs Ta/abo MicLie3Haxo4KeHHS BUPOOHMKa
roToBOro NikapcbKoro 3acoby, BKIUaumn micue
NpoBeAEHHS KOHTPOJII0 AKOCTI(BUPOGHMYA AinbHMLSA
BMNYyCKy cepii) (3MiHa HaliMeHyBaHHs! Ta NpUBeAEeHHS
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0YeHHs
MiCLLe3HaxXoMKEHHSI BUPOOHMKA Y BigNOBIAHICTb A0
BrcHOBKY W00 NigTBEPAKEHHS BiAMNOBIAHOCTI
BMpo6HMLUTBA /13 BUMoram GMP ([epxnikciyx6a
YkpaiHu) (TepMiH BBEAEHHS 3MiH - NPOTATOM 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHS)
32. | TEKCUKOH® cynosuTopii AT "Hwxdapm" Paocilicbka AT "Hunxdapm”, Pociiicbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/1094/01/01
BariHanbHi nNo 16 mr Pepepauis depnepauin TMny - 3MiHa HalimeHyBaHHA Ta/abo peyenma
Nel (1x1), Ne10 (5x2) MiCLLe3Hax04KEHHS1 BUPOGHMKA roTOBOrO /iKapCbKOro
y 6nictepax 3aco0y, BK/IoYatouy Miclie NpoBeAEHHS KOHTPOSO
AKOCTI(BMPOGHMYA AiNbHULA BUMYCKY cepii) (3MiHa
HaliMeHyBaHHS Ta NPUBELEHHS MICLLe3HAXOKEHHS
BMPOGHMKA Y BigMoBigHICTb 0 BUCHOBKY L1040
niATBEPKEHHSA BiANOBIAHOCTI BUPO6HMLTBA /13
BuMoram GMP (Jepxnikcnyxo6a Ykpainu) (TepMiH
BBEEHHS 3MiH NMPOTAroM 6-TW MicALiB nicns
3aTBEPMXEHHSA); 3MiHM | TUNY - 3MiHa HaliMeHYBaHHS
Ta/ab0 MicLe3HaxomKeHHS 3asiBHMKA (BnlacHMKa
peecTpauiiHoro nocBigYeHHs1) (3MiHa HaliMeHyBaHHs
Ta MicLie3HaX0MKEeHHS 3asBHIKA)
33. | FTENAN®® NOPOLLIOK A1 PO3YMHY TOB YkpaiHa BMPOGHMLITBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5324/01/01
0N iH'ekuUii no 942,05 "BANTAPTIH nakyBaHHs, TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX peyenmom
Mr MopoLuKa y DPAPMA", KOHTPONb AKOCTI: (BHeceHHs 3MiHM [0 iHCTPYKLiT Y po3ain
thnakoHi; no 1, 5 a6o YkpaiHa TOB "®APMEKC dapmakoTepaneBTMYHa rpyna, BignoBigHo Ao
10 dhnakoHiB y FPYN", YkpaiHa; B Knacudgikatopa kogis ATC BOO3)
KapTOHHIA ynakoBL,i BUNYCK cepil:
TOB «BANAPTIH
PAPMA», YKpaiHa
34. | NMHEKAT® TabneTkn, BKpUTI OpraHocvH IHAis EBepTomxeH Navid IHAisa BHECEHHSA 3MiH [0 peecTauiliHnx martepianis: 3miHu | 3a UA/8792/01/01
nniBKOBOO Naiidp CaeHcns CaeHcus NimiTeq TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
060/10HKO0, N0 1 1 + MeT. N14. Ta/abo agpecu micusa NPOBaKeHHS AiSIbHOCTI

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO0, MO 1 1 +
Tabnetkv no 150 wmr,
KoMbi-ynakoBka Ne 1:
no 1 Tabnetui
asuTPOMILMHy, no 2
Tabnetkn
cekHigasony, no 1
Tabnetuj
dhriykoHazony y
6nictepi; no 1
6nicTepy B KapTOHHIl
naui; Kombi-ynakoBka
Ne 5: no 1 Tabnetui
asnTPOMILMHy, no 2
Tabnetku

BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/1IOUAK0UM AiNbHULj BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LiSNIbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOPTEP, BKIOUAKUM BUMYCK
cepiii) (3MiHa HalilMeHyBaHHs BUpo6Huka 13, 6e3
3MiHN MicuA BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH
NPOTArom 3-x MiCALIB NiCNA 3aTBEPAYKEHHS)
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

cekHigasony, no 1
Tabnetuj
hlykoHasony y
6nictepi; no 1
6nicTepy B KapTOHHIl
nauui; no 5 nayok y
naui; kombi-ynakoBka
Ne 1: no 1 tabnetui
asuTpoMiLMHy, Mo 2
Tabnetkn
cekHigasony, no 1
Tabnetuj
hykoHasony y
cTpuni; no 1 ctpuny B
KapTOHHIN nauui;
ynakoska Ne 5: no 1
Tabnetuj
asnTpoMiLMHy, Mo 2
Tabnetku
cekHigasony, no 1
Tabnetuj
hiykoHasony y
cTpuni; no 1 ctpuny B
KapTOHHIN navui; no 5
nayok y nauui

35.

FNHEKNT®

TabneTkn, BKPUTI
niBKOBOH
060/10HKO0, N0 1 1 +
TabneTkn, BKPUTI
niBKOBOHO
060/10HKO0, N0 1 1 +
Tabnetkn no 150 wmr,
in bulk: no 5000
TabneTok
asnTpomiuuHy, 500
TabneTok
cekHigasony, 500
TabneTok
oNyKOHa30/1y B NaKeTi

OpraHocuH
Naiigp CaeHcnz
M. /114.

IHais

EBepTomxeH Jlalid
CaeHcus Jliviteq,

IHais

BHECEHHS 3MiH 4,0 peecTauiiHux martepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHSA AISNbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCbkoro 3acoby,
BK/IIOHAKUY AiNbHULi BUNYCKY cepil abo micue
NPOBeEeHHS KOHTPOIO AKOCTI. (fiANIbHICTb, 3a Ky
BignoBigae BUPOGHMK/IMNOPTEp, BKIKOYAOUM BUMYCK
cepiii) (3MiHa HalilMeHyBaHHs BUpo6HUuKa /13, 6e3
3MiHM Micus BUpo6HULTBa) (TepMiH BBEAEHHS 3MiH
NpPOTArom 3-X MicsUIB NiCNs 3aTBEPLKEHHS)

UA/8793/01/01

36.

FNHEKAT®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 1 1 +
TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI, N0 1 1 +
Tabnetky no 150 wmr,
KOMGi-ynakoBka Ne 1:

OpraHocuH
Naiid CaeHens
M. /114.

IHAis

Oontimyc [hxeHepikc
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHM | TUMy - BBEAEHHS ab0 3MiHM [0 y3arasibHEHUX
AaHux Npo cuctemy thapmakoHarnsgy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy

3a
peyerimom

UA/8792/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

no 1 Tabnetui
asnTPOMILMHy. no 2
Tabnetkn
cekHigasony, no 1
Tabnetuj
hlykoHasony y
6nictepi; no 1
6nicTepy B KApPTOHHIl
naui; Kombi-ynakoBka
Ne 5: no 1 Tabnetui
asuTPOMILMHy. no 2
Tabnetkn
cekHigasony, no 1
Tabnetuj
hiykoHasony y
6nictepi; no 1
6nicTepy B KapTOHHIl
nauui; no 5 nayok y
naui; kombi-ynakoBka
Ne 1: no 1 tabnetui
asuTPOMILMHY. Mo 2
Tabnetku
cekHigasony, no 1
Tabnetuj
hiykoHasony y
cTpuni; no 1 ctpuny B
KapTOHHIN nauui;
ynakoska Ne 5: no 1
Tabnetuj
asuTPOMILMHY. Mo 2
Tabnetku
cekHigasony, no 1
Tabnetuj
hykoHasony y
cTpuni; no 1 ctpuny B
KapTOHHI navui; no 5
nayok y nauui

37.

FNHEKNT®

TabneTkn, BKPUTI
niBKOBOHO
060/10HKO0, N0 1 1 +
TabneTkn, BKPUTI
niBKOBOH
060/10HKO0, N0 1 1 +
Tabnetkn no 150 wmr,
in bulk: no 5000
TabneTok
asuTpomiumHy, 5000

OpraHocuH
Naiigp CaeHcns
M. /114.

IHais

OnTimyc xeHepikc
NimiTeq

IHais

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TUNy - BBEAEHHS ab0 3MiHM [0 y3araslbHEHUX
[aHuX Npo cuctemy thapmakoHarnsgy (Bkioyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsgy

UA/8793/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
TabneTok
cekHigasony, 5000
TabneTok
dp/lyKOHa30/1y B NakeTi
38. | MMEHCNPEN 3 cnpeii HasaslbHWIA, neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/14550/01/01
A3ENACTUHOM [030BaHwuii, cycneHsis | ®apmacbloTukasl dPapmacboTrKan3 3MiHM | TUNy - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
no 150 f03 y dhnakoHi; 3 /114. nta. roTOBOro NikapCbKOro 3acoby - 3a3HaYeHHs
no 1 dpsiakoHy 3 po3paxyHKoBOI chopmynn TecTy "Maca ogHiel fo3n™:
[,03YH04HMM HaCcoCOM- cepefHa maca [03u1 Ans dhnakoHa
posnuntosayem,
3aKPUTUM KOBMAYKOM,
Y KApTOHHIli Kopobui
39. | TNIMENIPLA Tabnetkn no 4 mr in M. BioTek /iTg, Benuka IHOOKO PEME/AI3 IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | - UA/12720/01/04
bulk no 1000 BpuTaHis nTa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkuii 3aci6.
TabneTtok B CucTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa y
KOHTelHepax abo Ne NepBWHHIA yNakoBL,i rOTOBOrO Nikapcbkoro 3acoby (Tun
1000 (10x100) y KOHTeliHepa abo AofaBaHHA HOBOTO KOHTeHepa) -
6nicTepax y nauui 3 TBepai, M'AKi Ta HecTepunbHi pigki nikapcoki hopmu
KapTOHY (BBEAEHHA aNbTEpPHATMBHOI yNakoBku Ans dopmu in
bulk)
40. | TNIMENIPLA, Tabnetky no 3 mr in M. BioTtek /T4 Benuka IHOOKO PEMEAI3 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | - UA/12720/01/03
bulk no 1000 BpuTtaHis nTa UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCcbkuin 3aci6.
TabneTok B CuricTeMa KOHTelHep/3aKynoploBasibHUIA 3aci6. 3miHa y
KOHTeliHepax a6o Ne NepBUHHIN yNakoBLi rOTOBOTO Jlikapcbkoro 3acoby (Tun
1000 (10x100) y KOHTeliHepa abo foAaBaHHsl HOBOTO KOHTeHepa) -
6nicTepax y nauui 3 TBepai, M'ki Ta HecTepubHi pigki nikapcbki hopmun
KapTOHY (BBEAEHHA aNlbTEPHATVBHOI YNakoBkn Ans hopmu in
bulk)
41. | TNIMENIPUA TabneTky no 2 Mr in M. BioTek J1T4, Benuka IHOOKO PEMELI3 IHAjia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/12720/01/02
bulk no 1000 BpuTaHis nTa TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
TabneTok B CucTemMa KoHTelHep/3aKynopioBasibHUlA 3aci6. 3miHa y
KOHTelHepax abo Ne NepBUHHIA yNakoBL,i rOTOBOrO Nikapcbkoro 3acoby (Tun
1000 (10x100) y KOHTeliHepa abo AofaBaHHS HOBOrO KOHTelHepa) -
6nicTepax y nauui 3 TBepaj, M'sKi Ta HecTepubHI pigki nikapcbki hopmu
KapTOHY (BBEAEHHA a/lbTEPHATVBHOI yNakoBkn Ans hopmm in
bulk)
42. | TNIMENIPUA, Tabnetkn no 1 mrin M. BioTek /T Benvka IHOOKO PEMELI3 IHais BHECEHHS 3MiH A0 peecTpaviiHnx martepiasnis: 3MiHu | - UA/12720/01/01
bulk no 1000 BpuTaHis nTa TUMy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbkuii 3aci6.
TabneTok B CuctemMa KoHTeliHep/3akynoptoBasibHUI 3aci6. 3MiHa y
KOHTeliHepax abo Ne NEPBVHHIN yNakoBLi FOTOBOro Nikapcbkoro 3acoby (Tun
1000 (10x100) y KOHTeliHepa abo AofaBaHHA HOBOrO KOHTelHepa) -
6nicTepax y nauui 3 TBepai, M'sKi Ta HecTepubHI pigki nikapcebki hopmu
KapTOHY (BBEAEHHA a/lbTEPHATVBHOI YNakoBkn Ans hopmu in
bulk)
43. | rniosomia Kancynm no 20 mr Ne 5 AngoreH IMNKo TNMokcembypr BupoGHuLTBO Ipnangis BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/13832/01/01
y cawe C.ap.n N3, nakyBaHHs, npuBefeHHA y BiNOBIAHICTb A0 3aTBEPAKEHNX peyenmom
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
TecTyBaHHA, MaTepianis Ta BACHOBKY LWoA0 eheKTUBHOCTI,
BUNYCK cepi: 6e3neyHOCTi Ta AKOCTI NiKapCcbKOro 3acooy, Lo
EiileH ®apma NMPONOHYETLCA A0 AepPXaBHOI peecTpaLlii,
NimiTep, lpnaHgis; HanMcaHHA (PyHKLii 0ogHOTrO 3 BUPOGHUKIB B
MepBuHHE i npoueci peectpadii (6yno - Bci cTagii npouecy
BTOPVHHE BMpo6HUUTBa: ElileH ®apma JlimiTeq, IpnaHais;
nakyBaHHs: MepBuHHE | BTOPMHHE NakyBaHHA: MinmayHT Xenckeap
MinmayHT Xenckea NTa, \pnaxgis),
Nita, lpnangis Haka3z MO3 YkpaiHu Big 03.09.2014 Ne 616
44, | Tnio3omig kancysim no 100 mr Ne AnsoreH IMNKo TNMokcembypr Bupo6HuLTBO Ipnangis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/13832/01/02
5y cawe C.ap.n N3, nakyBaHHsA, npuBefeHHs Yy BiANOBIAHICTb A0 3aTBEepPKEHNX peyernmom
TecTyBaHHA, MaTepianis Ta BACHOBKY LWoA0 eheKTUBHOCTI,
BUNYCK cepi: 6e3neyHOCTi Ta AKOCTI NiKapcbKOro 3acooy, LWo
EilreH d®apma NMPONOHYETLCA A0 AEPXXaBHOI peecTpaLiii,
NimiTen, IpnaHgis; HanMcaHHA (PyHKLii o4HOTO 3 BUPOGHUKIB B
MepBuHHe i npoueci peectpadii (byno - Bei cTagii npouecy
BTOPVIHHE BMpo6GHUUTBa: EifleH ®apma NlimiTeq, IpnaHais;
nakyBaHHs: MepBuHHE | BTOPMHHE NakyBaHHA: MinmayHT Xenckeap
MinmayHT Xenckea NTa, \pnaxgis),
NIt lpnangis Haka3 MO3 YkpaiHu Big 03.09.2014 Ne 616
45. | Tnio3omij kancynv no 180 mr Ne AngoreH IMNKo TNokcembypr Bupo6HULTBO Ipnangis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13832/01/03
5y cawe C.ap.n N3, nakyBaHHsA, npuBeAeHHA y BiANOBIAHICTb A0 3aTBePAKEHNX peyenmom
TecTyBaHHS, MaTepiasniB Ta BUCHOBKY 040 etheKTUBHOCTI,
BUNYCK cepi: 6e3neyHOCTi Ta AKOCTi NlikapCbKOro 3aco6y, Lo
ElileH ®apma NPOMNOHYETLCA A0 AepPXaBHOI peecTpalLlii,
Niviten, Ipnaxgis; HanMcaHHA (PyHKLii O4HOTO 3 BUPOGHUKIB B
MepBuHHE i npoueci peectpadii (6yno - Bci cTagii npouecy
BTOPVHHE BUpoGHUMUTBa: ElileH ®apma fliviTes, IpnaHais;
nakyBaHHS: MepBuHHE | BTOPVHHE NakyBaHHA: MinmayHT Xesnckeap
MinmayHT Xenckea Ntp, Ipnangis),
Ntp, lpnangis Haka3 MO3 YkpaiHu Big 03.09.2014 Ne 616
46. | rniosomig kancynm 250 mr Ne 5y AngoreH IMKo Tokcembypr Bupo6GHuLTBO Ipnangis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/13832/01/04
cawe C.ap.n N3, nakyBaHHs, npuBefeHHs Yy BiANOBIAHICTb A0 3aTBEepAKEHUX peyenmom
TecTyBaHHA, MaTepianiB Ta BUCHOBKY 040 etheKTUBHOCTI,
BUIYCK cepii: 6e3neyHOCTi Ta AKOCTi NlikapCbKOro 3acoby, Lo
EiileH ®apma NPONOHYETLCA A0 AepPXaBHOI peecTpaLlii,
Niviten, lpnaxgis; HanucaHHA PYHKLii 04HOro 3 BUPOGHUKIB B
MepBuHHE i npoueci peectpadii (byno - Bei cTagii npouecy
BTOPVHHE BMpoGHULTBA: ElileH ®apma JlimiTeq, |pnaHais;
nakyBaHHA: MepBrHHE | BTOPMHHE NakyBaHHA: MinmayHT Xenckeap
MinmayHT Xenckea NTa, \pnaxgis),
Ntp, lpnangis Haka3 MO3 YkpaiHu Big 03.09.2014 Ne 616
47. | TNILEPUH cynosuTopii no 1,24 r AT "Hunxdpapm" Pacilicbka AT "Huxdpapm" Pociiicbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/12810/01/01
Ne 10 (5x2) y 6nictepa depepauis Pepepauis Tuny - 3MiHa HalimeHyBaHHs Ta/abo peyenma

MiCLie3HaX0AKEHHSI BUPOGHMKA rOTOBOrO NiKApCbKOro
3aco6by, BK/IYaKuM MicLe NPOBEAEHHST KOHTPOMIO
SKOCTi(BMPOGHUYA AiNbHULS BUNYCKY cepii) (3MiHa
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
HaliMeHyBaHHs Ta NPUBELEHHS MiCLLe3HAXOKEHHS
BMPOGHUWKA Y BifMoBIgHICTb [0 BUCHOBKY LLOAO
NiATBEpXEHHS BiANOBIAHOCTI BUPO6HMLTBA /13
BuMoram GMP (Jepxnikcnyx6a Ykpainu) (TepMmiH
BBE/EHHS 3MiH - NPOTAroM 6-T1 MicALIB nicns
3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHa HaliMeHyBaHHs
Ta/abo MicLe3HaxomKeHHS 3asBHMKa (BnacHuKa
peecTpauiiHoro nNocBigyeHHs) (3MiHa HallMeHyBaHHs
Ta MicLe3HaxX0MKEHHS 3asBHNKA)
48. | TNILEPNHOBI cynosutopii no 0,75, dapmiHa NiTg, MonbLa PapmiHa /1Tg, MonbLua BHECEHHHS 3MiH [0 peecTpaviiiHux Martepianis: 3miHu | 6e3 UA/11954/01/01
CYMO3UTOPII no 5 cynosutopiiB y TMny - AGMIHICTpaTVBHI 3MiHW. 3MiHa kogy ATX peuyenma
"®APMIHA" 6nicTepi, no 1 (BHeCTr 3MiHM [0 iHCTPYKUIT y po3gin
6nicTepy B KapTOHHii dapmakoTepaneBTMyHa rpyna, BignosigHo Ao
KopoobUi knacudiikatopa kogis ATC BOO3)
49. | TNILEPUHOBI cynosuTopiino 1,5, dPapwmiHa /114 Monbwa PapwmiHa /1T MonbLia BHECEHHHS 3MiH [0 peecTpauiliHnx Matepianis: 3MiHu | 6e3 UA/11954/01/02
CYNO3UTOPII no 5 cynosutopiis y TUny - AAMiHiCTpaTMBHI 3MiHW. 3MiHa Kogy ATX peyenma
"®APMIHA" 6nicTepi, no 1 (BHecTv 3mMiHM [0 iHCTPYKLiTy po3ain
6nicTepy B KAPTOHHiIl $apmakoTepaneBTMyHa rpyna, BignosigHo A0
KopoobLi Knacudiikatopa kogis ATC BOO3)
50. | FMOKO3A-TECT | mopowok ans TOB "WNcTok- YkpaiHa TOB "WcTok-Mntoc" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/13157/01/01
OP&/IbHOTO PO3YKHY Mntoc" TUMy - 3MiHM 3 AKOCTi. FOTOBMIA NiKapcbKuMii 3aci6. peuyenma

no 75 r y KoHTeliHepax
Nel B kopobui abo 6e3
KOpoO6KuK, y calle B
Kopobui abo 6e3
KOPOGKM

CucTema KoHTelHep/3aKynoptoBasibHWI 3aci6 (iHLWi
3MiHM) (Z04aBaHHSA BTOPMHHUX YNAKOBOK A/15
KOHTelHepiB Ta calle 3aTBepKEeHO: Y KOHTeliHepax
Nel); 3miHu | Tuny - 3MiHK 3 aKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA HOBOTrO KOHTeHepa) -
TBepai, M'AKi Ta HecTepunbHi pigki nikapcoki hopmu
(BBEAEHHA [OAATKOBOI YNakoBKu - calle, 3
BiANOBIAHMMY 3MiHaMK Y p. «Cknag» Ta «YnakoBka»);
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHWi 3aci6.
3MiHa nocTavasibHMKa NakyBasIbHUX MaTepiasiB abo
KOMMNEKTYHOUUX (SIKLLLO 3a3HAYEHO B [JOCLE) (3amiHa
abo gojasBaHHs nocTavanbHuka) ( fofaBaHHA
noctavasibH1Ka NakyBaslbHOro Matepiasy, SK Hacifok
3MiHa chopMu abo po3Mipy KOHTelHepa 3i 3MiHO
cneuudikaLii Ta METOAIB KOHTPO/IH0 NEPBUHHOI
ynakoBku CynyTHS 3MiHa - 3MiHM 3 SKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBanbHuii 3aci6. 3miHa chopmun abo
PO3Mipy KOHTelHepa Yy 3aKynoploBasIbHOro 3acoby
(NepBUHHOI ynakoBkK) (HeCcTepunbHi Nikapcbki 3acobu)
- 3MiHM 3 AAKoCTi. FOTOBWI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3acib. 3mMiHa napameTpiB
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
cneuudgikauiii Ta/abo AONYCTUMMX MEX NEPBUHHOI
yMakoBKM FOTOBOTO NikapCbKoro 3acoby (40NOBHEHHS
cneumaikavii HOBUM NOKA3HUKOM 3 BifNOBIgHUM
METO/Z0M BUMPOBYBaHHSI) - 3MiHU 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa y MeToaax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y meTogax
BMNpoGyBaHb (BK/IOYakumM 3amiHy abo gofaBaHHs)
(oofaBaHHA BUMPOOHMKA NakyBaslbHOro martepiany
(kOHTelHepn NnacTMacoBi 3 KPULLIKOK 3 KOHTPONEM
nepLuoro po3kpuTTa) TOB «®apmannacT», YkpaiHa, sK
Hacnifok 3MiHa chopmuy abo po3Mipy KoHTellHepa 3i
3MiHOK cneuudikaLii nepBMHHOI YNakoBKu Ta MeToaiB
KOHTPOJTI0 NEPBUHHOT yNakoBku. KinbKiCHWIA Ta sKiCHWi
CKNaf NakyBasibHOTO MaTtepiasly He 3MiHUBCS)
51. | FPUNEKC NOPOLLOK A/15 KOHina6, NN CLWA BUPOGHUK, MonbLua/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6285/01/01
XOTAKTUB OpaIbHOro PO3YnNHY BiANoOBigabHUIA 3a Benuka 3MiHu Il TNy - 3MiHW BUNpobyBaHb abo AONYCTUMMX peyenma
MAKC no 5ry cawe Ne 5, Ne BMPOBHULTBO 3a BpuTaHis MeX, BCTAHOBJ/IEHUX Y crneundikalisx, nig vac
8 y mauu,i NMOBHWM LUK/TOM: BMPOGHULITBA FOTOBOTO NiKapCbKoro 3acoby
TOB HOC (po3LWMpeHHs 3aTBepMKEHNX AONYCTUMUX MEX AN
dapmauis, NOKa3HUKIB, SKi MOXYTb MaTyW iCTOTHWIA BINB Ha
Monba; 3arasibHy sSIKiCTb FOTOBOIO NiKapCbKOro 3acooby).
BUPOGHUK, BBefaeHHA 3MiH NpOTArom 6-Tu micauiB nicns
BiANOBIfaNbHMIA 3a 3aTBepKeHHs
BMPOBHMLTBO,
nakyaBHHS
(NnepBuHHe Ta
BTOPVHHE),
KOHTpONb Ta
BUMYCK NPOAYKTY in
bulk, KOHTpoNb
cepii rotoBoro
nNiKapcbkoro
3acoby:
BpadToH
Nab6opatopi3
Nimiten, Benvka
BpuTtaHis
52. | AAPPOY PO34KH aNs iHdys3ili 3akpuTe YkpaiHa 3akpute YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/1492/01/01
PO34YMH no 200 mn a6o no 400 akujioHepHe akuioHepHe 3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii peyenmom
MY NASLWKax TOBapuCTBO TOBapUCTBO 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa y
"IHdy3ia" "IHdpy3ia" MeTofax BUNpOo6YyBaHHsS rOTOBOrO MikapCbKoro 3acoby;

CynyTHS 3MiHa: 3MiHM 3 AKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNYyCTUMUX MEX
rOTOBOrO MiKapcbKoro 3acoby (iHLWi 3MiHK); 3MiHK | TUNYy




149

Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTaHOBJ/IEHUX Y crieundikauisx, nig vyac
BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby; 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHUYOT
OinbHUL (BKIOYaouy AinbHUL Ana APl NpoMibKHOro
NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
AN NpoBeAeHHs NakyBaHHS, BUPOOHUKA,
BiANOBiAaILHOrO 3a BMNYCK Cepiii, MicLie NpoBEAEHHS
KOHTPOIO cepii) - BUNYyYEeHHS BUPOOHUKa AD| HaTpito
naktarty Ta Buny4YeHHs BupobHuka A®| Kanito xnopugy;
3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudpikart
BignosigHOCTI/IE-cepTudpikat BignoBigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadpii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneuudikauisix, nos'sasaHa 3i 3miHamu B ®Y,
abo Esponelicbkiii hapmakonei, abo iHLWii
HaLjioHasbHIN thapmakonei gepxasun €C); 3miHu | Tuny
- 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKiA 3aci6. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHK) -
npuBeAeHHs cneuudikauii i MeToaiB KOHTPOIO M/IALLOK
CKNSIHMX | TYMOBUX 3aKyrnoproBasibHMX 3aco6iB (MPo6ok
ryMOBUX MeANYHWX) Y BigNOBIgHICTE A0 ADY; cynyTHA
3MiHa: 3MiHW 3 AKOCTi. F0TOBWIA NikapcbKuii 3aci6.
CucTemMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa 'y
MeToAax BUNPo6YyBaHHA NEPBVHHOI yNakoBKN rOTOBOTO
niKapcbKoro 3acoby (iHLWi 3MiHM y meTogax
BMNpo6yBaHb (BKAKYauM 3amMiHy abo gofaBaHHs))

53.

OEHTATENb®

renb Ans sacex, no 20
ry Ty6i; no 1 ty6i B
nauuj 3 KapToHy

MAT
"®iTohapm”

Ykpaina

MAT "®iTodhapm"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis:
3MiHK | TUNY - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMiA
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH [0 JOCbE
nic/i OHOB/IEHHA 3arasibHOT CTATTi Ha FOTOBY /iKAPChKY
thopmy y AdY/EBponeiickkili hapmakonei). BBegeHHsA
3MiH npoTsirom 3-X MicAiliB nicns 3aTBepmKeHHs

6e3
peyenma

UA/6966/01/01

54.

AEMNAHTON®

cynosuTopii
BariHanbHi Ne 10 (5x2)
y 6nictepax

AT "Hunxdpapm"

Pacilicbka
depepauis

AT "Huxdpapm"

Pociiicbka
Pepepauis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHa HalilMeHyBaHHsi Ta/abo
MicLLe3HaX0MKEHHA 3asBHUKa (BNacHuKa
peecTpavuiiHOro NocBig4YEHHS) - 3MiHa HaliMeHyBaHHS
Ta MicLe3HaxXoMKeHHs 3asaBHUKa. 3MiHK | Tuny - 3miHa
HaliMeHyBaHHs Ta/abo MicLe3HaX04KEeHHS BUPOGHUKA
roTOBOrO /iKapCbKOro 3acoby, BK/IKYaK4M Micue

6e3
peyenma

UA/12910/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
NpoBeAEeHHA KOHTPOSII0 AKOCTI(BUPOBHMYA AinbHULA
BMNYCKY cepil) - 3MiHa HaliMeHyBaHHS Ta NpMBeAeHHS
MiCLLe3HaXOKEHHSI BUPOOHMKA Y BiANOBIAHICTL A0
BucHOBKy LLOA0 NiATBEPIKEHHS BiANOBIAHOCTI
BUpo6HMUTBa J13 BUMoram GMP (Jepxnikcryx6a
YKkpainu).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.

55. | OXICI ®/TKO | GC | cycneHsis 4nA iH'ekuili M. BioTek Benvka 'piH Kpocc Kopes BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a 874/12-
FLU no 0,5 mn ta 0,25 mn Nimiten BpuTtaHis KopnopeiiLuH My - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BuW peyenmom 300200000
BAKUVHA ANA y nonepegHbL0 nNiKapcbKoro 3acoby (BunyyeHHs1 3HaKy TOproBoi Mapku
MPO®ITAKTUKN HamnoBHEHMX LWNpuLax ® y Ha3Bi MIBI, sika 3a3HaYeHa aHrnincbKo MOBO
revny Nel, Ne10 (6yno - OxiCi dnto / GC FLU®); 3MiHn |l Tuny - 3MiHu 3
(POS3LLEMN/IEHUN SKOCTi. A®|. BUpOGHMLTBO. 3MiHM B aKTUBHIIl pe4OBUHi
BIPIOH, CE30HHUX, NepeanaHaeMiYHNX abo naHAeMiuHMX
IHAKTUBOBAHN BaKLMH NPOTK Bipycy rpuny oAnHU (3aMiHa wramy(is)

") y CE30HHMX, NepegnaHgemMiyHmx abo naHgeMiuHnx
BaKLUMHax NpoTu Bipycy rpuny noguHu) (3miHa
LUTAMOBOrO CKnafy BakLUHU 4518 NpodinakTvkv rpuny
ce3oHy 2016/2017, BU3HAYEHOrO Y BifgNoOBIgHOCTI A0
pekomeHaaLiin BOO3 ana MiBHIYHOI NiBKyi.

56. | AUPEPENIH® NnopoLLoK no 3,75 mr INCEH ®APMA PpaHLis MOPOLLIOK: PpaHuin BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/0695/01/02
Ta PO3YNHHVIK 415 BMPOGHMLITBO, 3MiHK | TUMY - 3MiHa NPUCTPOIB 4151 BUMIPIOBaHHA [03WN | peyernmom
cycneHsii Ans iH'ekuii MapKyBaHHA Ta ab0 BBeAEHHA NikapcbKoro 3acoby (4ofaBaHHA abo
NPOJIOHrOBaHOro nakyBaHHs, 3aMiHa NPUCTPOIO, SKWIA HE € HEBIf'EMHOID YaCTUHO
BUBI/IbHEHHS, 1 BTOPWHHE NepBUHHOT YNakoBKM) — AOAABaHHS FO/IKN i3 CUCTEMOIO
(h1aKOH 3 MOPOLLKOM Y nakyBaHHs, 3aXUCTY, sika MICTUTbCA y 6/iCTepHIli ynakoBLj, 3
KOMM/IEKTI 3 KOHTPO/b AKOCTi Ta BiANOBIAHMMU 3MiHAMU Y p. «YNakoBKa» (y NPUMITKy A0
PO3YMHHMKOM MO 2 M BUMYCK NiKapCbKoro p. «YnakoBKa», BHECEHIi BiANOBiJHI KOperyBaHHsa [0
B amnyni, LWNpuLom 3acoby: INCEH onucy 61icTepHOT ynakoBKK, Ta K HacigoK 3MiHW 0
4Nns 0iHOPa30BOro ®APMA BIOTEK, IHCTPYKLU|i A1 MefuyYHOro 3actocyBaHHs y p. Ocobnusi
BUKOPWCTaHHSA Ta dpaHuis; 3axoau 6esnekn. Cnocib 3acTtocyBaHHA Ta 403w, 3
ABoma ronikamu (y PO3UYMHHUK: BiAMOBIAHMMU 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBOK);
6nicTepHill ynakosLi) BMPOGHULITBO, 3MiHV | TUNY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro

nepBuHHe 3acTocyBaHHA y p. OCo6MBOCTi 3aCTOCYBaHHS.
nakyBaHHs Ta Mo6iyHi peakuii. BBegeHHA 3MiH NPOTArom 3-x
KOHTPONb AKOCTI: MicALliB nicnsA 3aTBepAKeHHsA
CEHEKCI,
®paHuin; BTOPUHHE
nakyBaHHs Ta
BUWMYCK Cepii:
INCEH ®APMA
BIOTEK, ®paHuis

57. | AULETEN® TabneTku, BKpUTI ABGGOTT HimeuunHa MaiinaH dpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0007/01/01
NNiBKOBOIO Nab6opaTtopi3 Na6opaTtopiza CAC TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEeHYBaHHSs! peyenmom
06010HKO0, N0 50 Mr vM6X Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI

Ne 20 (20x1) y

BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

6nictepax

BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOSIO AKOCTI. (fisfIbHICTb, 3a Ky
BiANOBiAa€e BUPOGHWK/IMNOpTEp, BKIOUAKUM BUMYCK
cepiid) - 3MiHa HallMeHyBaHHs1 BUpo6HUKa /13, 6e3
3MiHM Micus BUpobHULTBA. BBEAEHHSA 3MiH MPOTAroM 6-
TW MiCSLIB NiCNA 3aTBEPMKEHHS.

58.

DIATNI3NA® MR

TabneTtku 3
MoaudpikoBaHUM
BUBINIbHEHHSM, Nno 30
Mr Ne 10x3, Ne 10x6 y
6nictepax

MAT "®dapmak”

YkpaiHa

MAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:
3MiHu | TNy - FOTOBWIA NikapcbkuiA 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONoMbKHUX pevyoBUHax)
rOTOBOrO /iKapCbkoro 3acoby (iHLLi AONOMiKHI
PeYoBUHM) - Byab-Ka He3Ha4YHa 3MiHa KifIbKiCHOro
cKnafy AONOMXKHUX PEYOBWH Y rOTOBOMY flikapCbKOMY
3ac06i - 3MiHW Y KifIbKICHOMY cKnagi AONOMIKHUX
pevoBUH; 3MiHK | TUMy - FOTOBWIA NiKapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOIO JliKapCbKOro 3acoby (BMTyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag, BUTy4YeHHs 3acTapinoro
nokKasHuKa)); 3MiHu | Tuny - FoToBUIA Nikapcbkunii 3aci6.
KOHTPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3mMiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO iKapCbKOro 3acoby (iHLi 3MiHM) — 3MiHW Y
po3aini «CynpoBigHi 4OMILKW»; 3MiHW | Tuny - FOTOBWI
nikapcbkuii 3aci6. KOHTpOb roTOBOro NikapCcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOro
NiKapcbKoro 3acoby (iHwi 3MiHM y meTogax
BMNpoOyBaHb (BK/OYaUM 3aMiHy abo AOMOBHEHHS));
3MiHK | TUNY - FOTOBMIA Nikapcbkuii 3aci6.
Bunpo6bHMuTBO. 3MiHa po3Mipy cepii (BK/IoYaoun
AianasoH po3Mipy cepil) roToBOro /likapcbKoro 3acoby
(36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPIKEHNM
po3Mipom cepif)

3a
peuyenmom

UA/6986/01/01

59.

