MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPATHA

HAKA3

Kui
16 6epe3ns 2021 poky B Ne 485

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHX
iMyHo0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaljiiHUX MaTepiajiB

BignosinHo go crarti 9 3akoHy Ykpainu «IIpo jsiikapceKi 3acobu», MyHKTIB 5,
7, 10 Tlopsiaky pepkaBHOI peectpariii (riepepeecTpailii) JikapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoio Kabinety MinicTpiB Ykpainu Bif 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABaJIiTh ChOMOTO IMANMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOPOHM 37]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Bix 24 ciuas 2020 poky Ne 90), Ha migcraBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peECTparlifo
(mepepeecTpaliit0) Ta BHECEHHS 3MiH [0 peeCTpaLiiHUX MaTepiajiB, MPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM «Jlep)KaBHUM eKCepTHUW LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0OZ0 eheKTHMBHOCTi, Oe3rmeyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS [0 Jep)KaBHOI peectparlfii (mepepeectpariii), 11070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepiaiiB Ta peKoMeH/allii Moro /10 [ep>kKaBHOI
peecTpatiii (repepeectpaiiii) abo BHeCeHHsI 3MiH /10 peecTpaliiHUX MaTepiasiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKMX 3aco0iB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rigHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0OiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapatv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KoHTpo/sb 3a BHKOHAHHAM I[bOI0 HakKasy I[IOKJIAaCTA Ha 3acCTyHUKa
MiHicTpa 3 muTaHb €BPOIEKCHKOI iHTerpaii IBamjenka [.A.

MinicTp Maxkcum CTEITAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0

Hoparoxk 1

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
peecTpauiio (mepepeecTpanii) JiKapCbKUX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpaniiiHuX MaTepiatiB»
Big 16 Gepesns 2021 p. Ne 485

DEP>XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHUN

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby ynakoskKa) nocsioYyeHHs1
1. AKICTAH AYO Kpanni o4Hi, po3unH, | ®Papmacene ABCTpis BMPOGHMLITBO rOTOBOrO ITanis/ peecTpauist Ha 5 pokis 3a He UA/18606/01/01
no 2,5 Mn 'y chnakoHi KT NpoAyKTy, NaKyBaHHS, ABcTpis MepiognyHicTb NoAaHHA perynspHo peyenmom nionsizae
3 KpanesnbHuLe Ta IHTepHeLuHN KOHTPO/b SKOCTI: OHOB/IHOBAHOTO 3BITY 3 6e3neku,
KpuLwkoto, no 1 abo BeteniraHrs BpycweTtTini C.P.J1., ITanis; BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
3, abo 6 dhnakoHiB B rM6X BMPOGHMYA AinbHULSA 3i thapmakoHarnagy, 3aTBepKeHoro
KapTOHHIA KOpooLi cTepwnisauii nepBUHHOT Haka3oM MiHicTepcTBa OXOPOHU
YNaKoBKU: 34,0p0B’S YKpainu Big 27 rpyaHsa 2006
CrepigxeHikc Itania C.IN.A., poky Ne 898, 3apeecTpoBaHOro B
ITanis; BUPOGHUK, SKWiA MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
BiANOBiAa€ 3a BMMNYCK cepil: 2007 poky 3a Ne 73/13340 (y pegakuii
dapmacenekT IHTepHeLwHN Haka3y MiHicTepcTBa OXOPOHU
Beteniranrs Nm6X, ABCTpis 3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTPOKaMu, 3a3HaYeHUMKN y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku
2. AHIAYNA®YHIIH | nopoLok ans ToBapucTBO Ykpaina TOB "®apmiges” Nartsis peecTpauist Ha 5 pokis 3a He UA/18607/01/01
KOHL,eHTpaTy ans 3 MepioguyHICTb NOAAHHS PerynsipHo peyenmom nionsizae
pPO3uMHy ons 06MEXEHO OHOB/OBAHOTO 3BITY 3 6e3neKu,
iHcpysiii no 100 wmr; BignoBsiganb BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
no 1 donakoHy 3 HicTio chapmakoHarnsgy, 3aTBepaXeHoro
NMOPOLLKOM Y "POKET- Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI navi PAPM" 30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULii YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HAYEHUMK Y
nepioguYHOCTI NoJaHHS perynspHux
3BITIB 3 6e3neku.
3. ACKOPYTUH Tabnetku, no 10 AT YkpaiHa AT "BITAMIHA" YkpaiHa peecTpaLis Ha 5 pokis 6e3 nionsieae UA/18608/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tabnetok y 6nictepi,
no 3 abo 5 6nictepis
y nayui

"BITAMIHA"

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyHOCTi NOJaHHA PerynsapHux
3BITIB 3 6e3neku.

peyernma

ALUETUNUNCTEI
H-TEBA

TabneTku Wwmnydi no
600 mr, no 10
TabneTok y Ty6i, no
1 Ty6i y KapTOHHiIl
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE MaKyBaHHS:
Mepkne M'm6X, HimeuunHa;
KOHTPOb Cepii, A03BiN Ha
BUNYyCK cepii: Mepkne M'vbX,
HimeuunHa

HimeuyunHa

peecTpauisi Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.

6e3
peyenma

nionsieae

UA/18609/01/01

BOAA ANiA
IH'EKLIN

PO3YMHHWK AN
napeHTepasbHOro
3acTocyBaHHs, no 2
mn abo 5 mn B
amnynax
nosnimMmepHux, no 10
amnyn B navui

MpuBatHe
aKujioHepHe
TOBapUCTBO

"IHdy3ia"

YKpaiHa

MpuBaTHe akLioHepHe
TOBapuCTBO "lHdy3isa"

YKpaiHa

peecTpauis 5 pokis
MepioanyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’s YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMn y
nepiognyYHOCTI NOJaHHA PerynsapHUX
3BITiB 3 6e3neKu.

6e3
peyenma

nionsieae

UA/18610/01/01

OI®AAON

Kpansi O4Hi, PO34UH,

BapLiascbku

MNonbLia

BapLluaBcbkuii

MonbLa

peecTpauisi Ha 5 pokis

3a

He

UA/18611/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

1 mr/mnno 5 mn
npenapary y
hnakoHi-
KpanenbHuLj; no 1
dhnakoHy abo no 3
donakoHn B
KapTOHHI/ Kopoo6Li

n
dapmaLesT
WNYHWIA 3aBOf,
Monbcha AT

dapmMaLeBTUYHUIA 3aB0f,
Monbcha AT

MepiognyHICTL NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyHOCTi NOJaHHA PerynsapHux
3BITIB 3 6e3neku.

peyerimom

nionsize

ETOPIAKC®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 30
Mr, No 7 TabneTok y
6nictepi, no 1 a6o
no 4 6nictepn y
Kopoo6Ui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO “in bulk",
nepBuHHa Ta BTOPUHHA
ynakoBKa, KOHTPO/ib Ta
Bunyck cepii: KPKA, a.4.,
Hoso mecTo, CnoseHis;
BMPO6HMLUTBO "in bulk”,
nepBUHHa Ta BTOPUHHA
ynakoska: FOHiuem
Nab6opaTtopiec NimiTen,
IHAis; nepBrHHA, BTOPUHHA
ynakoBKa Ta BMNYyCK cepil:
TAL ®apma M'v6X,
HimeyunHa; nepsuHHa Ta
BTOpVHHa ynakoska: KPKA,
o0.4a., HoBo mecto, CrnoBeHis;
BTOPUHHA YNaKoBKa:
MpecTtmx MNMpomoyLueH
BepkaydcoepaepyHr &
Bep6ecepsic MM6X,
HimeyunHa; KOHTpO/b cepii:
KPKA, a.4. HoBo mecTo,
CnoBeHis; KOHTPO/Ib cepii:
TAL dapma M'm6X,
HimeuyunHa; KOHTpob
MiKpO6iO/IOriYHOT YACTOTH
cepii (y Bunagky KOHTPOsIo
cepii TAJ ®apma N'v6X):
Na6op N1C CE & Ko. KT,
HimeuunHa

CnoseHisi/
IHais/
HimeyunHa

peecTpauisi Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/18612/01/01

ETOPIAKC®

TabneTku, BKPUTI
NNiBKOBOK
060/10HKOH, M0 60

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO “in bulk",
nepBKHHA Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib Ta

CnoseHis/
IHais/
HimeyunHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,

3a
peyenmom

He
nionsieae

UA/18612/01/02




Hassa

Popma sunycky

3asBHUK
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n/n

JliKapcbKO20
3acoby

ynakoska)
Mr no 7 TabneTok y
6nictepi, no 1 abo

(nikapcbka chopma,

KpaiHa
3asiBHUKa

Bupo6Huk

Bunyck cepii: KPKA, a.4.,

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ETOPIAKC®

no 4 6nictepu y
Kopoobui

TabneTku, BKPUTI

KPKA, a.4.,

CnoBeHis

Hoso mecTo, CrnoseHis;
BMpPO6HULTBO "in bulk”,
nepBUHHa Ta BTOPUHHA
ynakoska: FOHiuem
Nab6opaTtopiec Nimiten,
IHAis; nepBrHHA, BTOPUHHA
ynakoBKa Ta BUNYyCK cepil:
TAL ®apma M'vM6X,
HimeyunHa; nepsuHHa Ta
BTOpPVHHa ynakoska: KPKA,
40.4a., HoBo mecto, CrnoBeHis;
BTOPUHHA YNaKoBKa:
MpecTtmx MNpomoyLueH
BepkaydcoepaepyHr &
Bep6ecepsic Mm6X,
HimeyunHa; KOHTpOsb cepii:
KPKA, a.4. HoBo mecTo,
CnoBeHis; KOHTPO/Ib cepii:
TAL dapma M'M6X,
HimeuyunHa; KOHTpob
MiKpO6IOIOriYHOT YACTOTH
cepii (y Bunagaky KOHTPOsIo
cepii TA[ ®apma M'M6X):
Na6op N1C CE & Ko. KT,
Himeuunna

BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMm, 3a3HaYeHUMKN y
nepioguyHOCTI NoJaHHS PerynspHux
3BITIB 3 6e3neku.