JOMPUI® SR

Tabnetku,
NPOSIOHroBaHoi Aii, no
30 mr, no 10 Tabnetok
y 6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI ynakoBLi

TOB "KYCYM
PAPM"

YkpaiHa

TOB "KYCYM
PAPM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuaaTHOCTI
abo ymoBax 36epiraHHsa roTOBOro /likapCbKoro 3acoby -
npuBefeHHs pefakuii 3a3HaveHHs YMOB 36epiraHHs Ao
BMMor HactaHoBu: "/likapcbki 3aco6u. BunpobyBaHHs
cTabinbHocTi. HacTtaHoBa 42-3.3.:2004" 6e3 3MiHu
hakTMUHMX YMOB 36epiraHHs. BBegeHH:A 3MiH
NMPOTArom 6-T1 MicsiLiB NicnA 3aTBepAKEHHs

3a
peyenmom

UA/8976/03/01

60.

AOYBA KOPA

Kopa (cy6cTaHuis) y
MillKax, abo y Tiokax,
abo y kinax gns
BUPOGHMLTBA
HeCTepUIbHUX
niKapcbkux chopm

MpAT
"Niktpasn"

YkpaiHa

MpAT "NikTpasu"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaMKEHHS AiSNbHOCTI
BMpOGHMKa (BK/TKOYAKOUM, 3a HEOOXiAHOCTI, Micue
NpOBeLEeHHSI KOHTPO/IIO SKOCTI), ab0o BlacHuka macTep-
thaiina Ha A®l, a6o noctavyanbHuka Adl/BrxigHoro

UA/5672/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
mMartepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCH Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignosigHOCTI EBponelichbkiin hapmakonel
y 3aTBEep)KEHOMY [OCbE, ab0 BMPOGHMKA HOBOT
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [JOCHE)
(3MiHa HalimMeHyBaHHs Ta agpecy BUpoGHKKa, 6e3
3MiHV MicL BUPOGHMLTBA); 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpaLiitHoro
noceigyeHHs) (3MiHa HaliMeHyBaHHS Ta agpecu
3as8BHMKA)
61. | EKCIHE® TabneTku, BKpUTI Mepk Wapn i LBeliuapis BMPOOHUK Icnanis/ BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 3a UA/12286/01/01
NNiBKOBOIO Loym lgea IHK Hepo3dgracoBaHol Higepnangn 3MiHK | TNy - 3MiHa BUPOGHMKA BMXiZHOrO/MPOMIDKHOTO peyenmom
060/10HKO0, N0 30 Mr NPOAYKLT, npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
Ne 2 (2x1), Ne 7 (7x1), KOHTPOb AKOCTI, BMPOGHMYOMY npotieci A®| abo Aitoyoi peyoBuHU
Ne 28 (7x4) y nakyBaHHs: ®poccT (aopaBaHHA BMpOGHUMKa F.I.S. — Fabbrica Italiana
6nicTepax 16epuka, C.A., Sintetici S.p.A., ltaly A®| ETopukockuby B sikocTi
IcnaHis; a/lbTEPHATUBHOIO BUPOGHMKA); 3MiHU | TUMY - 3MiHa Y
nakyBaHHs1, BUMYCK MeTogax BunpobyBaHHa A®| abo fitoyoi peyoBuHn abo
cepii: Mepk Wapn i BUXiAHOro/NpPOMiXHOrO NPOAYKTYy/peareHTy, Lo
Joym B.B., BMKOPUCTOBYETLCA Y NpoLieci BUpobHuutea APl ab6o
Higepnanan Ail040T peyoBUHN (JOAaHHA aflbTePHATUBHOIO MeToay
BMMNPOGYBaHHA 4718 peareHTy AmiadHa Boga y po3gini
3.2.5.2.3 KoHTposb MaTepiasnis); 3MiHu | TUny - 3mMiHa
BMPOBHMKA BMXIAHOTO/MPOMIXHOr0 NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y BUPOGHMYOMY npoLieci AdI
abo Aitoyoi pevoBuHU, abo 3miHa BUPOGHMKa
(@opaBaHHA BMpOGHUMKa F.I.S. — Fabbrica Italiana
Sintetici S.p.A., ltaly A®| ETopukokcuby B sikocTi
aNbTePHATUBHOI AiNbHUL 415 NPOBEAEHHSA KOHTPOSIO
sAKocTi AdI)
62. | EKCIHE® TabneTku, BKPUTI Mepk LWapn i LLiBefiuapis BMPOBHUK IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12286/01/02
nNiBKOBOO [oym lgea IHK Hepo3chacoBaHol Higepnangn 3MiHM | TUNY - 3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOIO peyenmom
060/10HKO0, N0 60 Mr NPOAYKLT, NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y

Ne 2 (2x1), Ne 7 (7x1),
Ne 28 (7x4) y
6nicTepax

KOHTPO/b SIKOCTI,
nakyBaHHsa: ®poccT
16epuka, C.A.,
IcnaHist;
nakyBaHHS, BUMYCK
cepii: Mepk Wapn i
Joym B.B.,
Higepnangn

BMPOGHMYOMY npotieci A®| abo Aitouoi peyoBrHU
(mopaBaHHA BMpOGHUMKa F.1.S. — Fabbrica Italiana
Sintetici S.p.A., Italy A®| ETopukockuby B sIKOCTi
aNbTepHaTUBHOIO BUPOGHMKA); 3MiHU | TUNy - 3MiHa Y
mMeTofax BunpobysaHHs A®| abo fitouoi peyosmHM abo
BVIXiZLHOro/mpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa AdDl abo
Ait040T pevoBVHN (AOAAHHA albTEPHATUBHOIO METOAY
BMNPOGYBaHHA 4717 peareHTy AmiayHa Boga y po3gini
3.2.S.2.3 KoHTposb matepianiB); 3MiHu | Tuny - 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMDKHOTO NPOAYKTY/peareHTy,
L0 BUKOPUCTOBYETLCS Y BUPOOHUYOMY npoueci API
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
abo Aitoyoi pevoBuHU, abo 3mMiHa BUPOGHMKa
(nopaBaHHs BMpO6HMKa F.I.S. — Fabbrica Italiana
Sintetici S.p.A., ltaly A®| ETopukokcuby B sIKoCTi
aNbTepPHATUBHOI AiNIbHUL A/19 NPOBEAEHHS KOHTPO/IO
skocTi AdI)
63. | EKCIHE® TabneTku, BKpUTI Mepk Wapn i LLiBefiuapis BMPOBHUK Icnanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/12286/01/03
nniBKOBOO [oym lgea IHK Hepo3schacoBaHol HigepnaHngn 3MiHW | TURY - 3MiHa BUPOOHMKa BUXiZHOro/MPOMXHOro peyenmom
060/10HKO0, N0 90 Mr NPOAYKLT, NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
Ne 2 (2x1), Ne 7 (7x1), KOHTPO/b SIKOCTI, BMPOGHMYOMY npotieci A®| abo Aitouoi peyoBrHU
Ne 28 (7x4) y nakyBaHHsa: ®poccT (nopaBaHHs BMpo6HMKa F.I.S. — Fabbrica Italiana
6nictepax 16epuka, C.A., Sintetici S.p.A., Italy A®| EToprkockuby B SIKOCTI
IcnaHis; anbTepHaTUBHOIO BUPOGHMKA); 3MiHU | TUMY - 3MiHa Y
nakyBaHHs, BUMYCK mMeTofax BunpobysaHHsa A®| abo fitouoi peyosmHu abo
cepii: Mepk Wapn i BWXiAHOro/NPOMiXXHOTO NPOAYKTY/peareHTy, Lo
Joym B.B., BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa AdDl abo
HigepnaHngn Ait040T pevoBUHN (AOAAHHA anlbTePHATUBHOIO MeToAyY
BMNPOOGYBaHHS A4/1a peareHTy AMiauHa Boga y po3gini
3.2.S.2.3 KoHTposb marepiasiB); 3MiHu | Tuny - 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMKHOTO NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYETLCS Y BUPOOHUYOMY npoueci AdI
abo fjtoyoi pevyoBUHM, abo 3MiHa BUPOOHMKA
(mopaBaHHA BMpO6HUMKa F.I.S. — Fabbrica Italiana
Sintetici S.p.A., Italy A®| EToprKokcuby B SIKOCTI
a/lbTEPHATUBHOI AiNIbHNL A/19 NPOBEAEHHS KOHTPO/I0
akocTi API)
64. | EKCIHE® TabneTku, BKpUTI Mepk Wapn i LLiBefiuapis BMPOBHUK Icnanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/12286/01/04
NNiBKOBOIO Ooym lpea IHk Hepo3dacoBaHOl HigepnaHan 3MiHUM | TUNY - 3MiHa BUPOBHMKA BUXIAHOTO/NPOMIXHOr0o peyenmom
060/10HKO0, N0 120 Mr NPOAYKLi, npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
Ne 2 (2x1), Ne 7 (7x1), KOHTPO/b SKOCTI, BMPO6HMYOMY npotieci AD| abo Aito4oi peyoBrHU
Ne 28 (7x4) y nakyBaHHs: ®poccT (mopaBaHHA BMpO6HUMKa F.I.S. — Fabbrica Italiana
6nicTepax 16epuka, C.A., Sintetici S.p.A., Italy A®| ETopukockunby B AKocTi
Icnanis; anbTepHaTUBHOIO BUPOGHMKA); 3MiHU | TUMY - 3MmiHa Y
nakyBaHHs1, BUMYCK mMeTogax BunpobysaHHA APl a6o fitoyoi peyoBuHu abo
cepii: Mepk Wapn i BVIXiZHOro/MpoMKHOro NpoayKTy/peareHTy, Lo
Joym B.B., BMKOPUCTOBYETBLCA Y NpoLeci BUpobHuuTea Adl abo
Higepnanan Ail040T peyoBUHU (JOAaHHA anlbTepHATUBHOrO MeToay
BUNPOGYBaHHSA 419 peareHTy AMiayHa Boga y po3gaini
3.2.5.2.3 KoHTposb maTtepiasiiB); 3MiHu | Tuny - 3mMiHa
BMPOBHMKA BMUXIAHOrO/NPOMIXHOr0 NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y BUPOOHMYOMY npoLieci AdI
abo gjtoyoi pevyoBuHM, abo 3MiHa BUPOOHMKa
(mopaBaHHA BMpO6HUMKa F.1.S. — Fabbrica Italiana
Sintetici S.p.A., Italy A®| ETopukokcnby B AKocTi
a/IbTEPHATUBHOI AiNIbHNL A/19 NPOBEAEHHA KOHTPOJIO
AKocTi AdI)
65. | EIFAH PO3unH NS iHdYy3il, CKAH BIOTEK IHAjs AJKOH IHAisa BHECEHHS 3MiH 40 peecTpalinHmx maTepiasis: TeXHiYHa 3a UA/14627/01/01
1000 mr/100 ma no nTa MapeHTepasnc nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460), peyenmom
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0YeHHs
100 mn y chnakoHi, no (IHgis) N1 B IHCTPYKLUiT 4151 MEANYHOIO 3aCTOCYBaHHSA Y p.
1 conakoHy B «MicLe3HaxoMKeHHs BMPOOHUKa Ta agpeca Micus oro
KapTOHHI ynakoBLi NPOBa[)KEHHS», B PEECTPALiiHOMY MOCBIAYEHHI B
MYHKTi «BUPOBHMK NikapcbKoro 3acoby»
66. | EIFAH PO34MH NS iHysild, CKAH BIOTEK IHgis AnKOH IHais BHECEHHS 3MiH 4O PEECTPaLiiHNX MaTepiasliB: TEXHIYHA - UA/14628/01/01
1000 mr/100 mn in nTa MapeHTepanc nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460)
bulk no 100 mn y (Inais) Nt B peecTpauiiHoMy NOCBiAYEHHI B MyHKTi «BUPOGHUK
hnakoHi; no 100 nikapcbKoro 3acoby»
(h/1aKOHIB B KApPTOHHIl
ynakoBLi
67. | ENNEPEHOH nopoLLok (cybcTaHLis) IHoycTpiane ITanisa IHpycTpiane Kimika ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: - UA/12189/01/01
MIKPOHI3OBAH y NoABiliHMX Kimika c.p.n. c.p.n. 3MiHM | TUNY — NpuBeAeHHA cneyndikauii Ta
un nonieTuneHoBmX aHaniTMyHnx Metoank A®| 3a nokasHukamm «CynyTHi
naketax gns [OMILWKN», «[MTOMe ONTUYHE 0bepTaHHA» Ta
BMPOGHMULITBA «KinbKicHe BU3HaYEHHsI» 10 BUMOT MOHOrpadil
HecTepusbHUX "Eplerenone" EP 8.4
nNiKapcbknx chopm
68. | E®EPA/TTAH CYNo3uTOpIi peKTasibHI YIMNCA CAC ®paHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5237/03/01
no 80 mr, Ne 10 (5x2) Tuny - 3MiHa HallmeHyBaHHs Ta/abo peyenma
y 6nictepax B MiCLie3HaxX0AKEeHHSI BUPOGHMKA rOTOBOTO NiKapCbKOro
KapTOHHI Kopo6Lyi 3acoby, BK/IYaumn MicLe NpoBefeHHsT KOHTPOO
AKOCTI(BMPOGHMYA AifbHULA BUMYCKY cepii) (3MiHa
HaliMeHyBaHHSA BUPOOHYKa /13 Ta npuBegeHHs
MiCLLe3HaxX0MKEHHS Y BiANoBiAHICTb A0 BUCHOBKIB,
LLIOAO NiATBEPAKEHHS BiANOBIAHOCTI BUPO6HMLUTBA /13
Bumoram GMP (Jepxnikcnyxba Ykpainu), 3 nepenikom
N3, 6e3 3MiHM MicLA BUPOOHMLTBA. TakoX 3MiHU B
IHCTPYKUIi y po3ain «Ha3Ba i MicLe3HaxomKeHHs
BMPOGHMKa» Ta JONOBHEHO iHCTPYKLt0 iHhopMaLlieto
L0410 NpeAcTaBHMKa 3asiBHMKa B YKpaiHi) (TepmiH
BBE/IEHHS 3MiH - NPOTAroM 6-T1 MicALIB nicns
3aTBEPMKEHHS); 3MiHK | TUny - 3MiHN LWoA0
6e3nekun/ehekTVBHOCTI Ta hapMakoHarnagy (iHLwi
3MiHK) (3amiHa rpadpiyHOro 306paxXeHHs ynakoBKM Ha
TEKCT MapKyBaHHsA /15 NEePBUHHOI Ta BTOPUHHOI
YyNakoBKM y 3B'A3Ky 3 NPUMBEAEHHAM Y BiANOBIAHICTb A0
BuMoOr Hakaszy MO3 YkpaiHn Ne426 Big 26.08.2005 (y
pepakuii Hakazy MO3 Ykpainn Ne 460 Big 23.07.15 p.)
(TepMmiH BBEAEHHS 3MiH - NPOTATOM 6-TW MicALiB nicns
3aTBepmxeHHs); 3MiHu Il Tuny - 3miHa 3asBHuKa
(nepefaya npas iHLWOMY 3asiBHUKY)
69. | E®EPA/TTAH CYNno3uTOpIi peKkTasibHI YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5237/03/03
no 300 mr, Ne 10 (5x2) TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo peyenma

y 6nictepax B
KapTOHHIi Kopo6Lyi

MiCLle3Hax0opKeHHs1 BUPOBGHMKa rOTOBOrO /iKapCbKOro
3aco0y, BK/IoYatouy MicLie NPoOBEeAEHHS KOHTPOO
AKOCTI(BMPOOHUYA AiNbHNLA BANYCKY cepil) (3MiHa

HaliMeHyBaHHSA BUPo6HWKa /13 Ta npuBegeHHs
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

MiCLLe3HaxXOMKEHHS Y BiANOBIAHICTb A0 BUCHOBKIB,
LLIOAO NiATBEPAXEHHS BiANOBIAHOCTI BUPO6HMLUTBA /13
Bumoram GMP (Jepxnikcnyxba Ykpainu), 3 nepenikom

N3, 6e3 3MiHM MicLA BUPOOHMLTBA. TakoX 3MiHU B

IHCTPYKUIT y po3ain «Ha3Ba i MicLe3HaxoaXeHHs
BMPOGHMKa» Ta JONOBHEHO iHCTPYKLt0 iHhopMaLlieto
L1040 NpeAcTaBHMKa 3asiBHMKa B YKpaiHi) (TepmiH
BBE/EHHS 3MiH - NPOTAroM 6-T1 MicALIB nicns
3aTBepMKEHHSR); 3MiHKM | TNy - 3MiHK WoA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHuwi
3MiHK) (3amiHa rpadhiyHOro 306paxXeHHs ynakoBKM Ha
TEKCT MapKyBaHHsA 4715 NEePBUHHOI Ta BTOPUHHOI
YMakoBKM y 3B’A3KY 3 NPUBELEHHAM Y BigNOBIAHICTb A0
BuMor Hakazy MO3 YkpaiHn Ne426 Big 26.08.2005 (y
pepakuii Hakazy MO3 YkpaiHu Ne 460 Big 23.07.15 p.)
(TepmiH BBEAEHHS 3MiH - NPOTATOM 6-TW MicALiB nicns
3aTBepmxeHHs); 3MiHu Il Tuny - 3miHa 3asBHMKa
(nepegaya npas iHWOMY 3asBHUKY)

70.

E®EPA/TTAH

CYNno3uTOpIi peKkTasibHI
no 150 mr, Ne 10 (5x2)
y bnicTepax B
KapTOHHI Kopobuyj

YMNCA CAC

PpaHLis

YMNCA CAC

PpaHLin

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo
MiCLle3Haxo)KeHHs1 BUPOBGHMKa rOTOBOrO /1iKapCbKOro
3acoby, BK/IOYaumn MicLie NpoBeAEHHS KOHTPOMNO
SKOCTi(BMPOBGHUYA AiNbHULS BUNYCKY cepii) (3miHa
HaliMeHyBaHHsi BUpO6HUKa /13 Ta npuBeAeHHS
MiCLe3HaxXOKEHHS Y BigNOBIAHICTb A0 BUCHOBKIB,
040 NiATBEPAKEHHS BiANOBIAHOCTI BUPOOHMLTBA J13
BumMoram GMP (Jepxnikcnyxba YkpaiHu), 3 nepenikom
N3, 6e3 3MiHu Micus BUPO6HULITBA. TakoX 3MiHU B
IHCTPYKUii y po3ain «HasBa i MicLue3HaxomKeHHs
BMPOGHMKa» Ta JONOBHEHO iHCTPYKLit0 iHhopMaLlieto
LLIoA0 NpeAcTaBHMKa 3asBHUKaA B YkpaiHi) (TepMiH
BBEJEHHS 3MiH - MPOTArOM 6-TW MicALIB nic/s
3aTBepMKEHHSR); 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHK) (3amiHa rpadpiyHOro 306paxxeHHs ynakoBKM Ha
TEKCT MapKyBaHHS 47151 NePBUHHOI Ta BTOPUHHOI
YNaKkoBKM Yy 3B'A3Ky 3 NPUBEAEHHAM Y BiANOBIAHICTL A0
BuMor Hakazy MO3 YkpaiHn Ne426 Big 26.08.2005 (y
pegpakuii Hakazy MO3 YkpaiHu Ne 460 Big 23.07.15 p.)
(TepmiH BBEAEHHS 3MiH - NPOTATOM 6-TW MicALB nicns
3aTBEpMKEHHS); 3MiHu || Tuny - 3miHa 3asiBHMKa
(nepegava npas iHWOMY 3asBHUKY)

6e3
peyenma

UA/5237/03/02

71.

E®EPBEH

TabneTkn, BKPUTI
060/10HKOI0 1Mo 600 Mmr,
no 30 TabneTok y
hnakoHax

CaH
PapmacboTuKas
IHoacTpi3
Nimiten

IHais

CaH
$apmacbloTukan
IHpacTpi3 Nlimiteq,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu MicLst NPOBaPKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acooby,
BK/THOYAKYN AiNbHMLI BUMYCKY cepii abo Micue

3a
peyerimom

UA/8431/02/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNIbHICTb, 3a AKY
BiANOBiAa€e BUPOGHMK/IMNOPTEP, BKIOUAOUM BUMYCK
cepiit) (3MiHa HailMeHyBaHHs1 BUpo6HuKa /13)

72.

NoAa-HOPMIN

Tabnetky no 100 Mkr
Ne 50 (10x5) y
6nicTepax

MAT "KuiBcbKuiA
BiTaMiHHWIA
3asof”

YkpaiHa

MAT "KuiBCbKuiA
BiTaMiHHWIA 3aBo4"

YkpaiHa

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHK | TUNYy - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHK); 3MiHK | TUNY
- 3MiHK 3 AKOCTi. F0TOBMIA Nnikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby
(OHOB/IEHHS NpoLEeAypU BUNPOBYBaHHA 415
npuBeLEeHHs Y BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
cTatTeto 1dY abo €Bponeicbkoi hapmakoner)

6e3
peyenma

UA/6383/01/01

73.

noa-HOPMIN

Tabnetkn no 200 MKr
Ne 50 (10x5) y
6nicTepax

MAT "KuiBCbKuiA
BiTAMiHHWIA
3asog"

YkpaiHa

MAT "KuiBcbkuii
BiTaMiHHWI1 3aBoA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHKW); 3MiHK | TUNY
- 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO NiKAPCbKOro 3acoby
(oHOBNEHHA npoLeaypy BUNPoByBaHHA ANs
NpUBEAEHHSA Y BiANOBIAHICTb 3i 3MIHEHOIO 3ara/ibHO
cTarTero 1dY abo EBponeiicbkoi hapmakonei)

6e3
peyenma

UA/6383/01/02

74.

NoAOKCUA®

cynosuTopii
BariHanbHi no 200 mr
Ne 10 (5x2) y
6nicTepax

AT "Hunxdpapm"

Pacilicbka
depepauis

AT "Huxdpapm"

Pociiicbka
Pepepaunis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHa HaliMeHyBaHHs1 Ta/abo
MiCLie3HaXO)KEHHS 3asBHUKA (B/1aCHUKA
peecTpavuiiHoOro NocBig4YeHHs) - 3MiHa HaliMeHyBaHHS
Ta MicLe3HaxXoMKEeHHs 3asaBHUKa. 3MiHK | Tuny - 3MiHa
HalilMeHyBaHHS Ta/abo MicLe3Hax0oMKeHHS BUPOGHMKa
roTOBOrO /iKapCbKOro 3acoby, BKIoYaun Micue
nNpoBefeHHA KOHTPOJII0 AKOCTI(BUPO6HMYA AiNnbHULA
BMNYCKY cepii) - 3MiHa HaliMeHyBaHHS Ta NpMBeAEeHHS
MiCL,e3HaXOKEHHS BUPOOHMKA Y BiAMNOBIAHICTb A0
BucHOBKy LLOA0 NiATBEPIKEHHS BiANOBIAHOCTI
BUpo6HMUTBa J13 BUMoram GMP (Jepxnikcryx6a
Ykpainu).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHSI.

6e3
peyenma

UA/1047/01/01

75.

noay PO34MH
CMNUPTOBWI 5%

PO34MH ANna
30BHILUHLOIO
3aCTOCyBaHHS,
cnupToBuiA 5 % no 9
My dhnakoHax, no 9
My donakoHi; no 1
(oNakoHy B nadui 3

TOB
"TepHochapm"

YkpaiHa

TOB "TepHothapm"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsa roTOBOro /1ikapCbKoro 3acoby
(3miHa B ymOBax 36epiraHHs rOTOBOr0 NiKapCbKoro
3aco6y abo nicnst PO34YNHEHHA/BIAHOBNEHHS) - 3MiHA
YMOB 36€epiraHHsa roToBOro /1ikapCbKOro 3acoby

6e3
peyenma

UA/8249/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
KapToHy; no 20 mny
pnakoHax-
KpanesnbH1usXx; no 20
MYy dhnakoHi-
KpanenbHuui; no 1
hN1aKoHy -
KpanesibHULi B nauLi 3
KapToHY
76. | IFPA® TabneTky XyBasbHi N0 xeHoBelT Kinp xeHedhapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14121/01/01
25 mr, no 1 a6o no 2 dapmacboTikan npuBeAeHHs Yy BiANOBIAHICTb A0 3aTBepAXEHUX peyenmom
Tabnetkn y 6nictepi; ¢ Niviteq, maTtepiasiiB HanucaHHs YNaKkoOBOK B NpoLeci
no 1 6nictepy y BHECEHHSA 3MiH - BUNPaB/IEHHSA TEXHIYHOT NOMUIIKN
KapTOHHI Kopobuj; no (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460, p VI,
4 TabneTkn y n.2.4.nn.4 nomunkn y MK$, noB’sizaHi 3 nepeknagom
6nictepi, no 1, 2 a6o abo nepeHeceHHsIM iHhopmali, a came: y
3 Gnictepu y Cneuumdpikauii p. «MikpobionoriyHa YncToTar) -
KapTOHHii Kopooui 3a3HayeHe BMNPaB/IEHHS BiANOBiAaE MaTepiaiam
peecTpauiiiHoro Aocbe, SKi NpeAcTaBNeHi B apxiBHUX
marepianax (3asHauyeHa nepiognyHiCTb BUKOHAHHSA
TecTy HasiBHa B OpuUriHa/ibHUX matepianax) (6yno - no
1 a6o no 2 TabneTkn y 6nictepi; no 1 6nictepy y
KapTOHHil Kopoby),
Haka3 MO3 YkpaiHu Big 04.07.2016 Ne 669
77. | IFPA® TabneTky XyBasibHi N0 [xeHoBelT Kinp xeHedhapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14121/01/02
50 mr, no 1 a6o no 2 PapmachbloTikan npuBeAeHHA y BiANOBIAHICTb A0 3aTBePAKEHNX peyenmom
TabneTtkn y bnictepi; c Nimiteq, MaTepiasliB HaNMCaHHA yNnakoBOK B Npoueci
no 1 6nicrepy y BHECEHHS 3MiH - BUNPAaB/IEHHSA TEXHIYHOT MOMUIIKN
KapTOHHI Kopobuj; no (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460, p VI,
4 TabneTkn y n.2.4.nn.4 nomwuakm y MKS, noB’a3aHi 3 nepeknagom
6nicrtepi, no 1, 2 abo abo nepeHeceHHsIM iHhopmali, a came: y
3 6Gnictepu y Cneuudpikauii p. «MikpobionoriyHa YncToTar) -
KapTOHHi Kopoo6Li 3a3HaveHe BUMpPaB/IEHHS BiANOBIgae matepianam
peecTpauiiiHoro Aockbe, ki NpeAcTaBNeHi B apxiBHUX
marepianax (3asHauyeHa nepiognyHiCTb BUKOHAHHSA
TeCcTy HasiBHa B OpUriHa/IbHUX MaTtepianax) (6yno - no
1 a6o no 2 TabneTkn y 6nicTepi; no 1 6nictepy y
KapTOHHii Kopobuy),
Haka3 MO3 YkpaiHu Big 04.07.2016 Ne 669
78. | IFPA® TabneTky XyBasibHi N0 xeHoBeWT Kinp DxeHedpapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14121/01/03
100 mr, no 1 a6o no 2 dapmacboTikan npuBeAeHHA y BiANOBIAHICTb A0 3aTBEPAKEHNX peyenmom
TabneTtkn y 6nictepi; c Nimiteq, MaTepiasiiB HanMCaHHA yNnakoBOK B Npoueci

no 1 6nicrepy y
KapTOHHI kopo6Li; no
4 TabneTkn y
6nicrtepi, no 1, 2 abo
3 6nictepu 'y
KapTOHHiii kKopoo6ui

BHECEHHSA 3MiH - BUNPAB/IEHHS TEXHIYHOI NOMUIIKN
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460, p VI,
n.2.4.nn.4 nomunakn y MKS, noB’A3aHi 3 nepeknagom
abo nepeHeceHHsIM iHhopMaLiii, a came: y
Cneuudpikauii p. «Mikpo6ionoriyHa umctoTta») -
3a3HayeHe BMNpPaB/IEHHs BiANoBigae MmaTepiaiam
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
peecTpavuiiiHoro Aocke, ki NpeAcTaBNeHi B apxiBHUX
marepianax (3asHauyeHa nepioAanyHiCTb BUKOHAHHS
TeCcTy HasiBHa B OpUriHa/IbHUX MaTepianax) (6yno - no
1 abo no 2 TabneTtkn y 6nictepi; no 1 6nictepy y
KapTOHHI Kopoo6Lii),
Haka3 MO3 YkpaiHu Big 04.07.2016 Ne 669
79. | ISIKNIH KOHLeHTpaT ans INCEH ®APMA PpaHLis BO®YP INCEH PpaHLisn BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/14703/01/01
Op&a/IbHOro PO3YNHY, IHOAYCTPI 3MiHK | TUNY - BBEAEHHA ab0 3MiHM A0 y3ara/lbHeHNX peyenmom
6113bKo 176 mMn AaHuX Npo cuctemy thapmakoHarnisgy (BKiovanoum
KOHLleHTpary ans KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
OpasIbHOTO PO3UNHY Y dhaiina cuctemu thapmakoHarnsgy
NAAWL; N0 2 NASLKN
Y KOMMN/IEKTi 3 OAHUM
CTaKkaHu4MKoM 3
MIpHOIO JiHi€l0, Yy
KapTOHHI Kopobui
80. | IMYHOIMOBYNIH | po3uvH Ans iH eKuUii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13033/01/01
AHTUPE3YC no 1 mn (300 mkr "BIO®APMA MIA3SMA" BUNPABEHHS TEXHIYHOI NOMU/IKM Y TEKCTI MapKyBaHHsA peyenmom
RHO(D) iMyHOrno6yniHy npu MNA3SMA" BTOPVHHOI YNakoBKu
noanHn TMTpi 1:2000) B
amnynax Ne 1, Ne 3
abo Ne 5
81. | IMYHOINMOBYNIH | po3uvH Ans iH ekuiii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/13033/01/02
AHTUPE3YC no 2 mn (300 mkr "BIO®APMA MIA3SMA" BUNPABIEHHS TEXHIYHOI NOMW/IKM Y TEKCTI MapKyBaHHsA peyenmom
RHO(D) iMyHOrno6yniHy npu MNA3SMA" BTOPVHHOI YNakoBKY
noanHn T1Tpi 1:2000) B
amnynax Ne 1, Ne 3
a6o Ne 5
82. | IHOANAMIA nopoLuok (cybcTaHuis) Yemo 16epika, IcnaHis KIMIKA IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: - UA/13881/01/01
y noAagiliHMx C.A. CIHTETIKA, C.A. 3MiHK | TNy - 3MiHa y MmeTogax BunpobysaHHA Ad|
nonieTuIeHoBNX (MK$1) 3a nokasHunkoM "PoAcTBeHHbIe
naketax gns coefiviHeHus"(BUNpaB/IeHHS MOMU/IKW B ONUCI METOAMNKN
BUPOGHMLTBA KOHTPO/H0, sIKi BpaxoBaHi B OHOB/eHili Bepcii DMF);
HecTepusibHUX 3MiHM | TUNy - 3MiHa y napameTpax cneuudikawii
nikapcbknx popm Ta/abo [oNyCTUMUX MeX, BU3HAYEHNX Y cneuudikaLisx
Ha A®I, abo BUXiAHWIA/MPOMIXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYHOTbCS Y npoueci BUpobHuutea Adl -
3BY)XEHHSA [OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdpikauii 3a n. «<Onme»
83. | KAHAIA kpem, 10 mr/1 r no 20 neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasnis: 6e3 UA/9754/02/01
ry Ty6i, no 1 Ty6i B dapmMacboTUKan dPapmacboTrKan3 BUNPABIEHHS TEXHIYHOI NOMUKK, B cneumdikalii Ha peyenma
KapTOHHI Kopobuyj 3 /1T, nra. BUMNYCK 3a po3AinomM «KinbkicHe
BM3HaueHHs.[poninnaparigpokcnbeH3oar» B 3B'A3KY 3
HEKOPEKTHO BKa3aHWM KpPUTEPIEM MPUAHATHOCTI
84. | KETOKOHA30/ nopoLLoK (CybcTaHLis) CninbHe YkpaiHa "Ykicha Mexiko C.A. Mekcuka BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: - UA/12749/01/01
Y NOABINHNX yKpalHCbKO- ne C.B." 3MiHK | TMny - 3miHK 3 sikocTi. CepTudcpikart
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
nonieTuneHoBmX icnaHcbke BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
MilKax gns nignpMeEMCTBO €Bponeiicbkili hapmakonei/moHorpadii — nogaHHA
BMPOGHMLITBA "Cnepko oHoBneHoro CEP gna A®| keToKkoHa3o0/y Bif,
HecTepuibHUX YkpaiHa" 3aTBEpAKEHOr0 BUPOOHMKA, 3 NOCAIAOBHUMMW 3MiHAMU
nikapcbknx hopm [0 nokasHukiB "CynyTHi JOMILLKK" Ta "3annLwKoBi
KiJIbKOCTi OpraHiyHMX po34MHHUKIB"
85. | KETOPO/ TabneTku, BKpUTI [-p Pegpi'c IHAjs [O-p Peppi'c IHAjisA BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/2566/02/01
NNiBKOBOIO Nab6opaTtopic NabopaTopic /Tg, 3MiHK | TUNY - BBEAEHHA ab0 3MiHM A0 y3ara/lbHeHNX peyenmom
060/10HKO0, Mo 10 Mr n1g, AaHuX Npo cuctemy thapmakoHarnisgy (BKiovanoum
no 10 TabneTok y KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
6nictepi; no 2 (paiina cuctemun chapmakoHarnsgy
6nictepn y nayuj
86. | KNALNA® CP TabneTku, BKpUTI ABGOTT HimeuunHa Aecika KiH6opo BennkobpnTa | BHECEHHS 3MiH 40 peecTpauiliHnx maTepianis: 3minu |l 3a UA/2920/01/01
nniBKOBOO NabopaTtopis Niviten, Hist/ ITanis Tuny - Jlikapcbki 3acobun. 3miHa y KOpOTKili peyenmom
060/10HKOIO, X BenukobpuTaHis XapakTepucTuLi Nikapcbkoro 3acoby, iHCTPYKUiT ANns
NPOJIOHroBaHoI fii No abo A66si C.p.n., MeZMNYHOro 3aCTOCyBaHHA abo MapKyBaHHI yNakoBOK
500 mr Ne5 (5x1), Ne7 ITanisa (noTpebye BHECEHHS BiAMOBIAHO A0 NOCW/IaHb Ha HOBI
(7x1), Ne14 (14x1), Ne [0[aTKOBI AaHi, HagaHi 3asBHUKOM) (3MiHU A0
14 (7x2) y 6nictepax IHCTPYKLi y po3ginu: "MokasaHHs", "dapmakonorivHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamu Ta iHLWi B1uan
B3aemogiit", "OcobnmnBocTi 3acTocyBaHHs", "TM0GIUHI
peakuii”.
(TepMiH BBEAEHHS 3MiH - NPOTAroM 3-X MicsLiB)
87. | KOAKT TabneTku, BKpUTI Aypo6ingo IHAjs Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/13907/01/01
N/1iBKOBOIO dapwma JlTg, nTa 3MiHK | TNy - BBEAEHHA ab0 3MiHN A0 y3araslbHEHNX peyenmom
060/10HKOI0, No 875 AaHuX Npo cuctemy thapmakoHarnsgy (Bkioyaoum
mr/125 mrno 5 KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
TabneTok y bnictepi; thaiina cuctemu chapmakoHarnsgy
no 3 6nictepu B
KapTOHHI Kopo6Lii
88. | KOAKT TabneTku, BKpUTI Aypo6iHao IHais AypobiHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3a UA/13884/01/01
NiBKOBOIO dapwma NTg, nTa 3MiHK | TUNY - BBEAEHHA 260 3MiHN [0 y3araslbHEHNX peyenmom
060n0Hkoto, no 500 AaHvx Npo cuctemy chapmakoHarnsgy (Bkaoyarun
Mr/125 mrno 5 KOHTaKTHi AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
Tabnetok y 6nictepi; thaiina cuctemu chapmakoHarnsgy
no 3 6nictepu B
KapPTOHHI Kopobui
89. | KO-IPBECAH® TabneTku, BKpUTI HOBEJ1 INAY TypeuunHa HOBE/ I/1AY TypeyunHa BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu | 3a UA/11583/01/01
060/10HKO0, M0 150 CAHAI BE CAHAI BE TNy - 3MiHK 3 AKocTi. CepTudikar BignosigHoCTi/IE- peyenmom
Mr/12,5 mr Ne 28 TIOXKAPET TIOXKAPET A.LL. cepTudikaT BignoBigHOCTI EBponeiichkiii
(14x2), Ne90 (15x6) y A.LL. thapmakonei/mMoHorpadii. NMogaHHs HoBoro abo
6nictepax OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: gna A®l; gns suxigHoro
MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; nns
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei) - OHoBNeHWi cepTudikaT
Bif} y)Xe 3aTBepAXeHOro BUpo6HUKa (noaaHHs
oHoBneHoro CEP Big 3aTBepmakeHoro BupobHuka Ad|
rigpoxnoptiasngy Cambrex Profarmaco Milano S.r.L.,
ITanisa R1-CEP 2004-307-Rev 03 (nonepeaHs Bepcis
R1-CEP 2004-307-Rev 02); 3miHn | Tuny - 3miHn 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiAnoBigHOCTI EBponelickbkinn hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI ADI;
015 ONOMIKHOI pevoBuHY (cepTudpikat BiANoBiAHOCTI
€Bponelicbkiil hapmakonei) - HoBuii cepTudikat Big,
HOBOrO BMPOGHMKa (3aMiHa abo AOMNOBHEHHS)

( nogaHHs HoBoro CEP Big HoBOro BMpo6Huka AdI
rigpoxnoptiasugy: CTX Life Sciences Pvt. Limited,
IHaisa R1-CEP 2008-021-Rev 01); 3MiHu | Tuny - 3MiHn
3 AkocTi. CepTtudikar BignosigHocTi/I E-cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHSA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab0 BUNyYeHHS cepTudikata
BiAgnoBiaHOCTI EBponelickbkiit hapmakonei: ana Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIKHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikar Big,
HOBOroO BMPOGHMKa (3aMiHa abo AONOBHEHHS) (MogaHHS
HoBoro CEP gns A®l ipbecapTaH Bif HOBOro
BMpobHuka Zhejiang Huahai Pharmaceutical Co. Ltd.,
IHais RO-CEP 2010-033-Rev 01); 3miHu | Tuny - 3MiHK
3 AkocTi. CepTudikar BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiAgnoBigHOCTI EBponelickbkin thapmakonei: ana Adl;
[ON5 BUXIQHOTO MaTepiany/peareHTy/npomixxHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI Ad;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMpO6HUKa (3amiHa abo AONOBHEHHS) (NOAAaHHSA
HoBoro CEP gnsa A®l ipbecapTaH Bif, HOBOTO
BMpobHuka Zhejiang Tianyu Pharmaceutical Co. Ltd.,
IHais RO-CEP 2012-233-Rev 00); 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. KoHTponb
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

roToOBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO NikapcbKoro 3acoby (iHLwi
3MiHM Y MeToax BUNpoGyBaHb (BKIHOYAKUM 3aMiHy
a60 [ONOBHEHHS) (3MiHW Yy 3aTBEPIKEHOMY METOo.j
BMNPOGYBaHHA 3a NOKa3HUKOM «CynpoBifHi AOMILLKMN»
(BMyYEHHSA PO34MHY NOPIBHAHHA A, BBEAEHHS
iHbopmauii woao 3HaveHb RRF, 3miHa B
po3paxyHKoBii chopmyi); 3MiHu | TURYy - 3MiHu 3
akocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOTO J1iKAPCbKOro 3acoby (BUTyYEHHS
yNaKkoBKW NMEBHOr0 Po3Mipy) (BW/yYeHHs ynakosku J13
Ne90 (10x9) y 6nictepax); 3miHu | TUNY - 3MiHK 3
AKocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBaibHWiA 3aci6. 3MiHa po3mipy
yrNaKkoBKW FOTOBOr0 NiKapcbKoro 3acoby (iHLWi 3MiHuW)
(BBEAeHHA gogaTkoBoi ynakosku Ne90 (15x6) y
6nictepax); 3MiHu | TUNy - 3MiHK 3 SiKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOTO /iKapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa Yy 3aTBEPAKEHNX
MeTofax BUNPO6YBaHHS) (HE3HaUHI 3MiHU Yy ONUCi
MEeTOAMKM BUNPOOYBaHHs /13 3a MOKa3HMKOM
«OHOPIHICTb 1030BaHNX OAUHULb» (YTOYHEHO YMOBU
npuaaTHocTi XxpoMatorpadiduHoi cuctemu); 3MiHu | Tuny
- 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTporb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO liKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBepAKeHNX MeTogax
BUMNPOOYBaHHSA) (HE3HAYHI 3MiHW Y MeTOSi
BMNPOBYBaHHA 3a NOKa3HUKOM «PO3YNHEHHS» -
YTOYHEHO YMOBW XpoMaTtorpadlyBaHHs Ta
[eTanizoBaHo po3paxyHKoBy copmyny)

90.