NNiBKOBOIO
060/10HKO0, N0 90
Mr no 7 TabneTok y
6nictepi, no 1 a6o
no 4 6nictepn y
Kopoobui

HoBo mecTo

40.4a., HoBo mecto, CroBeHis;

HimeyunHa; KOHTpO/b cepii:

BMPO6HMLTBO “in bulk",
nepBuHHa Ta BTOPUHHA
yrnakoBKa, KOHTPO/Ib Ta
Bunyck cepii: KPKA, a.4.,
Hoso mecTo, CnoseHis;
BMPO6HMLTBO "in bulk”,
nepByHHa Ta BTOPUHHA
ynakoska: FOHiuem
Nab6opaTtopiec NimiTen,
IHAis; nepBrHHA, BTOPUHHA
ynakoBKa Ta BMNYyCK cepil:
TAL ®apma M'v6X,
HimeuunHa; nepsuHHa Ta
BTOpVHHa ynakoska: KPKA,

BTOPUHHA YNaKoBKa:
MpecTtmx MNMpomoyLueH
BepkaydcoepaepyHr &
Bep6ecepsic MM6X,

KPKA, a.4. HoBo mecTo,

CnoseHisi/
IHais/
HimeyunHa

peecTpauisi Ha 5 pokis

MepioguyHICTb NOAAHHS PerynsipHo

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro

Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii

Haka3y MiHicTepcTBa OXOPOHU

3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/18612/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CnoBeHis; KOHTPO/Ib cepii:
TAL dapma M'M6X,
HimeuyunHa; KOHTpob
MiKpO6IOIOriYHOT YACTOTH
cepii (y Bunagaky KOHTPOsIo
cepii TA[ ®apma M'M6X):
Na6op N1C CE & Ko. KT,
Himeuunna

10.

ETOPIAKC®

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, Mo 120
Mr, no 7 TabneTok y
6nictepi, no 1 a6o
no 4 6nictepn y
Kopoo6Ui

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BMPO6HMLTBO “in bulk",
nepBuHHa Ta BTOPUHHA
ynakoBKa, KOHTPO/ib Ta
Bunyck cepii: KPKA, a.4.,
Hoso mecTo, CnoseHis;
BMPO6HMLTBO "in bulk”,
nepBUHHa Ta BTOPUHHA
ynakoska: FOHiuem
Nab6opaTtopiec NimiTen,
IHAiS; nepBrHHA, BTOPUHHA
ynakoBKa Ta BMNYyCK cepil:
TAL ®apma Mv6X,
HimeyunHa; nepsuHHa Ta
BTOpVHHa ynakoska: KPKA,
n0.4a., HoBo mecto, CrnoBeHis;
BTOPUHHA YNaKoBKa:
MpecTtux MNMpomoyLueH
BepkaydcoepaepyHr &
Bep6ecepsic MM6X,
HimeyunHa; KOHTpO/b cepii:
KPKA, a.4. HoBo mecTo,
CnoBeHis; KOHTPO/b cepii:
TAL dapma M'm6X,
HimeuuunHa; KOHTpoNb
MiKpO6i0I0riYHOT YACTOTH
cepii (y Bunagky KOHTPOsIo
cepii TAJ ®apma N'v6X):
Na6op N1C CE & Ko. KT,
HimeuunHa

CnoseHisi/
IHais/
HimeyunHa

peecTpauisi Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/18612/01/04

11.

KNEBYTAM®

KOHLieHTparT Ans
pO34nHy Ans
iHcpy3in, 250 mr/20
mn, no 20 mn B
amnyni, no 10
amnyn y KapTOHHIl
Kopoo6Li

TOB
"BOPBAPT
C ®APMA"

YKpaiHa

Monidapma Inak CaH.Be Tik.
A.C.

TypeuunHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PErynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’A YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuLii Ykpainu 29 ciuHa

3a
peyenmom

He
nionsieae

UA/18613/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMm, 3a3HaYeHUMKN y
nepiognuyHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.
12. KNOHIANHY NOpPOLLOK T30B CnoseHis CIMC COUIETA ITANIAHA ITania peecTpauist Ha 5 pokis - He UA/18614/01/01
rigpoxnopung (cybcTaHuis) y "BIOHIKA MEAIUNHANI CKAHAIUW nionsizae
noABINHNX €BPOMNA" C.P.N.
nonieTMNeHoBux
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs
13. MANINIH® cupon, 97 mr/5 mn; disnyna YkpaiHa TOB "AKMN "®apmauesTnyHa YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsizae UA/18615/01/01
no 125 r y chnakoHi; ocoba- thabpuka" MepioAnYHICTb NOJAHHA PErynsapHO peyenma
no 1 cpnakoHy 3 nignpuemed, OHOB/OBAHOIO 3BITY 3 6e3neku,
[,03Y104010 b ['yces BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
CK/IIHOYKOIO B mauLi KocTAaHTWH chapmakoHarnsgy, 3aTBepiKeHoro
KocTaHTMHO Haka3oM MiHicTepcTBa OXOPOHM
BUY 300pOB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHUMKN y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.
14. META®OPA® - Tabnetku, AT Ykpaina AT "KMIBCbKUI YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18616/01/01
SR NPOIOHIoBaHOI Aji, "KNIBCbKU BITAMIHHUIA 3ABOS" MepiognYHICTL NOAAHHS PerynspHo peyenmom nionsieae
no 1000 mr no 10 i OHOBJOBAHOTO 3BITY 3 6e3NeKu,
Tabnetok y 6nictepi, | BITAMIHHWA BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
no 3 a6o 6 6nictepis " 3ABOA" thapmakoHarnagy, 3aTBepKeHoro
y nauu,i Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HavYeHMmn y
NepiofNYHOCTI NOJaHHA PerynsapHUX
3BITIB 3 6e3neku.
15. M-CMPEN cnpeii HasaslbHUiA, AnBoreH Bonrapis SAPMEA dpaHuis peecTpauist Ha 5 pokis 3a He UA/18617/01/01
[030BaHuii, 50 dapma [MepioAMYHICTb MOAAHHS PErYNISAPHO peuyenmom nidnsieae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
MKr/go3a, no 16 r TpegnHr OHOBJIHOBAHOrO 3BITY 3 6Ge3Mneku,
(120 po3) abo 18 r tOpon BiANOBIAHO A0 MopsaKy 34iACHEHHS
(140 po3) cycneHsii OTOB thapmakoHarnagy, 3aTBepKeHoro
y NoslieTUNEHOBIN Haka3oM MiHicTepcTBa OXOPOHM
NAALWLi BUCOKOT 30,0p0B’A YKpainu Big 27 rpyaHs 2006
LWiNbHOCTI, 06'eMOM poky Ne 898, 3apeecTpoBaHoOro B
20 mn, 3 fo3yUnM MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
Hacocom - 2007 poky 3a Ne 73/13340 (y pepakuii
posnuBayem, Haka3y MiHicTepcTBa OXOPOHMW
3aKpUTUM 340pOB'A YKpaiHu Bifg 26 BepecHs
Hasa/IbH1Um 2016 poky Ne 996), cTaHOBUTb: 3riAHO
annikatopom 3 3i CTpOKamMu, 3a3HayeHMmn y
KOBMa4KoM; NsLKa NepiofNYHOCTI NOJAHHA PErynsapHUX
B KapTOHHII nayui 3BITiB 3 6e3neKu.
16. HOCKANIH KpucTanivyHmi ToBapucTso YkpaiHa Mapaxg Oapoy IpaH peecTpauist Ha 5 pokis - He UA/18618/01/01
NopoLLoK abo 3 dapmacbioTikan Komnani nionsizae
KpucTtanu 06MeXEHO (MpaiiBeT Ox0iHT CTOK)
(cybeTaHuis) y BignoBigans
noABiNHMX HiCTIO
nosieTuIeHoBMX "XapkiBcbke
nakeTtax gns hapmaueBT
chapmaLeBTU4YHOro nyHe
3acTocyBaHHS nianpuemMmcTB
0 "3p0poB's
Hapoay”
17. MIKOCEH® renib pekTasbHuiA TOB "AKnM YkpaiHa TOB "AKMN "®apmauesTnyHa YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsizae UA/18619/01/01
MIKPA 0,12r/10rno10ry "®apmaueBT thabpuka" MepioAnYHICTb NOJAHHA PErynsapHO peyenma
Ty6i-KaHoNi no 6 N4Ha OHOBJ/OBAHOIO 3BITY 3 6e3neku,
Ty6-KaHNb Yy naui thabpuka" BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMm, 3a3HaYeHUMKN y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.
18. NIPUTAH Tabnetku no 0,25 Mr KYCYM IHais KYCYM XENTXKEP NBT IHais peecTpauist Ha 5 pokis 3a He UA/18620/01/01
no 10 TabneTtok y XENTXKEP nTa MepiognyHICTb NOA4AHHS PerynspHo peyenmom nionsieae
6nictepi, no 3 abo 6 NBT NTA4 OHOB/OBAHOTO 3BITY 3 6e3NeKu,