KO-IPBECAH®

TabneTku, BKpUTI
060/10HKO10, No 300
Mr/12,5 mr Ne 28
(14x2), Ne90 (15x6) y
6nictepax

HOBEJ1 INAY
CAHAI BE
TIOXAPET
A.LL.

TypeuunHa

HOBE/ I/1AY
CAHAI BE
TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/E-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/mMoHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: gna A®l; gns suxigHoro
MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BVKOPWCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiickkin doapmakonei) - OHOBAeHUI cepTudikaT
Bif} y)Xe 3aTBepAXeHOro BUPo6HUKa (noaaHHs
oHosrieHoro CEP Bif, 3aTBepxeHoro BupobHunka Ad|
rigpoxnoptiasmgy Cambrex Profarmaco Milano S.r.L.,

3a
peuyenmom

UA/11583/01/02
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

ITanis R1-CEP 2004-307-Rev 03 (nonepeaHs Bepcis
R1-CEP 2004-307-Rev 02); 3miHu | Tvny - 3miHun 3
AKocTi. CepTudikar BignosigHocTi/lE-cepTudiikar

BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab0 BUNyYeHHS cepTudikata
BiAgnoBiaHOCTI EBponelickbkiit hapmakonei: ana Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIKHOI pevoBuHY (cepTuddikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikar Big,
HOBOrO BMPOGHMKa (3aMiHa abo AOMOBHEHHS)

( nogaHHs Hosoro CEP Big HoBOro BupobHuka Adl
rigpoxnoptiasngy: CTX Life Sciences Pvt. Limited,
IHais R1-CEP 2008-021-Rev 01); 3MiHu | Tuny - 3MiHK
3 AkocTi. CepTudikar BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiAnoBigHOCTI EBponelickbkin thapmakonei: ana Adl;
[ON5 BUXIQHOTO MaTepiany/peareHTy/npomixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI Ad;
A5 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiit hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMpO6HUKa (3amiHa abo AONOBHEHHS) (NOAAaHHSA
HoBoro CEP gnsa A®l ipbecapTaH Bif, HOBOTO
BMpobHuka Zhejiang Huahai Pharmaceutical Co. Ltd.,
IHais RO-CEP 2010-033-Rev 01); 3MiHu | Tuny - 3MiHK
3 akocTi. CepTudpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiAMOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiAnoBigHOCTI EBponelickbkinn hapmakonei: ana Adl;
015 BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULTBI ADI;
015 OMNOMIKHOI pevoBUHY (cepTudpikar BiAnoBiAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikat Big,
HOBOroO BMPOGHMKa (3aMiHa abo AONOBHEHHS) (NogaHHsS
HoBoro CEP ansa A®l ipbecapTaH Bif HOBOrO
BMpo6HUKa Zhejiang Tianyu Pharmaceutical Co. Ltd.,
IHaisa RO-CEP 2012-233-Rev 00); 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoToBWIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO J1iKApCbKOro 3acoby (iHLwi
3MiHM Y MeToax BUNpoGyBaHb (BK/IHYAKUM 3aMiHy
a60 [ONOBHEHHS) (3MiHM Yy 3aTBEPIKEHOMY METOoLj
BMNPOGYBaHHSA 3a NOKa3HUKOM «CynpoBifHi AOMILLKMN»
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

(BUNYYEHHSI PO3YMHY MOPIBHAHHA A, BBELEHHS
iHchopmawuii wopo 3HaveHb RRF, 3miHa B
po3paxyHKoBii chopmyi); 3MiHu | TURY - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yNnakoBK1 NEBHOT0 pPo3mipy) (BUIyYeHHs ynakosku /13
Ne90 (10x9) y 6nicTepax); 3miHu | Tuny - 3MiHK 3
akocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHK)
(BBefeHHA aopaTkoBoi ynakoBkm Ne90 (15x6) y
6nictepax); 3MiHu | TUNYy - 3MiHK 3 siKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPONb roTOBOro NiKapCbKoro
3acoby. 3MiHa y MeTofax BUNPObyBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHNX
MeToAax BUNPO6YyBaHHS) (HE3HauHI 3MiHW y onuci
MeToAVKN BUNPoGyBaHHA /13 3a NOKasHUKOM
«OfHOPIHICTb A030BaHNX OUHULb» (YTOYHEHO YMOBU
npuaaTHoOCTi XpomatorpadivyHoi cuctemm); 3miHm | Tuny
- 3MiHK 3 AKOCTi. F0TOBMIA Nnikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAaX
BUNPOGYBaHHSA) (HE3HAYHI 3MIHM Y MeTOAj
BUMPOOYBaHHSA 3a NOKA3HWKOM «PO3UMHEHHS» -
YTOYHEHO YMOBM XpomaTorpadyBaHHs Ta
[eTanizoBaHO po3paxyHKOBY hopmyny)

91.

KOKAPBOKCWUNA

3A - POPTE

Tabnetkn no 25 mr Ne
30 (10x3) y 6nictepax
B navui

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TUNy - BBEAEHHS ab0 3MiHM [0 y3ara/lbHEHUX
OaHuX nNpo cuctemy chapmakoHarnsgy (Bkaoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
haiina cuctemu chapmakoHarnsgy

6e3
peyenma

UA/11886/01/01

92.

KOKAPBOKCWUNA

3A - POPTE

Tabnetkn no 50 mr Ne
30 (10x3) y 6nictepax
B nauuj

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHM | TNy - BBEAEHHS ab0 3MiHM [0 y3arasibHEHUX
AaHuX Npo cuctemy thapmakoHarnsgy (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
haiina cuctemmn chapmakoHarasgy

6e3
peyenma

UA/11886/01/02

93.

KOMBITPUMN®

Masbno 20ry
KOHTeliHepi Ne 1; no
20rabono40ry
Ty6ax Ne 1

OpraHocuH
Naiidp CaeHcmns
Mer. T4,

IHais

EHK'106 ETikans
MpaisiT Mimiteq

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
AiNbHULI (BKOYaoum AinbHudi ana A®l, npomikHoro
NpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NPOBELeHHS NaKyBaHHs, BUPOBOHNKA,
BiANOBIAaIbLHOrO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPONIO cepii) abo nocTadasibHMKa BUXIAHOIO
mMaTtepiany, peareHTy abo 4OMOMDKHOI PEHOBUHM (SIKLLO
3a3Ha4YeHo Yy A0CbE) (BUTYYEHHSI BUPOBHMYOT AiNbHULL

6e3
peyenma

UA/1920/02/01
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JliKapCcbK0o20
3acoby

(nikapcbka
¢hopma, ynakoska)

3asiBHUKa

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20

94.

KOMBITPUMN®

Masb in bulk: no 200 kr

OpraHocuH

IHais

EHK' 106 ETikans

roTOBOrO Jlikapcbkoro 3acoby CiHmegik Jlabopatopis);
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y NepByHHIlA yNakoBLji roTOBOrO /ikapCbKoro
3acoby (Tvn KoHTelHepa abo AofaBaHHSA HOBOMO
KOHTeliHepa) - TBepAj, M'Ki Ta HeCTepUbHI piaki
nikapcbki hopmMu (AofaBaHHA HOBOrO KOHTelHepa y
BUrnagi Tyou, saroto 20 r abo no
40 1 [0 BXe 3aTBepXeHOi ynakosku no 20 ry
NNacTUKOBOMY KOHTEWHepi, repMETUYHO 3aKpuToMy
KpuLkoto) CynyTHS 3MiHa - 3MiHM 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOrO NiKkapCbKoro 3acoby (3MiHa
Macu/o6'eMy BMICTy KOHTellHepa 6aratoj030B0ro
NikapcbKoro 3acoby N5t HenapeHTepaibHOro
3acTocyBaHHs (abo 04HO4030BOr0, YaCTKOBOro
BMKOPUCTaHHS) -3MiHV 3 AKOCTi. [0TOBWIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHW) (LOMNOBHEHHS
[0 nokasHuka cneymdikaii rotoBoro nikapcbkoro
3acoby. CepefHs maca BMICTy KOHTellHepa «He
MeHLwe 40,00 r»)

MocBi04YeHHs

Y KOHTEHepi

Naiidp CaeHcms
M. N114.

MpaiBiT NimiTeq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu |
TMNy - AGMIHICTPATUBHI 3MiHW. BuayyeHHs BUPOGHMNYOT
OinbHUL (BKIOYaoun AinbHUL Ana APl NpOMDKHOro
NpoAyKTy abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
N5 NpOBefileHHsA NakyBaHHA, BUPOOHNKa,
BiANOBiAaIbLHOIO 3a BUMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctavanbHMKa BUXIAHOTO
mMaTtepiany, peareHTy abo AOMOMKHOI PEHOBUHM (SIKLLO
3a3Ha4YeHo y A0CbE) (BUNYYEHHS BUPOOHNYOT AiNbHUL
roTOBOrO Jlikapcbkoro 3acoby CiHmegik Jlabopatopis);
3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y NepBUHHIli yNakoBLi rOTOBOr0 Nikapcbkoro
3acoby (Tvn KoOHTelHepa abo AofaBaHHS HOBOTO
KOHTeliHepa) - TBepAi, M'sKi Ta HeCTepubHI piaki
nikapcbki hopMm (A0AaBaHHA HOBOTO KOHTElHepa y
BUINSAAI Ty6w, Baroto 20 r abo no
40 r [0 BXe 3aTBEepA)KeHOT ynakosku no 20 1y
N1acTUKOBOMY KOHTEWHepi, repMETUYHO 3aKpuToMy
KpuLLKOK) CynyTHS 3MiHa - 3MiHM 3 AKOCTI. F0TOBMIA
nikapcbkuii 3aci6. Cuctema

KOHTelHep/3aKynoproBasibHWiA 3aci6. 3miHa po3Mipy

YMaKOBKM FOTOBOIO /ikapCbKOro 3acoby (3MiHa

UA/2599/01/01




165

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
Macu/o6'eMy BMICTy KOHTeliHepa 6araTtoj030B0ro
NiKapcbKoro 3acoby a5 HenapeHTepasibHOro
3acTocyBaHHsA (260 04HOA030BOr0, HaCTKOBOrO
BMKOPUCTaHHS) -3MiHV 3 IKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOro NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO liKapCbKOro 3acoby (iHLUi 3MiHW) (LONOBHEHHS
[0 NokasHvKa cneuymdikauii roToBoro sikapcbkoro
3acoby. CepefiHsi maca BMICTy KOHTellHepa «He
meHLe 40,00 r»)
95. | KOMAKCOH®- PO34MH ANs iH'EKLN, TeBa I3painb BMPOGHMLTBO 3a I3paine/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6307/01/01
TEBA 20 mr/Mnno 1 mny $apmaueBTika NOBHUM LK/IOM: Benuka 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
nonepegHb0 IHpacTpi3 N4, TeBa BpuTaHis/ roTOBOro NikapCbKoro 3acoby - oAaHHs 00 MeToay
HaMOBHEHUX LUNPpULAx dapmaueBTikas HigepnaHgw/ | aHanisy gomiwok /mpoaykTie gerpagadii (QDP0003212)
Ne 28 y KOHTYpHUX IHpacTpi3 NTg,., YropwmHa MeTOAMKM OUiHIOBaHHA MKB (MeX KinibKicHoro

UapyHKOBUX
ynakoBKax

I3pains;
BMPOGHMLTBO 3a
MOBHUM LIVIK/TOM:

AVBEKC
dPapmacboTrKan3
IOK, Benuka
BputaHis;
KOHTPO/Ib cepii
(noBHe
TecTyBaHHS,
BK/TIOYAIOUN Ha
CTePUSIbHICTb Ta
GakTepianbHuii
€HA0TOKCUHN, ane
OKpiM 6iosioriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHaw;
KOHTpO/b cepii
(TiNbKM GionoriyHe
TecTyBaHHs): AT
PapmMaLeBTUYHUIA
3asof TEBA,
YropumHa;
KOHTpPO/b cepii
(TiNbKM GionoriyHe
TecTyBaHHs): AT
PapmMaLeBTUYHUIA
3asof TEBA,
YropumHa;
KOHTpO/b cepii
(TiNbKM

BM3HAYEHHS)
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
MikpoGionoriuHe
TecTyBaHHs): TEBA
dapmaueBTikas
lHpacTpi3 NT4,.,
13painb; KOHTPOsIb
cepii (aHaniTMyHe
TeCcTyBaHHs Ta
BWBYEHHSA
cTabinbHoCTI):
MnaHTtekc N14,,
13painb; KOHTPOsb
cepii (TiIbkn
6ionoriuHe
TecTyBaHHs): ABGiK
nra., 13painb;
KOHTPO/b cepii
(aHaniTnyHe
TecTyBaHHs Ta
BMBYEHHS
cTabinbHOCTI): Asis
Kewmikan IHgacTpi3
N14., 13painb
96. | KOPONHOPM TabneTkn, BKPUTI AkTasic rpyn AT IcnaHgis KataneHt HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12371/01/02
NNiBKOBOIO xepmaHi 3MiHW | TUNY - 3MiHW 0 IHCTPYKUIT 418 MeanYHOro peyenmom
060/10HKO0, N0 5 Mr LopHaopd M6X 3acTocyBaHHsa y po3ginun: MpoTunokasaHHsA. Cnocié
no 10 TabneTok y 3acTocyBaHHs Ta A03u. MobivHi peakuil.
6nicTepi; no 3, 6 abo 9 Mepeno3yBaHHA. 3aCTOCYBaHHA Y nNepiog, BariTHOCTI
6nicTepiB B KAPTOHHIl abo rogysaHHs rpyaao. Aitn. OcobnusocTi
Kopoo6Ui 3acTocyBaHHs. Baemogist 3 iHLWMMK MiKapCbKMMn
3acob6amMu Ta iHWi BUAY B3aemogili. DapMakooriyHi
BNaCTUBOCTI, 3riHO 3 iHhopMmaLlieto WoA0 MeauyHoro
3acTocyBaHHs pedpepeHTHOro (KOHKOP) nikapcbkoro
3acoby. BBegeHHs 3MiH npoTarom 3-x micauis nicna
3aTBepPAKEHHSA
97. | KOPANHOPM TabneTku, BKpUTI AxTasic rpyn AT IcnaHgis KataneHt HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/12371/01/03
NNiBKOBOIO xepmaHi 3MiHW | TUNY - 3MiHW 0 IHCTPYKUIT ANS MeanYHOro peyenmom
06010HKOt0, N0 10 Mr LopHaopd M6X 3acTocyBaHHsa y po3ginu: MpoTunokasaHHs. Cnocié
no 10 TabneTtok y 3acTocyBaHHs Ta A03u. MobiyHi peaku;i.
6nicTepi; no 3, 6 abo 9 Mepeno3yBaHHA. 3acTOCYBaHHSA Y nepiog, BariTHOCTi
6nicTepiB B KAPTOHHIl abo rogysaHHs rpyaao. Aitn. OcobnmsocTi
Kopoo6Li 3acTocyBaHHs. B3aemogis 3 iHWMMK nikapCbKumu
3acob6amMu Ta iHWi BUAW B3aemMogili. DapMakoioriyHi
BNACTUBOCTI, 3riAHO 3 iHhopMmaLlieto WoA0 MeguyHoro
3acTocyBaHHs pechepeHTHOro (KOHKOP) nikapcbkoro
3acoby. BBegeHHs1 3MiH npoTArom 3-x micauiB nicns
3aTBEpPAKEHHSA
98. | KPACABKU cynosuTopii no 15 mr AT "Hwmxkdpapm" Pociiicbka AT "Hwkdapm" Pociiicbka BHECEHHS 3MiH A0 peecTpauiiHnx martepianiB: 3MiHu | 6e3 UA/8822/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
EKCTPAKT Ne 10 (5x2) y depepauis Pepepauis TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo peuyenma
6nicTepax MiCLie3HaXO)KEHHS 3asBHUKA (B/1aCHUKa
peecTpauiiHoro NocBig4eHHs) (3MiHa HaliMeHyBaHHs
Ta MicLle3HaxXoMKEHHS 3asBHMKA); 3MiHM | Tuny - 3MiHa
HalilMeHyBaHHS Ta/abo MicLie3HaxoMKeHHS BUPOGHMKa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun Micue
NpoBeAEeHHA KOHTPOSII0 AKOCTI(BUPOBHMYA AiNnbHULA
BWMYCKy cepii) (3MiHa HaliMeHyBaHHS Ta NpMBeAeHHS
MiCLLe3HaXOKEHHSI BUPOOHMKA Y BiANOBIAHICTbL A0
BucHOBKy LLOA0 NiATBEPIKEHHS BiANOBIAHOCTI
BUpo6HMUTBa J13 BUMoram GMP (Jepxnikcryx6a
Ykpainu) (TepMiH BBEAEHHSA 3MiH - NPOTATOM 6-Tn
MiCSILiB MicNs 3aTBEPAKEHHS)
99. | KCUJIOMETA30 NnopoLUoK (cybcTaHLis) MAT "dapmak” YKpaina BAC® dapma HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/0559/01/01
nNiHY y MilLKax NoAgiliHmx XewmikanieH TM6X 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudpikart
rigpoxnoprunj nonieTuNeHoBnx ans eHp Ko. KT. BignosigHocTi/lE-cepTudikar BignosigHoOCTI
BMPOGHMLUTBA €Bponeiickkiin hapmakonei/MoHorpadii — nogaHHs
HecTepubHNX oHoBfieHoro CEP ansa A®I Bif BXe 3aTBepyKeHOro
nikapcbkux popm BMPOGHUKA Ta 3MiHa Ha3BW BUPO6HMKa AdI
100. | KYKYPYA3U CTOBMYMKM 3 MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/5868/01/01
CTOBMYUKN 3 npuiiMoukamm "NikTpasun" TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS
MPUAMOYKAMN | (cy6eTaHLis) y Millikax Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
abo y Tiokax ans BMPOGHMKa (BK/TOYaoUM, 3a HEOOXIAHOCTI, MicLe
BMPOGHMLTBA npoBefeHHA KOHTPOJII0 SIKOCTi), abo BacHMKa mactep-
HecTepuibHUX (paiina Ha A®I, abo noctavasibHuka A®I/BuxigHoro
nikapcbknx hopm marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
3aCTOCOBYHTLCA Y BUPO6HULTBI ADI (AKLLO 3a3HAYEHO
y [OCbE Ha NikapCbKuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignosigHOCTI EBponelichbkin hapmakoner
y 3aTBep)KEHOMY A0CbE, a60 BUPOGHUKA HOBOI
[0MNOMDKHOT pEYOBMHY (SKLLIO 3a3HAYEHO Y AOCHE)
(3miHa HalimeHyBaHHs Ta agpecy BUpoGHYKa, 6e3
3MiHV MicLit BAPOGHULTBA); 3MiHM | Tuny -
AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asiBHVKa (B/laCHMKa peecTpaviiiHoro
nocBifYeHHs) (3MiHa HaliMeHyBaHHS Ta agpecu
3a5BHMKA)
101. | TIA3O/IBAH® nacTuikm no 15 mr Ne Bepinrep HimeuunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || 6e3 UA/3430/05/01
20 (10x2), Ne 40 IHrenbxanm nakyBaHHs, TMny - Jlikapcbki 3acobu. 3miHa y KOpOTKili peuyenma
(10x4) y 6nictepax IHTepHeLHN MapKyBaHHA Ta XapakTepucTuLi Nikapcbkoro 3acoby, IHCTPYKLUii Ans
rM6X KOHTPO/b SIKOCTI: MeAMYHOro 3acTOCYyBaHHsl abo MapKyBaHHI ynakoBOK

Bonpep
ApuHalimitTTens
'm6X eHg Ko. KT,
HimeyunHa;
BUWMYCK Cepii:
BepiHrep

(noTpebye BHECEHHS Bif4NOBIAHO A0 NOCUNaHb Ha HOBI
[04aTKOBI AaHi, HagaHi 3asBHNKOM) (3MiHK A0
IHCTPYKUIT A1 MEAUYHOTO 3aCTOCYBaHHS y po3ainu:
"®apmakonoriyHi BnactnsocTi”, "OcobnmBocCTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaar”, "MobiyHi peakuii” (TepmiH
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
IHrenbxaiim ®apma BBEJEHHS 3MiH - MPOTAroM 3-x MicsiLiB nicns
v6X i Ko.KI, 3aTBepMXEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
HimeuyunHa 3miHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaPKEeHHS AiSNIbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO JliKapcbKoro 3acoby, BKAYaoUn AiNbHUL
BUMYCKy cepii abo MicLie NPOBeAEHHS KOHTPO/TIO AKOCTI.
(4isnbHICTb, 3a Ky BiANOBiAaE BUPOGHUK/iMnopTep,
BK/1OYAK0UM BUMYCK Cepiid) (NprBeaeHHs
MicL,e3HaxoMxeHHs BUpo6Huka 13 BepiHrep
IHrenbxaiim ®apma Mv6X i Ko. KIM, HimeuunHa y
BiANOBIAHICTb A0 BNCHOBKY LLOAO NiATBEPAKEHHS
BiANOBIAHOCTI BUPOGHMLTBA JlikapCbknX 3aco6iB
BMMOraM HasieXHoi BUpo6HMYOI npakTukn (GMP),
BMAaHoro [lepxasHoto cnyx60t0 YKpaiHu 3 nikapCbkux
3aco6iB 3 nepenikom J13, 6e3 3mMiHu Micus
BMpo6HUUTBA) (TEepMiH BBEAEHHS 3MiH - MPOTArOM 3-X
MiCALIB MiC/1A 3aTBEPKEHHS)
102. | NTAHTYC® PO34MH ANS iH'EKLN, TOB "CaHodi- YkpaiHa CaHodi-ABeHTiC HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/8106/01/01
COJ/TIOCTAP® 100 Og./mMn no 3 mny ABeHTIC [Hoiunang TmM6X 3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KapTpuaXi, YkpaiHa" hapmakoHarnsgy. 3miHu y KOpoTKiil XxapaKTepucTuLi
BMOHTOBaHOMY B NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKL,i
0/iHOpPa30BOMY ANA MeVYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
wnpuL-pyuKky (6e3 LAaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta
TOJIOK AJ151 iH'eKLi); No OaHumn 3 hapmakoHarnsagy - 3MiHu 4o iHCTPYKLUi.
5 wnpuy-pyyok y BBefeHHA 3MiH npoTarom 3-x MicAuis nicnsa
KapPTOHHI Kopobui 3aTBepAKEHHs
103. | NMIBOTIA3NA- Tabnetky no 10 TeBa I13painb AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/6092/01/01
TEBA mr/12,5 wmr, no 10 dapmauesTikas dapmMaLeBTUYHUIA TMNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHWUYOT | peyenmom
TabneTok y bnictepi; IHpacTpi3 /T4, 3aBog TEBA AiNbHUUI (BKOYaoum AinbHudi ana A®l, npomikHoro

no 3 6nictepn y
KopoobLi

npoAykTy abo roToBOro ikapCbKoro 3acoby, AiNbHUL
NSl NpOBefieHHs NaKyBaHHs, BUPOBOHNKa,
BiANOBIA&/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/0 cepii) abo nocTavasnbHyKa BUXIgHOTO
mMaTtepiany, peareHTy abo 4OMNOMDKHOI PEHOBUHM (SIKLLO
3a3HayeHo y 0CbE) (BUNYYEHHS a/lbTEPHATUBHUX
BUPOGHUKIB A®I nisuHonpuny aurigparty) (TepmiH
BBEEHHSA 3MiH NPOTAroM 3-X micsyis nicns
3aTBEpMXEHHS); 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyuyeHHs BUPOGHWYOI AiNTbHULI (BKIOYAKUN OiNbHALL
ana A®l, npomikHoOro npoAykTy abo roToBoro
NiKapCcbKOro 3acoby, AibHULI AN NPOBEAEHHS
nakyBaHHs1, BUPOGHMKa, BifNOBiAaIbHOro 3a BUNYCK
cepild, MicLe NPoBefEHHSI KOHTPOSIO cepii) abo
nocTavasibHMKa BUXIAHOro MaTepiasty, peareHTy abo
[LOMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [AOCHE)
(By4YEHHS1 BUPOGHMKA FOTOBOTO NiKapCbKOro 3acoby)
(TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB micasi
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
3aTBEPKEHHS)
104. | NMIBOTIA3NA- Tabnetkn no 20 TeBa I3painb AT YropwmHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis: 3MiHu | 3a UA/6092/01/02
TEBA mr/12,5 wr, no 10 $apmaueBTikaU dapmaLeBTUYHUI TMNy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHMYOT | peyenmom
Tabnetok y 6nictepi; IHpacTpi3 14, 3aBog, TEBA AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
no 3 6nictepn y NpPoAYyKTY abo roTOBOro NiKapCbKoro 3acoby, AisbHULL
Kopo6Li NS NpoBefieHHsA NaKyBaHHA, BUPOOHNKa,

BiJNOBIAALHOO 3a BMMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/IO cepii) abo nocTadasibHMKa BUXIAHOTO
marepiany, peareHTy abo 4ONOMIXHOI peYOBUHN (SIKLLLO
3a3HavyeHo y A0CbE) (BUyHEHHS a/lbTEPHATUBHUX
BMPOGHUKIB ADI nisuHonpwuny aurigpaty) (TepmiH
BBEJEHHS 3MiH MPOTAroM 3-x MicsiLiB nicns
3aTBePMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOGHMYOI AinbHUL (BKIOYAKYN AiNbHALL
ans A®l, npomixkHOro npoaykTy abo roToBoro
nNikapcbKoro 3acoby, AiNbHUL AN NPpoBeAEHHS
nakyBaHHs1, BUPOOHWMKA, BifNOBIga/IbHOrO 3a BUMYCK
cepiid, Mmicue NpoBefeHHS KOHTPOSIIO cepii) abo
nocTavasibHMKa BUXIAHOro maTepiasy, peareHTy abo
[LOMOMDKHOT PEUYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE)
(BUTy4YEHHS1 BUPOGHMKA rOTOBOTO NiKapCbKOro 3acoby)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X MicsLiB nicas

3aTBEPKEHHS)
105. | NIHKOUWH PO3YMH NS iH'eEKL Mdpaiizep IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpauiitHux maTepianis: 3miHu || 3a UA/10038/01/01
no 2 mn (300 mr/mn) y MeHtohekuypuHr TUny - Jlikapcbki 3acobun. 3MiHK, LLIO NOB’A3aHI 3i peyenmom
dhnakoHax Ne 1 Benbris HB 3HAYHUMM 3MiHAMW Y KOPOTKIl XapakTepucTui

niKkapcbKoro 3acoby, iIHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHS 3riHO 3 HOBMMU AaHUMU 3 SIKOCTI,
LOKMIHIYHUMMA, KNIHIYHUMW JaHUMK Ta JaHMK
hapmakoHarnagy (3MiHu Jo iHCTPyKUii y po3ginun: Oitn.
B3aemogisa 3 iHWKMKM fikapcbkMu 3acob6amu Ta iHLWi
BMAW B3aeMOZjin. Oco6/IMBOCTi 3aCTOCYBaHHS.
3acTocyBaHHA y nepiog BariTHOCTi abo rogyBaHHs
rpyaato. Cnocib 3actocyBaHHA Ta fo3u. MobiyHi
peakuji. PapmakonoriyHi BnactusocTi) (TepmiH
BBEJEHHS 3MiH - MPOTAroM 3-x MicsLiB nicns
3atBepKeHHs); 3MiHu Il Tuny - 3MiHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NoKasaHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHs abo 3miHa y
3aTBEPAKEHOMY MOKa3aHHi) (3MiHW A0 iIHCTPYKLi y
po3gainu: MNMokasaHHsA) (TepmiH BBEAEHHSA 3MiH -
npoTArom 3-x MicsiliB Nicns 3aTBepAKEHHS)

106. | MINO®NABOH Kpanni o4Hi, NAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 6e3 UA/3053/01/01
niocpinizat Ta "®APMCTAHIA "®APMCTAHOAPT 3MiHu |l Tuny - A®l abo gitova pevosBumHa. peuyenma
PO3UYNHHVK AN PT-BIOJIK" -BIOJTIK" Brpo6HMLTBO. 3MiHa BUPOGHUKa

eMy/ibCii, y donakoHax BWXiAHOro/NnpoMiXXHOro NPoAyKTy/peareHTy, Lo
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

Ne 1y koMnnekTi 3
PO34MHHMKOM no 1,5
M/ (PO34YMH HaTpito
xnopugy 9 mr/mn) y
donakoHi Ne 1

BUKOPUCTOBYETLCS Y BUPOGHUYOMY npoleci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPO6HMKa (BK/TKOYaoUM,
e HeobXxiAHO, MicLie NPOBEAEHHS KOHTPOJIH0 SKOCTI)
A®I abo fitoyoi peyoBuHM (3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
Marepianax peecTpaujiiiHoro Aockbe) (BBEAEHHS HOBOrO
BMpo6HUKa A®I abo Aitoyoi peHoBUHU 3 HAAAHHSAM
MaTepianis peectpauiiHoro gocee (Mactep-gaina) Ha
Ailouy pevyoBuHY) - BBEEHHA [04aTKOBOro BUPOBGHMKaA
015 [il040T peYOBMHU KBEPLETUH

107.

NONEPAMIA

Tabnetkv no 0,002 r
no 10 TabneTtok y
6nictepi, no 1, 2, 50
a60o 100 6niicTepis B
nauuj

AT "Jlekxim-
Xapkis"

YkpaiHa

AT "Nekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaviiiin X maTtepiasis: 3MiHu |
Tuny - Jlikapcbki 3acobu. BHeCeHHs 3MiH(1) Ha BUMOry
MO3 3rifHO 3 pekoMeHgauisM1 HaLioHaIbHUX
KOMMNETEHTHUX OpraHiB, MXKHapOAHMX OpraHisauii,
perynsTOpHUX areHLuiii iHLWMX KpaiH nicns ouiHKKn
HeraiHoro 06MeXeHHs LoA0 6e3nekun, MapKyBaHHS,
XapaKTepHOro As18 NeBHOI ddapMakoiorivyHoi Ta/abo
chapmakoTepaneBTUYHOI rpynu, perynspHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neku, niaHy ynpasniHHA
puU3MKaMm, KOHTPOJIbHMX 3axodiB/cneLiasibHuX
30608B’'s13aHb, 3MiH [/151 Bi06GPaXKeHHS KOPOTKOT
XapaKTepUCTUKM NiKapcbKoro 3acoby Ta iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA (BNPOBAKEHHS Y3rogpKeHNX
3MiH Y hOpMYNIOBaHHI, LLOAO AKNX 3aBHUK HEe Hajae
XO[HUX HOBWX A0AATKOBUX AAHUX) - 3MiHN [0
IHCTPYKLUT AN18 MeANYHOro 3acTOCYBaHHA y Po3fin:
"Moka3saHHA", a TakoX y po3ginu: "®apmMakosiorivHi
BnactmsocTi", "MpoTunokasaHHs", "Bsaemogis 3
IHLWMMM NiKapCbKUMy 3acobamu Ta iHLWi BUan
B3aemogii", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaate”, "34aTHicTb BMMBATY Ha LUBUAKICTb peakui
npy KepyBaHHi aBTOTPAHCNOPTOM @60 iHLWMMK
mMexaHismamu'", "Cnoci6 3actocyBaHHsA Ta gosun", "Oitn",
"Mepeno3yBaHHA", "T0GIYHI peakuii” 3rigHo 3
iH(bopmaLieto Woa0 MeguyHOro 3acTocyBaHHsA
pedpepeHTHoro (IMOJIYM) nikapcbkoro 3acoby

6e3
peyenma -
Ne 10, Ne
20; 3a
peyenmom
- Ne 500, Ne
1000

UA/6919/01/01

108.

NOPAHIH

cnpeii ans poToBOi
NOPOXHUHN No 50 MmN
y tonakoHax Ne 1

TOB
"Mikpodpapm"

Ykpaina

TOB "Mikpochapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTpos1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAaX
BMNPO6YyBaHHSA)

6e3
peyenma

UA/14801/01/01

109.

NOPAHO

CyCrneHsis opasibHa, 5
Mmr/5 mn no 120 mny
hnakoHax Ne 1 B
KOMMEKTi 3 MipHOH0

CaHpo3
dapmacbloTikan

3 0.4

CnoBeHis

bulk, TecTyBaHHs,
nakyBaHHs, BUNYyCK

BMPOGHULITBO in

cepii:

CnoseHisa/
TypeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTumLi
NiKapCcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT

6e3
peyenma

UA/6985/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
JI0XKOI0 Nek AN MeAMYHOro 3acToCyBaHHA
thapmaveBTUyHa reHepuyHUX/ribpuaHMx/6ionogibHNX NikapcbkMx 3aco6is
KoMnaHisa 4.4., nicnsi BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
CnoBeHis npenapar (3MiHa He noTpebye HafaHHA XOAHUX HOBMX
BMPOGHULITBO in [04aTKOBUX AaHuX) (3MiHW 40 IHCTPYKLiT y po3ginu:
bulk, nakyBaHHs: Moka3aHHs, PapmakoorivyHi BNacTuBOCTI,
CaHpo3 lnak 3acTocyBaHHA y nepiog BariTHOCTi abo rogyBaHHs
CaHali Be TikapeT rpyaato, Cnocié 3actocyBaHHs Ta fo3u, MobiyHi
A.C., TypeyunHa peaxuii, 3rifHo 3 iHdhopmaLieto Wwo[0 MeguyHoro
3acTocyBaHHA pedepeHTHOro (KNTAPUTUH)
nikapcbkoro 3acoby) (TepmiH BBEAEHHS 3MiH -
NpOTArom 3-x MicAUiB NiC/1A 3aTBEPAKEHHS)
110. | NIOPATAAVH cupon, 1 mr/mn no 90 TOB "AKnN YkpaiHa TOB "AKM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/9333/01/01
M1y 6aHkax abo "®hapmaueBTUYH "hapmMaueBTNYHA 3MiHK | TUny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peuyenma
hnakoHax Ne 1 3 a chabpuka" thabpuka" thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
[,03Yy040tl0 NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
CK/ISTHOUKOI0 ab0 4N MenYHOro 3acToCyBaHHSA
MipHOI0 JTOXKOK B reHepuyHUX/ribpuaHMx/6ionoaibHNX Nikapcbknx 3acobiB
naJui nicna BHECEHHS Tiel caMoi 3MiHW Ha pedhepeHTHWi
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[4aTKOBUX AaHuX) - 3MiHW [0 IHCTPYKLUiT. BBegeHHs
3MiH npoTsirom 3-X MicsiliB nicns 3aTBepAKeHHs
111. | MATHIO NOPOLLIOK A1 PO3YMHY TOB "NcTok- YkpaiHa TOB "WcTok-Mntoc" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/5775/01/01
CYNb®AT [0/151 OPa/IbHOTO Mnioc" TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenma
3aCTOCYyBaHHA M0 25 1 Cuctema KoHTeliHep/3akynoptoBasibHU 3aci6. 3MiHa y
B KOHTelHepi abo B NepBUHHIN yNakoBL,i rOTOBOTO JlikapcbKoro 3acoby (Tun
cawe KOHTelHepa abo foAaBaHHA HOBOTO KOHTeliHepa) -
TBepai, M'sKi Ta HecTepubHI pigki nikapcebki hopmu
(BBEAEHHS AOAATKOBOT YNakoBkKM - calle, 3
BiANOBIgHMMYM 3MiHamK ¥ p. «Cknafa» Ta «YNnakoBKa»)
112. | MEPOIrPAM NOPOLLIOK A1 PO3UUHY Aypo6iHgo IHAjs AypoHekcT Papma IHAisa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/13886/01/01
ans iH'ekujn no 500 dapma NlTg Mer. N14,. 3MiHM | TUMy - BBEAEHHS ab0 3MiHM [0 y3araslbHEHUX peyenmom
mr, 1 chnakoH 3 AaHuX Npo cuctemy thapmakoHarnsgy (Bkiovanoum
NOPOLLUKOM Y KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
KapPTOHHI Kopobui (haiina cuctemun chapmakoHarnsgy
113. | MEPOIrPAM NOPOLLOK A/19 PO3UYNHY Aypo6iHao IHAis AypoHekcT dapma IHAisa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/13886/01/02
o8 iH'ekuin no 1000 Papma /114, M. N114. 3MiHK | TUNY - BBEAEHHA ab0 3MiHM [0 y3aralbHEHNX peyenmom
mr, 1 chnakoH 3 AaHuX Npo cuctemy thapmakoHarnisgy (BKiovaoum
NOPOLLKOM Y KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
KapTOHHI Kopo6Lii thaiina cuctemu chapmakoHarnsgy
114. | METAMAKC kancynm no 250 mr Ne MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3572/01/01
40 (10x4) y KOHTYpHUX | "®apmaueBTuyH "papmMaLeBTnYHa 3MiHK | TUNY - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMiA peyenmom
YapyHKOBMX a chipma ipma "JapHuus” 3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
yrnakoBkax y nauui "fapHuua” MeToAax BMNPOGYyBaHHS rOTOBOTO JlikapcbKoro 3acoby.

BBepfieHHA 3MiH NpoTArom 6-Tm Micauis nicna
3aTBepAKEHHSA
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

115.

METUNYPALUWUN

Ma3b 10 % no 25r B
Ty6i, no 1 Ty6i B nauui

BAT "Huxdpapm"

Pociiicbka
depepauis

BAT "Hwxdpapm"

Pociiicbka
depepauis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu Il TNy - BBEAEHHA AOAATKOBOrO BUPOOHUKA
cy6cTaHuil

6e3
peuyenma

UA/5245/01/01

116.

METOHAT

3 KAPTOHY
PO34MH ANA iH EKLiA,
100 mr/mn no 5 mn B
amnynax; no 10
amnyn y navkax
KapTOHHWMX

TOB
"®apmaueBTUYH
a KoMnaHis
"Cantotapic"

YkpaiHa

MpAT "Nlekxim -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu |
MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCbKUIA 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
6yAb-AKOT YaCTUHW MaTepiany NePBUHHOI YNakoBKy, LLIO
He KOHTaKTYE 3 FOTOBUM NiKapCbKMM 3aCO60M
(Hanpuknag Konip KpULLEYOoK 3 KOHTPOSIEM NEPLLOro
BIJAKPUTTSA, KONIp KOAOBUX Kineub Ha amnynax,
KOHTeliHepa A5 ronok (pisHi Buav nnactMmacu) (3mMiHa,
AKka He BM/IMBAE Ha KOPOTKY XapaKTepUCTUKy
nikapcbKoro 3acoby) (BUNy4YeHHS 04HOT0 3 BUuay
NepBMHHOT yNakoBKK (amnyn 6e3 Kisibusi 310My), 3
BiANOBIAHUMU 3MiHAMU Y P. «YNakoBKa» (BU/TyYEHHS
iHchopmawii, Wo npu nakysaHHi amnyn 6e3 Kinbus
3/10My B Nauky BKI1afaloTb HDK 419 PO3KPUTTI amnyn
abo ckapudpikaTop amnynbHUiA abo ANCK piXy4nii
KepamiyHuit); 3MiHu | Trny - AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOOGHMYOI AinbHML (BKIOYAKYMN AiNbHALL
ans A®l, npomixHOro npoaykTy abo roToBoro
nNikapcbKoro 3acoby, AiNbHUL AN NPpoBeAEeHHS
nakyBaHHs1, BUPOOHWMKA, BifNOBiga/IbHOrO 3a BUMYCK
cepiid, Mmicue NpoBefEeHHSI KOHTPOSIIO cepii) abo
nocTavasibHMKa BUXIAHOro maTepiasy, peareHTy abo
[L,OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCHE)
(BunyyeHHs1 BUpo6HMKa MN3 BAT «/ly6HUcapm,
Ykpaina); 3miHu | Tuny - 3miHu woao
6e3nekn/edhekTBHOCTI Ta hapMakoHariagy (iHwi
3MiHM) (BHECEHHS 3MiH 4O TEKCTY MapKyBaHHS
BTOPWHHOI YNakoBKW: BUAaNeHHs iHdhopmadi, Lo
BKA3Y€ETbCS POCINCHKO MOBOIO Ta iHGhopMaLii, LWo
HaHocuTbCA WpudTom Bpaiins (npenapat
npv3HayeHunii A1 napeHTepasbHOro BBeAEHHS)

3a
peuyenmom

UA/11449/01/01

117.

MOBEKC®
AKTMB

TabneTku, BKpUTI
060/10HKO0, Mo 30
a6o 60 TabneTok y
nnswui; no 1 naswui
B KapPTOHHI1 ynakoBLi

Mogi Xenc Mm6X

LLiBefiuapis

CaBa Xenckea /ita,
IHais
Knesa CA, peuis
Megiton
dapmacbioTikan
Nn1a., YropwmHa
Bannec
PapmacbloTikasc
Met., N14., IHAiA

IHgis/
YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpPO6HMLTBI. 3aMiHa abo BBeAieHHA 40AATKOBOI
OiNbHWLI BUPOOHMLTBA /18 YacTHK abo BCbOro
BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AinbHWUA, Ha siKili NpoBOAATLCS By Ab-AKi BUPOOHWYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HeCcTepunbHUX NikapcbKknx 3acobis) (BBEAEHHSA
[0AaTKOBOTrO BUPOOHWMKA, SiK HAC/IOK - HoBA
anbTepHaTUBHA YNakoBKa i3 36epexeHHAM iCHYo4OT -
Megiton d®apmacbioTikan JIT4., YroplimHa fo Bxe
3aTBepmxeHnx Casa Xenckea J1tg, IHais, Knesa CA,

3a
peyenmom
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

Ipeuis) CynyTHsi 3MiHa - 3MiHM 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBE/leHHS 10AaTKOBOI AiNbHUL BUPOBHMLTBA 4151
4YacTVHY abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 BTOPUHHOTO
nakyBaHHs) (BBELEHHS [0aTKOBOro BUPOGHMKA -
Megiton d®apmacbioTikan JIT4., YroplimHa Lo Bxe
3aTBepmxeHux Casa Xenckea /174, IHAja, Knesa CA,
Ipewjs. - 3MiHM 3 SKOCTi. FOTOBWIA NiKapcbkuii 3aci6.
3MiHV Y BUpO6HMLTBI. 3amiHa abo BBeeHHS
[0[aTKOBOI fi/TbHUL BUPOGHMLTBA A5 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (4ibHUUA 418 NePBUHHOMO NakyBaHHS)
(BBEAEHHA f0AAaTKOBOro BUPOGHYMKa - MegiTon
PapmacbioTikan J1Tg., YroplmHa fo Bxe
3aTBepxeHnx Casa Xenckea J1ta, IHais, Knesa CA,
[peuist); 3miHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo fofasBaHHA BUPOOHMKa, LLO BiANoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkitovaioun
KOHTPO/b/BMNPOGYBaHHSA cepii (BBeAEHHS [0AaTKOBOro
BMpOGHUMKa MegaiTon ®apmacbtoTikan J1T4., YropyHa
00 BXe 3aTBepaxeHnx Casa Xenckea Jta, IHAis,
Knesa CA, peuis); 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nlikapcbkuii 3aci6. 3MiHW Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatoun fianasoH po3mipy
cepii) roToBoro nikapcbKoro 3acoby (3mMeHLweHHs go 10
pasis) (3miHa po3mipy cepii 113 ons foaaTtkoBoro
BUpPOGHMKa - po3Mip cepii ans BupobHuka Megaiton
dapmacbtoTikan 1Ta. 177, 6 kr (120 000 TabneTok);
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA 415 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3acoby (AinbHULA, Ha Skl NPOBOAATLCA BYAb-siKi
BMPOGHMYI CTagji, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 AAKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB)
(BBEAEHHA 0OAATKOBOrO BUPOOHYMKA rOTOBOrO
nikapcbKoro 3acoby, sikWiA BiAMNoBiAae 3a BUMYCK cepii,
BK/IIOYAt0UV il KOHTPONL/BUNPOGYBaHHSACEPIT, NepPBUHHE
Ta BTOPVHHE NakKyBaHHSA Ta, SK HAaCMifoK , HoBa
abTepHaTUBHA YNakoBKa i3 36epexeHHAM iCHYoUOT -
Bannec ®apmacotoTikauic MBT. /T4, bxaTiaH,
Hanarapx. flictp. ConaH, Eiu. Mi., IHAia, fo Bxe
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

3aTBepaxeHux: 1) Caa Xenckea Jitg GIDC IcTeiT,
507-B-512, BagxsaH CiTi -363 035, CypeHapaHarap,
IHgis, 2) KneBa CA MapHitoc AB.189, AxapHaii ATTiki,
13675, peuis, 3) Megiton ®apmacsioTikan /1T4.,
YropwmHa) CynyTHs 3MiHa - 3MiHM 3 IKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04AaTKOBOI AiNbHULi BUPOOHMLTBA ANs
YacTvHy abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (4inbHWUUSA AN BTOPUHHOTO
nakyBaHHs) (3MiHu 3 sikocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[00aTKOBOI AifIbHUL BUPOGHMLITBA A/15 YacTUHU abo
BCbOr0 BMPOBHMYOro NPOLECY roTOBOrO NiKapCbKoro
3ac06y (AinbHWLA AN NEePBUHHOTO NakyBaHHS); 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fgoAaBaHHSA
BMPOOHUKa, LU0 BiANOBiLAE 3a BBE3EHHS Ta/abo BUMYCK
cepii) - Bknoyatoum KOHTPONb/BUNPOGYBaHHSA cepii
(BBEAEHHS AOAATKOBOrO BUPOOHNKA BBEAEHHS
[0AaTKOBOrO BUPO6HMKa Bannec ®apmacbloTikanc
MeT. N74., IHAiA 00 BXe 3aTBepMkeHuX: 1)CaBa
Xenckea /itg GIDC IcTeiiTt, 507-B-512, BagxsaH CiTi -
363 035, CypeHapaHarap, IHgis, 2) Knesa CA
MapHiToc AB.189, AxapHaw ATTiki, 13675, peuis, 3)
Megiton ®apmacbtoTikan J1T4.,YropwmHa); 3miHn |
TMNy - 3MiHK 3 sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa po3Mipy cepii (BkIoYaoum
AianasoH po3Mipy cepil) roTOBOro /likapCcbkoro 3acoby
(3meHLeHHs1 Ao 10 pasiB) (3MeHLLEHHS po3Mipy cepil
AN [oAaTkoBoro BUpo6Huka, Bannec
dapmacbtoTikasic MBT. JIT4., 1HAiA)

118.

MOBEKC®
AKTNB

TabneTku, BKpUTI
060/10HKO10, in bulk:
no 1000 TabneTtok y
noagiitHomy
noslieTIeHOBOMY
naketi y 6aHuj; no 1
6aHLi B KAPTOHHIl
Kopoo6Ui

Mosi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,

IHgis
Knesa CA, 'peuis
Megiton
dapmacbtoTikan
n1a., YropwmHa
Bannec
dapmacbloTikasc
Met., 1T4., IHAIA

Inpis/
peuis/
YropLmHa

BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NTikapcbknii 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHUL BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(BinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagji, 3a BUHSATKOM BUNYCKY CEPiii, KOHTPOIO AKOCTI,
NMepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A5
HEeCTEpPUIbHUX NiKapcbkux 3acobiB) (BBEAEHHS
[0[AaTKOBOrO BUPOBHUKA, SIK HACNIAOK - HOBa
a/ibTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYHYOT -
Megiton ®apmacbtoTikan J1T4., YroplimHa fo Bxe
3areepmxeHux Casa Xenckea 174, IHAiA, Knesa CA,
peuist) CynyTHs 3miHa - 3MiHM 3 IKOCTi. [OTOBMI

UA/10206/01/01




175

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AifIbHULI BUPOGHULTBA 415
4yacTuHK abo BCbOro BUPOBGHNYOro NpoLEecy roToBoro
niKkapcbKoro 3acoby (AinbHMLA ANsi BTOPUHHOIO
nakyBaHHs) (BBefEHHS A04aTKOBOro BUPOGHMKA -
Megiton ®apmacbtoTikaul JIT4., YroplimHa 4o Bxe
3aTBepaxeHnx Casa Xenckea J1ta, IHais, Knesa CA,
peuist. - 3miHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA [/19 YaCTUHN abo
BCbOr0 BMPOGHMYOrO MPOLECY roTOBOro NiKapCbKoro
3aco0y (AinbHMLA AN NepPBUHHOTO NaKyBaHHS)
(BBELEHHA 00AATKOBOrO BUPO6GHMKa - Megiton
dapmacbioTikan J1T4., YropuimHa A0 Bxe
3aTBepxeHnx Casa Xenckea J1ta, IHais, Knesa CA,
[peuis); 3miHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, LLIO CTOCYIOTbCA BUNYCKY cepii Ta
KOHTPO/H0 SIKOCTi rOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo gogasaHHs BMPOOHUKA, LLIO Bignosigae 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkoyaroun
KOHTPONb/BUNPOGYBaHHSA cepii (BBEA4EHHS LOAATKOBOro
BMpOG6HMKa MegiTon ®apmacotoTikan J1T4., YropwyHa
[0 BXe 3aTtBepxeHnx Casa Xenckea Jtg, IHAis,
Knesa CA, 'peuis); 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatouy fianasoH po3Mipy
cepil) rotoBOro nikapcbkoro 3acoby (3meHLwweHHa go 10
pasis) (3MiHa po3mipy cepii 13 4ns fo4aTKOBOro
BMPOGHMKa - po3Mip cepii 4na BupobHuka Megiton
dapwmacstoTikan 1Ta. 177, 6 kr (120 000 TabneTok);
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOT AiNbHUL BUPOBHULITBA A/19 YaCTUHN abo
BCbOr0 BMPOGHMYOro MPOLECY roTOBOro NiKapCbKoro
3acoby (ginbHMLA, Ha 5K NPpoBOAATLCA BYAb-SKi
BMPOGHMYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI0 SIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /181 HECTEPWU/TbHUX TiKapCbKMX 3aco6iB)
(BBEAEHHA [0AATKOBOrO BUPOBHMKA rOTOBOrO
nikapcbKoro 3acoby, Akuii BiANOBIAAE 3a BUMYCK Cepil,
BK/IHOUA0UM i KOHTPO/L/BUNPOBYBaHHACEPIT, NEPBUHHE
Ta BTOPVHHE MakKyBaHHSA Ta, K HACMifOoK , HoBa
anbTepHaTMBHA yNakoBKa i3 36epeXXeHHsIM iCHYYOT -
Bannec ®apmacotoTikauic MBT. JITg,., bxaTiaH,
Hanarapx. fictp. ConaH, Eity. Mi., IHZis, fo Bxe
3aTBepmkeHunx: 1) Casa Xenckea Jitg GIDC IcTeir,




No

Hassa

176

n/n

JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka

¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20

119.

MOBEKC®

507-B-512, BagxsaH CiTi -363 035, CypeHapaHarap,
IHgis, 2) Knesa CA MapHitoc AB.189, AxapHaii ATTiKi,
13675, 'peuis, 3) MegiTon ®apmacbtoTikan /1T4.,
YropumHa) CynyTHs 3MiHa - 3MiHK 3 IKOCTi. [0TOoBWiA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBE/leHHS [10AaTKOBOI AiNbHUL BUPOBHMLTBA 4151
YyacTuHM abo BCbOro BUPOBHNYOTro NpoLLEecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 BTOPUHHOTO
nakyBaHHs) (3MiHu 3 sikocTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpO6HMLTBI. 3amiHa abo BBeeHHS
[0[aTKOBOI fi/TbHUL BUPOGHMLTBA A5 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6by (4iNbHMUA A8 NePBUHHONO NakyBaHHSA); 3MiHK |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMNYCKY CEPii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHUKA, LLIO BiANOBiAa€E 3a BBE3EHHA Ta/abo BMMYyCK
cepii) - Bkntoyarouy KOHTPoNb/BUNPOGYBaHHSA cepil
(BBEAEHHSA [,04aTKOBOrO BUPOGHMKA BBEAEHHS
[0AaTKOBOTrO BUPO6HMKa Bannec ®apmacbloTikanc
MBT. 1TA., IHAIA [0 BXe 3aTBepmxeHux: 1)Casa
Xenckea Jitg GIDC IcTeiit, 507-B-512, BagxsaH CiTi -
363 035, CypeHapaHarap, IHgis, 2) Knesa CA
MapHiToc AB.189, AxapHaii ATTiki, 13675, peuis, 3)
Megiton ®apmacktoTikan N1T4.,YropLmHa); 3miHu |

TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHULTBI. 3MiHa po3mipy cepii (BkntoYatoum
fianasoH po3mipy cepil) roTOBOro JlikapCbKOro 3acoby
(3MeHLWweHHs fo 10 pasiB) (3MeHLUEHHS po3Mipy cepii

NS AOAAaTKOBOro BUPOGHUKA, Bannec
PapmacbtoTikanc MBeT. /114, 1HAIS)

MocBi04YeHHs

KOM®OPT

TabneTku, BKpUTI
06010HKOH0, in bulk:
no 1000 TabneTok y
noAgiliHmx
nonieTuneHoBmx
naketax

Mogi Xenc Mm6X

LLiBefiuapis

Casa Xenckea T,
IHais

KneBa CA, peuis
Megiton

PapmachbloTikan

NtA., YropwuHa
Bannec

PapmacbloTikasc

Met., IT4., IHAiA

IHais/
Ipeuis/
YropuwmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |

TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN

y BUPOGHMLTBI. 3amiHa abo BBEAEHHSI 404ATKOBOI
OiNbHWLI BUPOBHULTBA /18 YacTuHK abo BCbOro
BMPOGHNYOro MPOLLECY roTOBOrO JliKapCbKOro 3acoby
(AiNbHMLA, Ha SKI NTPOBOASTLCSA 6YAb-sIKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HecTepubHUX ikapcbknx 3acobiB) (BBeAEHHS
[04aTKOBOro BUpo6HUKa Bannec ®apmMachioTikanic
MBT.ITA., IHAIA) CynyTHA 3MiHa - 3MiHM 3 AKOCTI.
[oToBUIA NikapcbkMit 3aci6. 3MiHW Yy BUPOOHULITBI.
3amiHa abo BBeEeHHS [,04aTKOBOI AiNbHULL
BMPOGHULITBA AJ15 YACTUHM abo BCbOro BUPOBGHUYOTO

npouecy roToBOro JlikapcbKoro 3acoby (ginbHuus ans

UA/9818/01/01




177

Ymosu

Homep

Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

BionycKy

peecmpayitiHo
20
MocBi04YeHHs

BTOPUHHOTO NakyBaHHs) (- 3MiHU 3 siKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBE/leHHS 10AaTKOBOI AiNbHUL BUPOBHMLTBA 4151
4yacTuHM abo BCbOro BUPOBHNYOro NPoLLEecy roToBOro
nikapcbKoro 3acoby (AinbHWUA 415 NePBUHHOMO
nakyBaHHs) (B.11.6.1. (6) IB), BBeAEHHA AOAATKOBOTO
BMPOGHMKA rOTOBOrO /iKapCbKOro 3acofy, sikuii
BiANOBIAae 3a BUMYCK Cepii, BKIoYaouw ii
KOHTPO/b/BUNPOBYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Ik HACNIJOK , HOBA anbTepHaTMBHA
yrnakoBka i3 36epexeHHsAM iCHyrouOi - Bannec
dapmacstoTikasic MBT. fITa,., bxaTtiaH, Hanarapx. AicTp.
ConaH, Eitu. MNi., IHAis, 80 BXe 3aTBEPKEHNX:
1)CaBa Xenckea Jitg GIDC IcTewT, 507-B-512,
BagxsaH CiTi -363 035, CypeHapaHarap, IHais, 2)
Knesa CA MapHiToc AB.189, AxapHaii ATTiki , 13675,
Ipeuis, 3) Megiton ®apmacbtoTikan /IT4.,YropLumHa);
3MiHn | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fgoAaBaHHSA
BMPOBHUKa, LU0 BiANOBiLAE 3a BBE3EHHS Ta/abo BUMYCK
cepii) - Bkntoyatoum KOHTPONb/BUNPOGYBaHHSA cepii
(BBEAEHHS AO0AATKOBOrO BUPOOHMKA BBEAEHHS
[0AaTKOBOrO BUPO6HMKa Bannec ®apmacbloTikanc
MeT. N74., IHAiA 00 BXe 3aTBepMkeHuX: 1)CaBa
Xenckea /itg GIDC IcTeiit, 507-B-512, BagxsaH CiTi -
363 035, CypeHapaHarap, IHgis, 2) Knesa CA
MapHiToc AB.189, AxapHai ATTiki, 13675, peuis, 3)
Megiton ®apmacktoTikan JIT4.,YropwmHa); 3miHn |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa po3Mipy cepil (BKIoYaoum
AianasoH po3Mipy cepil) roTOBOro /likapCbkoro 3acoby
(3meHLeHHst fo 10 pasiB) (3MeHLLEHHS po3Mipy cepil
AN 0oAaTkoBoro BUpo6Huka, Bannec
dapmacbtoTikasic MBT. JIT4., 1HAiA)

6e3

UA/9817/01/01

120.

MOBEKC®
KOM®OPT

TabneTku, BKpUTI
o6onoHkoto, no 30
TabneToK y naswL;
no 1 naawujiy
KapTOHHIN ynakoBLi;
no 60 TabneTok y
nnswui; no 1 a6o 2
NASAWKN B KAPTOHHIN
ynakoBLUi

Mogi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,

IHgis
Knesa CA, peuis
Megiton
dapmacbtoTikan
n1a., YropwmHa
Bannec
dapmacbloTikasc
Met., 1T4., IHAIA

Inpis/
peuis/
YropLmHa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHUL BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLiecy roToBOro NikapCbKoro 3acoby
(ZinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagji, 3a BUHSATKOM BUNYCKY CEPii, KOHTPOO AKOCTI,
NMepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A5
HEeCTepPUIbHUX NiKapcbkux 3acobiB) (BBEAEHHS
[04aTKOBOro BUpo6HUKa Bannec dapmacbioTikasic

peyenma

MBe1./174., IHAiA) CynyTHA 3MiHa - 3MiHM 3 SIKOCTI.
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Homep

Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa Ymosu
BionycKy

peecmpayitiHo
20
MocBi04YeHHs

[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOBHULLTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNIbHULL
BMPOGHMLTBA /15 YaCTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBOro /ikapcbkoro 3acoby (4inbHUus ans
BTOPUHHOTO NakyBaHHs) (- 3MiHu 3 sKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04AaTKOBOI AiNbHULi BUPOOHMLTBA ANs
YacTvHy abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA 4151 NePBYHHOMO
nakyBaHHs1), BBeieHHS1 A0AATKOBOr0O BUPOGHMKA
rOTOBOTO JIiKapCbKOro 3aco0y, SKWii Bignosigae 3a
BUNYCK cepii, BKoYatouu ii
KOHTPO/b/BUNPOGYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Sk HacnifokK , HoBa albTepHaTMBHA
ynakoBKa i3 36epexeHHsAM iCHyru4Oi - Bannec
dapmacstoTikanc MeT. fITa., bxaTtiaH, Hanarapx. QicTp.
ConaH, Eitu. Ni., IHAIS, 80 BXe 3aTBEPIKEHNX:
1)CaBa Xenckea /g GIDC IcTeiit, 507-B-512,
BaaxsaH CiTi -363 035, CypeHapaHarap, IHais, 2)
Knesa CA MapHiToc AB.189, AxapHaiin ATTiki , 13675,
Ipeuin, 3) MegiTon ®apmacbtoTikan J/1T4.,YropwuHa);
3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHun,
LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaasBaHHSA
BMPO6GHMKA, LLIO BifNOBiAaE 3a BBE3eHHS Ta/abo BMMYCK
cepii) - Bkntoyatoum KOHTPONL/BUNPOGYBaHHS cepii
(BBEAEHHS OAATKOBOrO BUPOOHWKA BBEAEHHS
[04aTKOBOro BUpo6HUKa Bannec ®apmacbioTikanic
MBT. 1T4., IHAIA [0 BXe 3aTBepmxeHux: 1)Casa
Xenckea Jitg GIDC IcTeiiT, 507-B-512, BagxeaH CiTi -
363 035, CypeHgpaHarap, IHgis, 2) Knesa CA
MapHiToc AB.189, AxapHai ATTiki, 13675, peuis, 3)
Megiton ®apmacbtoTikan JIT4.,YropwmHa); 3miHn |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKIuvaoum
Ajiana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
(3meHLWweHHsa Ao 10 pasis) (3MEHLLEHHS po3Mmipy cepii
AN A0AAaTKOBOro BUPO6HUKa, Baninec
$apmacstoTikasnc MeT. ita., HAiA)

UA/9818/01/01

121.

MOBEKC®
KOM®OPT

TabneTkn, BKPUTI
060n0Hkot, in bulk:
no 1000 TabneTok y
noaBinHNX
nonieTuIeHoBMX
nakeTax

Mogi Xenc Mrm6X

LLIseliyapis

CaBa Xenckea /ita,

IHais

Knesa CA, peuis
Megiton

dapmacbioTikan

Nta., YropwuHa

IHgis/
Ipeuis/
YropuimHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu |
TMny - 3MiHK 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3aMiHa abo BBeAieHHA [40AAaTKOBOI
LiNbHUL| BUPOBGHMULTBA A4/18 YAaCTMHU ab0o BCbOro
BMPOGHMYOro NPOoLEecy roToBOro JlikapcbKoro 3acoby

(AinbHWUA, Ha siKili NpoBOAATLCS By Ab-AKi BUPOOHWI

cTagji, 3a BUHSATKOM BUMYCKY Cepili, KOHTPOJIKO AKOCTI,
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

NepBNHHOIO Ta BTOPUHHOTO NakyBaHHA, 415
HeCTepunbHUX Nikapcbknx 3acobiB) (BBEAEHHSA
[04aTKOBOro BUPO6GHMKA AN BCbOro BUPOOHNYOrO
npoLecy, BKIH0YaKUn BUNYCK cepii, KOHTPOsIb AKOCTI
N3 Ta, AK HacnifoK - HoBa anbTepHaTVBHA YNakoBKa i3
36epexeHHsIM icHyto4oi, - MegiTon ®apmMachioTikas
Nta., YropwwmHa) CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3amiHa abo BBeeHHS 00AaTKOBOI AifTbHULL
BMPOGHULTBA AN15 YaCTUHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NiKapCcbKoro 3acoby (ainbH1LA ans
BTOPUHHOTIO NakyBaHHs). - 3MiHM 3 SKOCTi. F0TOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AifIbHULI BUPOGHULTBA 415
4yacTuHK abo BCbOro BUPOGHNYOro NpoLEecy roToBoro
NiKapcbKoro 3acoby (AiNbHMLA 4151 NEPBUHHOIO
nakyBaHHs) (BBeAEHHS AiNbHULi 415 NEPBUHHOMO
nakyBaHHS, BTOPUHHOIO nakysaHHa Megiton
dapmacbioTikan /T4, YroplimHa [0 Bxe
3aTtBepmxeHnx Casa Xenckea /114 , IHgisa, Knesa CA,
peuis); 3miHn | TUNY - 3MiHK 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo fofaBaHHA BMPOGHMKA, L0 BigNoBigae 3a
BBE3€eHHs Ta/abo BuUMyckK cepii) - Bkaouaroun
KOHTPO/b/BMNPOOYBaHHA cepii (BBeAeHHS AOAATKOBOrO
BMPOOHUKa, LU0 BiANOBiLAE 3a BBE3EHHS Ta/abo BUMYCK
cepii) - Bkntoyatoum KOHTPONb/BUNPOGYBaHHSA cepii
Megiton ®apmacbtoTikaul JIT4., YroplimHa 4o Bxe
3aTBepaxeHunx Casa Xenckea /1ta , IHais; Knesa CA,
Ipeui); 3MiHn | TMNY - 3MiHK 3 AKOCTi. FOTOBWI
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIOYaOuM aianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (3mMeHweHHsA fo 10 pasis) (3miHa
po3mipy cepii /13 ona Ao4aTkoBOro BUPOGHNKa,
Megiton ®apmacbioTikan JIT4., YropLimHa)

122.

MOBEKC®
KOM®OPT

TabneTkn, BKPUTI
o6onoHkoto, no 30
TabneTok y nasLwL;
no 1 naswuyi y
KapTOHHI ynakoBL;
no 60 TabneTok y
naswui; no 1 aéo 2
NAALWKN B KAPTOHHI
ynakoBLij

Mogi Xenc Mrm6X

LLIseliyapis

CaBa Xenckea /ita,

IHais

Knesa CA, peuis

Megiton
dapmacbioTikan
Nta., YropwuHa

IHgis/
Ipeuis/
YropLumHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu |
TMny - 3MiHK 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3aMiHa abo BBeAieHHA A0AATKOBOI
LiNbHUL| BUPOBGHULTBA A4/18 HYAaCTMHU abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AinbHWUA, Ha siKili NpoBOAATLCS ByAb-AKi BUPOOHWYI
cTagji, 3a BUHAATKOM BUMYCKY Cepili, KOHTPOJIO SKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepuibHUX Nikapcbknx 3acobis) (BBEAEHHSA
[0aTKOBOro BUPOGHYMKA /11 BCbOro BUPOGHNYOro

6e3
peyenma

UA/9817/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

npoLecy, BKIH0YaKUM BUNYCK cepii, KOHTPOsIb AKOCTI
N3 Ta, AK HacnigoK - HoBa anbTepHaTMBHA YNakoBKa i3
36epexeHHsIM icHyto4oi, - MegiTon ®apmMachioTikas
Nta., YropwwmHa) CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBeeHHS 00AaTKOBOI AifTbHULL
BMPOGHULUTBA AN15 YaCcTVHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NiKapCcbKoro 3acoby (ainbH1LSA ans
BTOPUHHOTIO NakyBaHHs). - 3MiHM 3 SKOCTi. F0ToBWIA
nikapcbknii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AifIbHULI BUPOGHULTBA 415
4yacTuHK abo BCbOro BUPOBGHNYOro NpoLEecy roToBoro
NiKapcbKoro 3acoby (AiNbHWLA 4151 NEPBUHHOIO
nakyBaHHs) (BBeAEHHS AiNbHULi 415 NEPBUHHOMO
nakyBaHHS, BTOPUHHOIO nakysaHHa Megiton
dapmacbioTikan /T4, YroplimHa fo Bxe
3aTrBepmxeHnx Casa Xenckea /114 , IHgisa, Knesa CA,
peuis); 3miHn | TUNY - 3MiHK 3 AKOCTI. F0TOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MiKapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA, L0 BigNoBigae 3a
BBE3€eHHs Ta/abo BuUMyckK cepii) - Bkaouaoun
KOHTPO/b/BMNPOOYBaHHA cepii (BBeAeHHS AOAATKOBOrO
BMPOBHUKa, LU0 BiANOBiLAE 3a BBE3EHHS Ta/abo BUMYyCK
cepii) - Bkntoyatoum KOHTPONb/BUNPOGYBaHHSA cepii
Megiton ®apmacbtoTikaul J1T4., YroplimHa fo Bxe
3aTBepaxeHnx Casa Xenckea /1ta , IHais; Knesa CA,
Ipeui); 3MiHn | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIOYaouM aianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (3mMeHweHHsA fo 10 pasis) (3miHa
po3mipy cepii /13 ona Ao4aTkoBOro BUPOGHNKa,
Megiton ®apmacbtoTikan JIT4., YropLimHa)

123.