6nictepiB y
KapTOHHIlA ynakoBLi

BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHiCTepcTBa OXOPOHU




10

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTULil YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOpPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepiognuyHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.
19. MIPUTAH Tabnetku no 1,0 mr, KYCYM IHais KYCYM XENTXKEP NBT IHais peecTpauist Ha 5 pokis 3a He UA/18620/01/02
no 10 TabneTtok y XENTXKEP nTa MepioAnyHICTb NO4AHHS PEryNspHO peyenmom nionsieae
6nictepi, no 3 abo 6 MBT NTA, OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku,
6nictepiB y BiANOBIAHO A0 MopsaKy 34iACHEHHS
KapTOHHIN ynakosuUi hapMakoHarnsay, 3atBepaXeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW
340pOB' YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neKu.
20. MIPUTAH Tabnetku no 0,25 KYCYM IHais KYCYM XENTXKEP NBT IHais peecTpauist Ha 5 pokis - He UA/18621/01/01
mr, in bulk: no 10 XENTXKEP nTa MepioAnYHICTb NOJAHHA PErynsapHO niosnsieae
TabneTtok y 6nictepi, NBT NTA4 OHOBJ/OBAHOIO 3BITY 3 6e3neku,
no 100 6nicTepiB y BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
KapTOHHI Kopo6L; chapmakoHarnsgy, 3aTBepikeHoro
no 10 TabneTtok y Haka3oM MiHicTepcTBa OXOPOHU
6nictepi, no 150 300pOB’A YKpaiHu Big, 27 rpyaHs 2006
6nictepiB y poky Ne 898, 3apeecTpoBaHoOro B
KapTOHHI KopobLyj; MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs
no 10 TabneTok y 2007 poky 3a Ne 73/13340 (y pegakuii
6nictepi, no 200 Haka3y MiHicTepcTBa OXOpPOHU
6nictepiB y 3/10pOB's YKpaiHu Bif 26 BepecHs
KapTOHHI KOpooLi 2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMm, 3a3HaYeHUMKN y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.
21. NIPUTAH Tabnetku no 1,0 wr, KYCYM IHais KYCYM XENTXKEP NBT IHais peecTpauist Ha 5 pokis - He UA/18621/01/02
in bulk: no 10 XENTXKEP nTa MepiognyHICTb NOA4AHHS PerynspHo nionsieae
Tabnetok y 6nictepi, NBT NTA4 OHOB/OBAHOTO 3BITY 3 6e3NeKu,

no 100 6nicTepiB y
KapTOHHIiA Kopo6L;
no 10 TabneTtok y

BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHiCTepcTBa OXOPOHU
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
6nictepi, no 150 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
6nictepiB y poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIiA Kopo6L; MiHicTepcTBi rocTULil YkpaiHu 29 ciuHa
no 10 TabneTok y 2007 poky 3a Ne 73/13340 (y pegakuii
6nictepi, no 200 Haka3y MiHicTepcTBa OXOpPOHU
6nictepis y 370pOB's YKpaiHu Bif, 26 BepecHs
KapTOHHI/ Kopoo6Li 2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHUMKN y
nepiognuyHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.
22. noni-MIKC b niocpinizat ana Bxapat IHais Bxapat Cipamc eHp, IHais peecTpauist Ha 5 pokis 3a He UA/18622/01/01
po3unHy ans iH'ekuin | Cipamc eHg, BaxkuuHc Nimiteq, MepiognyHiCTb NOAAHHA PErynspHo peyenmom nionsizae
no 500 000 MO; 1 BakuuHc OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku,
hnakoH 3 Nimitepn BiANOBIAHO A0 MopsaKy 34iACHEHHS
niocpinizatom y hapMakoHarnsay, 3atBepaXeHoro
KapTOHHIA Kopoo6Li Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW
340pOB' YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMn y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neKu.
23. PO3YBACTATUH | TabneTtku, BKpUTI TOB YkpaiHa MAT "KuiBmegnpenapar” YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18623/01/01
NNiBKOBOIO "APTEPIYM peyenmom niosnsieae
060/10HKO10, Mo 10 nTaor
mr, no 10 TabneTtok
y 6nicTepi, no 3
6nicTepn B nayLi
24, PO3YBACTATUH | TabneTku, BKpUTI TOB YkpaiHa MAT "KvniBmegnpenapat” YkpaiHa peecTpauist Ha 5 pokis 3a He UA/18623/01/02
NNiBKOBOIO "APTEPIYM peuyenmom niosnsieae
060/10HKO0, N0 20 nta"
mr, no 10 TabneTtok
y 6nicTepi, no 3
6nictepu B nayyj
25. POKCAMIMEKC TabneTku, BKpUTI KPKA, o.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauisi Ha 5 pokis 3a He UA/18624/01/01
NNiBKOBOIO HoBo mecTo nepBMHHE Ta BTOPUHHE MepioguyHICTb NOAAHHS PerynsipHo peyenmom nionsizae

o60s10HKot0, 20
mr/10 mr/8 mr, no 10
Tabnetok y 6nicrepi,
no 3 a6o 6, a6o 9,
abo 10 6nicTepis B
KapTOHHiA KOpooLi

nakyBaHHS, KOHTPO/b Ta
BWMYCK Cepii:

KPKA, a.4a., Hoso mecTo,
CnoBeHis;
KOHTpOsb cepii (disnyHi Ta
XiMiYHi METOAN KOHTPO/II0):
HN30X (HaujoHanbHi
nabopaTopisi 3a 34paB'e,

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro

Haka3oM MiHicTepcTBa OXOPOHM

300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
OKOJI€E iH XpaHo), CroBeHis; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/b cepil (hisnyHi Ta 3[10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHi METOAM KOHTPOSI0): 2016 poky Ne 996), cTaHOBUTb: 3rigHO
KPKA, a.4., HoBo mecTo, 3i CTpOKamMu, 3a3HaYeHMmn y
CnoseHis; nepiogNYHOCTI NOAaHHA perynsapHnx
KOHTpO/b cepii (hisnyHi Ta 3BITIB 3 6e3neku.
XiMiYHi METOAMN KOHTPOIO):
NabeHa p.0.0., CnoBeHis;
KOHTpO/b cepii (hisnyHi Ta
XiMiYHi METOAMN KOHTPOIO):
Kemilicbki iHCTUTYT, LieHTp
3a Banigauilicke TexHonorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpO/b cepii (hisnyHi Ta
XiMiYHi METOAMN KOHTPOIO):
Kemina6 f.0.0., CrnoBeHis
26. POKCAMIMEKC TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauist Ha 5 pokis 3a He UA/18624/01/02
NNiBKOBOIO HoBso mecTo nepBMHHE Ta BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsi2ae
o6onoHkoto, 20 Mr/5 nakyBaHHs, KOHTPO/b Ta OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
mr/8 wmr, no 10 BMMYCK Cepii: BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
Tabnetok y 6nictepi, KPKA, a.4., HoBo mecTo, hapmakoHarnagy, 3aTBepKeHoro
no 3 abo 6, a6o 9, CnoseHis; Haka3oM MiHicTepcTBa OXOPOHU
a6o 10 6nicTepis B KOHTPO/b cepii (isnyHi Ta 300pOB’A YKpaiHu Big, 27 rpyaHa 2006
KapTOHHIA Kopoo6Li XiMiYHi METOAM KOHTPO/H0): poky Ne 898, 3apeecTpoBaHOro B
HN30X (HauioHanbHi MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
nabopartopis 3a 34pas'e, 2007 poky 3a Ne 73/13340 (y pegakuii
OKOJI€E iH XpaHo), CroBeHis; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/b cepil (hisnyHi Ta 3/10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHI METOAM KOHTPOSHO): 2016 poky Ne 996), cTaHOBUTb: 3rigHO
KPKA, a.4a., HoBo mecTo, 3i CTpOKamMu, 3a3HaYeHnMmn y
CnoseHis; nepiogNYHOCTI NOAaHHA perynsapHnx
KOHTpPO/b cepii (hisnyHi Ta 3BITIB 3 6e3neku.
XiMiYHi METOAM KOHTPO/H0):
Nab6eHa f.0.0., CnoseHis;
KOHTpPO/b cepii (isnyHi Ta
XiMiYHi METOAM KOHTPO/IH0):
Kemilicbki iHCTUTYT, LIeHTp
3a Basligauiicke TexHosorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpPO/b cepii (hisnyHi Ta
XiMiYHi METOAM KOHTPO/H0):
Keminab f.0.0., CnoseHis
27. POKCAMIMEKC TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauist Ha 5 pokis 3a He UA/18624/01/03
NNiBKOBOIO HoBo mecTo nepBMHHE Ta BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsi2ae

060/10HKO10, 20 mMr/5
mr/4 mr, no 10

nakyBaHHS, KOHTPO/b Ta
BWMYCK Cepii:

OHOBJ/OBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
Tabnetok y 6nictepi, KPKA, a.4., HoBo mecTo, thapmakoHarnagy, 3aTBepKeHoro
no 3 a6o 6, abo 9, CnoseHis; Haka3oM MiHicTepcTBa OXOPOHU
abo 10 6nicTepis B KOHTpO/b cepii (hisnyHi Ta 300poB’A YKpainu Big, 27 rpyaHa 2006
KapTOHHI/ Kopoo6Li XiMiYHi METOAMN KOHTPOI0): poky Ne 898, 3apeecTpoBaHOro B
HN30X (HauioHasnbHi MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHs
nabopartopis 3a 34pas'e, 2007 poky 3a Ne 73/13340 (y pepakuii
OKOJI€E iH XpaHo), CroBeHis; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/b cepil (hisnyHi Ta 3[10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHi METOAM KOHTPOSIO): 2016 poky Ne 996), cTaHOBUTb: 3rigHO
KPKA, a.4a., HoBo mecTo, 3i CTpOKamMu, 3a3HaYeHMmn y
CnoseHis; nepiogNYHOCTI NOAaHHA perynsapHnx
KOHTpO/b cepii (hisnyHi Ta 3BITIB 3 6e3neku.