MOBECIA3M

TabneTkn, BKPUTI
o60n0oHkoto, Ne 10
(10x1), Ne 20 (10x2),
Ne 20 (20x1) y
6nicTepax

Mogi Xenc Mm6X

LLIseliyapis

CaBa Xenckea /ita,
IHAis;

Knesa CA, IMpeuis;
Bannec
PapmacbloTikasic
MBT. N74., IHAIA

IHais

BHECEHHS 3MiH 4,0 peecTpauiliix maTepianis: 3MiHu |
TMny - 3MiHK 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOJI AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHs
BMPOOHUKA, LLIO BifNOBiAae 3a BBE3EHHA Ta/abo BUMYCK
cepii) - Bkntovarum KOHTpoNb/BUNPOGYBaHHS cepil
(BBEAEHHA 1OAATKOBOr0 BUPOOHMKA rOTOBOrO
nikapcbKoro 3acoby, skuii BianoBigae 3a BUNyckK cepi,
BK/IIOYA0UM il KOHTPONL/BUNPOGYBaHHSCEPIl, NePBUHHE
Ta BTOPVHHE NakKyBaHHS Ta, SIK HAC/ioK , HoBa
afbTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYUOT -
Bannec ®apmacotoTikauic MBT., JIT4. bxaTiaH,

6e3
peyenma

UA/10010/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

Hanarapx. fictp. Conax, Eiu. Mi., IHAia fo Bxe
3arBepaKeHnx); 3miHu | Tuny - 3miHu 3 SKocTi. FoToBUiA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 4,04AaTKOBOI AiNbHULi BUPOOHMLTBA ANs
YacTvHy abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULSA, Ha SIKili NPoBOAATLCSA
6yab-Ki BAPOOHMUYI CTagii, 3a BUHATKOM BUNYCKY Cepii,
KOHTPOJI0 AIKOCTI, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /181 HECTEPWU/TbHUX JTiKapCbKnX 3aco6iB)
(JopaTkoBa ginbHUUS). CynyTHS 3MiHa - 3MiHN 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTUHN ab0o BCbOro
BMPOBHMYOro NPOLEeCy rOTOBOTO JiKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOIO NakyBaHHS) - 3MiHU 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
AiNbHML BUPOGHULTBA A4/18 YacTMHU abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoty
(AiNbHMUA ANA NEPBMHHOIO NakyBaHHs) (BBEAEHHS
[08aTKOBOro BUPO6GHMKa rOTOBOTO NiKapCbKOro 3acoby,
SIKWIA BiAMOBIAAE 3a BUNYCK cepil, BKIOYaKU ii
KOHTPONb/BMNPOGYBaHHACEPIT, NEpBUHHE Ta BTOPUHHE
nakyBaHHS Ta, K HACNifoK , HOBa aflbTepHaTMBHA
ynakoBKa i3 36epexeHHsIM iCHyto4Ooi - Bannec
dapmacstoTikanc MBeT., ITa. bxaTtiaH, Hanarapx. AicTp.
ConaH, Eiy. Ni., HAis); 3MiHy | Tuny - 3MiHK 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOBHULLTBI.
3MiHa po3mipy cepii (BKNOYatoun fianaszoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (3mMeHLeHHs go 10
pasiB) (3MeHLLEHHS po3Mipy cepii AN 4OAATKOBOrO
BMPOGHMKA)

124.

MOBECIMA3M

TabneTku, BKpUTI
06010HKOt0, in bulk Ne
5000 y noggiHmx
nonieTIeHoBMX
nakeTaxax

MosBi Xenc rmexX

LLiBefiuapis

Casa Xenckea T,
IHAis;

Knesa CA, peuis;
Bannec
PapmacbloTikasc
MBT. N1T4., IHAIA

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHx maTtepianis: 3miHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0
CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHUKA, L0 BiAMOBiZAE 3a BBE3EHHSI Ta/abo BUMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHS cepii
(BBEAEHHA [10OAATKOBOrO BUPOOHYMKA rOTOBOrO
nNikapcbKoro 3acoby, skuii Bignosigae 3a BUnNyck cepir,
BK/IHOYA0UM i KOHTPO/L/BUNPOBYBaHHSACEPIT, NEPBUHHE
Ta BTOPVHHE NakKyBaHHA Ta, K HACMifoK , HoBa
a/ibTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYHYOT -
Bannec ®apmacotoTikauic MBT., /IT4. bxaTiaH,
Hanarapx. fictp. ConaH, Eiu. Ni., IHaia fo Bxe
3aTBEPAKEHMX); 3MiHM | TMNY - 3MiHK 3 AKOCTI. [0TOBMIA

UA/10011/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/leHHS A0AaTKOBOI AifIbHULI BUPOGHULTBA 415
4yacTuHK abo BCbOro BUPOBGHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHULSA, Ha SIKili NPoBOAATLCS
6yAb-sKi BAPO6HUUI CTagji, 32 BUHATKOM BUNYCKY Cepii,
KOHTPOJT0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOMO
nakyBaHHs, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB)
(DopmaTkoBa AinbHMLA). CynyTHSA 3MiHa - 3MiHM 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHMUTBI. 3amiHa abo BBeAEHHS A04aTKOBOT
AiNbHWL| BUPOBHULTBA 718 YacTuHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AiNbHULA 4N BTOPUHHOIO MakyBaHHS) - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTUHN abo BCbOro
BMPOBHMYOrO NPOLECy rOTOBOTO JiKapCbKOro 3acoby
(ZinbHUUA ANA NEPBUHHOIO NakyBaHHSA) (BBeAEHHS
[104aTKOBOro BUPOGHKMKA rOTOBOTO NikapCbKoro 3acoby,
AKWIA BiANOBIAAE 3a BUNYCK cepil, BKIoYarum ii
KOHTPO/b/BUNPOBYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Ik HACNIJOK , HOBA anbTepHaTUBHA
yrnakoBka i3 36epexeHHsAM iCHyrou4Oi - Bannec
dapmacstoTikasic MBT., /ITh. bxaTtiaH, Hanarapx. AicTp.
ConaH, Eity. Ni., IHAis); 3MiHK | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa po3mipy cepii (BkNoYatouy fianasoH po3Mipy
cepil) rotoBOro nikapcbkoro 3acoby (3meHLwweHHa go 10
pasiB) (3MEeHLLEHHS po3Mmipy cepii A8 4oAaTKOBOro
BUPOBHMKA)

125.

MOBIHA3A®-10
Mmr

TabneTku, BKpUTI
060/10HKOIO,
KMLUKOBOPO34MHHi NO
10 Mr Ne 10 (10x1), Ne
30 (10x3) y 6nictepax

Mosi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,
IHAis;

Knesa CA, peuis
Bannec
dapmacbloTikasc
MBT. N14., IHAIA

IHAis/Tpeuis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkWii 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHULI BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(ZinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagji, 3a BUHSATKOM BUNYCKY CEPiii, KOHTPOIO AKOCTI,
NMepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A5
HeCTepWUIbHUX Nlikapcbknx 3acobiB) (qofaTkoBa
AinbHuLs). CynyTHA 3MiHa - 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3mMiHM y BUpO6HMUTBI. 3amiHa abo
BBE/leHHS 104aTKOBOI AiNbHUL BUPOGHMLTBA 4151
4YacTVHY abo BCbOro BUPOOGHMYOro NpoLecy roToBoro
niKapcbKoro 3acoby (ginbHMLA 4151 BTOPUHHOIO
nakyBaHHs) ( 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEfEHHSA
[04aTKOBOI Ai/IbHUL BUPOBHULTBA /151 YACTMHU abo

3a
peuyenmom

UA/11619/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

BCbOr0 BMPOBHMYOro NPOLECY roTOBOrO NiKapCbkoro
3ac06y (AinbHWLA AN NePBUHHOTO NakyBaHHS); 3MiHu |
TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IH0 SKOCTI
roToBOro nNikapcbkoro 3acoby (3amiHa abo fgoAaBaHHSA
BMPOBHUKa, LU0 BiANOBiLAE 3a BBE3EHHS Ta/abo BUMYyCK
cepii) - Bkntoyatoum KOHTPONb/BUNPOGYBaHHSA cepii
(BBEAEHHA [,0AATKOBOrO BUPOGHUKA FOTOBOrO
nikapcbKoro 3acoby, sikuii BiANoBigae 3a BUMNYCK cepii,
BK/IHOYA0UM i KOHTPO/L/BUNPOBYBaHHACEPIT, NEPBUHHE
Ta BTOPVHHE NakyBaHHA Ta, K Hacnifok, HoBa
afbTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYUOT -
Bannec ®apmacotoTikauic MBT., J/IT4. BxaTiaH,
Hanarapx. fictp. ConaH, Eiu. Mi., IHAia fo Bxe
3aTBepXeHNx); 3MiHu | Tuny - 3miHKn 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIoYaroun gianasoH po3mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbeHHs 4o 10 pasis

MOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM) (3MEHLLEHHS

pPO3Mipy cepii AN 40AATKOBOro BUPOBHMKA)

126.

MOBIHA3A®-20
Mmr

TabneTku, BKpUTI
060/10HKOIO,
KMLUKOBOPO34MHHi NO
20 mr Ne 10 (10x1), Ne
30 (10x3) y 6nictepax

Mosi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,
IHAis;

Knesa CA, peuis
Bannec
dapmacbloTikasc
MBT. N14., IHAIA

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbkunit 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHUL BUPpOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(ZinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagji, 3a BUHSATKOM BUNYCKY CEPiii, KOHTPOIO AKOCTI,
NMepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A5
HeCTepWUIbHUX Nlikapcbknx 3acobiB) (qofaTkoBa
AinbHuLs). CynyTHA 3MiHa - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbknii 3aci6. 3MiHM y BUpO6HMUTBI. 3amiHa abo
BBE/leHHS 104aTKOBOI AiNbHUL BUPOGHMLTBA 4151
4YacTVHY abo BCbOro BUPOOGHMYOro NpoLecy roToBoro
niKapcbKoro 3acoby (ginbHMLA 4151 BTOPUHHOIO
nakyBaHHs) ( 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEfEHHSA
[04aTKOBOT AiNIbHUL BUPOBGHULTBA A4/151 YaCTMHU abo
BCbOr0 BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (AinbHULA AN NEPBUHHOTO NakyBaHHS); 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHW
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIHO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo goaaBaHHs
BMPOGHMKA, LLIO BiANOBiAa€E 3a BBE3EHHSA Ta/abo BMMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHSA cepii
(BBEAEHHA [,0AATKOBOTO BUPOGHUKA TOTOBOrO

3a
peuyenmom

UA/11619/01/02
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

nikapcbKoro 3acoby, sikuii BiANoBigae 3a BUMNYCK cepii,
BK/IHOYA0UM i KOHTPO/L/BUNPOBYBaHHACEPIT, NEPBUHHE
Ta BTOPVHHE NakyBaHHA Ta, AK HacifokK , HoBa
anbTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYUOT -
Bannec ®apmacotoTikauic MBT., JIT4. BxaTiaH,
Hanarapx. fictp. ConaH, Eiu. Mi., IHAia fo Bxe
3aTBepKeHnx); 3MiHu | Tuny - 3mMiHKn 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIoYaroun gianasoH po3mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbeHHs Ao 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) (3MEHLLEHHS
pPO3Mipy cepii AN 40AATKOBOro BUPOBGHMKA)

127. | MOHTENYKACT- TabneTky XyBasbHi N0 TeBa I13painb TOB TeBa MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12439/01/01
TEBA 4 Mr Ne 28 (7x4) y dapmaueBTiKas OnepenLwHs npUBeAEHHs Yy BigNOBIAHICTb A0 3aTBEPAKEHNX peyenmom
6nicTepax IHpacTpi3 T4, MonaHp marepianiB HanMucaHHA Ha3BU nNpenapary B NPOLEC

BHECEHHS 3MiH - 3MiHW | TUMNY - BBEAEHHS abo 3MiHW A0
y3ara/ibHeHUX JaHnx Npo cuctemy dpapmakoHarnsgy
(BK/HOHAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-thalina cuctemun hapmakoHarnsmy
(6yno - TEBAJTYKACT),

Haka3 MO3 YkpaiHu Big 04.07.2016 Ne 669

128. | MOHTENYKACT- TabneTkn XyBasbHi N0 TeBa I13painb TOB TeBa MonbLia BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/12439/01/02
TEBA 5 mr Ne 28 (7x4) y dapmaueBTikas OnepewH3 npuBeAeHHA y BiANOBIAHICTb A0 3aTBEPKEHUX peyenmom
6nicTepax IHpacTpi3 T4, MonaHp marepianiB HanucaHHA Ha3BU nNpenapary B NPoLeci

BHECEHHS 3MiH - 3MiHM | TUNY - BBEAEHHS abo 3MiHW A0
y3ara/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thalina cuctemun hapMmakoHarnsmy
(6yno - TEBAJTYKACT),

Haka3 MO3 YkpaiHu Big 04.07.2016 Ne 669

129. | MYKOCAT NEO PO34MH AN IH'EKi, PYN Pecny6nika PYN Pecny6nika BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/1631/01/01
200 mr/2 mnno 2 mn B | "Benmeanpenap Binopycb "Benmeanpenapar Binopycb 3MiHM | TUMY - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom
amnynax Ne 10 (5x2) y atn” n" rOTOBOrO IiKapCbKOro 3acoby; 3MiHu | Tuny -
6nicTepax npuBeLeHHs1 YMOB 36epiraHHs y BignoBigHICTb [0

BMMOT YMHHOT HOPMAaTMBHOI AOKyMeHTaUil; 3miHu || Tuny
- 3MiHa y NePBUHHIli yNakoBLji rOTOBOro NiKapCbKoro
3acoby (Tvn KOHTelHepa) - BBEAEHHS 404aTKOBOro

BMPOGHMKa cknssHNX amnyn Gerresheimer Boleslawiec
S.A. NonbLa (no ISO 9187-1-2009) ansa dhacyBaHHs

roTOBOrO NiKapCcbKoro 3acoby

130. | HEO-BPOHXON nactuikv no 15 mr, no [usachapma HimeyunHa [Oveachapma Mm6X HimeuyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4003/01/01
10 nacTunok y 6X TMNYy - AGMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUPO6HMYOT peuyenma
6nicTepi, no 2 AiNbHULI (BKAOYatoum AinbHudi ana A®l, npomikHoro
6nicTepy y KapTOHHIl npoAykTy abo roToBOro ikapcbkoro 3acoby, AibHUL
KopooLi 0151 NPOBeEeHHS NakyBaHHS, BUPOOHMKa,

BiANOBiAaIbLHOrO 3a BMMNYCK Cepiil, MiCLie NpOBEAEHHS
KOHTPO/0 cepii) abo nocTadasibHMKa BUXIAHOIO
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEHOBUHM (SIKLLO
3a3HaYeHo Y A0CLE) (BUTyHEHHSI BUPOOHMKA rOTOBOMO
NiKapcbKoro 3acoby)
131. | HEOMNAKC® TabneTku, BKpUTI KPKA, a.4., CnoseHis Brpo6HuK, Inpis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu | 3a UA/14939/01/02
NNiBKOBOIO HoBo mecTo BiANOBIAA/IbHWI 32 CnoseHis MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKAPCbKUIA 3aci6. peyenmom
060n0Hkoto no 400 Mr BMPOGHMLTBO " in CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
Ne10 (10x1), Ne30 bulk", nepsrHHe Ta yMoBax 36epiraHHsi roTOBOro fikapcbKoro 3acoby
(10x3), Ne60 (10x6) y BTOPVIHHE (36inbLUEHHS TEepPMiHY NPUAATHOCTI FTOTOBOrO
6nictepax nakyBaHHs: nikapcbkoro 3acoby) - [ins Toprosoi ynakoBku
IHTac (nigTBEPMAXYETLCA AaHUMK PeasibHOro Yacy) (3miHa
dapmacbloTnkans TepMmiHy npuaartHocTi /13 3 2-x 40 3-X POKiB Ha OCHOBI
Nimiten, IHAiA OHOBJ/IEHUX AA@HKX NP0 CTabiNIbHICTb)
Brpo6HuK,
BiANOBIAa/IbHWI 32
BTOPWHHE
nakyBaHHs:
KPKA, a.4., Hoso
mMecTo, CroBeHis
Brpo6HuK,
BiANOBIAA/IbHWI 32
KOHTPO/b cepii,
BUMYCK Cepii:
KPKA, a.4., Hoso
MecTo, C/i0BeHist
132. | HEOMNAKC® TabneTku, BKpUTI KPKA, a.4., CnoseHis Brpo6HuK, Inpis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu | 3a UA/14939/01/01
nniBKOBOO Hoso mecTo BiANOBigabHUI 3a CnoBeHis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkuii 3aci6. peyenmom
060/10HKO0 1Mo 100 mr BMPOGHMLUTBO " in CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
Ne10 (10x1), Ne60 bulk”", nepBuHHe Ta yMoBax 36epiraHHsi roTOBOro flikapCbKoro 3acoby
(10x6), Ne120 (10x12) BTOPUHHE (36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
y 6nictepax nakyBaHHs: nikapcbkoro 3acoby) - [ns Toprosoi ynakoBku
IHTac (nigTBEPMAXYETLCA AaHUMK peasibHOro Yacy) (3miHa
dapmacbloTrKans TepMiHy npugatHocTi /13 3 2-x A0 3-X POKiB Ha OCHOBI
Nimiten, IHAiA OHOB/EHUX AaHWX NPO CTabiNbHICTb)
Bunpo6HuK,
BiANOBiAA/IbHWIA 32
BTOPWHHE
nakyBaHHs:
KPKA, a.4a., Hoso
MecTo, CrnoBeHis
Bunpo6HuK,
BiANOBiAA/IbHWIA 32
KOHTpO/b cepii,
BUMYCK Cepii:
KPKA, a.4a., Hoso
MecTo, CrioBeHist
133. | HIKBITUH 14 MI' nnactmp nakcoCmiTKna Benvka nakcoCwmitKnaiiH Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/12507/01/01
TpaHcaepmanbHuii, 14 1iH KoHCbloMep BpuTaHis [aHrapBaH peuist 3MiHu |l TMny - 3MiHK B iIHCTPYKL,T A5l MeguyHoro peuyenma
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
Mr/24 rog (3 BMIiCTOM Xenckep NimiTep, lpnaHgis; 3acTocyBaHHSA y po3ginu: NpoTunokasaHHa. B3aemopis
HIKOTWHY 78 Pamap AB.E. - 3 iHWYMK fikapcbKMMK 3acob6amu Ta iHLWi BUau
mr/nnactup) B ABNOH MnaHT 48-ii B3aemogijii. Ocob6MBOCTi 3aCTOCYBaHHA. 34aTHICTb
naketukax Ne 7, Ne 14 KM HauioHansHoro BM/IMBATU Ha LWBMAKICTb peakLii npy KepyBaHHI
woce AdiHu- aBTOTpaHCNOPTOM abo po6OTi 3 IHLIMMKU MEXaHi3Mamu.
Nawmig, MNpeuis Cnocib 3acTocyBaHHA Ta f03u1 MNepefo3yBaHHs.
Mo6iyHi peakuii
134. | HIKBITUH 21 MIr nnacTtmp nakcoCmiTKna Benvka nakcoCwmitKnaiiH Ipnangis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/12507/01/02
TpaHcaepmanbHuia, 21 H KoHcblomep BpuTaHis [aHrapsaH Ipeuis 3MiHU | TUMYy - 3MiHW B IHCTPYKUiT 4151 MeguyHOro peyenma
Mr/24 rof, (3 BMiCTOM Xenckep Nimviten, lpnaxgis; 3acTocyBaHHsA y po3gdinu: MNpoTunokasaHHsA. Baaemogis
HIKOTUHY 114 damap AB.E. - 3 iHWKMMK NiKapCbknMK 3acobamu Ta iHLWWi BUAK
mr/nnactup) B ABNOH MnaHT 48-ii B3aemogijii. Ocob6MBOCTI 3aCTOCYBaHHSA. 34aTHICTb
naketmkax Ne 7, Ne 14 KM HauioHasbHoro BMMBATU Ha LWBWAKICTb peakLil Npu KepyBaHHi
woce AdiHu- aBTOTPAHCMOPTOM ab0 po6oTi 3 IHWKMMK MEXaHi3Mamu.
Nawmig, Mpeuis Cnocib 3acTocyBaHHs Ta f03u1 [epefo3yBaHHs.
Mo6iyHi peakuii
135. | HIKBITUH 7 MI’ nnacTtvp nakcoCwmitKna Benvka nakcoCwmiTKnaiiH IpnaHgis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/12507/01/03
TpaHcaepManbHuii, 7 H KoHcblomep BpuTaHis [aHrapsaH peuis 3MiHu Il TUNY - 3MiHW B IHCTPYKLiT ANA MeAu4HOoro peyenma
Mr/24 rof, (3 BMiCTOM Xenckep Nimviten, lpnaxgis; 3acTocyBaHHsA y po3ginu: MNpoTunokasaHHsA. Baaemogis
HIKOTWHY 36 damvap A.B.E. - 3 iHWKMK NiKapcbKMMK 3aco6amMu Ta iHLWi BUau
mr/nnactup) B ABNOH MnaHT 48-ii B3aemopijii. Ocob6MBOCTI 3aCTOCYBaHHSA. 34aTHICTb
naketmkax Ne 7, Ne 14 KM HauioHasbHoro BMMBATU Ha LWBWAKICTb PeakLii Npu KepyBaHHI
woce AdiHu- aBTOTpaHCNOPTOM abo po6OoTi 3 IHLWMMKU MEXaHi3Mamu.
Nawmig, MNpeuis Cnoci6 3acTtocyBaHHSA Ta f03u [Nepeo3yBaHHS.
Mo6iyHi peakuii
136. | HOPAITPOMIH® PO3YMH ANS iH'EKUN, A/T HoBo [aHis Brpo6HMK [aHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0578/01/01
HOPAINET® 10 10 mr/1,5mnno 1,5 Hopgaick niKapcbkoro TMny - FOTOBWIA Nikapcbkuii 3aci6. BUpo6HULTBO. peyenmom
Mrii,5 Mn M/1Y nonepegHsL0 3acoby, nepBuHHe 3amiHa abo BBeAEHHS [,04aTKOBOI AiNIbHULL
3anoBHeHIli Wnpuu- Ta BTOPWHHE BMPOGHMLTBA /15 YaCTUHM ab0 BCbOro BUPOGHUYOro
pyuui Nel nakyBaHHs: npouecy roToBoro Jlikapcbkoro 3acoby (4inbHuus ans
A/T Hoso Hopagick, BTOPUHHOIO NakyBaHHs) (BBEAEHHSA f0AaTKOBOI
Janis; BUPOGHWYOI AiNAHKN NS BTOPUHHOTO NaKyBaHHS
Brpo6Huk ans niKapcbKoro 3acoby)
BTOPUHHOTIO
nakyBaHHs:
A/T Hoso Hopgick,
[Janis;
Brpo6HWK,
BiAnoBiganbHUii 3a
BWMYCK Cepiii
KiHLLeBOro
NPOAYKTY:
A/T Hoso Hopgick,
[aHis
137. | OKCANIMNATUH- | KoHueHTpaT ans TeBa 13painb dapmaxewmi b.B., Higepnangn/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8832/01/01
TEBA PO34mnHy ANs iHdy3il, dapmaueBTikan Higepnangu; AT YropLmHa 3MiHM | TUMY - BHECTW 3MiHW A0 IHCTPYKLiT Ans peyenmom
5 mr/mn no 4 mn (20 IHgacTpi3 /114, dapmaueBTUYHNI MeAMYHOro 3acTocyBaHHs y po3ainu: Mo6iyHi peakuji,
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
mr) a6o no 10 mn (50 3aBog TEBA, 3riAHO 3 iHhopMmaLlieto Woa0 6e3nekn 3acTOCyBaHHs
Mr), abo no 20 mn YropumHa Ail040T peyoBrHM okcaninnatuH. BBegeHHA 3MiH
(100 wmr), abo no 40 NpoTArom 6-T1 micsauiB nicnA 3aTrBepAKeHHsA
M (200 mr) y
dpnakoHi; no 1
(p1aKoHY B KOPOOLL
138. | OKTATrAM PO34MH ANA iH'eKL;i OKTA®APMA AscTpis OKTA®APMA AscTpisi/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/13905/01/01
no 20 mn, 50 mn, 100 dapmaueBTrKa dapmaueBTrKa LBewis/ BMNPAB/IEHHSI TEXHIYHOT MOMUIIKM - NPUBEAEHHS HA3BU peyenmom
M/, 200 mn y naswkax | MpogykTioHcreH MpoaykTioHcrec. PpaHuis/ noKasHuka sIKoCTi y crneundikaLii Ta MeTofy KOHTPO/I0
Ne 1 c Mm.6.X. M.6.X., ABCTpIs; HimeuunHa SAKOCTi FOTOBOrO NiKapCbKoro 3acoby Ao maTepiasis
OKTA®APMA AB, peecTpaLiiniHOro Aocbe
LLseuis;
OKTA®APMA
C.A.C., ®paHuis;
afbTepHaTMBHA
BMPOGHUMYA AinsHKa
AN BTOPUHHOTO
nakyBaHHs:
OKTA®APMA
'm6X, Oeccay,
HimeuyunHa
139. | ONIroBIT TabneTkn, BKPUTI laneHika AT Cepbis laneHika AT Cepbisn BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5929/01/01
o6onoHkoto, Ne 30 Benrpag Benrpag Tuny - 3MiHa HalilmeHyBaHHs Ta/abo peyenma

(10x3) y 6nicTepax

MicLle3HaxoKeHHs1 BUPOBGHMKa rOTOBOrO /1iKapCbKOro
3acoby, BK/IYaKUM MicLie NPOBEAEHHSI KOHTPOIO
SAKOCTi(BMPOGHMYA AifIbHULA BUMYCKY cepii) (3MiHa
HaliMeHyBaHHS Ta MiCLe3HaxX0AKEHHS BUPOOHNYOI

AinbHULI BUNYcKy cepii); 3MiHu | Tuny - 3miHa
HaliMeHyBaHHS Ta/abo MicLie3HaxX0MKEHHS 3asBHMKA
(BnacHvKa peecTpaLiiiHoro noceigYeHHs) (3miHa
HaliMeHyBaHHS Ta MiCLLe3HaXOMKEHHS 3asBHUKA);
3miHu | TUNY - FoToBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4ONoMKHUX pevyoBUHax)
roTOBOrO NiKapcbKoro 3acoby (iHLi 3miHM) (3MiHa
KifIbKICHOrO Ta SIKICHOro cknagy Aorn. pevoBuH) CynyTHS
3MiHa - [0TOBWIA Nikapcbkuii 3aci6. KOHTposb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cnewmdikauiii

Ta/abo [OMYyCTVMUX MEX rOTOBOrO /likapCbKoro 3acoby

(BMyYEeHHA HE3HAYHOro NnokasHuka (Hanpuknag,
BUYYEHHS 3aCTapifioro nokasHuka) (BUAaIeHHs i3
cneupudikaLii roToBoro /ikapcbkoro 3acoby HacTymHMX
noKasHuvkis «/aeHTndnkaums

MeTunnaparngpokcubeHsoaTa» Ta «KonmyecTBeHHoe

onpejeneHvne metTuanaparngpokcnuberHsoaTa» y 3B'3ky
3 BUAASIEHHSAM @HOr0 KOHCePBaHTY 3i Cknafdy roToBoro
NikapcbKOro 3acoby); 3miHu | TNy - FoToBWiA
NiKkapcbkuii 3aci6. KOHTposib roTOBOro Mikapcbkoro
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

3acoby. 3miHa napameTpiB cneyudikayii Ta/abo
[0NyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(OoonoBHeHHs cneuundikaLii HOBUM NOKa3HNKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) (LONOBHEHHS
cneuudikauii /13 HOBMM NokasHWKoM - «BTpaTa B Maci
Npy BUCYLLYBaHHI»); 3MiHM | TNy - FOTOBWIA NiKapCbKuii
3aci6. KoHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3mMiHa y
MeToAax BUNpPo6yBaHHSA roTOBOrO JliKapcbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoum
3amiHy abo f0NOBHEHHS) (MeTog Xxpomartorpadii Ha
nanepi, LLO BUKOPUCTOBYETLCA A5 iAeHTUdiKauil
6apBHVKIB 3aMiHEHO Ha GiNblL Cy4yacHUiA MeToz,
TOHKOLLIAPOBOI XpomaTorpadii; 3MmiHeHO onuc meToay
KifIbKiCHOro BU3HauYeHHs BiTamiHy B12
(umaHokobanamiHy) Ha onwvc, B SKpMy 6ibLL AeTaslbHO
3a3HayYeHo NPUroTyBaHHSA NOXMBHUX CepefoBULL, Ta
PO34UHIB; BUNPABAIEHO NOMUIIKY Y NOCUNAHHI Ha
thapmakoneiiHnii metog 3 EP 2.7. Ha USP gns
iaeHTudiKauii Ta KinbKicHOro BU3Ha4YeHHs BiTamiHy B12
(umaHokobanaminy); 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oToBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
MepBVHHI yNakoBLji rOTOBOrO /liKapCbKoro 3acoby
(sKicHWIA Ta KinbKicHWIA cknag) - Teepai nikapcbki
hopmu (3 meToKo 3abe3neyeHHs cTabifIbHOCTI
npenaparty 6nictep 3 NBX Ta ATKO/MBX donbrv 6yno
3amiHeHo Ha 6nicTep 3 MBX/MBAX Ta AJTKO/MNBX
ponbru. MBAX cTpiuka Mae 6inbLl BUCOKI
BOJ10ro3axycHi B1acTUBOCTI Hix MBX cTpiuka i Takum
YMHOM cnpusie CTabiNMbHOCTI MyNbTUBITAMIHHNX
KOMMNJIEKCIB, YyTANBMX [0 BNAMBY BOMOrM); 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3miHM y
BMPOGHULTBI. 3amiHa abo BBeAEeHHS J0AaTKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTUHN abo BCbOro
BMPOBHMYOro NPOLEeCy roTOBOTO JiKapCbKOro 3acoby
(iHWi 3MiHW) (3a3HaYeHHs AiTbHULI Nig, Ha3BO0
dabpuka TBEpANX hapMaLeBTUYHMX Npenapartis/Solid
Dosage Forms Plant , wo € yactuHoto Manenika AT
Benrpag, ans BUpo6HuLTBa HedhacoBaHOT MPOAYKL;,
NepBUHHOTO Ta BTOPUHHOIO BUPOGHMLTBA J13.
Bupo6bHuua ginbHuus dabpuka TBepamux
chapmaueBTUYHUX Npenaparis € CTPYKTYPHUM
nigpo3ainom komnaxii Manexika AT Benrpag Ta
po3TalloBaHa 3a TIE X agpecoto Wo i ManeHika AT
Benrpaf Ta He € OKpEMOIO OPUANYHOK 0CO601D);
3MiHu Il TUNY - 3MiHK 3 SIKOCTi. FOTOBWUIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro 3acoby. 3miHa
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs

napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO JiKApCbKOro 3acoby (iHLWi 3miHN) (3 meTo
3a6e3neyeHHs 3asB/IEHOr0 BMICTY BiTaMiHIiB y
TabneTkax NPOTAromM TepMiHy npuaatHocTi 6yno
36iNbLUEHO X HAAWLLKV NPU BUPOGHULTBI NikapCbKoro
3aco0y. [ns BpaxyBaHHA HaMLLKIB, LLO
BMKOPWCTOBYIOTLCS, BY/10 PO3LLNPEHO BEPXHIO MEXY
BMICTY BiTaMiHiB y cnevuudikauii roToBoro siikapcbkoro
3acoby. BepxHa mexa BMICTy MiHepasiB 3a/IMLIaeTbCA
HEe3MiHHOH0), 3MiHu Il TNy — FOTOBMIA NikapcbKMii 3aci6.
Brpo6HMUTBO. 3MiHM y NpoLeci BUpo6GHMULTBa rOTOBOrO
nikapcbKoro 3aco6y (iHWi 3MiHM) 3MiHK B NPOLLECi
BMPOGHMLTBA 13 y 3B 53Ky i3 3MiHOK cKnagy
[0MNOMDKHWUX pevyoBUH

140. | ONIMECTPA® H TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/13600/01/01
20 nniBKOBOO HoBo mecTo MecTo, CroBeHis HimeuunHa 3MiHM | TUNy - 3MiHa y MeTofAax BunpobyBaHHs peyenmom

060/10HKO10, M0 20 (BignoBigansHuii 3a roTOBOrO /iKapCbKOro 3acoby — He3HauHi 3MiHM 40
mr/12,5 mr Ne 28 BMPOGHMLITBO, MEeTOAVKM BUNPOGYBaHHS «CynpoBiAHi fOMILLKU»
(14x2), Ne 30 (10x3), nepBuHHe Ta
Ne 56 (14x4), Ne 60 BTOPVIHHE
(10x6), Ne 84 (14x6), nakyBaHHs,
Ne 90 (10x9), Ne 98 KOHTPO/Ib Ta
(14x7) B 6nicTepax Bunyck cepii); TAL

dapma 'méX,

HimeuunHa

(BignoBigansHuii 3a
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMNYCK cepii)

141. | ONIMECTPA® H TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13601/01/01
40 NNiBKOBOIO HoBo mecTo mMecTo, CrnoBeHis HimeuyunHa 3MiHM | TUNy - 3MiHa y MeToAax BUNpoGyBaHHS peyenmom

060n0Hkoto, no 40 (BignoBiganbHuin 3a rOTOBOrO JliKapCbKOro 3ac00y — HE3HAYHI 3MiHW A0
Mr/12,5 mr Ne 28 BMPOGHMLTBO, MeTOAVKM BUNPO6YBaHHA «CynpoBigHi JOMILLKU»
(7x4), Ne 30 (10x3), Ne nepBuHHE Ta
56 (7x8), Ne 60 (10x6), BTOPUHHE
Ne 84 (7x12), Ne 90 nakyBaHHs,
(10x9), Ne 98 (7x14) B KOHTPO/b Ta
6nicTepax Bunyck cepii); TAL,

dapma 'm6X,

HimeuunHa

(BignoBiganbHuin 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
BMNYyCK cepii)
142. | ONNIMECTPA® TabneTkn, BKPUTI KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoseHisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/13602/01/01
HD 20 NNiBKOBOIO HoBso mecTo mMecTo, CroBeHis HimeuyunHa 3MiHM | TUNy - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
0600HKot0, Mo 20 (BignoBiganbHwin 3a rOTOBOrO J1iKapCbKOro 3acoby — He3HAYHI 3MiHW A0
Mr/25 mr Ne 28 (7x4), BMPOBHMLTBO, MEeTOAMKMN BUNPOOYBaHHs «CynpoBigHi AOMILLKM»
Ne 30 (10x3), Ne 56 nepBuHHE Ta
(7x8), Ne 60 (10x6), Ne BTOPUHHE
84 (7x12), Ne 90 nakyBaHHs,
(10x9), Ne 98 (7x14) B KOHTPO/b Ta
6nicTepax Bunyck cepir); TAL,
dapma N'vbX,
HimeuunHa
(BignoBiganbHwin 3a
nepBuHHEe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNycCK cepil)
143. | ONIMECTPA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, g.4., Hoso CnoseHis/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/13600/01/02
HD 40 nniBKOBOO Hoso mecTo MecTo, CroBeHis HimeuunHa 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHSA peyenmom
060/10HKO0, M0 40 (BignoBiganbHUiA 3a roTOBOrO NikapCbKoro 3acoby — He3HauHi 3MiHW 0
Mr/25 mr Ne 28 (7x4), BMPOGHMLITBO, MEeTOAMKM BUNPOBYBaHHSA «CynpoBigHi SOMILLKMN»
Ne 30 (10x3), Ne 56 nepBuHHE Ta
(7x8), Ne 60 (10x6), Ne BTOPVHHE
84 (7x12), Ne 90 nakyBaHHs,
(10x9), Ne 98 (7x14) B KOHTPO/Ib Ta
6nicTepax Bunyck cepii); TAL
dapma M'vbX,
HimeuunHa
(BignoBiganbHUiA 3a
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYyCK cepii)
144. | OMAPOH® Tabnetky no 10 AT "Hwxdapm" Pocilicbka AT "Hwxdpapm" Pociiicbka BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/6927/01/01
TabneTtok y 6nictepi; depepauis depepauis TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo peuyenma —
no 3 a6o no 6, abo no MiCLLe3HaXOKEHHS 3asBHUKa (B/1acCHUKa Ne 30, Ne
9 6nicTepiB y nayui 3 peecTpavLiiiHoro NocBig4eHHs1) - 3MiHa HaliMeHyBaHHs 60
KapTOHY Ta MiCLe3HaxoMKeHHS 3asBHMKa. 3MiHW | Tuny - 3miHa 3a
HalilMeHyBaHHs Ta/abo MicLie3HaxXOoMKeHHS BUPOGHMKa | peuyernmom
roToBOro NikapcbKoro 3acoby, BKIYaumn micue — Ne 90

NpoBefEeHHSA KOHTPOJTI0 AKOCTI(BMPOBHUYA AinbHNLA
BMNYCKY cepii) - 3viHa HaliMeHyBaHHS Ta NpBeAeHHS
MiCLLe3HaxXoMKEHHS BUPOOHMKA Y BigNOBIAHICTb A0
BrcHOBKY W00 NigTBEPAKEHHS BiAMNOBIAHOCTI
BMpo6HMUTBa J13 BUMoram GMP (Jepxnikciyxo6a
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

YKpaiHu).
BBefeHHs 3MiH NpoTarom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.