XiMiYHi METOAMN KOHTPOIO):
Na6eHa p.0.0., CnoBeHis;
KOHTpO/b cepii (hisnyHi Ta
XiMiYHi METOAMN KOHTPOIO):
Kemilicbki iHCTUTYT, LIeHTp
3a Banigauilicke TexHonorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpO/b cepii (hisnyHi Ta
XiMiYHi METOAMN KOHTPOIO):
Kemina6 f.0.0., CrnoBeHis

28. POKCAMIMEKC TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauist Ha 5 pokis 3a He UA/18624/01/04
NNiBKOBOIO HoBso mecTo nepBMHHE Ta BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsi2ae
o6onoHKoto, 10 nakyBaHHs, KOHTPO/b Ta OHOB/IHOBAHOTO 3BITY 3 6e3neku,
mr/10 mr/8 mr, no 10 BUMYCK Cepii: BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
Tabnetok y 6nictepi, KPKA, a.4., HoBo mecTo, thapmakoHarnagy, 3aTBepKeHoro
no 3 abo 6, a6o 9, CnoseHis; Haka3oM MiHicTepcTBa OXOPOHU
abo 10 6nicTepis B KOHTpPO/b cepii (isnyHi Ta 300pOoB’A YKpainu Big, 27 rpyaHa 2006
KapTOHHIA Kopoo6Li XiMiYHi METOAM KOHTPO/H0): poky Ne 898, 3apeecTpoBaHOro B

HN30X (HavuioHanbHi MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa

nabopartopis 3a 34pas'e, 2007 poky 3a Ne 73/13340 (y pegakui
OKOJI€E iH XpaHo), CroBeHis; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/b cepil (hisnyHi Ta 3/10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHI METOAM KOHTPOSHO): 2016 poky Ne 996), cTaHOBUTb: 3rigHO

KPKA, a.4a., HoBo mecTo, 3i CTpOKamMu, 3a3HaYeHMmn y

CnoseHis; nepiogNYHOCTI NOAaHHA perynsapHnx

KOHTPO/b cepii (isnyHi Ta 3BITIB 3 6e3neku.

XiMiYHi METOAM KOHTPO/H0):
NabeHa f.0.0., CnoseHis;
KOHTpPO/b cepii (hisnyHi Ta
XiMiYHi METOAM KOHTPO/H0):
Kemilicbki iHCTUTYT, LleHTp
3a Basligauiicke TexHosorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpPO/b cepii (di3nyHi Ta
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1

XiMiYHi METOAMN KOHTPOIO):
Kemina6 f.0.0., CrnoBeHis

29. POKCAMIMEKC TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauist Ha 5 pokis 3a He UA/18624/01/05
NNiBKOBOIO HoBso mecTo nepBMHHE Ta BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsi2ae
o6onoHkoto, 10 mr/5 nakyBaHHs, KOHTPO/b Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku,
mr/8 wmr, no 10 BUMYCK Cepii: BiANOBIAHO A0 MopsAaKy 34jiNCHEHHS
Tabnetok y 6nictepi, KPKA, a.4., HoBo mecTo, hapmakoHarnagy, 3aTBepKeHoro
no 3 abo 6, a6o 9, CnoseHis; Haka3oM MiHicTepcTBa OXOPOHU
a6o 10 6nicTepis B KOHTPO/b cepii (isnyHi Ta 300pOoB’A YKpainu Big, 27 rpyaHa 2006
KapTOHHIA Kopoo6Li XiMiYHi METOAM KOHTPO/IH0): poky Ne 898, 3apeecTpoBaHOro B

HN30X (HauioHanbHi MiHicTepcTBi oCcTULIT YKpaiHu 29 ciuHa

nabopartopis 3a 34pas'e, 2007 poky 3a Ne 73/13340 (y pegakui
OKOJI€E iH XpaHo), CroBeHis; Haka3y MiHicTepcTBa OXOPOHM
KOHTPO/b cepil (hisnyHi Ta 3/10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHI METOAM KOHTPOSHO): 2016 poky Ne 996), cTaHOBUTb: 3rigHO

KPKA, a.4a., HoBo mecTo, 3i CTpOKamMu, 3a3HaYeHNMmN y

CnoseHis; nepiogNYHOCTI NOAaHHA perynsapHnx

KOHTpPO/b cepii (hisnyHi Ta 3BITIB 3 6e3neku.

XiMiYHi METOAM KOHTPO/IH0):
Nab6eHa f.0.0., CnoseHis;
KOHTpPO/b cepii (isnyHi Ta
XiMiYHi METOAM KOHTPO/IH0):
Kemilicbki iHCTUTYT, LleHTp
3a Basligauiicke TexHosorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpPO/b cepii (hisnyHi Ta
XiMiYHi METOAM KOHTPO/IH0):
Keminab f.0.0., CnoseHis

30. POKCAMIMEKC TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPO6HMLTBO "in bulk", CnoBeHis peecTpauist Ha 5 pokis 3a He UA/18624/01/06
N/1iBKOBOO Hoso mecTO nepBUHHE Ta BTOPUHHE MepiognyHiCTL NoAaHHA perynsipHo peyenmom nionszae
060/10HKO, 10 MI/5 nakyBaHHs, KOHTPO/Ib Ta OHOBJIHOBAHOrO 3BITY 3 6e3neku,
mr/4 wmr, no 10 BMMYCK Cepii: BiANOBIAHO A0 MopsAaKy 3A4jiCHEHHS
Tabnetok y 6nictepi, KPKA, a.4., HoBo mecTo, hapmakoHarnsagy, 3aTtBepxxeHoro
no 3 abo 6, a6o 9, CnoseHis; Haka3oM MiHicTepcTBa OXOPOHU
abo 10 6nicTepis B KOHTpOsb cepii (disnyHi Ta 300pOB’A YKpaiHu Big, 27 rpyaHs 2006
KapTOHHIA Kopoo6Li XiMiYHi METOAN KOHTPOJII0): poky Ne 898, 3apeecTpoBaHoOro B

HN30X (HauioHanbHi MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs

nabopartopis 3a 34pas'e, 2007 poky 3a Ne 73/13340 (y pegakuii
OKOJIE iH XpaHo), CnoBeHis; Haka3y MiHicTepcTBa OXOpPOHU
KOHTPOb cepil (hisnyHi Ta 3/10pOB's YKpaiHu Bif 26 BepecHs
XiMiYHi METOAM KOHTPOSH0): 2016 poky Ne 996), cTaHOBUTb: 3rigHO

KPKA, a.4., HoBo mecTo, 3i CTpoKamu, 3a3HavyeHMU y

CnoseHis; nepiogNYHOCTI NoAaHHA perynspHnx

KOHTpOsb cepii (disnyHi Ta 3BITIB 3 6e3neku.

XiMiYHi METOAN KOHTPOJII0):
NabeHa f.0.0., CnoseHis;
KOHTpO/b cepii (di3nyHi Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0OYeHHs

XiMiYHi METOAMN KOHTPOIO):
Kemilicbki iHCTUTYT, LIeHTp
3a Banigauilicke TexHonorie
iH aHaniTiko (LIBTA),
CnoseHis;
KOHTpO/b cepii (hisnyHi Ta
XiMiYHi METOAMN KOHTPOIO):
Kemina6 g.0.0., CrnoBeHis

31.

CKA®O

NOPOLLOK AN1A
PO34UHY A5 iH'EKLIA
no 150 mr; no 1
donakoHy 3
MOPOLLKOM B KOPOObLi
3 KapPTOHY
nakyBa/lbHOro

HosaprTic
Osepci3
IHBECTMEHTC
Al

LLiseiiuapi
a

BMPOOHULITBO, NEPBUHHE
nakyBaHHs!, KOHTPO/Tb AKOCTI
OKpIM KiJIbKiCHOTO
BW3HAYEHHS, BTOPUHHE
nakyBaHHS:
HoBaprTic ®apma LUTeiH AT,
LLiBeiiLapisi; KOHTPO/b AKOCTI
(KinbKicHE BU3HAYEHHS):
HosaprTic ®apma AT,
Llseiuapis;
a/lbTepHaTUBHE BTOPVHHE
nakyBaHHs: lendapm
XtoHiHr CAC, dpaHu,is;
a/lbTepHaTUBHE BTOPVHHE
nakyBaHHS:
dapm/lor dapma JTopKNCTIK
m6X, HimeuunHa,;
anbTepHaTUBHE BTOPVHHE
nakysaHHs: FOIC Xenckep
ITania C.P.J1., Itanis; Bunyck
cepiii: HoapTic ®apma
m6X, HimeyunHa

Lsenuapis/
®paHuia/
ITania/
HimeuunHa

peecTpauist Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuji
Hakasy MiHicTepcTBa OXOPOHM
3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMu, 3a3HaYeHUMKN y
nepiognyYHOCTI NoJaHHS PerynsipHux
3BITIB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/18625/01/01

32.

DEBYKCOCTAT

KCAHTIC

TabneTkn, BKpUTI
NNiBKOBOIO
o60n0HkKoto, no 80
Mr; no 7 TabneTok y
6nictepi; no 4 abo
no 8, abo no 12
6nictepis B
KapTOHHIM nayui

«KcaHTic
Papma
NimiTen»

Kinp

BMPOOGHULITBO rOTOBOI
nikapcbkoi hopmu,
nepByHHa Ta BTOPUHHA
ynakoBKa, KOHTPO/b cepii,
BMMYCK Cepii:
PAPMATEH CA, Ipeuis;
nepBuMHHa ynakoBKa,
BTOPVHHA YNnakoBKa,
KOHTPO/b Ta BUMYCK Cepii:
PAPMATEH IHTEPHELLHN
CA, peuis

Ipeuis

peecTpadist Ha 5 pokis
MepioanyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
thapmakoHarnsgy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300p0B’s YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMn y
nepiognyYHOCTI NOJaHHA PerynsapHUX
3BITiB 3 6e3neku

3a
peyenmom

He
nidnsieae

UA/18628/01/01

33.