145.

O®JTIOKCALNH-
200

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, N0 200 Mr
Ne 10 (10x1) y
6nictepax

€8po Mavidkep
nTg,

Benuka
BpuTaHis

®AC NimiTen

IHais

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHK | TNy - 3MiHa NapamMeTpiB cneyundikaw,in Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbKoro 3acoby -
npuBeAeHHs KpUTepiiB NPUIAHATHOCTI cneumdikawil
roTOBOrO /iKapCbKOro 3acoby 3a NoKa3HWKOM
"CynpoBigHi gomiwwku" go sumor USP; cynyTHA 3MiHa:
3MiHW Y MeTofax BUNpobyBaHHA rOTOBOTrO NiKapCbKoro
3aco6y 3a NoKasHMKOM «CynpoBigHI OMILLKU» Y
3B'A3KY 3 MPMBEAEHHAM KPUTEPITB NPUAHATHOCTI A0
Bumor USP

3a
peuyenmom

UA/10588/01/01

146.

ODTONIK

Kpani o4Hi no 5 mn,
10 M1y pnakoHi-
KpanenbHuui Ne 1

CEHTICC
®APMA TBT.
nra.

IHgis

CEHTICC ®APMA
NBT.NTL.

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. TOTOBWIA NikapcbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOrO JliKapCbKOro 3acoby

(36iNbLUEHHA TEepMiHY NPUAATHOCTI FTOTOBOrO
nNiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(nigTBEPOKYETHCA AaHUMK peasibHOro Yacy)—

36iNbLUEHHS TepMiHY NpUAaTHOCTI FTOTOBOIO
nikapcbkoro 3acoby, OdhTonik, kpansai ouHi no 10 mny
chnakoHi-kpanenbHuui Nel. (3aTBepakeHo: 2 poku;
3anponoHoBaHo: 3 PoKK)

BBefieHHs1 3MiH npoTArom 6-Tv MicsALiB nicns
3aTBepmKeHHs. CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
[oToBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JliKaPCbKOro 3acoby (36iNbLUEeHHSI TEPMIHY
NpUAATHOCTI FOTOBOrO JliKapCbKOro 3acoby) - IMicns
nepLuoro poskpuTTa (NiATBEPAKYETLCA faHUMU
peasibHOro yacy) — 36i1bLIEeHHS TEPMiHY NPUAATHOCTI
roTOBOrO likapcbkoro 3acoby, OToNIK, Kpanai o4Hi No
10 mn y chnakoHi-kpanenbHuui Nel, nicns nepLuoro
pO3KpUTTS. BBEAEHHS 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepKeHHs

6e3
peyenma

UA/5782/01/01

147.

NAHIPON®
10000

Kancynv TBepai 3
KMLLKOBOPO3YNHHUMMU
MiHi-TabneTtkamu, Ne
20, Ne 50 y 6aHkax Ne
1

MeHapiHi
IHTepHeLoHan
OnepeiiloHc
JNokcembypr
C.A.

JNokcembypr

Brpo6HuuTBO "in
bulk", koHTpoNb
cepiii:

Apep )
dapmacbioTik/IC
CP/, ITanis;
KiHuese
nakyBaHHs:
ApgaHc dapma
'm6X, HimeuunHa;
Hopamapk

ITanis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu micusa NPOBaKeHHS AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro 3acoby,
BK/IIOUAI0UM AiNbHULj BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LiSNIbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEP, HE BK/IHOYAOYM BUMYCK
cepiit) -
3MiHa HaliMeHyBaHHs1 BUPOGHUKa

6e3
peyenma

UA/6763/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
ApuHaiimiTens
M6X & Ko. KT,
HimeuunHa,
ApTe3aH ®apma
M6X & Ko. KT,
HimeuunHa,
KoHTposnb Ta
BWNYCK CepiiA:
BEPJIIH-XEMI AT,
HimeuynHa
148. | NAHIPON® 25 Kancysv TBepgi 3 MeHapiHi Jrokcembypr Bupo6HMUTBO "in ITania/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | 6e3 UA/6763/01/02
000 KMLLKOBOPO3YMHHUMU IHTEepHeLwoHan bulk", kOHTpO/Ib HimeuyunHa TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
MiHi-Tabnetkamu Ne OnepeliLloHc cepiit: Ta/abo agpecu MicLs NPOBaKEHHSA AISNbHOCTI
20, Ne 50 y 6aHkax Ne Jtokcembypr Agep BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
1y KapTOHHiiA KOpOOGLi C.A. PapmacbHTiK/IC BK/IIOHAKUM AiNbHULI BUNYCKY cepil abo micue
CPA, Itanis; NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiSNbHICTb, 3a AKY
KiHueBe BignoBigae BMPOGHMK/iIMNOpTEp, HE BKIKOYAOUM BUMYCK
nakyBaHHs: cepiif) - 3MiHa HaliMeHyBaHHs BUPOOHMKa
ApgaHc dapma
M6X, HimeuyunHa,;
Hopamapk
ApuHaiimitTens
M6X & Ko. KT,
HimeuunHa,;
ApTesaH Papma
M6X & Ko. KT,
HimeuunHa,;
KoHTposb Ta
BUMYCK Cepiit:
BEPIIH-XEMI AT,
HimeuynHa
149. | NEHIUWNIH G NOPOLLIOK A/151 PO3UMHY CaHpos 'mbX ABcTpis CaHpo3 'm6X- ABCTpis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3977/01/01
HATPIEBA Cl/lb Ons iH'ekuii no 1 000 TexOnc TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
CAHAO3® 000 MO, 100 Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
(h/1aKOHIB 3 MOPOLLKOM BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro 3acoby,
Y KapTOHHI kopobui BK/IHOUAKOUM AiNbHULi BUNYCKY cepil abo micue
NPOBeEHHS KOHTPOJO AKOCTI. (fiANbHICTb, 3a Ky
BiANOBIAA€e BUPOGHWK/IMNOPTEP, BKIOUAKUM BUMYCK
cepiii) (Ha3Ba BMPOGHMWKa (4151 BUPOGHULITBA
aHTUOIOTVKIB), AOMNOBHIOETLCA NMO3HAYEHHAM «TexOnc»
(TexHiuHi onepadjii) - NpUBOAMTLCS Y BIANOBIAHICT A0
[OKYMEHTIB BUPOGHUKa) (TepMiH BEAEHHS 3MiH -
nNpoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)
150. | NMEHTOKCU®INIH | po3unH ANns iH'ekuiii TOB "HIKO" YkpaiHa TOB "HIKO", Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14521/01/01
-H 20 mr/mn, no 5 mn B YkpaiHa,; Ipeuis TMNy - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM | peyernmom
amnyni, no 5 amnyn B HeposdacosaHuii y BUpO6GHMLTBI. 3amMiHa abo BBeAEHHSA 40AATKOBOI

nauuj 3 KApToHY

NPOAYKT, NEPBUHHA

LOiNbHUL} BUPOBGHULTBA /18 HAaCTMHU abo BCbOro
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

ynakoBka,
BTOPUHHA
ynakoBka,
KOHTPO/b:
JEMO CA

®APMACBIOTIKA

N IHOACTPI,
Ipevis

BMPOGHNYOro NPOLLECY FOTOBOTO JIiKapCbKOro 3acoby
(8inbHULA, Ha SKI NPoBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUNYCKY Cepii, KOHTPO/O AKOCTi Ta
BTOPUHHOIO NaKyBaHHA A1 CTEPUSIbHUX NiKAPCBKNX
3aco6iB (Bk1OYAOUM BUPOGIEHI acenTUiHUM
METOZ0M), KpiM Mikapcbkrx 3acobis
6i0N10riYHOro/iMyHO/IOMNYHOr0 NOXOMKEHHS) (BBEAEHHS
[0[aTKOBOI AiNbHULI BUPO6HMLUTBA /13, Ha sKiit
3Ai/iICHIOETLCA BUPOBHMLITBO HEPO3GhacoBaHOro
NPoAyKTy, NepBMHHA Ta BTOPUHHa ynakoska: JEMO CA
®APMACBIOTIKAN IHOACTPI, Ipeuis (21-# kv
HaujioHasnbHOT Joporn AdiHn-/lamisa, KpioHepi ATTurKa,
14568, 'peuis). CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapcbknii 3aci6. 3MiHW Y BUPOOHULTBI.
3amiHa abo BBeEeHHSA 00AaTKOBOI AifTbHULL
BMPOGHULTBA AN15 YaCcTVHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NiKapCcbKoro 3acoby (ainbH1LA ans
BTOPWHHOrO nakyBaHHs); 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOBHULLTBI.
3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/II0 AKOCTI FOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha sKil
3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHSA cepil)
(BBELEHHA 00AATKOBOI AiNbHUL 415 NPOBEeAEHHSA
KOHTposto/BUNpobysaHHA cepii [N13: JEMO CA
®APMACBIOTIKAN IHOACTPI, Ipeuis (21-# kv
HaujioHanbHOT Jloporn AdiHn-lamisa, KpioHepi ATTurKa,
14568, pedist); 3MiHK | TUNY - 3MiHK 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIoYaroun gianasoH po3mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbeHHs 4o 10 pasis
NOPIBHSHO i3 3aTBEPAKEHUM PO3MipOM) (36iN1bLUEHHS
po3Mipy cepii /13, NOPIBHAHO i3 3aTBEPAKEHUM, 415
HOBOI AiNbHULi BUpobHuuTBa JEMO CA
SAPMACBIOTIKAN IHOACTPI, peuis - 2000 n);
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6.
3miHa chopmun abo po3Mipy KOHTelHepa uu
3aKynopoBasibHOr0 3acoby (MepBUHHOT ynakoBku)
(cTepunbHi nikapcbki 3aco6u) (3MiHa reoMeTpPUYHOT
hopMK NEePBMHHOTO NaKkyBaHHA (amnys) Ans HOBOI
AinbHuUi BUpo6HuyTBa MN3: AEMO CA
PAPMACBIOTIKAN IHOACTPI, peuist)

151.

NENOHEH
AKTMB

Kancysm m'ski no 600
Mr no 60 kancyny
dhnakoHi; no 1
dp1aKoHy y Kopobui

TeBa
$apmaueBTikaU
IHpacTpis 14,

I13painb

AT

dapmaLeBTUYHUI

3aBog TEBA

YropuwmHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHK | TNy - BBEAEHHS a60 3MiHM A0 y3arasibHEHNX
OaHuX Npo cuctemy chapmakoHarnsgy (Bkaoyarun
KOHTaKTHi flaHi) Ta/ab0o 3MiHM Y PO3MILLLEeHHI MacTep-

6e3
peyenma

UA/9427/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0YeHHs
chaiina cuctemu chapmakoHarnsgy
152. | NINEPAUWUNIH- NOPOLLOK 4719 PO3UUHY TeBa I3painb MNIBA XpBaTtcka Xopsaris/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12729/01/01
TA30BAKTAM- Ons iHdysili, 2 1/0,251 | dapmaueBTikan [.0.0., XopBaris; Icnanis/ 3MiHM | TUNy - 3MiHK y NapameTpax cneuudikalii peyenmom
TEBA y thnakoHax Ne 1 IHpacTpi3 14, Na6opaTtopio Peir KnTaii Ta/abo fonyCTUMUX MEX, 3a3HaYeHNX y
Modpe, C.A., cneumgikayisx, o5 NnepBMHHOT ynakoBkn A®I abo
IcnaHis; Keiny [il040T PEYOBYHW — BUTYYEHHS NnoKasHuka «[lliporeHun»,
TiaHxe [OMNOBHEHHA crieumdikavii nokasH1kaMun «bakTepiabHi
dapmaueBTiKan €HA0TOKCUHU», «AHOMa/IbHA TOKCUYHICTb»; 3MiHW |
Ko., NiTa., Kutaii TMny - 3MiHa y napameTpax cneuudikayin Ta/abo
[ONYCTUMUX MEX, BU3HaUeHMX y cneyudikaLisx Ha
A®I|, ab0 BMXiZHNIA/NPOMIXXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea AdI
(3BYXKEHHS1 JOMYCTUMUX MEX, BUSHAYEHUX Y
cneuunagikauii); 3MiHn || TMNy - OHOBIEHHST MacTep-
dhavina Ha fitoyy pevoBrHy Ta3obakTaM-KncnoTy
Bupo6HuuTBa Qilu Tianhe Pharmaceutical Co., Ltd.;
3MiHK |l TNy — fofaHHA albTEPHATUBHOIO BUPOOHMKA
Airoyoi pevoBuHM ninepaumniny Qilu Tianhe
Pharmaceutical Co., Ltd.
153. | NINEPALWNIH- NOPOLLIOK A1 PO3YMHY TeBa I3painb MNIBA XpBarcka Xopsaris/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12729/01/02
TA30BAKTAM- Ons iHdysiii, 4 r/0,5 1 $apmaueBTikas 0.0.0., XopBaris; IcnaHis/ 3MiHM | TUNy - 3MiHK y NapameTpax cneuudikadliii peyenmom
TEBA y thnakoHax Ne 1 IHpacTpi3 74, Na6opaTtopio Peir KnTaii Ta/abo fonyCTUMUX MEX, 3a3HaYeHNX y
Viodope, C.A., cneumdikauisix, 415 nepBrHHOI ynakoskn A®| abo
IcnaHis; Keiny [il040T PEYOBUHU — BUTYYEHHS NnokasHuka «[lliporeHu»,
Tianxe [OMNOBHEHHA crieumdikavii nokasH1kaMun «bakTepianbHi
dapmaueBTiKan €HA0TOKCUHU», «AHOMa/IbHA TOKCUYHICTb»; 3MiHN |
Ko., NiTa., Kutaii TMny - 3MiHa y napameTpax cneuudikayin Ta/abo
[ONYCTUMNX MeX, BU3HaUeHuX y cneyudikadisx Ha
A®l, abo BUXIAHWIA/NPOMDKHWIA MPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(3BYXKEHHS JOMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii); 3miHu Il TUMy - OHOBMIEHHA MacTep-
thaiina Ha gjtody peyoBuHY TazobaKTaM-KUCI0Ty
Bupo6HuuTBa Qilu Tianhe Pharmaceutical Co., Ltd;
3MiHu |l TNy — fofaHHA aflbTEPHATUBHOIO BUPOOHMKA
Aitoyoi pevoBuHM ninepaumnidy Qilu Tianhe
Pharmaceutical Co., Ltd.
154. | NIPALEETAM Tabnetkv no 200 Mr NAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/5788/01/01
no 10 Tabnetok y "Ximhapmsasog "Ximdhapm3sasop 3MiHK | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom

6nictepi; no 6
6nicTepiB y nauuj 3
KapTOHY

"YepBoHa 3ipka"

"YepBsoHa 3ipka"

3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTI
abo ymoBax 36epiraHHsi rOTOBOrO Jlikapcbkoro 3acoby -
3MiHa B yMOBax 36epiraHHsl. BBegeHHsA 3MiH
npoTarom 3-x MicsiliB NicNA 3aTBEPMAKEHHSA; 3MiHM |
TMny - 3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa (BK/ItOYaoun, 3a
HeoOXiAHOCTI, MicLie NPOBEeAEHHS KOHTPO/IO SKOCTI),
abo BnacHuka MacTtep-goaiina Ha A®l, abo
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

nocravansHuka A®1/BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCH Y BUPO6HULTBI ADI (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudiikata BignosigHOCTI EBponelichbkin hapmakonel
y 3aTBep)KeHOMY A0CbE, a60 BUPOGHUKA HOBOI
[0MNOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
3MiHa HallMeHyBaHHS1 BUpobHuka A®I nipaueTtamy;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
roTOBOrO /liKapCbKOro 3acoby (BMTy4YEeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Un
CMakoBUX 106aBOK))

155.

MIPALLETAM

Tabnetkv no 400 mr
no 10 TabneTok y
6nicTepi; no 6
6nicTepis y nauuj 3
KapTOHY

NnAT
"Ximchapm3sasog
"UepBoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3saBog
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis:
3MiHK | TUNYy - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKuii
3aci6. CtabinbHiCcTb. 3MiHa y TepMiHax npuaaTHOCTI
a60 ymoBax 36epiraHHs roTOBOro JlikapCbKoro 3acooy -
3MiHa B ymoBax 36epiraHHsl. BBeeHHs1 3MiH
NPoTArom 3-xX MicALiB nicnsa saTBepAKeHHs; 3MiHu |
TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaYKEHHS AiS/IbHOCTI BUPOOHMKA (BK/ItOUaKoun, 3a
HeoObXiAHOCTI, MicLle NPOBEAEHHSI KOHTPOSHO SKOCTI),
abo BrlacHuka macTep-thaiina Ha A®l, abo
nocravasibHuka A®1/BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO
Yy OOCbE Ha JiKkapCbKUii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakonel
y 3aTBEPAXEHOMY [0CbE, a60 BUPOGHMKA HOBOT
[,0MOMIDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
3MiHa HalilMeHyBaHHs BUpo6HUKa A®| nipaueTamy;
3MiHK | TUNY - 3MiHK 3 KOCTi. FOTOBWIA NiKapCbKMiA
3aci6. KOHTpO/1b FOTOBOro NiKapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOro Nikapcbkoro 3acoby (BUyYeHHs HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB UK
CMakoBUX f06aBOK))

3a
peuyenmom

UA/5788/01/02

156.

NONIAEKCA 3
DEHITIE®OPUHO
M

cnpeii HasasTbHUM,
pO34mH no 15 mny
hnakoHax 3
po3nuntoBavem Ne 1

Na6opaTtopii
Bywapa
Pekopgaari

®paHuis

CodpapTekc

PpaHLis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
3MiHM | TUNYy - 3MiHa napameTpiB cneuudikayiin Ta/abo
[0MNyCTUMUX MEX FOTOBOrO JiKapCbKOro 3acoby -
[OMOBHEHHSA creumdikalii HOBUMM MOKa3HMKaMu 3
BiANOBIAHMMU MeToAaMy BUNPOBYBaHHA «MBY» Ha
BUMYCK Ta Ha TePMiH npuAaaTHocTi, «KinbkicHe
BU3HAYEHHS NPOAYKTIB Aerpagauii: cnupT

3a
peyenmom

UA/2831/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

[lekcameTa30HOoBUIA, heHinanaxiH,
MeTarigpokcnbeHsoaTHa K1cnoTa, agpeHanid, HeamiH»
Ha TepMiH NpuaaTHOCTI. BBeAEHHS 3MiH NpoTAroM 6-Tu

MicsILiB nicns 3aTBepPKEHHS; 3MiHM |l TUNy - 3miHa
napameTpiB cneundikayii Ta/abo JONyCTUMUX MEX
roTOBOrO /1iKapCbKOro 3acoby - 3MiHa HOPM NOKa3HWKIB
"Onuc", "KinbkKicHe BU3HaYeHHSA
MeTuanaparigpokcnbeHsoara” Ha BUNyCK Ta Ha TEPMIH
npuAaaTHOCTI, NoKa3HUKa «pH» Ha TepMiH NpuaaTHOCTI,
Ta npuBeAeHHN NokasHukiB «KinbkicHe BU3HaYeHHS
HeomiuyuHy cynbdaty, MonimikcuHy B cynbdary,
[JlekcameTa3oHy HaTpito meTacynbthobeH3oary
deHinedpuHy», «lgeHtudikauis HeomiymHy cynsars,
«lgeHTudikayis nonimikcnHy B cynbgaty»,
«lpeHTudpikauis gekcameTasoHy HaTpilo
MeTacynbobeH30aTy», «laeHTudikauis geHinedpuHy
rigpoxnopuay», «lgeHtndikais
MeTuanaparifpokcnbeH3oaTty» y BigNoBigHICTb 3 AOCLE
BMpOOHUKa. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nicns 3aTBepmXeHHs; 3MiHu | TUny - 3MiHa y MeTogax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby -
He3HayHa 3MiHa y 3aTBepAXeHNX MeToaax
BMNPOBYBaHHS; 3MiHW | TUNY - 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby - BUTYYEHHSI NOKa3HUKIB i3
cneumdikauii Ha TepmiH npuaaTtHocTi: «O6’em, L0
BUTAraeTbCaA» «BigHOCHA rycTnHay», «laeHTudikawis»,
L0 He 6yAyTb MaTV BN/IUB HA AKICTb FOTOBOrO
nikapcbKoro 3acoby; 3miHu |l Tuny - 3MiHa y meTogax
BMNPOBYBaHHS roTOBOTIO NiKapCbKOro 3acoby - 3miHa
meTogy "KinbkicHe BU3HaYeHHs nonimikcnHy B
cynbdaty"”, Lo BUKOHYETLCSA MIKPOGIONOriYHUM
MeToaoM Avdoysii B arap

157.

NMPOTAMIHY
CYNb®AT

PO34MH ANA H'EKLNA,
1000 MO/wmn, no 10
M1y dpnakoHi; no 1
chnakoHy B nauuj 3
KapTOHy; Mo 5 MmNy
hnakoHi; no 5
dhnakoHis B nauii 3
KapTOHY

MpAT "Mo
BUPOOHMLTBY
IHCYniHIB
"IHOAP"

YkpaiHa

MpAT "lMo
BUPOOHMLTBY
iHcyniHiB "IHOAP"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu |
My - AGMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuW
nikapcbKoro 3acoby (3aTBepmkeHo: MNpoTtamiHy
cynbat 10 000 MO); 3miHu Il TURY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa po3mipy
yNakKoBKW rOTOBOrO NiKapcbKoro 3acoby (3MiHa
Macu/06'eMy BMICTy KOHTeliHepa 6aratogo3oBoro
CTepWUILHOrO NikapcbKoro 3acoby (abo ogHOA030BOrO,
4YaCTKOBOro BMKOPUCTaHHSA) Ta 6arato4030B0ro
NiKapcbKoro 3acoby 6ioNoriYHOro/iMyHos10r4YHOro
NOXOKEHHS A/151 NapeHTEPasIbHOr0 3aCTOCYBaHHS).
CynyTHS 3MiHa - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii

3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y

3a
peuyenmom

UA/9616/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
MeToAax BUNPo6YyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBepKeHNX MeTogax
BMNPOOYBaHHSA) — AoAaBaHHS HOBOT yNakoBKU Mo 5 mMn
y thnakoHax, 6e3 3MiH1 NEePBUHHOIO NaKyBaslbHOro
mMaTtepiany. Y 3B'13Ky 3 4OAaBaHHSIM HOBOI YNaKOBKM MO
5 Mn y hnakoHax BHOCATbCS KOPeryBaHHS y
cneuundikavii/meTogax KOHTPOSO AKOCTI N. «O6’eM, LLO
BUTATAETLCA», P. «YNakoBka» Ta p. «Cknag», aK
Hacnigok BigNoBiAHI 3MiHW B TEKCTI MapKyBaHHS
yNaKoBOK.
158. | NY/IbMOBPI3® TabneTkn, BKPUTI Mosi Xenc 'm6X | LBenuapia | CaBa Xenckea /114, IHgis/Tpeuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | 6e3 UA/10212/01/01
o60n0oHkoto, no 20 IHais TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
Tabnetok y 6nictepi; Knesa CA, peuis y BUpO6HMLTBI. 3aMiHa abo BBeieHHA A0AATKOBOI
no 1 a6o no 2 Bannec LiNbHUL| BUPOBGHULTBA A4/18 YaCTMHU ab0o BCbOro

6nicTepy B KapTOHHIiA
ynakoBLij

PapmacbloTikasic
Met., N174., IHAIA

BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(AinbHWUA, Ha siKili NpoBOAATLCS ByAb-AKi BUPOOHWYI
cTagji, 3a BUHAATKOM BUMYCKY Cepili, KOHTPOJIO SKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepuibHUX Nikapcbknx 3acobis) (BBEAEHHSA
[0aTKOBOro BUPOGHMKa rOTOBOTO NiKapCbKOro 3acoby,
AKWIA BiAMOBIfAE 3a BUNYCK cepil, BKIoYaKuu ii
KOHTPO/b/BUNPOBYBaHHSA cepil, NepBNHHE Ta BTOPUHHE
nakyBaHHS Ta, K Hac/ifoK, HOBa a/ibTEPHATNBHA
ynakoBKa i3 36epexeHHsIM iCHyru4Oi - Bannec
dapmacstoTikanc MBeT., ITa. bxaTtiaH, Hanarapx. QicTp.
ConaH, Eiu. Mi., IHgjs, fo Bxe 3aTBepmkeHnx: 1)Casa
Xenckea Jitg GIDC IcTeiiT, 507-B-512, BagxsaH CiTi -
363 035, CypeHgpaHarap, IHais,

2) Knesa CA MapHiToc AB.189, AxapHaii ATTiki , 13675,
Ipeuis) CynyTHsi 3MiHa - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBEJEHHS 404ATKOBOI AibHULi BUPOOHMLUTBA ANst
YyacTuHM abo BCbOro0 BUPOBHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHUUA 4151 BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 IKOCTi. [OTOBWIA Nikapcbknii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOI fiTbHUL BUPOGHULTBA A1 YaCTUHU abo
BCbOr0 BUPOOHNYOro NPOLEeCcy roToBOro NiKapcbkoro
3aco0y (AinbHMLA AN NEePBUHHOTO NakyBaHHS); 3MiHK |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0
CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHUKA, L0 BiAMOBiZA€E 3a BBE3EHHSI Ta/abo BUMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHS cepii
(BBEAEHHA [0OAATKOBOrO BUPOOHVKA rOTOBOrO
NiKapcbKoro 3acoby, skuii Bignosigae 3a BMNyck cepil,
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

BK/IHOUA0UN il KOHTPO/IL/BUNPOBYBaHHS cepii,
nepBUHHE Ta BTOPWHHE NakyBaHHSA Ta, SK Hacnigok,
HOBa asibTEPHATMBHA YNaKoBKa i3 36epexeHHAM
icHytouoi - Bannec ®apmacstotikanc Met., /ITa,.
BxariaH, Hanarapx. fictp. ConaH, Eiu. Mi., IHgisa, go
BXe 3aTBepmkeHnx: 1)Casa Xenckea J/itg GIDC
IcTeiiT, 507-B-512, BagxsaH Citi -363 035,
CypeHgpaHarap, IHgis 2) Knesa CA lMapHitoc AB.189,
AxapHaii ATTiki , 13675, 'peuia); 3miHu | Tuny - 3miHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIOYatoumn
AianasoH po3Mipy cepil) roTOBOro /likapcbkoro 3acoby
(3meHLeHHst fo 10 pasiB) (3MeHLLEHHS po3Mipy cepil
AN [oAaTkoBoro BUpo6Huka, Bannec
dapmacbtoTikauic MBT. JIT4. 1HAiA)

159.

NyYNbMOBPI3®

TabneTku, BKpUTI
060710HKO10, in bulk:
no 10000 TtabneTok y
noaBiHMNX
noslieTUIEHOBNX
nakertax

Mosi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,
IHgis
Knesa CA, 'peuis
Bannec
dapmacbloTikasc
Met., 1T4., IHAIA

IHAis/Tpeuis

BHECEHHS 3MiH [0 peecTpauiiiHnx maTtepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI. FOTOBUIA NikapCbkWii 3aci6. 3MiHW
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOT
AiNbHUL BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLiecy roToBOro NikapcbKoro 3acoby
(BinbHULSA, Ha SKI NPOBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagji, 3a BUHSATKOM BUNYCKY CEPiii, KOHTPOIO AKOCTI,
NMepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A5
HEeCTEpPUIbHUX NiKapcbkux 3acobiB) (BBEAEHHS
[04aTKOBOro BUPOOHWMKA roTOBOrO JliKapcbKoro 3acooy,
SKWIA BIAMNOBIAAE 3a BUMYCK cepii, BKIoYaoun i
KOHTPO/b/BMNPOBYBaHHA cepii, NepBNHHE Ta BTOPUHHE
nakyBaHHs Ta, SIK HacnifokK, HoBa asibTepHaTUBHA
yMnakoBKa i3 36epeXxeHHsIM iCHyto4Ooi - Bannec
$apmacstoTikasic MBT., /ITg. bxaTtiaH, Hanarapx. 4icTp.
Conat, Eitu. Mi., IHgia, po BXxe 3atBepmkeHux: 1)Casa
Xenckea /1Itg GIDC IcTeiT, 507-B-512, BagxBaH CiTi -
363 035, CypeHgpaHarap, IHais,

2) Knesa CA MapHiToc AB.189, AxapHaii ATTiki , 13675,
peuist) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHMLTBI. 3amiHa abo
BBE/IeHHS A0AaTKOBOT AiNIbHULI BUPOBHULTBA A5
4acTuHK abo BCbOro BUPOBGHNYOTO NPOLLECy roToBOro
nikapcbKoro 3acoby (AinbHWUUSA AN BTOPUHHOTO
nakyBaHHS) - 3MiHM 3 SKOCTi. OTOBWIA NlikapCbKMiA
3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo BBEAEHHSI
[00aTKOBOI AiNIbHUL BUPOGHMLITBA 415 YacTUHM abo
BCbOr0 BMPOGHMNYOro MPOLECY roTOBOro NiKapCbKoro
3aco6y (gibHMUA 4719 NePBUHHONO NakyBaHHSA); 3MiHK |
TMny - 3MiHK 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUNYCKY Cepii Ta KOHTPOJIO AKOCTI

UA/10213/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa
3acoby ¢hopma, ynakoska)

Homep
BionycKky | peecmpayiliHo
20
nocsi0O4YeHHs

roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPO6GHMKA, LLIO BifNOBiAaE 3a BBE3eHHS Ta/abo BMMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHS cepii
(BBEAEHHA [,0AATKOBOrO BUPOGHUKA FOTOBOrO
nikapcbKoro 3acoby, Akuii BiANOBIAAE 3a BUMNYCK Cepil,
BK/IO4aAt0UM il KOHTPOSIL/BUNPOBYBaHHS cepil,
NnepBMHHE Ta BTOPMHHE NaKyBaHHA Ta, Ik HacNifok,
HOBa a/IbTepHaTVBHA YNakoBKa i3 36epexeHHAM
icHytouoi - Bannec ®apmacstoTikasc MeT., JITa,.
BxariaH, Hanarapx. [ictp. ConaH, Eidu. Mi., IHgjs, go
BXe 3aTBepmkeHux: 1)Casa Xesckea /iItg GIDC
IcTeliT, 507-B-512, BagxeaH CiTi -363 035,
CypeHgpaHarap, IHgia 2) Knesa CA lMapHitoc AB.189,
AxapHain ATTiki , 13675, 'penis); 3miHu | Tuny - 3miHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3mipy cepii (Bkuatum
AianasoH po3mipy cepil) roTOBOrO JlikapCbKOro 3acoby
(3MeHLWweHHs fo 10 pasiB) (3MeHLUEeHHS po3Mipy cepii
NS A0AAaTKOBOro BUPOGHUKA, Bannec
PapmacbtoTikanc MeT. /IT4. [HAiS)
160. | NY/IbMOJIOP® Tabnetkn Nel0 (10x1), | Mosi Xenc 'm6X | LUseliuapis | CaBa Xenckea /114, IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/10378/02/01
Ne20 (10x2) B IHAjs; Ipevis TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN peyenma
6nictepax Knesa CA, peuis; Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, L0
Bannec CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPOIO AKOCTI
dapmacbloTikanic roTOBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
MBT. N1T4., IHAIA BMPOGHUKA, L0 BiAMOBiZA€E 3a BBE3EHHSI Ta/abo BUMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHS cepii
(BBEAEHHA [0AATKOBOI AiNbHULI BUpOOHULTBA: Baninec
dapmacbtoTikanc MNeT. NIT4., IHAis); 3MiHn | Tuny -
3MiHu 3 siKocTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3amiHa abo BBeAEeHHSA [0AaTKOBOI
LiNbHUL| BUPOBGHULTBA A4/18 YaCTMHU ab0o BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(AinbHWUA, Ha siKili NpoBOAATLCS ByAb-AKi BUPOOHWYI
cTagji, 3a BUHAATKOM BUMYCKY Cepili, KOHTPOJIO SKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepubHUX Nikapcbkux 3aco6iB) (AofaTkoBa
AinbHUUs). CynyTHS 3MiHa - 3MiHN 3 SkocTi. FoToBUi
nikapcbkuii 3aci6. 3MiHN y BUPOGHMLTBI. 3amiHa abo
BBE/IeHHS A0AaTKOBOT AiNIbHULI BUPOBHULTBA 15
4acTuHK abo BCbOro BUPOGHNYOTrO NPOLLECy roToBOro
nikapcbKoro 3acoby (AinbHWUSA AN BTOPUHHOTO
nakyBaHHs) (fofaTkosa AinbHuUsA Bannec
dapmacbtoTikanc MeT. /itg. bxatian, Hanarapx. [ictp.
ConaH, Eiu. Ni., IHAis 0o BXe 3aTBepAXeHnx
AinbHULB). - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
3MiHM Y BUpOo6HMUTBI. 3amiHa abo BBEAEHHS
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

[04aTKOBOT AiNbHUL BUPOBHULITBA A/19 YaCTUHU abo
BCbOr0 BMPOGHWYOro MPOLECY roTOBOro NiKapcbKoro
3aco6y (AibHMUA A8 NepPBUHHOMO NakyBaHHS)

161.

nynbMOJIOP®

Tabnetky in bulk Ne
5000 y noggiHmx
nonieTuIeHoBMX
nakeTax

Mosi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,
IHais;

Knesa CA, peuis;
Bannec
dapmacbloTikasc
MBT. N14., IHAIA

Inpis/
Ipeuis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbknii 3aci6. 3MiHW
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepil Ta KOHTPOIHO AKOCTI
roTOBOrO JlikapcbKoro 3acoby (3amiHa abo goaaBaHHs
BMPOGHMKA, LLIO BiANOBiAa€E 3a BBE3EHHSA Ta/abo BMMYCK
cepii) - Bknoyatoum KOHTPONL/BUNPOGYBaHHSA cepii
(BBEAEHHSA A0AATKOBOI AiNbHULI BUPOOHMLTBA: Bannec
PapmacsbtoTikanc MNet. Nita., IHAis); 3MiHv | Tuny -
3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6GHMUTBI. 3amiHa abo BBeAEHHS A04aTKOBOT
AiNbHML BUPOGHULTBA A4/19 YacTMHU abo BCbOro
BMPOGHNYOro MPOLLECY rOTOBOTO JliKapCbKOro 3acoby
(AiNbHMLA, Ha SKI NTPOBOASTLCA 6y Ab-sIKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, AN
HecTepubHUX Nikapcbknx 3acobiB) (ogaTkoBa
AinbHMUS). CynyTHs 3MiHa - 3MiHK 3 SiKOCTi. [oToBMIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBEJEHHS 404ATKOBOI AibHUL BUPOOHMLUTBA ANsi
YyacTuHM abo BCbOro0 BUPOBHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AiNbHULA 4151 BTOPUHHOTO
nakyBaHHs) (4ogaTkoBa gibHuusa Bannec
dapmacsbtoTikanc Met. /ita. Bxartian, Hanarapx. Aictp.
ConaH, Eitu. Mi., IHAia [0 BXe 3aTBepmKeHnX
OiNbHUUB). - 3MiHW 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI [iTbHUL BUPOGHULTBA A1 YacTUHU abo
BCbOr0 BUPOOHNYOro NPOLEeCcy roToBOro Nikapcbkoro
3aco6y (AinbHMUA A8 NepPBUHHONO NakyBaHHs)

UA/10379/01/01

162.