PEBYKCOCTAT

TabneTkn, BKpUTI

«KcaHTic

Kinp

BMPOGHULITBO rOTOBOI

peuis

peecTpauisi Ha 5 pokis

3a

He

UA/18628/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
KCAHTIC NAiBKOBOO dapma nikapcbkoi dhopmu, MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
060/10HKO10, M0 120 NimiTen» nepBrHHa Ta BTOPUHHA OHOBJIHOBAHOrO 3BITY 3 6e3neku,
Mr; No 7 TabneTok y ynakoBka, KOHTPO/b cepii, BiANOBIAHO A0 MOPsAKY 34iACHEHHS
6nictepi; no 4 abo BMMYCK Cepii: thapmakoHarnagy, 3aTBepKeHoro
no 8, a6o no 12 PAPMATEH CA, Ipeuis; Haka3oM MiHicTepcTBa OXOPOHU
6nictepis B nepBrHHA ynakoskKa, 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
KapTOHHI navui BTOPVHHA YMakoBKa, poky Ne 898, 3apeecTpoBaHoOro B
KOHTPOb Ta BUMYCK cepii: MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
SAPMATEH IHTEPHELIHN 2007 poky 3a Ne 73/13340 (y pepakuii
CA, peuis Haka3y MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neku
34. POPCAHEK® TabneTku, BKPUTI KYCYM IHAaia KYCYM XENTXKEP MBT IHAjsa peecTpauisi Ha 5 pokis 3a He UA/18626/01/01
NNiBKOBOIO XENTXKEP nTa MepioAnYHICTb NOAAHHS PErynsapHO peuenmom nionsieae
060/10HKOI0, N0 60 MBT NTA, OHOBJIHOBAHOrO 3BITY 3 6e3neku,
Mr, No 7 TabneTok y BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
6nictepi, no 1 a6o hapMakoHarnsagy, 3atBepixxeHoro
no 4 6nictepu y Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI ynakoBsL,i 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
nepiognyYHOCTI NOJaHHS PerynspHux
3BITIB 3 6e3neku.
35. DOPCAHEK® TabneTku, BKPUTI KYCYM IHAiA KYCYM XENTXKEP MNBT IHAisa peecTpadist Ha 5 pokis 3a He UA/18626/01/02
NNiBKOBOIO XENTXKEP nTa MepiognyHICTb NOAHHS PEryNsapHO peyenmom nidnsieae
o060n0Hkoto, no 90 NBT NTA4 OHOB/IHOBAHOTO 3BITY 3 6e3Mneku,
Mr; N0 7 TabneTok y BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
6nictepi, no 1 abo thapmakoHarnsgy, 3aTBepKeHoro
no 4 6nictepu y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHIiA ynakoBLi 300p0B’s YKpaiHu Bif 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMn y
nepiofNYHOCTI NOJaHHA PerynsapHuX
3BITiB 3 6e3neKu.
36. POPCAHEK® TabneTkn, BKpUTI KYCYM IHais KYCYM XENTXKEP MNBT IHais peecTpauisi Ha 5 pokis 3a He UA/18626/01/03
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
NAiBKOBOO XENTXKEP nTa MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
060/10HKO10, M0 120 NBT NTA4 OHOBJ/OBAHOIO 3BITY 3 6e3neku,
Mr; No 7 TabneTok y BiANOBIAHO A0 MOPsAKY 34iACHEHHS
6nictepi, no 1 abo thapmakoHarnagy, 3aTBepKeHoro
no 4 6nictepu y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHIA ynakoBL,i 304,0p0B’s YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTPOKaMK, 3a3HaYEHUMKN Y
NepiofNYHOCTI NOJaHHA PerynsapHuX
3BITIB 3 6e3neku.
37. ®YPOCEMIA MOPOLLIOK BE3 XopBarTis Lpi KpiwHa IHAjsa peecTpauisi Ha 5 pokis - He UA/18627/01/01

KpucTanivyHmi Papmaxem PapmaceyTikans fimites nionsieae
(cybcTaHuis) y 4.0.0.
noABiNHMX
nonieTMneHoBux
naketax gns
chapmaLeBTU4YHOro
3acTocyBaHHs

FeHepasibHUIA UPEKTop
AvpekTopaty chapmaLeBTUYHOrO 3a6e3neyYeHHs

OnekcaHpgp KOMAPIOA




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIOJ/TOIN4YHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Joparok 2
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Big 16 6epe3nsa 2021 p. Ne 485

no 8,75 r (35 ms1) abo
no 17,5 r (70 mn)
MOPOLLIKY Y MAALILI, N0
1 nnAwui pasom 3
[103y040H0 NiNeTKo B
KapTOHHi KOpO6L

Nex
dapmaueBTUYHa
KOMnaHis 4.4,

0o MNopsaky 34ificHeHHs dhapmakoHarnsagy,
3aTBEpXEHOro Hakas3om MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340pOB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. A3SUTPOMILUMH | nopoluok (cy6ecTaHuis) TOB "TK YkpaiHa LWaHxai LWiHgek Kutaii nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/15688/01/01
B NoABiliHMX "Apopa" dapmacbioTikan niosnsieae
nonieTuIeHoBMX (XavimeHb) Ko.,
MilKkax ans nra.
chapmaLeBTUYHOro
3aCTOCyBaHHs
2. ANb®PAPEKIH® | nioginizar ans TOB Ykpaina TOB "HaykoBo- Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/15134/01/01
PO34UHY AN iH'eKUl "BAJNTAPTIH BUPOGHMYA MepioanyHICTb NOAAHHA PerynsipHo peuenmom nionsieae
no 1 maxd MO in bulk: PAPMA" KOMNaHis OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
no 50, 500 a6o 1000 "IHTepchapmbioTek o Mopsaaky 34iicHeHHs dhapMakoHarisay,
oNakoHiB 3 " 3aTBepXeHoro Hakasom MiHicTepcTBa
niodgpinizatom B OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
KOpPOO6Lii 3 KApTOHY 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiil Ykpainm 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiogNYHOCTI NOJAaHHA perysspHUX 3BiTiB 3
6esneku.
3. AMOKCUK/AB | nopoLwok ans CaHpo3 CnoBeHis BUMYCK Cepil; CnoBeHis MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/15213/01/01
® 2S OpasIbHOT cycneHsii dapmacbHoTi BMPOGHULITBO 3a MepiognyHICTb NOJAHHA PerynsapHo peyenmom niossieae
(400 mr/57 mr B 5 mn) Kan3 a.4. MOBHUM LMK/IOM: OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBifHO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
6e3neku.
4, A®NOAEPM Kpem, 0,5 mr/r; no 20 r Benyno, Xopsaris Benyno, nikn Ta Xopsaris MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/11379/01/01
a60 40 1y Ty6i; no 1 nikn Ta KOCMeTuKa, A.4. OHoOBEHO iHGhopmaLito y po3ginax peyenmom nionsieae
Ty6i y KapTOHHIl navui KOCMETUKa, "Oco6nmBocCTi 3acTocyBaHHA", "IM06iuHi
o.o. peakuii” iIHCTPYKUiT AN MeguyHoro
3aCcTOCYBaHHS NikapCbKoro 3acoby
BiZANOBIAHO O OHOBNEHOT iHhopMaLii Wwoao
6e3nekn 3acToCyBaHHA [il040T PEYOBUHN.
MepiognyHicTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6esneku.
5. BA3OMNPECUH MOPOLLIOK (Cy6CTaHList) AT Ykpaina BCH MenTigec IcnaHis nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/11587/01/01
(BA3OMNPECUWH | y hnakoHax ans "papmak” C.A. nionsieae
Y ALETAT) thapmaLeBTUYHOro
3aCTOCYBaHHSA
6. BI3OMTUK Kpani O4Hi, PO34uH, dapmauesT MonbLa BapLuascbkuii MonbLa MepepeecTpalist Ha HEOOMEXEHNI TEPMIH. 3a He UA/14935/01/01
0,5mr/Mmnno5mny NYHWIA 3aBO4, dapmaleBTUYHNI OHOBNEHO iHthopMaL,ito B IHCTPYKLIT 415 peuyenmom nidnsieae
dnakoHi 3 “Monbthapm 3aBog MNMonbga MeANYHOro 3acToCyBaHHS NikapcbKoro
KpanenbHULeHo i a’ C.A. AT, NonbLua; 3acoby y posginax "OcobnmnsocTi
KPWLLKOIO 3 dapmaleBTUYHNI 3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta
rapaHTiliHUM KinbLewm; 3aB0/, posn”, "Oitn" (yTouHeHHs ), "MobiuHi peakyii™
no 2 go/1akoHn B J1OIbOAPMA” BiANOBIAHO A0 iHhopMmaL,ii pethepeHTHOro
KapTOHHI KopobLi; no C.A., Monbla nikapcbKoro 3acoby (BisnH® Knacununwii,
0,5mMny Kpanni ouHi 0,05 %).
n1acTMKOBOMY MepiognyHiCTb NogaHHA perynspHo
oNakoHi OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
0/IHOPa30BOro [0 Mopagky 34ilicHeHHA chapmakoHarnsgy,
BUKOPUCTaHHS; no 12 3aTBEPKEHOro Haka3om MiHicTepcTea
(pN1aKoHIB B KAPTOHHIN OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
KopoobLi 2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogNYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.
7. BIHOKCWH MB | TabneTtku TOB YKpaiHa TOB "d®apma YKpaiHa [NepepeecTpauisi Ha HEOOMEXEHWUA TEPMIH. 3a He UA/11573/01/01
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no 3 a6o no 10
6nicTepiB B naywj

"Moka3aHHsA"
3arBepaKeHo:

— BupaskoBa xBopoba LuyHka i
ABaHaUATUNAIO! KALLKW, TacTpUT, y TOMYy
yncni cnpnynHeHi Helicobacter pylori (y
cknagi cxem aHTuxenikobakTepHoT Tepanii);
— XPOHIYHWIA racTpuT i racTPOAYOAEHIT Y
thasi 3aroCTpeHHs1, B TOMY YMCNi CNPUYMHEHI
Helicobacter pylori.
3anponoHoBaHo:

— BupaskoBa xBopo6a LuyHKa i
ABaHaAuATUNANO0T KULWKK, racTpuT, Yy TOMY
yucni cnpuyrHeri Helicobacter pylori (y
CKnagi cxeM aHTuxenikobakTepHoi Tepanii),
"MpoTunokasaHHs", "Oco6MBOCTI
3actocyBaHHs", "Cnocib 3acTocyBaHHs Ta
[031"(YTOYHEHHS iHcpopmal,ii),
"Mepepo3yBaHHsa", "Mo6IYHI peakujii”
IHCTPYKL|i AN15 MEeAMYHOT0 3aCTOCYBaHHS

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
MPOJIOHrOBaHoI Aji Mo "ACIHO Crapt" MepiognyHicTb NOAaHHA perynsipHo peyenmom nionsizae
30 mr no 20 TabneTok YKPAIHA" OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
y 6nicTepi, no 1 abo o Mopsaaky 3aiicHeHHsT dhapMakoHarisay,
no 3 6nictepu B 3aTBEpIXEHOro Haka3om MiHicTepcTBa
KapTOHHI navwi OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
8. BIHOKCVH MB | Tabnetku TOB Ykpaina TOB "dapma Ykpaina MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/11574/01/01
NPOJIOHIOBaHOT Aji no "ACIHO Crapt"” MepioanyHICTb NOAAHHS PErynsipHO peyenmom nionsieae
30 wr, in bulk: no 7 kr YKPAIHA" OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BigNoBigHO
y nakeTtax [0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
noslieTuIeHoBMX B 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
KOHTEeliHepax OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
9. BIC-HON® Kancynu no 120 wr, no AT Ykpaina AT "®apmak” Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 He UA/5192/01/01
10 kancyn y 6nictepi, "papmak” OHOB/EHO iH(hopmaLito y po3ainax peuenma nionsieae
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

nikapcbKoro 3acoby BignoBigHO A0
OHOB/EHOT iH(hopmaLii Wwoao 6e3neku
3aCTOCYBaHHS Ail040l PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

10.

BPATU3O/IH

Kpem, 30 mr/r, no 3ry
Ty6i; no 1 Ty6i B
KapTOHHIA Kopoo6Li

TOB
«BAYLU
XEJIC»

YkpaiHa

dapm3aBos
Enbcha A.T.

MonbLa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/EHO iHdhopMaLiio y po3ginax
"®apmakonoriyHi BnactmsocTi”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyanr" (BHeCEHHS 40AATKOBMX
3acTepexeHb), "Cnocib 3acTocyBaHHs Ta
fo3n", "Mob6iuHi peakyii" iIHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro
3acoby BignoBigHO A0 MaTepianis
peecTpauinHoro fochE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/11478/01/01

11.

AEKCAMETA3
OH

KpucTaniyHmi
NMOPOLUOK (CybCcTaHList)
y nakerax
nonieTUIEHOBUX AN1S
thapmaLeBTUYHOro
3aCTOCYBaHHS

MpAT
"®apmaueBT
NyHa oipma

"fNapHuus"

YkpaiHa

TiaHmxuH TiaHs0
dapmac'ioTikanc
Ko., Jita.

Kutait

nepepeecTpawis Ha HeobMexeHuit TepMiH

He
nidnsieae

UA/15316/01/01

12.

IVBA30/-
OAPHULA

PO34UH A8 iH'EKLLN,
10 mr/mn no 1 mn abo

MpAT
"®apmaueBT

YkpaiHa

MpAT
"PapmaueBTnyHa

YkpaiHa

MepepeecTpaLisi Ha HEOGMEXEHUIA TEPMIH.
OHoBEHO iHhopmaLito B IHCTPYKUii gns

3a
peyenmom

He
nidnsieae

UA/4780/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

5 mn B amnyni; no 5
amnyn y KOHTYPHiii
YapyHKOBIli ynakoBLi;
M0 2 KOHTYpHI
YapyHKOBi YNakoBKu B
nauuj

nyHa dipma
"fNapHuus"

thipma "AapHuusa”

MeAMYHOro 3acTOCYBaHHS NiKapCbKOro
3acoby y posginax "lpoTunokasaHHsa",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekn 3acTOoCyBaHHS Aito4ol
peyoBUHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

13.

ANKNO®EHAK-
340POB'A
YNbTPA

renb, 50 mr/r no 50 r
a6o no 100 r Ty6i; no
1 Ty6i B KAPTOHHIN
Kopobui

ToBapucTBO
3
obmexeHor
Bignosigans
HiCTIO
"®apmaueBT
NyHa
KOMNaHis
"3p0pos'a"

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH.
OHoB/eHo iHghopmauito y posginax "Cknag”
(yTouHeHHs iHchopmawi), "MpoTrnokasaHH:A",

"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHA rpyaar” (YToOUHEHHS
iHchopmawii), "Mo6iuHi peakyii” iIHCTPyKL,i

[N MeAMYHOro 3acTocyBaHHA NikapCbKoro

3acoby BifgnNoOBIgHO A0 OHOBNEHOI
iHhopmauii Wwoao 6e3nekn 3acTocyBaHHS
Lit040i pevyOBUHN.
MepiognyHiCTb NOAAHHA PerynspHo

OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

6e3
peyenma

niosnsieae

UA/1539/01/03

14.

OVINIPUAAMO
n

KpucTaniyHmi
NopoLUOK (cybcTaHLis)
y NOABIHMX
nonieTnIeHoBUX
nakeTtax gns
hapmaLeBTUYHOro

ToBapucTBO
3
obmexeHoro
BignoBsiganb
HiCTIO
"flocnigHwin

YkpaiHa

CIMC COYETA
ITANIAHA
MEZAIYIHANI
CKAHAIYuI
C.P..

ITanisa

nepepeecTpalis Ha HEOGMEXEHWI TEPMIH

He
nionsieae

UA/15610/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3acTocyBaHHSA 3aBof,
"rHunct
15. AIA®OPMIH® TabneTku, BKpUTI AT YkpaiHa AT "dapmak” Ykpaina MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH 3a He UA/15141/01/01
NNiBKOBOO "papmak” OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peuyenmom nionsieae
060/10HKO10, Mo 500 MEeAMNYHOro 3acTOCyBaHHSA NiKapCbKoro
mr, no 10 TabneTok y 3acoby y po3ginax "®apmakonorivHi
6nictepi; no 3 abo 6 BnactusocTi", "lMpoTunokasaHHA",
6nicTepiB y nayui 3 "B3aemMogis 3 IHLIMMMW NiKapCbKUMMn
KapToHy 3aco6amu Ta iHWi BUAY B3aemogiii",
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii"
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCcToCyBaHHA pethepeHTHOro Nikapcbkoro
3aco6y (MTIOKODAXK®, TabneTkun, BKpUTI
MN/1iBKOBOK 06G0/IOHKOM).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarasay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
16. AIA®OPMIH® TabneTku, BKpUTI AT YkpaiHa AT "dapmak” Ykpaina MepepeecTpauis Ha HEOBMEXEHNA TEPMIH 3a He UA/15141/01/02
NNiBKOBOIO "papmak” OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niossieae

060/10HKO10, Mo 850
Mmr, no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepiB y nayui 3
KapToHy

MeZIMYHOro 3aCTOCYBaHHA NMiKapCbKoro
3acoby y posginax "®apmMakosiorivHi
BnactTuBoCTi", "lMpoTunokasaHHA",
"B3aemogis 3 IHLWIMMMW NiKapCbKUMm
3aco6amu Ta iHWi BUAY B3aemogiii",
"Oco6nmBoCTi 3acTocyBaHHS", "Cnoci6
3acTocyBaHHSA Ta Ao03un", "MNobivHi peakuii”
BiANOBIAHO A0 iHopMaL,i WoAo MeguyHoro
3aCTOCyBaHHA pepepeHTHOro NikapcbKoro
3aco6y (MMHOKODPAXK®, TabneTkun, BKpUTI
NAiBKOBOK 060/IOHKOIO).
MepiognyHiCTL NoAaHHA perynspHo
OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiiicHeHHs dhapmakoHarisay,
3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

MiHicTepcTBi tocTuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

17.

AIADPOPMIH®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, Mo 1000
Mmr, no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y navuj 3
KapToOHy

AT
"®papmak”

YkpaiHa

AT "dapmak”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHMNIA TEPMIH
OHoB/EHO iHdhOpMAaLLito B IHCTPYKLUi ANs
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y posginax "dapmakonoriyHi
BnactuBocTi", "lMpoTunokasaHHsA",
"B3aemogis 3 iHWVMU NliKapCbKuMn
3aco6amu Ta iHLWi BUAY B3aemMogiii",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii”
Bi4NoBIAHO A0 iHdopMaLil Loa0 MegUYHOro
3aCTOCYBaHHSA pehepeHTHOro NikapCbKoro
3aco6y (MMOKODAXK®, TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOIO).
MepiognyHiCTb NOAAHHA PerynspHo
OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKkpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15141/01/03

18.

EBIHOMNOH

PO34MH A5 iH'EKLIN,
no 25 mr/mn; no 3 Mn
(75 wr) B amnyni; no 5
amnyn y
n1acTMKOBOMY
KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHIl KopooLi

EPOC NT[,

peuis

BEPOC NTA,

peuis

MepepeecTpalist Ha HeoBMEXEHN TEPMIH.
BHeceHO OHOBMEHY iHGhopMmaLito f0
IHCTPYKUiT A4NS MEeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MpoTrnokasaHHa", "B3aemogia 3 iHWMN
nikapcbkrMmn 3acobamu Ta iHLWi B1uam
B3aemogiit", "OcobmBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar” (6esneka), "Crocio
3acTocyBaHHA Ta 031" (YTOYHEHHSA
CTOCOBHO 6e3neku), "Mepeno3yBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBAEHOI
iHchopmawii 3 6e3nekn Aitoyoi Ta AONOMIKXHMX
PEYOBUH NikapcbKOro 3acoby.
MepiognyHicTb NoAaHHA perynsipHo

3a
peyenmom

He
nionsieae

UA/0898/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

19.