nynbMOJIOP®

NOPOLLOK AN1A
opasibHOT CycneHsii no
60 mn a6o 100 mny
nasLwkax

Mogi Xenc rmeXx

LBeliuapis

CaBa Xenckea Jitg,
IHAis;

Knesa CA, peuis
Bannec
dapmacbloTikasnic
MBT. N14., IHAIA

Ipeuis/IHgisa

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY Ccepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
BMPOGHUKA, LLIO BiANOBiAa€E 3a BBE3EHHA Ta/abo BMMYCK
cepii) - Bkntoyatoum KOHTPONL/BUNPOGYBaHHSA cepii
(BBEAEHHSA [OAATKOBOI AiNbHMLI BUpobHULTBa: Bannec
dPapmacsbtoTikanc MNet. Nit4., IHAis); 3MiHv | Tuny -
3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHULI BUPOBHULTBA 719 YacTHK abo BCbOro
BMPOBHMYOro NpoLEeCy roTOBOrO JlikapCbKOro 3acoby
(AiNbHMUA, Ha SIKi TPOBOASATLCA 6YAb-siKi BUPOOHMYI

6e3
peyenma

UA/10378/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIO AKOCTI,
NepBMHHOIO Ta BTOPUHHOTO NakyBaHHSA, A5
HEeCTEpPUIbHUX NiKapcbknx 3acobiB) (BBEAEHHS
[0[aTKOBOT AiNbHULI BUPO6GHMLTBA: Bannec
dapmacsbtoTikanc MeT. /174., Hais. CynyTHA 3MiHa -
3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOBHULTBA 4718 YacTUHK abo BCbOro
BMPOBGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(AiNbHULA AN BTOPUHHOIO NakyBaHHS) (BBEAEHHS
[0[aTKoBOI AinbHNLI BUpO6HMUTBA: Bannec
dapmacstoTikasic MBT. JIT4., HAiA) - 3MiHW 3 SKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULLTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNIbHULL
BMPOGHMLTBA 15 YACTUHM ab0 BCbOro BUPOGHUYOro
npouecy roToBOro Jikapcbkoro 3acoby (4inbHuus ans
MepBVMHHOTO NaKkyBaHHS) (BBEAEHHSA A0AATKOBOT
AinbHUUI BUpo6HULTBa: Bannec dapmacktoTikanc MNeT.
Nita., IHAiA); 3miHW | TMNy - 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BkIoYaroun gianasoH po3mipy cepii) rotToBoro
nikapcbKoro 3acoby (36inbeHHs 4o 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MipoM) (3MiHa Po3mipy
cepii AN 10AaTKOBOro BUPOBGHMKA)

163.

nynbMOJIOP®

NopoLLOK AN
Opa/TbHOT cycneHsii, 1
NALKA 3 MOPOLLKOM
ONs NpurotyBaHHsa 60
mn a6o 100 mn
cycrneHsii pasom 3
MipHUM 3aCO060M Ha
KpuvLeuyw,i 3
nonieTuneHy B
KapTOHHI ynakoBL,i

Mogi Xenc rmeXx

LBeliuapis

CaBa Xenckea J1tg,
IHais; Knea CA,
peuis

IHAais/ Tpeuis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:
3MiHK | TUNY - 3MiHa y MeTogax BUNpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby - 3MiHa B aHaNiTUYHIiA
MeTOoAML| BU3HAYEHHS CYNPOBIAHMX AOMILLOK- 3MiHa
npo6oniAroToBKM (3aMiHa PO3UYMHHMKA) 6e3 3MiHN
po60ouKMx KoHLEeHTpauih C3 Ta BUNpobyBaHOro po3ymnHy,
3MiHa YMOB XpomaTorpadyBaHHs (3a3HauyeHHs Tuny
KOJIOHKM Ta TemrnepaTypu KOIOHKM), BBELEHHS
po3paxyHKoBOI hopMynn); 3MiHa B aHaNITUYHINA
MeTOoANLj KiNIbKICHOTO BU3HAYEHHSA HaTpito 6eH3oary -
3MiHa Mpo6oNiAroTOBKN Ta PO6OUNX KOHLIEHTpAaLii
CTaHAapTHOro PO34nHY Ta BUNPOOYBAHOTO PO3UUHY,
3MiHa YMOB XpomaTorpadyBaHHs (3a3HauyeHHs Tuny
KOJIOHKM, 3MiHa PeXMMy e/llolBaHHS, Cknagy pyxomotl
hasm, WBMAKOCTI NOTOKY pyxomoi dhasu, LOBXUHU
XBUNi eTEKTYBaHHA, TeMnepaTypy KOMOoHKK), 3MiHa
BMMOT 040 eheKTUBHOCTI XpoMaTorpadiuHoi KOSTOHKN
B YMOBaX NpuaaTHocCTi xpomartorpadiyHoi cuctemm,
3MiHa Y po3paxyHKOBIi chopMyi); 3MiHa B aHANITUYHIl
MeTOoAMLj KiIbKICHOro BU3Ha4YeHHS aMbpoKkcony
rigpoxnopuay Ta nopataguHy - 3MiHa Npo6oniaroToBkm
Ta poboumnX KOHLEHTpaLili CTaHAAPTHOrO PO3UNHY Ta
BUMPOOYBaAHOro PO34KHy, 3MiHa yMOB

6e3
peyenma

UA/10378/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
XpomaTorpacdyBaHHs (3a3Ha4eHHs TUMY KOMOHKY,
3MiHa peXumy eslloBaHHS, cknagy pyxoMoi casu,
LLUBUAKOCTI MOTOKY PYXOMOT thasu, JOBXUHU XBU/TI
[eTeKTyBaHHsA, TemnepaTypu KOMIoHKM), 3MiHa BUMOT
040 eheKTUBHOCTI XpomaTtorpadivuHoi KOJIOHKN B
yMOBax NpuaaTHoOCTi xpomaTtorpadivyHoi cuctemu,
3MiHa y po3paxyHKoBili chopmyni
164. | PABIMAK TabneTkn, BKPUTI Makneopc IHgis Makneogc IHais BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | 3a UA/3161/01/01
060/10HKO0 dapmMacbloTUKas dapmMacbloTUKasIC TNy - 3MiHW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
KMLLIKOBOPO3UMHHI MO ¢ Nimiteq, Nimiten CuctemMa KoHTeliHep/3akynoptoBasibHui 3aci6. 3miHa
10 mr, no 7 TabneTok PO3Mipy yNnakoBK/ roTOBOrO /likapCbKOro 3acoby (3miHa
y CTpuni, No 2 cTpunu KiNIbKOCTi 0AVHMLG (Hanpuknag TabneTok, amnys TOLLO)
B KapPTOHHIli ynakoBLy; B ynakoBL,i:) - 3MiHa no3a Ajana3oHoM 3aTBePAXEeHNX
no 15 tabneTtok y po3MipiB ynakoBku (BBeeHHs [0AaTKOBMX YNakoBOK
6nicTepi, no 1 abo 2 Ne 15 (15x1), Ne 30 (15x2) y 6nicTepax 3 BignoBigH1MM
6nicTepy B KAPTOHHIl 3MiHamMu y p. "Ynakoska" 3i 3MiHOIO NepPBUHHOT
ynakoBLj ynakoBku) CynyTHsI 3mMiHa
- 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
NepBUHHI YNakoBL,i rOTOBOro MikapCbKoro 3acoby (iHLwi
3MiHN)
165. | PABIMAK TabneTku, BKpUTI Makneogc IHAjs Makneogc IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3161/01/02
060/10HKOI0 dapmacboTVKas dapmacbloTrKasc UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbkuii 3aci6. peyenmom
KMLLKOBOPO34YMHHI N0 ¢ Nliviteq, NimiTeq CucTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
20 wr, no 7 TabneTok pPO3Mipy ynakoBK/ roTOBOrO MikapCbKoro 3acoby (3miHa
y CTpuni, Mo 2 cTpunu KiNIbKOCTi 0AVHMLUE (Hanpukiag TabeTok, ammnys TOLLO)
B KapPTOHHI1 ynakoBLi; B YNakoBL,i:) - 3MiHa no3a Aiana3oHoM 3aTBepIKEeHNX
no 15 tabneTtok y po3mipiB ynakoBku (BeefeHHs [0AaTKOBUX YNakoBOK
6nicTepi, no 1 a6o 2 Ne 15 (15x1), Ne 30 (15x2) y 6nicTepax 3 BignoBigH1MU
6nicTepy B KapTOHHIiA 3MiHamu y p. "Ynakoska" 3i 3MiHOI NEePBUHHOIT
ynakoBLi ynakoBku) CynyTHsI 3mMiHa
- 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
NepBUHHIli yNakoBLji FOTOBOro NikapcbKoro 3acoby (iHLwi
3MiHW)
166. | PEBMOKCWUB kancynu no 200 mr, no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3808/01/01
10 kancyn y 6nicTepi, "Kvismegnpenap "Knismegnpenapar 3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii peyenmom
no 1 6nictepy B nauui at" " 3aci6. KOHTposib rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
3 KapTOHY MeToAax BUNPo6yBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHNX MeTogax
BUNPOOYBaHHS)
167. | PUHA3O/IH® Kpanni HasasnbHi, 0,5 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/7191/01/01
mr/mMna no 10 mny 3MiHW | TUny - 3MiHK 3 sakocTi. A®L. KoHTponb AdI. peyenma

dhrakoHi 3 Npo6koto-
KpanenbHuLew abo y
p1akoHi 3 [o3aTOpoM,
no 1 cpiakoHy B nayui

3MiHa y MeTogax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA Y NpoLeci BUpobHuuTea Ad|
(He3Ha4Hi 3MiHW y 3aTBEPKEHMX MeToAaxX
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
BUNPOGYBaHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikart
BiANOBiAHOCTI EBponelickkit hapmakonei/MmoHorpadii
— nofaHHsa Hosoro CEP ans A®l Big Bxe
3aTBEPAKEHOro BUPOGHYMKA 3i 3MiHOK Ha3BM
BMpPOGHUKa ADI|
168. | PUHASO/IH® Kpanni HasanbHi, 0,25 MAT "®dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 6e3 UA/7191/01/02
mr/mn no 10 mny 3MiHuM | TUny - 3miHK 3 AkocTi. AL, KoHTponb AdI. peuyenma
chnakoHi 3 Npo6Koto- 3MiHa y MeTogax BunpobyBaHHst A®| abo BUxigHOro
KpanesibH1Le abo y mMaTtepiany/npomiKHOro NPoAyKTy/peareHTy, LWo
p1aKoHi 3 O3aTOpPOM, BMKOPUCTOBYETLCA Y NpoLeci BUpobHuytBa Ad|
no 1 dpniakoHy B naui (He3HauHi 3MiHW y 3aTBEPKEHNX MeTofax
BUNPOBYBaHHSA); 3MiHW | TUMY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikart
BiANoBiaHOCTI EBponelickbkit hapmakonei/MmoHorpadii
— nopaHHsa Hosoro CEP ans A®l Big Bxe
3aTBEPKEHOro BUPOGHYMKA 3i 3MiHOK Ha3BM
BMpPO6GHUKa ADI|
169. | PUH3A® Tabnetku, no 4 TOB "[KOHCOH i YkpaiHa HOHik IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/2078/01/01
Tabnetkn y 6nictepi, [bxoHCoH dapmacbloTrKan 3MiHu | Tuny - 3MmiHn 3 skocTi. CepTuddikat peyenma
no 1 6nictepy B YkpaiHa" Na6opatopi3 BignosigHoOCTI/lE-cepTudpikat BignosigHOCTI Ne 4 (4x1),
KapTOHHI KOpo6ouLL; (BigAineHHs cipmu €Bponeiicbkiii hapmakonei/MoHorpadii - nogaHHA Ne 10
no 4 Tabnetkn y "Ix. B. Kemikan3 HoBoro CEP ansa A®l kodpeiHy Bif, HOBOrO BUPO6HUKaA (10x1)
6nicTepi, no 1 eHg, [0 BXe 3aTBEPKEHNX BUPOBHWKIB; 3MiHM | TUny - 3a
6nicTepy B KapTOHHii dapmacbloThKan3 ALMIHICTPaTMBHI 3MiHN. Buny4yeHHst BUPOGHNYOT peyenmom
Kopo6ouui, no 25 nrp.") AiNbHUUI (BKOYaoum AinbHudi ana A®l, npomikHoro Ne 100
KapTOHHUX KOPO6OUOK npoAykTy abo roToBOro /ikapCbKoro 3acoby, AiNbHUL (4x25)
Y KapTOHHii kopobuyj; 0151 NPOBeAEHHS NaKyBaHHS, BUPOOHMKA,
no 10 TabneTtok y BiANOBIA&/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
6nicTepi, no 1 KOHTPO/0 cepii) abo nocTavanbHyKa BUXIigHOTO
6nicTepy B KapTOHHii marepiany, peareHTy abo AONOMDKHOT PEYOBUHM (SKLLO
Kopo6ouLi 3a3HavYeHo y [0CbE) - BUTyYEHHS BUPOBGHNYOT AifIbHUL
ons A®l kopeiHy
170. | POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, 4.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis: 3a UA/11743/01/01
N/1iBKOBOIO Hoso mecto MecTo 3MiHu | TUNy - 3MiHa y MeTofax BUNpobyBaHHA peyenmom

060/10HKOI0, M0 5 Mr
Ne 10 (10x1), Ne 14
(14x1), Ne 20 (10x2),
Ne 28 (14x2), Ne 30
(10x3), Ne 56 (14x4),
Ne 60 (10x6), Ne 90
(10x9) y 6nicTepax

roTOBOrO NiKapCbKOoro 3acoby - 3MiHW Y NPUroTyBaHHi
3paskiB 3a p. «OAHOPIAHICTb A030BaHNX O4UHUL —
OAHOPIZHICTb BMICTY po3yBacTaTuHy», «KifbKicHWi
BMICT Ta ifeHTuikaLia po3yBacTaTuHy y Tabnetkax»;
3MiHu Il Tvny - 3miHa BUPOOHMKa BMXiZHOTro/MpoMiXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
BUpOGHMYOMY npoueci A®| abo fitoyoi peyoBnHU, abo
3MiHa BUPOGHYMKa (BKOYaKuK, Ae HeobxigHo, micue
NpoBefeHHS KOHTPOs0 sikocTi) APl abo Ajtoyoi
peyoBMHM (3a BiACYTHOCTI cepTudikaTa BiLnoBILHOCTI
€Bponeicbkiin hapmakonei y maTepianax
peecTpauiiiHOro A0Chbe) - oHoBNEHHS ASMF Ha
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
po3yBacTaTtuH
171. | POKCEPA® TabneTkn, BKPUTI KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoseHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11743/01/02
N/1iBKOBOIO HoBso mecTo MecTo 3MiHu | TUNy - 3MiHa y MeTofax BUNpobyBaHHA peyenmom
060/10HKO0, NO 10 Mr roTOBOrO /IIKAPCbKOro 3acC00y - 3MiHW Y NPUroTyBaHHi
Ne 10 (10x1), Ne 14 3paskiB 3a p. «OAHOPIAHICTL [O30BaHNX OAUHNLb —
(14x1), Ne 20 (10x2), OOHOPIZHICTb BMICTY po3yBacTaTuHy», «KinbkKicHWi
Ne 28 (14x2), Ne 30 BMICT Ta ifeHTudikaLisa po3ysBacTaTuHy y Tabnetkax»;
(10x3), Ne 56 (14x4), 3MiHuM | TMNY - 3miHa po3mipy cepii (BkIYarumn
Ne 60 (10x6), Ne 90 Aiana3oH po3Mipy cepil) roTOBOro /likapCbkoro 3acoby
(10x9) y 6nicTepax (36inbLueHHA A0 10 pasis NOPIBHAHO i3 3aTBEPIKEHNM
po3Mipom cepil); 3miHu Il Tuny - 3miHa BUPOGHMKa
BUXiAHOro/NPOMiXHOrO NPOAYKTYy/peareHTy, Lo
BVKOPUCTOBYETLCA Y BUPOBGHMYOMY npoueci APl abo
Airo40i pevyoBMHM, abo 3MiHa BUPOGHKMKA (BK/OHatouK,
e HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH SIKOCTI)
A®| abo gitouoi peyoBuHM (3a BIACYTHOCTI cepTudikara
Bi4MOBIAHOCTI €Bponelichbkili hapmakonei y
mMarepianiax peecTpauiiHoro JOCbE) - OHOBJIEHHS
ASMF Ha posyBacTatuH
172. | POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11743/01/03
NiBKOBOIO HoBso mecTo MecTo 3MiHu | TUNYy - 3MiHa y MeTofax BUNpobyBaHHA peyenmom
06010HKOt0, N0 20 Mr roTOBOrO /IIKAPCbKOro 3acC06y - 3MiHW Y NPUroTyBaHHi
Ne 10 (10x1), Ne 14 3paskiB 3a p. «OAHOPIAHICTb J030BaHNX OANHULb —
(14x1), Ne 20 (10x2), OOHOPIZHICTb BMICTY po3yBacTaTuHy», «KinbkKicHWi
Ne 28 (14x2), Ne 30 BMICT Ta ifeHTudikaLisa posyBactaTtuHy y Tabnetkax»;
(10x3), Ne 56 (14x4), 3MiHM | TURY - 3MiHa po3mipy cepii (BKoYaun
Ne 60 (10x6), Ne 90 Jjiana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
(10x9) y 6nicTepax (36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3mipom cepii); 3miHu |l Tuny - 3MiHa BUPOGHMKa
BUXiAHOro/NPOMiXHOrO NPOAYKTYy/peareHTy, Lo
BVKOPUCTOBYETbLCS Y BUPO6GHMYOMY npoueci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPOGHMKa (BK/THOYAOUM,
e HeobXxiHO, MicLie NPOBEAEHHS KOHTPOJIH SIKOCTI)
A®| abo gitouoi peyoBuHM (3a BIACYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponelickbkili hapmakonei y
mMarepianiax peecTpauiiHoro JOCbE) - OHOBJIEHHS
ASMF Ha posyBacTatuH
173. | POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/11743/01/04
NiBKOBOIO HoBso mecTo MecTo 3MiHK | TUNY - 3MiHa y MeTofax BUNpobyBaHHA peyenmom

0060/10HKOI0, N0 40 Mr
Ne 10 (10x1), Ne 14
(7x2), Ne 20 (10x2), Ne
28 (7x4), Ne 30 (10x3),
Ne 56 (7x8), Ne 60
(10x6), Ne 90 (10x9) y
6nicTepax

roTOBOrO /IiKAPCbKOro 3ac06y - 3MiHW Y NMPUroTyBaHHi
3paskiB 3a p. «OAHOPIAHICTb J030BaHNX OANHULb —
OOHOPIZHICTb BMICTY po3yBacTaTuHy», «KifbkKicHWi
BMICT Ta ifeHTudikaLisa posyBactaTtuHy y Tabnetkax»;
3MiHM | TURY - 3MiHa po3mipy cepii (BKIoYaKun
Jjana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
po3Mipom cepil); 3miHu Il Tuny - 3miHa BUPOGHMKa
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
BUXiAHOro/NPOMiXXHOrO NPOAYKTY/peareHTy, Lo
BVKOPWCTOBYETbLCS Y BUPOGHMYOMY npoueci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPOGHUKA (BK/THOYaoUM,
e HeobxiaHO, MicLe NPoBeAEHHSI KOHTPOJIHO SAKOCTI)
A®| abo gitouoi peyoBuHM (3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponelickkili hapmakonei y
mMarepiasiax peecTpaLiiHoro JOCbE) - OHOBJIEHHSI
ASMF Ha posyBacTatuH
174. | POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11743/01/05
nniBKOBOO Hoso mecTo MecTo 3MiHM | TUNY - 3MiHa Yy MeTofax BUNpo6yBaHHsA peyernmom
060/10HKOI0, N0 15 Mr roTOBOrO /iKapCbKOro 3acoby - 3MiHM Y NPUroTyBaHHi
Ne 10 (10x1), Ne 14 3paskiB 3a p. «OAHOPIAHICTb [030BaHNX OAUHULb —
(14x1), Ne 20 (10x2), OHOPIZHICTb BMICTY po3yBacTaTuHy», «KifbKicHWi
Ne 28 (14x2), Ne 30 BMICT Ta igeHTudikaLis po3yBacTaTuHy y TabneTkax»;
(10x3), Ne 56 (14x4), 3MiHuM | TUNYy - 3miHa po3mipy cepii (BkIoYarun
Ne 60 (10x6), Ne 90 Aiana3oH po3mipy cepii) roToBOro JlikapCcbKoro 3acoby
(10x9) y 6nicTepax (36inbLeHHs Ao 10 pasiB MOPIBHSHO i3 3aTBEPAKEHNM
po3mipom cepii); 3miHu |l Tuny - 3MiHa BUPOGHMKa
BVIXiZHOro/NpoMiKHOro NpoayKTy/peareHTy, Lo
BWKOPUCTOBYETLCS Y BUPOGHNYOMY npoueci APl abo
[ito4oi peyoBrHK, abo 3MiHa BUPOGHUKa (BK/THOUaoUM,
e HeobxiAHO, MicLe NPoBeAEHHSI KOHTPOJIHO SAKOCTI)
A®| abo fitoyoi pevoBuHM (3a BigCYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
mMarepiasiax peecTpaLiiHoro OCbE) - OHOBJIEHHSI
ASMF Ha posyBacTatuH
175. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11743/01/06
NNiBKOBOIO HoBso mecTo MecTo 3MiHKM | TUNY - 3MiHa y MeToAax BUNpobyBaHHSA peyenmom

o060onoHkoto, no 30 mr
Ne 10 (10x1), Ne 14
(7x2), Ne 20 (10x2), Ne
28 (7x4), Ne 30 (10x3),
Ne 56 (7x8), Ne 60
(10x6), Ne 90 (10x9) y
6nicTepax

roTOBOrO JTIKAPCbKOro 3ac06y - 3MiHW Y MPUroTyBaHHi
3paskiB 3a p. «OAHOPIAHICTb J030BaHNX OAUHULb —
OZIHOPIAHICTb BMICTY po3yBacTaTuHy», «KinbkKicHWiA
BMICT Ta ifeHTuikaLisa po3yBacTaTuHy y Tabnetkax»;
3MiHuM | TUNY - 3miHa po3mipy cepii (BkIoYarun
AianasoH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
(36inbLUeHHs A0 10 pasiB NOPIBHSHO i3 3aTBEPAKEHNM
po3Mipom cepii); 3MiHu Il Tuny - 3miHa BUPOGHMKa
BVIXiZHOro/NpoMiKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y BUPOGHMYOMY npoueci APl abo
Aito4oi pevoBuHY, ab0 3MiHa BUPOGHKKa (BKIOHatouK,
e HeobxiaHO, MicLe NPOBEeAEHHSI KOHTPOJIHO SAKOCTI)
A®| abo gitouoi peyoBuHM (3a BiACYTHOCTI cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei y
marepiasiax peecTpaLiiHoro OCkLE) - OHOBJIEHHSI
ASMF Ha po3yBacTtaTuH; 3miHu || Trny - 3miHK
BUNPobyBaHb ab0 JONYCTUMUX MEX, BCTARHOBNEHNX Y
cneuudikauisix, nig yac BUPOOGHULITBA FOTOBOMO
NiKapCbKOro 3acoby - 3MiHa MeX KOHTPO/1t0 B MpoLeci




206

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
BUpPO6GHULTBA
176. | POMALLKU KBITKM (CybCTaHuis) y MpAT YKpaina MpAT "“NikTpasun" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis: 3MiHu | - UA/6026/01/01
KBITKA MilLKax, ToKax, Kinax "NikTpasun" TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
A5 BUpo6HMLTBA Ta/abo agpecu MicLs NPOBaKEHHSA AISNbHOCTI
HeCcTepuIbHUX BMPO6HMKa (BK/THOUAKOYM, 38 HEOOXIAHOCTI, MicLe
nikapcbkunx gopm NpoBeeHHA KOHTPOJII0 SIKOCTIi), abo BacHMKa mactep-
thaiina Ha A®l, abo noctavasnbHuka APIl/BuXigHOrO
MaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPO6HULTBI ADI (AKLLO 3a3HAYEHO
y [OCbE Ha NikapCbkuii 3aci6) 3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiickkii papmakonei
y 3aTBep)KeHOMY A0CbE, a60 BUPOGHMKA HOBOI
[0MNOMDKHOT PEYOBUHY (SKLLIO 3a3HAYEHO Y OCHE)
(3MiHa HalilmeHyBaHHS Ta agpecy BUpobHuKa, 6e3
3MiHV MicLit BAPOGHUMLTBA); 3MiHM | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asiBHUKa (BNacHUKa peectpauiiHoro
nocBigyeHHs) (3MiHa HaliMeHyBaHHS Ta agpecu
3a5BHMKA)
177. | CUHKYMAP TabneTkv no 2 Mr no MEJA ®apma Himeuunna | Ankanoiga Kemikan YropuwHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0554/01/01
10 TabneTok y 'M6X eHg Ko. KomnaHi 3AT 3MiHUM Il TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAUYHOro peyenmom
6nicTepi, no 5 KI 3aCTOCYBaHHSA y po3ginun: "Bsaemogis 3 iHWyMm
6nicTepiB y nauuj 3 nikapcbkMKn 3acobamMu Ta iHLWi BUAn B3aemogiii",
KapToOHY "Mo6ivHi peakui™ 3rigHO 3 OHOB/IEHOIO iHGhopmaLieto 3
6e3nekn 3acTocyBaHHs aLeHoKymMapony
178. | TAKCOTEP® KOHLleHTpaT Ans TOB "CaHodhi- YkpaiHa CaHodi-ABeHTIiC HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5488/01/02
PO34unHyY ANs iHQy3ilA, ABeHTIC Hoiunang TmM6X TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMEHyBaHHSs! peyenmom
20 mr/mn Ne 1: no 1 YkpaiHa" Ta/abo agpecu micus NPOBaKEHHS AISNbHOCTI
M (20 Mr) y doniakoHi; BMPOGHMKa/imMnopTepa roToBoro /ikapcbKoro 3acoby,
no 1 dpnakoHy B BKJ/THOYAKOUN AiNbHUL BUNYCKY cepii abo micue
Kopo6ui; Ne 1: no 4 mn NPOBEAEHHS KOHTPOJO AKOCTI. (fisNIbHICTb, 3a Ky
(80 wmr) y chnakoHi; no BiANOBIAa€e BMPOGHMK/IMNOPTEp, BKIOUAKUM BUMYCK
1 chnakoHy B KOPOBL cepili) — 3MiHa agpecy BUPOGHUKA rOTOBOrO
nikapcbkoro 3acoby, CaHodi-AseHTic [loinunang MvoéX,
AKWIA 3AjiCHI0E BUPOGHMLTBO Npenapary 3a NoBHUM
LIMK/IOM, BK/IKOYa0UM KOHTPO/b Ta BUMYCK Cepil.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
179. | TONOTEKAH niocpinizat ans AkTasic rpyn AT IcnaHgis CiHgaH ®apma PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8234/01/01
PO34mnHY ANs iHdy3il CPN 3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT 4715 MeANYHOro peyenmom
no 1 mr, 1 conakoH 3 3acTocyBaHHsA Y po3gin: MNepenosysBaHHS, 3rigHO 3
niocpinizatom y iH(bopMmalLieto Woa0 MegnMYHOro 3acTocyBaHHsA
KapTOHHI Kopo6Lyi pedhepeHTHoro (NMKAMTWH) nikapcbkoro 3acoby.
BBepeHHs 3MiH npoTarom 3-x MicAuis nicns
3aTBepAKEHHSA
180. | TONOTEKAH niocpinizat ans AkTasic rpyn AT IcnaHgis CingaH ®apma PymyHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8234/01/02

PO34MHY A5 iHQY3iN

CPN

3MiHW | TMNY - 3MiHW A0 IHCTPYKUIT AN MeAnYHOro

peyenmom
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
no 4 wmr, 1 conakoH 3 3acTocyBaHHsA y po3gin: MepenosyBaHHSA, 3rigHO 3
niogpinizatom y iHchopmaviieto LL0A0 MEANYHOTO 3aCTOCYBaHHS
KapTOHHI Kopo6Lyi pechepeHTHOro (NMKAMTWH) nikapcbkoro 3acoby.
BBepgeHHA 3MiH npoTarom 3-x micAuiB nicnsa
3aTBEpPAKEHHsA
181. | TPAHEKCAMOB nopoLuok (cybcTaHLis) MAT YkpaiHa XyHaH [OHrTiHT Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/12870/01/01
A KUCNOTA y ABOLLApPOBUX "Tanuudapm” PapmacbloTikan My - 3MiHK 3 aKocTi. A®Il. CTabinbHicTb. 3MiHa
nonieTuIeHoBMX Ko., NT4. nepiogy NOBTOPHMX BUMNPOGYyBaHb/nepiogy 36epiraHHs
naketax gns abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
BMPOGHULITBA 3aTBEPAKEHOMY [OCLE cepTudikaTa BifgnoBigHOCTI
CTEPU/IbHUX Ta €Bponeiickkiin hapMakonei, Lo BKIKOYae nepios
HeCTepUbHNX NOBTOPHOroO BUNPO6YBaHHS) (Nepios, NOBTOPHOToO
nikapcbkux chopm BUNPOGYBaHHs/Nepios, 36epiraHHs) - 36i/bLUEHHS abo
BBE/IEHHSI Nepiody NOBTOPHOrO BUMPOOYBaHHs/nepioay
36epiraHHsa Ha OCHOBI pe3ynbTaTiB AOC/TMKEHb Y
peanbHOMY Yaci (36i/1bLLEHHS Nepiofy NEPEKOHTPOIO
Ad®l 3 18 -Tn Ao 60 -Tn Micayis); 3MiHu | TUny - 3MiHK 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMUX
MeX, BCTAHOB/IEHUX Yy crneundikalisx, nig vac
BMPOGHMLITBA rOTOBOrO /iKapCbKOro 3acoby (iHLwi
3MiHM) (BUNYYeHHSA 3i cneundikauii A®| nokasHuka
SIKOCTi «3a/INLLIKOBI Ki/TbKOCTi OpraHiuyHMX PO3UNHHUKIB,
3 BiANOBIAHUM MeTOoA0M KoHTponto (EP, 2.2.28),
OCKI/TbKW 3aTBEPPKEHI OpraHivyHi PO3YMHHUKM
BUKOPVCTOBYIOTBCS /1 CUHTE3Y BUXIJHWUX PEYOBUH,
npu KOHTponi A®I BigNoBigHI PO3YNHHUKN He
[eTeKTyloTbCs)
182. | TPUTALE Tabnetkn Ne 28 TOB "CaHodi- YkpaiHa CaHodi-ABeHTIC ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/10165/01/01
NMICe 10 (14x2): no 14 ABeHTIC C.n.A. 3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat peyenmom
Mrii2,5 mr TabneTtok y 6nictepi; YkpaiHa" BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
no 2 6nictepu B €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
KapTOHHI KopooLyi HOBOro cepTudpikata ons Aitoyoi peyoBUHU
rigpoxnopTiasugy Bif HOBOTO a/lbTEPHATUBHOIO
BMPOGHMKA
183. | TYTYKOH PO34MH OpasibHUIA NO paHa Megvikan LLiBeiiLapis Miryens i Mappira IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/13218/01/01
Fpynn Al C.A. UMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapCcbkuin 3acib. peyenma

300 mn, 600 mny
dhnakoHi Ne 1y
KOMMNEKTi 3 MipHUM
CTaKaH41KoM

CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro fikapcbKoro 3acoby
(3MEHLLEHHSA TepMiHy NpUAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 15 TOproBoi ynakoBku
(3MeHLLeHHs1 TepMiHy npugaTHocTi MN13 3 5 -1 go 3-x
pokiB); 3miHu Il TMny - 3MiHK 3 AKOCTI. FOTOBUIA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(8oNoMXHMX peyoBUHAX) rOTOBOrO NiKapCbKoro 3acoby
(iHWi [OMOMIXHI peyoBUHN) - AKICHI 260 KiNbKICHI 3MiHN
LLIOA0 OAHIET ab0 AeKiNbKOX A0NOMiIXXHUX PEYOBUH, SIKi




208

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
MOXYTb 3HAYHO BM/IMHYTU Ha 6e3neky, AKicTb abo
eheKTMBHICTb rOTOBOTO NiKapCbkoro 3acoby (3MiHa B
cknagi AOMOMDKHUX pevyoBuH. BignosigHo B
cneuundikauii i MeTogax KoHTponto M3 igeHTudikauito i
KiNlbKiCHe BU3HAYeHHs1 MeTunapabeHy BUTYYEHO i
[0JaHo ifeHTUIKaLito i KiNbKICHE BU3HAYEHHS Kaslito
copbary i HaTpito 6eH30aTy, BiAbyBaeTbCA 3MiHa
KpUTEpIiiB NPUAHATHOCTI 3a NokasHukom pH). CynyTHA
3MiHa
- 3MiHM 3 AkocTi. AL, CTabinbHiCTb. 3MiHa nepiogy
NOBTOPHMX BMNpoGyBaHb/nepiody 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[OCbe cepTudpikaTa BignoBiaHOCTI EBpONeiiChkilt
chapmMakonei, Lo BKIoYa€e nepios NOBTOPHOro
BMNPOGYBaHHS) (iHLLI 3MiHK)
184. | YNCENAH niocpinizat ans YOPNA Benuka CIFMATEK ernnet BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14453/01/01
PO34MHY A5 iH'EKLR MEANLUNH BpuTaHis dapmacbtoTikan TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
no 40 wr, NIMITEL, IHoacTpi3 thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
1 chnakoH 3 NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
niocpinizatom y 0151 MeANYHOrO 3aCTOCYBaHHS
KOHTYpHIli YapyHKOBIi reHepuyHUX/ribpuaHMx/6ionoaibHNX Nnikapcbknx 3acobiB
ynakosui, no 1 nicna BHECEHHS Tiel caMoi 3MiHW Ha pedhepeHTHWi
KOHTYPHIlA YapyHKOBIl npenapar (3mMiHa He NoTpebye HagaHHS XOAHNX HOBMX
yNakoBLi B KAPTOHHIi [04aTKOBUX faHnx) (BHECTU 3MiHW [0 iHCTPYKUIT Y
Kopoo6Li posginu: MNokasaHHs, MNpoTunokasaHHs, Baaemogia 3
IHLWMMM NiKapCbKnMy 3acobamu Ta iHLWi BUuan
B3aemogiii, Ocob6MBOCTI 3aCTOCYBaHHS, 34aTHICTb
BMVBATU Ha LWBWAKICTb peakLil Npu KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN MexaHiamamu, Cnocio
3acTocyBaHHA Ta Ao3u, MepefosyBaHHs, Mo6iyHi
peakui, 3rigHo 3 iHchopmavieto LWoA0 MefnyHOro
3acTocyBaHHs pedpepeHTHOro (KOHTPO/OK)
niKapcbKoro 3acoby)
185. | ®PAHIFAH Tabnetku, no 4 TOB YkpaiHa Kycym Xentxkep IHAis/YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/7260/01/01
Tabnetkn y bnictepi; "T'nepdapm MeT NiTA, IHAis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 25 6nictepis y nTar abo Ta/abo afpecu 3asiBHMKa (B/1aCHUKa peEECTpaLiiiHoro
KapTOHHIA ynakoBLy; TOB "KYCYM noceifgyeHHn) (3miHa agpecu 3assHuka ansa MNN3);

no 10 TabneTtok y
6nicTepi; no 10
6nicTepIB Y KAPTOHHIi
ynaKkoBLi

PAPM", YkpaiHa

3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUU [i/TbHULL BUMYCKY
cepii abo MicLe NpoBefeHHSA KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUPoOHUK/iMnopTep,
BK/IO4AI0UM BUMYCK Cepiii) (YTOUHEHHS HaliMeHyBaHHS
Ta agpecu Bupo6Huka J13 Kycym Xentxkep MNeT /IT4 Ta
aapecy B1po6HMKa TOB «KYCYM ®APM») (TepMiH
BBEAEHHS 3MiH MPOTArOM 6-TW MicALIB nic/as




209

Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

3aTBEepMAKEHHS); 3MiHM | TNy - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta chapmakoHarnsgy (iHLwi
3MiHM) (3MiHa rpachiyHOro 306pakeHHs yNnakoBOK Ha
MapKyBaHHS YNakoBOK Ta 3a3HaYeHHsI TeKCTY
MapKyBaHHS Ha NEPBUHHIN yNakoBLyi YKpPaiHCbKO
MOBOI0) (TepMiH BBELEHHS 3MiH NPOTAroM 6-Tv MicsILiB
nicns 3aTBepPKEHHS)

186.

®AHIFAH

Tabnetku in bulk Ne
10x88: no 10
TabneTtok y 6nictepax,
no 88 6nictepis y
KapTOHHI Kopo6Lyi

TOB
"TNEAPAPM
aTo”

YkpaiHa

Kycym Xentxkep
ret /114

IHais

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo afpecu 3asBHMKA (B/1aCHUKA PEECTPALiiiHOro
nocBigyeHHs1) (3MiHa agpecu 3asaBHuKa 4ns in bulk);
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLA NPOBaKEHHS
LisiNIbHOCTI BUpObHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIHYAKUU [i/TbHULL BUNYCKY
cepii abo MicLe NpoBefeHHS KOHTPO/IHO AKOCTI.
(AisiNbHICTb, 3a Ky BiANOBiAaE BUPOOHMK/iMnopTep,
BK/IO4AK0UM BUMYCK Cepiid) (YTOUHEHHS HaliMeHyBaHHS
Ta agpecu Bupo6bHuka /13 Kycym Xentxkep MeT 114
015 nakyBaHHs in bulk) (TepmiH BBe4eHHS 3MiH
NPOTArom 6-Tu MicsILiB NicNsa 3aTBEPAKEHHS)

UA/12274/01/01

187.

DPAPMALNTPOH

NOpPOLLIOK AN
OpasIbHOTO PO3UNHY
no 23 r NOpPOLLKY y
nakertax; no 23 r
MOPOLLKY Y NakeTi; No
10 nakeTiB y
KapTOHHI Kopobuj

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuMii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNYyCTUMUX MEX
roTOBOrO JliKapcbkoro 3acoby (4OMOBHEHHS abo 3aMiHa
nokasHvika crneuudikaLii 3a pesynbratamu 4OCNiLKeHb
3 6e3nekn abo AKOCTi (3a BUHATKOM NiKapCbK1X 3ac06iB
6i010riYHOro/iMyHO/TONYHOTO MOXOKEHHS) Ta 3MiHM [0
IHCTPYKLT A8 MeAMYHOro 3acTOCYBaHHA y p.
«Jlikapcbka hopma», 3 BiAMNOBIAHMMM 3MiHAMYU B TEKCTI
MapKyBaHHs ynakoBOK

6e3
peyenma

UA/6249/01/02

188.

DPAPMALNTPOH
®OPTE

MopoLLOK ANs
0OpasIbHOr0 PO3UNHY
no 23 r NOPOLLKY y
naketax; no 23 r
NOPOLLIKY Y NakeTi; no
10 nakeTiB y
KapTOHHI Kopo6Lyi

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO MiKapCbKoro 3acoby (4OMNOBHEHHS abo 3aMiHa
nokasHuka cneuudikauii 3a pesynbratamu JochigkeHb
3 6e3nekun abo SAKOCTI (3a BUHATKOM JTiKapCbKMX 3aC06iB
6i010ri4YHOro/iMyHOMONYHOTO MOXOMKEHHS) Ta 3MiHU [0
IHCTPYKLT 4719 MEANYHOro 3aCTOCYBaHHA Y p.
«Jlikapcbka hopMax, 3 BIAMNOBIAHUMU 3MIHAMU B TEKCTI
MapKyBaHHS! yNnakoBOK

6e3
peuyenma

UA/6249/01/01

189.

DACTUH

Masb no 25 r y Ty6i; no
1 1y6i y nauui 3
KapTOHY

NAT
"ly6HUhapm"

YkpaiHa

MAT "Nly6Huchapm™

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis:
3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KoOHTposib rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO J1ikapCbKOro 3acoby -

6e3
peyenma

UA/4614/01/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
npueefeHHsa meToaukun "MikpobionoriyHa ymctora”
BiANoBigHO Ao Bumor AdY
190. | PEPBEKC ANA NOpPOLLOK AN1A YIMNCA CAC PpaHuin YIMNCA CAC PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/7741/01/01
AOPOC/NX OpasIbHOro PO3YnNHY y TMny - 3MiHa HalimeHyBaHHA Ta/abo peyenma
cawe Ne 8 MiCLie3HaxX0pKeHHs1 BUPOBHMKa rOTOBOIO J1iKapCbKOro
3aco0y, BK/IoYatouy Miclie NpoBeAEHHS KOHTPO/O
AKOCTI(BMPOGHMYA AiNbHULA BUMYCKY cepii) (3MiHa
HaliMeHyBaHHSA BUPOOHWKa /13 Ta npusBegeHHs
MicLLe3HaxX0MKEHHS Y BifNoBiAgHICTb 40 BUCHOBKIB,
LLIOAO NiATBEPKEHHS BiANOBIAHOCTI BUPO6HMLTBA /13
BuMoram GMP (Jepxikcnyxoa YKpainu), 3 nepesiikom
N3, 6e3 3MiHK Micus BUPOGHULTBA. TakoX 3MiH/ B
IHCTPYKUIT Y po3ain «Ha3Ba i MicLe3HaxoaXeHHs
BMPOOHMKa» Ta AOMOBHEHO iHCTPYKLiO iHChopmauieto
L0410 NpeAcTaBHMKa 3asiBHMKa B YkpaiHi) (TepmiH
BBE/IEHHS 3MiH - NPOTAroM 6-T1 MiCALIB nicns
3aTBEepMAKEHHS); 3MiHKM | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHK) (3amiHa rpagiyHOro 306paxeHHs ynakoBku Ha
TEKCT MapKyBaHHA 47151 NEPBUHHOT Ta BTOPUHHOI
YyNaKkoBKM Yy 3B'A3Ky 3 NPUBELEHHAM Y BiANOBIAHICTb A0
BuMoOr Hakaszy MO3 YkpaiHn Ne426 Big 26.08.2005 (y
pegakuii Hakazy MO3 Ykpainu Ne 460 Big 23.07.15 p.)
(TepmiH BBEEHHS 3MiH - NPOTATOM 6-TW MiCALB Nicns
3aTBepmxeHHs); 3MiHu Il Tuny - 3miHa 3asBHUKa
(nepefaya npas iHWOMY 3asiBHUKY)
191. | PITOHEPPO/ 36ip no 50 r y navkax MpAT YkpaiHa MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/14132/01/01
3 BHYTPILLHIM "NikTpasn" 3MiHK | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NiKapCbKMiA peyenma
naketom; mo 1,5ry 3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
inbTp-nakeTi, no 20 3miHa hopmu abo po3Mipy KOHTeliHepa un
inbTp-nakeTis y 3aKynoproBasIbLHOr0 3acoby (NepBUHHOT yNakoBKK) -
nauyyi, no1,5ry 3MiHa NepBUHHOT ynakoBku no 1,5 ry dpinbTp-nakeTi Ne
inbTp-nakeTi, no 20 20 y nayyj Ta 3MiHU y p. «YNakoBka»
inbTp-nakeTis y
navyj 3 BHyTPILWHIM
nakeTom
192. | ®ITOUNCTON 36ip no 1,5 ry cpinbtp- MpAT YkpaiHa MpAT "MikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/14188/01/01
nakerti, no 20 inbTp- "NikTpasun” 3MiHK | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKumii peyenma
naketis y nadui, no 1,5 3aci6. CucTema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6.
ry thinbTp-nakeTi, no 3MiHa dhopmu abo po3mipy KOHTelHepa un
20 dhinbTp-nakeTiB y 3aKyrnoproBaibHOro 3acoby (MepBMHHOI YNakoBKu) -
nauui 3 BHYTPILLUHIM 3MiHa NepBUHHOI yrnakoBku Mo 1,5 ry ginbTp-nakeTi Ne
nakeTom 20 y nayuj Ta 3mMiHn y p. YnakoBka»
193. | PIAMIAE3® TabneTku, BKpUTI OpraHocvH IHais EBepTomxeH Naiid IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/7062/01/01
NNiBKOBOIO Naiigp CaeHcus CaeHcus Jliviteq TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSsI
06010HKOH0, in bulk : Met. NTA,. Ta/abo agpecu MicLs NPOBaKEHHS AISNbHOCTI

2500 Tabnetok y

BMPOGHWKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,




211

Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
naketax i3 qposnbrn BKJ/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
antomiHieBoi NPOBeAEHHS KOHTPOSIO AKOCTI. (fisfIbHICTb, 3a Ky
BiANOBiAa€e BUPOGHWK/IMNOpTEp, BKIOUAKUM BUMYCK
cepiii) (3MiHa HallMeHyBaHHsi BUpoGHUKa /13, 6e3
3MiHM Micus BUpobHuUTBa) (TepMiH BBEAEHHS 3MiH
NpOTArom 3-x MicAUiB NiC/1A 3aTBEPAKEHHS)
194. | PIAMIAE3® TabneTku, BKpUTI OpraHocuH IHAjs EBepTomxeH aiid IHAjisA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7061/01/01
NNiBKOBOIO Naiidp CaeHcms CaeHcms Jliviteq, My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHs peyenmom
o60onoHkoto, no 10 MeT. N14. Ta/abo agpecyu MicLsi NPOBaPKEHHS AiSNbHOCTI
TabneTtok y 6nictepax, BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
no 10 TabneTok y BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
6nicTepi; no 1, abo no NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (LiSNIbHICTb, 3a AKY
3 6nicTepy y KapoHHiii BiAnoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUY BUMYCK
nauuj cepiit) (3MiHa HalilMeHyBaHHs1 BUpobHuka /13, 6e3
3MiHM Micusi BUpo6HuUTBa) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicsiliB Nicns 3aTBepAKEHHS)
195. | ®/IOPA enikcup ans ToBapucTso 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/6419/01/01
Opas1bHOr0 06MeXeHo 06MeXeHo TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peuyenma
3acTocyBaHHsA rno 100 BiANOBIAa/IbHICT BIANOBIAAIbHICTIO Ta/abo afpecu 3asiBHMKa (B/laCHMKA peecTpaviiiHoro
My donakoHi, no 1 10 "®dapmaueBTuyHa nocBigueHHs) (3MiHa MiCLle3HaxX0MKEeHHS 3asiBHIKA)
hnakoHy y Kopobui; "®apmMaueBTUYH KOMnaHis (TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB Micns
no 100 mn y nasAwwi a Komnais "3p0pos'a” 3aTBEPMKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
"3popos'a” 3miHa HalimeHyBaHHS Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKAYaoUM AiNbHUL
BWMYCKy cepii abo MicLie NpoBeAeHHS KOHTPOJTH0 AKOCTI.
(OisAnbHICTb, 3a Ky BiANoBigae BUpo6HUK/iMnopTep,
BK/THOHAK0UM BUMNYCK Cepiii) (NpuBeLeHHs
MicLe3HaxomKeHHs BupobHuka 113 ToBapucTBo 3
06MeXeHOH0 BignoBifanbHIiCTO "®apmaleBTuyHa
KomnaHia "340poB’a", YKpaiHa y BiAnoBigHICTb A0
niueHsii Ha BUPO6HULTBO, 6€3 3MiHM Micus
BUPOGHMLTBA)
(TepMiH BBEAEHHS 3MiH MPOTArOM 3-X MicsLiB Micas
3aTBEPMKEHHS);
196. | XE/INEKC® Tabnetku, no 4 Mosi Xenc 'm6X | LBeiiuapis | CaBa Xenckea /114, IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/9824/01/01
AHTUKONA, TabneTtkn y 6nictepi; IHAjs; TMny - 3MiHN 3 SKOCTI. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
no 1 6nictepy B Knesa CA, lMpeuis; Yy BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIouaoum
KapTOHHIN nauui; Bannec Jjana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
Tabnetkv no 4 dapmacbloTikasnc (36inbLueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM
TabneTtkn y 6nictepi; Met. NIT4., IHAisA pPO3MipoM) (3MEHLLEHHS po3Mipy cepii Ans

no 1 6nictepy B
KapTOHHIN nayui; no
20 na4yok y rpynosiii
KapTOHHII ynakoBL;
no 10 TabneTok y
6nictepi; no 1

[0[aTKOBOro BUPOGHMKA); 3MiHW | TNy - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOrO
NiKapcbKoro 3acoby (3amiHa abo fogaBaHHSA
BMPOGHMKA, L0 BiANOBiJA€E 3a BBE3EHHSI Ta/abo BUMYCK
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

6nicTepy B KAPTOHHIl
nauui; no 10 TabneTok
y 6nicTtepi; mo 1
6nicTepy B KAPTOHHIl
nauuj; no 10 nayok y
TPynoBiiA KAPTOHHIN
ynakoBLi

cepii) - Bkntoyarouy KOHTPoNb/BUNPOGYBaHHSA cepil
(BBEAEHHA 0OAATKOBOrO BUPOOHYMKA rOTOBOrO
nikapcbKoro 3acoby, sKWiA BiANoBigae 3a BUMNYCK cepii,
BK/IIOYAt0UV il KOHTPONL/BUNPOGYBaHHSCEPIl, NepPBUHHE
Ta BTOPVHHE MakyBaHHSA Ta, K HacnifoK, HoBa
abTepHaTMBHA YNakoBKa i3 36epexeHHAM iCHYo4OT -
Bannec ®apmaceotoTikasic MBT., /IT4. bxaTiaH,
Hanarapx. fictp. ConaH, Eiv. Mi., IHAia); 3mikun | Tuny
- 3MiHM 3 SKOCTi. F0TOBUIA NiKapcbKuii 3aci6. 3miHK y
BMPOBHMUTBI. 3amiHa abo BBeAEHHS A04aTKOBOT
AiNbHWL| BUPOBHULTBA 718 YacTuHK abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(BinbHULA, Ha SKI NPOBOAATLCS OYAb-SKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NepPBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX JiKapCbknX 3ac06iB). CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y
BMPOGHULTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHULI BUPOBGHULTBA A/18 YACTUHN abo BCbOro
BMPOBHMYOrO NPOLECy rOTOBOTO JiKapCbKOro 3acoby
(4inbHULA AN BTOPUHHOTO NakyBaHHSA). - 3MiHU 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
AiNbHML BUPOGHULTBA A4/15 YacTMHU abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoty
(AiNbHMUA ANA NEPBMHHOIO NakyBaHHs) (BBeAEHHS
[04aTKOBOro BUPO6GHMKa rOTOBOTO NiKapCbKOro 3acoby,
SIKWIA BiAMOBIfAE 3a BUNYCK Cepil, BKIOYaKU ii
KOHTPONb/BMNPOGYBaHHACEPIT, NEpBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Ik Hac/ifoK, HOBa a/lbTEPHATNBHA
yNakoBKa i3 36epexeHHsIM iCHytUOl

197.

XENINEKC®
AHTUKONA

Tabnetku in bulk: no
5000 TabneTok y
noagiitHomy
nonieTuneHoBoMy
nakeTi B KOHTeliHepi

Mogi Xenc Mrm6X

LLIseliyapis

CaBa Xenckea fita,
IHAis;

Knesa CA, Ipeuis;
Bannec
PapmacbloTikasic
MBT. N74., IHAIA

IHais

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu |
TMny - 3MiHK 3 iKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3mipy cepii (BKIoYaoumn
fjianasoH po3mipy cepil) roTOBOrO JlikapCbKOro 3acoby
(36inbLueHHA A0 10 pasiB NOPIBHSHO i3 3aTBEPAKEHUM
PO3MipOM) (3MEHLLEHHS po3Mipy cepii Ans
[0[4aTKOBOro BUPO6HMKA); 3MiHM | TUnNY - 3MiHKM 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, LLIO CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo JoAaBaHHSA
BMPOOHUKA, LLIO BifNoBiAae 3a BBE3EHHA Ta/abo BUMYCK
cepii) - Bkntovarum KOHTpoNb/BUNPOGYBaHHS cepil
(BBEAEHHA A,0AATKOBOTO BUPOGHUKA TOTOBOrO

UA/9664/01/01
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Hassa
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n/n

JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

nikapcbKoro 3acoby, sikuii BiANoBigae 3a BUMNYCK cepii,
BK/IHOYA0UM i KOHTPO/L/BUNPOBYBaHHACEPIT, NEPBUHHE
Ta BTOPVHHE NaKyBaHHA Ta, K Hacnifok, HoBa
anbTepHaTUBHA YNaKoBKa i3 36epexeHHAM iCHYUOT -
Bannec ®apmacotoTikauic MBT., JIT4. BxaTiaH,
Hanarapx. fAictp. ConaH, Eiu. Mi., IHAia); 3miHun | Tny
- 3MiHK 3 IKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHM y
BMPO6HMLTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI
AiNbHML BUPOGHULTBA A4/15 YacTMHU abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro 3acoby
(8inbHULA, Ha SKIN NPoBOAATLCS 6yAb-AKi BUPOOHUYI
cTagii, 32 BUHATKOM BUMYCKY Cepili, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HecTepuIbHUX Nikapcbknx 3acobiB). CynyTHA 3MiHa
- 3MiHM 3 SKOCTi. F0TOBWIA NiKapcbKuii 3aci6. 3miHK y
BMPOBGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHWL| BUPOBHULTBA 4718 YacTuHK abo BCbOro
BMPOBGHMNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(4inbHULA AN BTOPUHHOIO NakyBaHHS). - 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHULI BUPOBHULTBA A/18 YACTUHN ab0o BCbOro
BMPOBHMYOro NPOLECY rOTOBOTO JiKAPCbKOro 3acoby
(ginbHUUA ANA NEPBUHHOIO NakyBaHHSA) (BBeAEHHS
[104aTKOBOro BUPOGHKMKA rOTOBOTO NiKapCbKOro 3acoby,
AKWIA BiAMNOBIAAE 3a BUNYCK cepil, BKIoYarum ii
KOHTPO/b/BUNPOBYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Ik HAC/MiJOK, HOBA aNlbTEPHATNBHA
yNakoBKa i3 36epexeHHsIM iCHyHUOl

198.

XE/MMEKC®
AHTUKONA DX

Tabnetku in bulk: no
5000 Tabnetok y
noasinHomMy
nonieTMneHoBOMy
nakeTi B KOHTeliHepi

MosBi Xenc rmexX

LLiBefiuapis

Casa Xenckea T,
IHais;

Knesa CA, peuis
Bannec
PapmacbloTikasc
MBT. N1T4., IHAIA

IHais/Tpeuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
y BUPOGHMLTBI. 3amiHa ab0o BBEAEHHSI 404ATKOBOI
AiNbHML BUPOGHULTBA A4/19 YacTMHU abo BCbOro
BMPOGHNYOro MPOLLECY rOTOBOrO JliKapCbKOro 3acoby
(AiNbHMLA, Ha SKI NTPOBOASTLCA 6y Ab-sIKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, AN
HECTepPW/IbHUX JliKapCbKMX 3ac06iB). CynyTHs 3MiHa -
3MiHu 3 siKocTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3amiHa abo BBeAEeHHSA [0AaTKOBOI
LiNbHUL| BUPOBGHULTBA A4/18 HYAaCTMHU abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(8iNbHULA ANA BTOPUHHOIO NakyBaHHs) ( 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM y
BMPO6HMUTBI. 3amiHa abo BBeAEHHs 10AaTKOBOI

6e3
peyenma

UA/9722/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

LiNbHULI BUPOBGHULITBA A/19 YACTUHN ab0o BCbOro
BMPOBHMYOrO NPOLECy rOTOBOTO JiKapCbKOro 3acoby
(ginbHUUA ANA NEPBUHHOIO NakyBaHHSA) (BBEAEHHS
[104aTKOBOro BUPOGHKMKa rOTOBOTO NiKapCbKoro 3acoby,
AKWIA BiAMNOBIAAE 3a BUNYCK cepil, BKIoYarum ii
KOHTPO/b/BUNPOBYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHS Ta, Ik HAC/MiOK, HOBA aNlbTEPHATNBHA
ynakoBka i3 36epexeHHsAM iCHyrou4Oi - Bannec
dapmacstoTikasic MBT., /ITg. bxaTtiaH, Hanarapx. AicTp.
ConaH, Eiy. Ni., IHAis); 3MiHK | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUNYCKY cepil
Ta KOHTPO/IO AKOCTi FOTOBOrO /liKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUMPOOHUKA, L0 BigNOBIgaE 3a
BBE3EHHA Ta/abo BMNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOGYBaHHS cepii (BBEA4EHHS LOAATKOBOro
BMPOGHMKA rOTOBOrO NiKapCbKOro 3acoby, sikuii
BignoBigae 3a BMMNYCK cepil, BKIYaruu ii
KOHTPO/b/BUNPOGYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHs Ta, SIK HacnifgoK, HoBa aibTepHaTUBHA
yMNakoBKa i3 36epexeHHsAM iCHyto4Ooi); 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItOYatoum
AianasoH po3Mipy cepil) roTOBOro /likapCbkoro 3acoby
(3meHLLeHHs1 fo 10 pasiB) (3MeHLLEHHS po3Mipy cepil
AN 00AAaTKOBOro BUPOOHWKaA)

199.

XE/MMEKC®
AHTUKONA DX

Tabnetku no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHIN nauui;
Tabnetku no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI nauuj; no
20 nayok y rpynosii
KapTOHHI ynakoBL;
no 10 Tabnetok y
6nictepi; mo 1
6nicTepy B KapTOHHiIl
nauui; no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KapTOHHiIl
nayj; no 10 nayok y
rPYNOBIA KAPTOHHIN
ynakoBLUi

Mogi Xenc Mm6X

LLiBefiuapis

Casa Xenckea fita,
IHais;

KneBa CA, peuis
Bannec
PapmacbloTikasc
MBT. N1T4., IHAIA

IHais/Tpeuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkunii 3aci6. 3MiHN
y BUPOGHMLTBI. 3amiHa abo BBEAEHHSI 404ATKOBOI
AiNbHML BUPOGHULTBA A4/19 YacTMHU abo BCbOro
BMPOGHNYOro MPOLLECY rOTOBOTO JliKapCbKOro 3acoby
(AiNbHMLA, Ha SKI NTPOBOASTLCSA 6y Ab-sIKi BUPOOHMYI
cTagii, 32 BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, AN
HECTepPW/IbHUX JiKapCbKMX 3ac06iB). CynyTHs 3MiHa -
3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHULTBI. 3amiHa abo BBeAEeHHSA [0AaTKOBOI
LiNbHUL| BUPOBGHULTBA A4/18 YaCTMHU ab0o BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro 3acoby
(8iNbHULA ANA BTOPUHHOIO NakyBaHHs) ( 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Yy
BMPOGHULTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
AiNbHULI BUPOBHULTBA 719 YacTUHK abo BCbOro
BMPOBHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(ginbHUUSA ANSA NEPBUHHOIO NakyBaHHSA) (BBEAEHHS
[04aTKOBOro BUPOOHWMKa roTOBOrO JliKapcbKoro 3acoby,
SIKWIA BIANOBIAAE 3a BUMYCK cepii, BKIYawuum ii

6e3
peyenma

UA/9825/01/01
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Ne
n/n

HasBsa
JliKapCcbK0o20
3acoby

dopma BUMNyCcKy
(nikapcbka
¢hopma, ynakoska)

3asiBHUK

Kpaina
3asiIBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo
20
MocBi04YeHHs

KOHTPO/b/BUNPOGYBaHHACEPIi, NEPBUHHE Ta BTOPUHHE
nakyBaHHs Ta, SIK HacnifgoK, HoBa aibTepHaTUBHA
yrnakoBKa i3 36epexeHHsAM iCHyru4Oi - Bannec
$apmacstoTikanc MeT., ITa. bxaTtiaH, Hanarapx. QicTp.
ConaH, Eiy. Ni., HAiS); 3MiHW | TURy - 3MiHK 3 AKOCTI.
[oTOBWIA flikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/IK0 SIKOCTi FOTOBOTO JiKAPCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA, LLIO BignoBigaE 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkitoyaioun
KOHTPO/b/BMNPOGYBaHHSA cepii (BBeAEHHS [0AaTKOBOro
BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby, sKui
BignoBigae 3a BMMNYyCK cepii, BKIvaun il
KOHTPONb/BMNPOGYBaHHACEPIT, NEpBUHHE Ta BTOPUHHE
nakyBaHHS Ta, K HACNifoK , HOBa a/lbTepHaTUBHA
yNakoBKa i3 36epexeHHAM iCHytoUOoi); 3MiHu | Tuny -
3MiHK 3 AKOCTi. F0TOBWIA NiKapCbKUii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy cepil (BkIKYatum
Ajiana3oH po3mipy cepii) roToBOro JlikapcbKoro 3acoby
(3MeHLeHHsa Ao 10 pasis) (3MeHLUEHHS po3Mmipy cepii
[ANs OAATKOBOTO BUPOGHUKA)

200.

XOHOPOKCNL®

renb5%no20r, 30T,
40 1y Ty6ax Ne 1

AT "Hwuxdpapm”

Pocilicbka
depepauis

AT "Huxdpapm"

Pociiicbka
depepauis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTtepianis: 3MiHu |
TMny - 3MiHa HaliMeHyBaHHs1 Ta/abo
MiCLLe3HaXOKEHHS 3asiBHUKA (B/laCHUKa
peecTpaLiiHoro nocBifA4YeHHs) - 3MiHa HaliMeHyBaHHSA
Ta MicLe3HaxX0MKEeHHs 3asiBHMKA. 3MiHK | Tuny - 3miHa
HalilMeHyBaHHs Ta/abo MicLle3Hax0o4KeHHS BUPOOHMKa
roToOBOro NikapcbKoro 3acoby, BKIUaumn micue
NpoBeAEeHHS KOHTPOJII0 AKOCTI(BUPOGHMYA AinbHMLSA
BMNYCKy cepii) - 3viHa HaliMeHyBaHHS Ta NpUBeAEHHS
MiCLie3HaXO)KEHHS BUPOOHMKA Y BIANOBIAHICTb A0
BuCHOBKY LLLOA0 MiATBEPKEHHS BigNOBIAHOCTI
BMpo6HMLTBA /13 BUMoram GMP ([Jepxnikcnyx6a
Ykpainu).

BBegeHHs 3MiH NpOTSArom 6-Tu MicALiB nicas
3aTBEPKEHHS.

6e3
peyenma

UA/6334/02/01

201.

XOHOPOKCNL®

Tabnetkv no 250 mr
Ne 10 (10x1), Ne 30
(10x3), Ne 50 (10x5),
Ne 60 (10x6), Ne 90
(10x9) y 6nicTepax

AT "Hwxdpapm”

Pocilicbka
depepauis

AT "Huxdpapm"

Pociiicbka
depepauis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
Tuny - 3MiHa HalilmeHyBaHHs Ta/abo
MicLe3Hax0MKeHHA 3asBHUKa (BNnacHunka
peecTpaLiiHoro nocBifA4YeHHs) - 3MiHa HaliMeHyBaHHS
Ta MicLe3HaxoMKeHHs 3asBHMKa. 3MiHM | Tuny - 3miHa
HalilMeHyBaHHsA Ta/abo MicLle3HaX04KEHHS BUPOOHMKa
roTOBOro MikapCbKOro 3acoby, BKIYaumn Micue
NpoBefEeHHS KOHTPOJTH0 AKOCTI(BMPOBHUYA AibHULSA
BUWMYCKY cepii) - 3MiHa HaliMeHyBaHHS Ta NpMBELEHHS
MiCL,e3HaXO)KEHHS BUPOOHMKA Y BIANOBIAHICTb A0
BWCHOBKY LLIOA0 MiATBEPAKEHHS BigNOBiAHOCTI

6e3
peyenma

UA/6334/03/01
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
BUpo6HMUTBa J13 BUMoram GMP (Jepxnikcnyx6a
Ykpainu).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS
202. | XOHOPOKCUA® Masb 5% no30ry AT "Hwxdapm" Pociiicbka AT "Hwxkdhapm" Pociiicbka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | 6e3 UA/6334/01/01
Ty6ax Ne 1 depepauis Pepepauis Tuny - 3MiHa HaliMeHyBaHHs1 Ta/abo peyenma
MiCLie3HaXO)KEHHS 3asiBHUKa (B/1aCHUKA
peecTpaL,iiHOro NocBiAYEHHS) - 3MiHa HaliMeHyBaHHs
Ta MicLe3HaxXoMKeHHs 3asaBHUKa. 3MiHK | Tuny - 3miHa
HaliMeHyBaHHs Ta/abo MicLe3HaX04KEeHHS BUPOGHUKA
roTOBOrO /iKapCbKOro 3acoby, BK/IYaKUM Micue
npoBefAeHHs KOHTPOJ0 AKOCTI(BUPOGHMYA AiNbHULSA
BUWMYCKY cepii) - 3MiHa HaliMeHyBaHHS Ta NpPUBELEHHS
MiCLLe3Hax04KEHHSI BUPOOHMKA Y BifgnoBIgHICTb A0
BucHoBKy LLOA0 NiATBEPIKEHHS BigNOBIAHOCTI
BUpo6HMLUTBA /13 BUMoram GMP (Jepxnikcnyx6a
YKpaiHu).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS.
203. | XYMANOr® MIKC | cycneHsia ans Eni Ninni Higepnavgu | Ninni ®paHc C.A.C. PpaHLis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/8352/01/01
25 niALKipHOro HepepneHpa b. 3MiHK | TUNY - BBeAEeHHA abo 3MiHU [0 y3aralbHEHNX peyenmom
BBeAeHHs,, 100 MO/mn B. LaHuX Npo cuctemy hapmakoHarnsgy (Bkaoyarum
no 3 My kapTpuaxax KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
Ne 5, B ogHOpa3oBumx dhaiina cuctemu chapmakoHarnsgy
LUNPUL-PYyYKax
KsiklMeH Ne 5
204. | XYMANOI® MIKC | cycneHsia ans Eni Ninni Higepnangu | Ninni ®paHc C.A.C. PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8352/01/02
50 nigLWwKipHOro HepepneHg b. 3MiHM | TNy - BBEAEHHS ab0 3MiHW [0 y3arasibHEHUX peyenmom
BBefeHHs,, 100 MO/mn B. AaHnX Npo cuctemy thapmakoHarnisgy (BKiovaoum
no 3 MmNy kapTpumkax KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLeHHI macTep-
Ne 5, B ogHOpa3oBux thaiina cuctemun chapmakoHarnsgy
LUNPUL-PYyYKax
KsikleH Ne 5
205. | ULENbT Masb no 50 ry Ty6ax Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/0020/03/01
Xalinbmitrens XainbMmitTens 3MiHM | TUny - 3MiHa rpadiyHOro 306pakeHHs Ha TekcT peyenma
Xeenb Mv6X Xeenb M'v6X MapKyBaHHS ynakosok. BBefieHHs 3MiH npoTArom 3-x
MicsiLliB Nicns 3aTBepPAKEHHSA
206. | LE®ENIM NOPOLLOK [/191 PO3UYNHY Aypo6iHao IHais AypobiHgo ®apma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3a UA/11998/01/01
AYPOBIHAO OnA iH'ekuii no 500 Papma /114 Nt 3MiHW | TUNy - BBEAEHHA ab0 3MiHU [0 Y3araslbHEHUX peyenmom
mr, 1 cpnakoH 3 [aHuX Npo cuctemy thapmakoHarnsgy (BKiovanoum
NOPOLLKOM Y nauii KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
dhaiina cuctemu chapmakoHarnsgy
207. | LE®ENIM NOPOLLIOK A1 PO3YMHY Aypo6iHao IHgis AypobiHao ®apma IHgjsa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/11998/01/02
AYPOBIHAO Ons iH'ekyin no 1000 dapma /114 nra 3MiHK | TUNY - BBeAEeHHA abo 3MiHU [0 y3aralbHEHNX peyenmom

mr, 1 dolakoH 3
NOPOLLKOM Y Mmayi

AaHvX Npo cuctemy thapmakoHarnsagy (Bknoyaroun
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MiLLLEHHI macTep-
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Ne Hassa dopma BUMNyCcKy 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKAa BionycKky | peecmpayiliHo
3acoby ¢hopma, ynakoska) 20
nocsi0O4YeHHs
chaiina cuctemu chapmakoHarnsgy
208. | LE®ENIM NOPOLLOK 4719 PO3UUHY Aypob6iHa0 IHgis Aypob6iHao Papma IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11998/01/03
AYPOBIHAO Ans iH'ekuii no 2000 dapma /114 nTg 3MiHM | TUNy - BBEAEHHS ab0 3MiHM [0 y3ara/lbHEHUX peyenmom
mr, 1 chnakoH 3 [aHuX Npo cnctemy thapmakoHarnsgy (Bkioyaoum
NOPOLLKOM Y nauui KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
haiina cuctemu chapmakoHarnsgy

HauyanbHUK YnpaBniHHA
thapmaneBTUYHOT AiANBHOCTI Ta

sIKoCTi hapMaLeBTUYHOT NPOAYKLi T.M. JIicKkOBCbKMiA
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NMEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TIOTYHUX NPENAPATIB), AKUM BIAMOBJ/IEHO ¥
AEPXXABHIN PEECTPALIII, MEPEPEECTPALII TA BHECEHHI 3MIH 10 PEECTPALIIMHUX MATEPIANIB

TA AEPXXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3040pOB’A YKpaiHu

15.09.2016 Ne 973

Ne Hassa dopma 3assHuUK KpaiHa Bupo6Huk KpaiHa riocmasa poyedypa
n/n | nikapcbKo20 BUIMNYCKY
3acoby
1. rNIOPAN® Tabnetku no 80 mr laneHika AT Cepbis FaneHika AT Cepbis 3acigaHHa HTP Ne He peKoMeHAyBaTW [0 3aTBEpPMKEHHSs1 - 3MiHW | Tuny -
Ne 30 (10x3) vy Benrpap, Benrpag, 13 Big 14.07.2016 3MiHa HalilMeHyBaHHs Ta/abo MicLe3Haxo4KeHHS1 BUPOGHMKa
6nictepax rotoBoro nikapcobkoro 3acoby (1.5. (6) IA), ockinbku AaHa
OiNbHULA  BUPOGHMLTBA HE € 3aTBEPKEHOW | e
BHOCUTLCA 3asBamu 3a nn. 2.2.2.1. (1), 16, 2.2.2.1. (a), IA,
2.2.2.1. (6), IA 3 yxe HOBOIO A iCHOI Ha3BO | aApecoro
2, HE®PPO®DIT 36ip, no 100 ry TOB YkpaiHa TOB YkpaiHa 3acigaHHa TEK Ne He peKoMeHAyBaTu [0 3aTBEPAXXEHHA - BUMpPaB/IEHHSA
nakeri, "HaykoBo- "HaykoBo- 27 Big 02.08.2016 TEeXHIYHOI noMuskn (3rigHo Hakaly MO3 Big 23.07.2015 Ne
BK/1aZleHOMY B BMpOGHMYa BMpOGHUYa 460) 3rigHo n.2.4. po3giny VI 'y po3gini «Ynakoska» nogaHo
nayky; no1,5ry thapmaueBTny thapmauesTn iHcbopMmaLito, WoAo CTiKepy, SIKWIA HaKNETb Ha KianaHu
hinbTp-nakeTi; No Ha koMnaHist yHa nayku, OCKi/IbKM  3rifHO  HajaHoi  [OKyMeHTauii  Bif
20 hinbTp-nakeTiB "EMM" KOMMaHis BUPOOGHUKA Bigdynacsi 3miHa CTikepy
y nauuj "EVM"
3. oniroBIT TabneTtkn, BKpUTI laneHika AT Cepbis FaneHika AT Cepbis 3acigaHHa HTP Ne He peKoMeHAyBaTW [0 3aTBEpPAKEHHs1 - 3MiHW | Tuny -
060/10HKOI0, Ne 30 Benrpap, Benrpag, 12 Big 30.06.2016 3MiHa HaliMeHyBaHHS Ta MiCLe3Hax0MmKeHHS BUPOOHUYOT

(10x3) y 6nicTepax

ginbHuui (1.5. (6) 1A); 3miHM | Tuny - 3MmiHa napameTpiB
cneuudikauin ana gonomixHoi pevosuHun (2.2.3.1. (e) 1B),
3rigHO pilweHHa HTP

HauyanbHUK YnpaBniHHA
thapmaueBTUUYHOI AiANBbHOCTI Ta

AKOCTI (hapMmaueBTUUHOI NPOAYKLiT

T.M. NAacKOBCbKUu
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