ECTPOXE/1b

refb 415 MicLeBoro
3acTocyBaHHs, 0,6
mr/r; no80ry
chnakoHi 3 403y4nM
NpUCTPOEM; no 1
(pNakoHy B KAPTOHHIM
Kopobui

BeseH
Xenckea CA

Benbris

[Oencapm
[OporeH6oc CA

Benbrist

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHOB/IEHO iH(hopMmaLLito y po3ainax
"apmakoTepaneBTuyHa rpyna”(yTo4yHeHHs
iHchopmawii), "®apmakonoriyHi BnactmsocTi”
(yTouHeHHs iHchopmali), "OcobnmBocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[031"(YTOUHEHHS iHdhopmaLii),
"Mepepno3yBaHHsa", "Mo6IYHI peakuii”
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO A0
OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
3aCTOCYBaHHS Ajl040l PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BignoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/4120/01/01

20.

IHAOKONNIP®
0,1%

Kpanni oyHi, 1 mr/mn,
no 5 mn y cdnakoHi-
KpanesnbHuuj; no 1
hnakoHy-KpanensHuLI
Y KapTOHHIi1 kopobu,i

TOB
«BAYL
XEJNIC»

YkpaiHa

Nab6opaTtopis
LLloBeH, ®paHuis;
fp. TepxapA

MaHH Xem.-hapm.

dabpuk M'v6X,
HimeuunHa

$paHuin/
HimeuunHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3a
peyenmom

He
nidnsieae

UA/3260/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
21. KOPION® Tabnetkv no 12,5 wr; KPKA, o.4., CnoBeHis BMPOBHULITBO “in CnoBeHis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/4128/01/02
no 7 TabneTok y HoBo mecTo bulk”, nepBuHHe OHOB/IEHO iH(hopMaLLilo y po3ainax peuyenmom nionsieae
6nicTepi; no 4 Ta BTOpPVHHE "MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
6nicTepy y KapTOHHIl nakyBaHHs, nikapcbkMmM 3acobamu Ta iHWi B1uam
Kopo6ui; no 10 KOHTpO/b cepii Ta B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
Tabnetok y 6nictepi; BMNYCK Cepil: "Mo6iuHI peakyji" IHCTPYKLiT AN MEAUYHOTO
no 3 6nictepu y KPKA, a.4., HoBo 3acTocyBaHHS /iKapCcbKoro 3acoby
KapTOHHIlA KOpooLi mecTo, CrnoseHis/ BiAMNOBIAHO 4O OHOBEHOT iHChopMaLi LWoa0
KOHTpPO~b cepii: 6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM.
KPKA, a.4a., Hoso
mMecTo, CnoBeHis MepioanyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
22. KOPION® Tabnetku no 25 wmr, no KPKA, a.4., CnoBeHis BMPOGHULTBO “in CnoseHisn MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 3a He UA/4128/01/03
7 Tabnetok y 6nictepi; | HoBo mecTo bulk”, nepsuHHe OHoOB/EHO iHhopmaLito y po3gainax peyenmom niossieae

no 4 6nictepu y
KapTOHHI Kopo6Li; no
14 TabneTok y
6nictepi; no 2
6nicTepy y KapTOHHIl
Kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 6nictepny
KapTOHHIA Kopoo6Li

Ta BTOPUHHE
nakyBaHHS,

KOHTpO/b cepii Ta

BUNYCK cepil:
KPKA, a.4., Hoso
mMecTo, C/oBeHis;

KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis

"MpoTrnokasaHHa", "B3aemogia 3 iHWMN
nikapcbkrMmM 3acobamu Ta iHLWi B1uam
B3aemogiit", "OcobmBOCTi 3acTOCyBaHHSA",
"MoGIYHI peakyii" IHCTPYKLIT AnA MeANYHOro
3acTOCyBaHHS MikapCbKoro 3acoby
BiAMNOBIAHO 4O OHOBNEHOT iHChOpMaLi LWoa0
6e3nekn 3acTocyBaHHs [il040i PEYOBUHM.
MepiognyHicTb NOAaHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3HavYeHnMmn y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
23. MArHIO KpucTaniyHmi AT Yecbka TOB «MAKKO Yecbka nepepeecTpawis Ha HeobMeXeHnin TepMiH - He UA/15651/01/01
CYNb®AT nopowok (cyberaHuis) | "MMKo®apm Pecny6nika OPI'AHIKC» Pecny6nika nions2ae
FENTATIAPAT y nanepoBux MiLlKax i3 a"
nonieTnIeHoBNM
NOKPUTTAM NS
thapmaueBTUYHOro
3acToCyBaHHsA
24. METOHAT Kancynu no 250 mr no TOB Ykpaina MAT "MoHdpapm" Ykpaina MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/11399/01/01
10 kancyn y 6nicTepi, "hapmaueBT OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyenmom nionsieae
no 5 6nictepiB y nauui nyHa MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3 KapTOHY KOMNaHis 3acoby y posginax "B3aemogisi 3 iHWMMK
"CANMIOTAPI nikapcbkMmM 3acobamu Ta iHWi B1uam
(on B3aemogiin”, "MobivHi peakuii" BignoBigHO f0
OHOB/EHOI iHGhopMaLii 3 6e3nekun aito4yol
peyoBUHN.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEpAXEHOro Hakasom MiHictepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
25. HEOMNAKC® TabneTku, BKPUTI KPKA, a.4., CnoseHisn BUPOBHUK, CnoseHis/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14939/01/01
nAiBKOBOIO Hoso mecTo BignoBiAasbHWiA 3a | XopBsarTis OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyenmom nidnsieae
060/10HKO0, M0 100 Mmr BTOPWHHE MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro

no 10 TabneTtok y
6nictepi; no 1, 6 abo
12 6nictepiB y
KapTOHHIlA KopooLi

nakysaHHs: KPKA,
n.4., HoBo mecTo,
CnoseHis;
BUPOBHUK,
BiANOBIAaIbHNIA 3a
KOHTPO/b Cepil,
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
BUPOBHUK,
BiANOBIAaIbHNIA 3a
BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPONb cepil,
BMNYCK cepil:

3acoby y posginax "dapmakonoriyHi
BnactmsocTi”, "Moka3aHHA" (YTOUHEHHS
iHchopmawii), "OcobnmBOCTI 3acTocyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpygar”, "Cnocibé 3actocyBaHHs
Ta gosun”, "Oitn" (yTouHeHHs iHdopmadi),
"Mo6iyHi peakui™ BignosigHO A0 iHhopmayi
pethepeHTHOrO NlikapCbKoro 3acoby
(TNIBEK®, abneTtku, BKpUTI NNiBKOBOO
06010HKOt0, Mo 100 mr, no 400 wmr).
MepiognyHicTb NOAaHHA perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopaaky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciyHsa 2007
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
KPKA-®APMA poky 3a Ne 73/13340 (y pefakuii Hakasy
[.0.0., XopBartis MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
26. HEOMNAKC® TabneTku, BKpUTI KPKA, o.4., CnoBeHis BMPOGHMUK, CnoBeHis/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14939/01/02
NNiBKOBOO HoBo mecTo BiANoOBigabHUIA 3a Xopsartis OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A peuyenmom niosnsieae
060/10HKO0, M0 400 Mr BTOPUHHE MEeANYHOro 3acTOCyBaHHSA NiKapCbKoro
no 10 Tabnetok y nakyBaHHs: KPKA, 3acoby y po3ginax "®apmakonorivHi
6nictepi; no 1, 3 abo 6 4.4., HoBo mecTo, BnactusocTi", "Moka3aHHSA" (YTOUYHEHHS
6nicTepiB y KAPTOHHIN CnoseHis; iHchopmawii), "OcobnmBoCTi 3acTocyBaHHS",
Kopobui BMPOGHMUK, "3acTocyBaHHs y nepiog BariTHoCTi abo
BiANoOBigabHUIA 3a roflyBaHHs rpyaar”, "Cnocié 3actocyBaHHs
KOHTpO~b cepii, Ta gosu", "[iTn" (yTouHeHHs iHdopmauii),
BVNYCK Cepil: "Mo6iyHi peakuii” BigNoBIgHO A0 iHhopMmaw,i
KPKA, a.4., Hoso pedhepeHTHOrO JlikapcbKoro 3acoby
mecTo, C/oBeHis; (FNIBEK®, abneTkun, BKpUTI N1IBKOBO
BMPOGHMUK, 060/10HKO0, o 100 mr, no 400 mr).
BiANoOBigabHUIA 3a MepioAnyHICTb NOAAHHA PErynspHo
BMPOBHMUTBO "in OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
bulk", nepBuHHe o Mopsaaky 34iicHeHHs dhapMakoHarisay,
Ta BTOPVHHE 3aTBEPAXEHOro Hakas3om MiHicTepcTea
nakyBaHHs, OXOPOHU 30POB’A YKpaiHu Big, 27 rpyaHs
KOHTpOsb cepii, 2006 poky Ne 898, 3apeecTpoBaHOro B
BUNYCK cepil: MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
KPKA-®APMA poky 3a Ne 73/13340 (y pegakuii Hakasy
4.0.0., XopgarTis MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
27. HI®PYPOKCAS3WU | cycneHsis opasbHa, TOB "OKnM Ykpaina TOB "[OKIM Ykpaina MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 3a He UA/11387/01/01
A 220 mr/5 mn no 90 mn "®apmaueBT "papmMaueBTNYHa MepiognyHICTb NOJAHHA PerynsapHo peyenmom niossieae
y thnakoHi abo 6aHLuj; N4Ha habpuka" OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
no 1 donakoHy abo thabpuka" o Mopsaaky 3aiiicHeHHs dhapmakoHarisay,

6aHLuj 3 f03yHOH00
CK/ISIHOYKOO Y nauyLyj

3aTBepKeHoro Hakasom MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ifHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
OHoOBNEHO iH(hopMaL,ito B IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS NMikapCbKoro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3acoby y po3ginax "OcobnvBocCTi
3acTocyBaHHA", "3acTocyBaHHA y nepios,
BariTHocTi abo rogysaHHs rpyaat”, "MobivHi
peakujii" BiANOBIAHO 4O OHOBMEHOT
iHdbopMmaLii 3 6e3nekun Aityoi pevyoBUHN.
28. onis pigvHa (cybcTaHuis) y ToBapucTBo YkpaiHa Ppei+Nay MmoX HimeuunHa nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/15673/01/01
EBKANINTOBA | cranesBux 6apabaHax 3 nionsizae
, ans 06MEeXeHOo
PEKTU®DIKOBA | chapmauesTnyHoro Bignosigasib
HA 3acToCyBaHHA HiCcTIO
"®apmaueBT
nyHa
KOMnaHis
"3popos'a”
29. OPTO®EH TabneTku, BKpUTI AT Ykpaina AT "BITAMIHWN" Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/4819/01/01
060/10HKOI0, "BITAMIHA" MepioanyHICTb NOAAHHA PerynspHo peuenmom nionsieae
KMLLKOBOPO34MHHI NO OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
25 mr no 10 TabneTok o Mopsaaky 34iicHeHHs dhapMakoHarisay,
y 6nicTepi; no 1 a6o 3 3aTBepXeHOro Hakasom MiHicTepcTBa
6nicTepn y nauuj 3 OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
KapToHy 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HaveHnMmn y
nepioguYHOCTI NOAAHHSA PerynsapHuX 3BiTiB 3
6e3neku.
30. MAPALEETAMO | cycneH3is opajsibHa ToBapncTBO YKpaiHa ToBapucTBO 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 6e3 He UA/11577/01/01
N BEBI 120 mr/5 mn, no 100 3 06MexeHoH OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peuenma niossieae
My cprakoHi, no 1 06MEXEHO BiANOBIAANBLHICTIO MeAMYHOro 3acToCyBaHHS BiANOBIAHO A0
oNnakoHy pasom 3 Bignosigans "hapMaueBTUYHA pedhepeHTHOrO /likapcbKoro 3acoby
[03YH04UM MPUCTPOEM HiCTIO KOMNaHis (MAHALON® BEEI, cycneHsia opanbHa 120
Y KapTOHHIi1 kopobuy; "®apmaveBT "3popos's" Mr/5 mn) y posginax "lMNokasaHHsa"
no 5 mn a6o no 10 mn NYHa (yTouHeHHs iHdopmauii), "MpoTunokasaHHsa",
y cawe, no 20 cawey KOMNaHis "B3aemogisa 3 iHWMMUW NiKapCbKUMMn
KapTOHHIlA KOpooLi "3popos'a” 3aco6amMu abo iHLWi BUAW B3aEMOSin",

"Oco6MBOCTI 3acTOCyBaHHSA", "34aTHICTb
BN/MBaTW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWKMKN
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta
nosn”, Aitn" (6yno - 3aCTOCOBYHOTb AiTAM Bif
2 micAuis, cTasno - 3aCTOCOBYIOTb AiTAM Bif 3
Mmicsiyis), “MepenosyBaHHs" Ta "Mo6iYHI
peaxuii”.

MepioanyHicTb NoAAHHA PerynsipHo
OHOB/1IOBAHOIO 3BITY 3 6e3Neku, BigNoBigHO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HaveHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
31. MAPALIETAMO | Tta6netku no 200 mr MpAT YkpaiHa MpAT Ykpaina MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. Ne 10 — 6e3 Ne 10 — UA/4369/01/01
N-AAPHNUA no 10 Tabnetok y "®apmaueBT "®apmavneBTUYHa BHeceHo oHOBMEHY iHGhOpMaL,io B peyenma; nionsizae;
KOHTYPHIli YapyHKOBIl n4yHa oipma chipma "JapHuus” IHCTPYKLUitO 4715 MeANYHOr0 3aCTOCYBaHHS Ne 100 — 3a Ne 100 -
ynakoBui; no 1 a6o no "NapHuus” nikapcbKoro 3acoby Ao posginis peyenmom He
10 KOHTYpPHUX "®apmakoTepaneBTUyHa rpyna” (yTo4HeHHS nionsizae
YapyHKOBUX YNakoBOK chopmytoBaHHs), "B3aemopis 3 iHWMMKN
y nayui; no 10 nikapcbkMmM 3acobamu Ta iHWi B1uam
Tab/1eTOK Y KOHTYPHUX B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
YapyHKOBUX "3acTocyBaHHA y nepiof BariTHOCTi abo
ynakoBKax rofyeaHHs rpyaar” (inpopmauis 3
6e3neku), "Mepeno3yBaHHsA", "M0OGIYHI
peaxuii” BignoBigHO 40 OHOB/IEHOT
iHdhopmaLii 3 6e3nekun Aikyoi pevyoBUHN
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
32. MONIbKOPTON aepo30/1b Ans TapXxoMiHCbK Monbwa TapXxoMiHCbKuiA Monbwa MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 3a He UA/4559/01/01
OHTC 3acTocyBaHHA Ha nii hapmaLeBTUYHNI MepioAnyHICTb NOJAHHA PerynsapHo peyenmom niossieae
LUKipY, CycneHsis thapmaueBT 3aBop, "MNonbga" OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
(23,12 mr + 0,58 mr)/r, | WuHWiA 3aBOA AT o Mopsaaky 3aiiicHeHHs dhapmakoHarisay,
no 17,3 r cycneHsii B "Monbga” 3aTBepxeHoro Haka3om MiHictepcTBa
aepo30/1bHOMY AT

6as10Hi, no 1 6anoHy y
KapTOHHIA Kopoo6Li

OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa 0XOpPOHM 3[40POB'S YKpaiHu Bif
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

33.

NMPOr’MHOPM
OBO

Kancynu m'siki no 100
mr, no 15 karncyn
M’AKUX y 6nicTepi; no 2
6nictepn y nayuj

3AT
«Papmnira»

JinToBcbka
Pecny6nika

NNTABOPATOPIOC

JIEOH ®APMA
C.A.

IcnaHis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBEHO iH(hopmaLito BigNOBIAHO A0
pechepeHTHOro slikapcbkoro 3acoby
(YTPOXXECTAH®, kancynu no 100 mr abo
200 Mr) Ta 3rigHO 3 6e3NeKOo JOMNOMIXKHUX
PEYOBVIH B IHCTPYKUIi A8 MEANYHOrO
3acTocyBaHHSA Nikapcbkoro 3acoby y
posginax "®apmakonoriyHi BnactneocTi”,
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHiCTb
BMN/IMBATW Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMKN
MexaHisMamu" Ta "Cnoci6 3acTocyBaHHA Ta
nosn'.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340p0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognYHOCTI NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/15255/01/01

34.

MPOr'MHOPM
OoBO

Kancynu m'aki no 200
Mr no 15 kancyn
M'AKuX y 6nicTepi; no 2
6nicTepn y nauui

3AT
«Papmrira»

JinToBcbka
Pecny6nika

NNABOPATOPIOC

NNEOH ®APMA
C.A.

IcnaHis

MepepeecTpaList Ha HeOBGMEXEHN TEPMIH.
OHoB/EHO iH(hopmaLLito BiANOBIAHO A0
pethepeHTHOr0 /ikapcbKoro 3acoby
(YTPOXXECTAH®, kancynu no 100 mr abo
200 ™r) Ta 3rifHO 3 6e3NeKo0 JONOMIXHUX
PEYOBUWH B IHCTPYKUIiT AN MEAUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y
po3zinax "®apmakonoriyHi BnactnsocTi”,
"Oco6nMBOCTI 3acTocyBaHHS", "3aaTHiCTb
BMN/IMBATW Ha LBMAKICTb peakuii npu
KepyBaHHi aBTOTpPaHCNopTOM abo iHWKMKN
MexaHismamu" Ta "Cnoci6 3acTocyBaHHs Ta
nosn".

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 34iicHeHHA hapMakoHarnsgy,
3aTBEPKEHOrO Haka3oM MiHicTepcTea
OXOPOHU 3740POB’A YKpaiHu Bif 27 rpyaHs

3a
peyenmom

He
nionsieae

UA/15255/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
35. MPOXECTOXXE | renb, 10 mr/r,n0 80 ry BeseH Benbris Bupo6bHMLTBO, Benbrisi/ MepepeecTpauis Ha HEOOMEXEHWUA TEPMIH. 3a He UA/3839/01/01
Nb® Ty6i; Mo 1 Ty6i y Xenckea CA nepBrHHE Ta ®paHuia OHoB/eHO iHdhopMaLio y po3ginax peyenmom nionsizae
KOMNAeKTi 3i BTOPVIHHE "B3aemogisa 3 IHWMMUN NiKapCbKUMMn
LnarenemM-403aTopom nakyBaHHs, BUMYCK 3acob6amu Ta iHWi BUAY B3aEMogiii",
Y KapTOHHI nayui cepii Ta KOHTpO/b "3acTocyBaHHs y nepiog BariTHoCTi abo
cepii (XimivHi Ta roflyBaHHs rpyaar” (YTOUHEHHS),
i3nyHi "Mepepo3ysaHHsa", "MobiyHi peakuji™
BMNPOOYBaHHS): IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
Oendhapm nNiKapcbKoro 3acoby LWoao 6esneku
[Oporen6oc CA, 3aCcTOCyBaHHS Bi4NOBIAHO A0 MaTepiasis
Benbris; peecTpauiiHoro J0CheE.
BunpobysaHHs MepioAnyHICTb NOAAHHA PErynspHo
KOHTPO/O AKOCTI OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
cepii o Mopsaaky 34iicHeHHs dhapMakoHarisay,
(mikpobionoriyHe 3aTBepxeHoro Hakasom MiHicTepcTBa
BMNPOGYBaHHS, OXOPOHU 30POB’A YKpaiHu Big, 27 rpyaHs
HecTepunbHe): 2006 poky Ne 898, 3apeecTpoBaHOro B
Kyani KoHTporn, MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
dpaHuis poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
36. POKYPOHIN PO34MH A1 iH'EKLIN, PpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpIs MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 3a He UA/15270/01/01
KABI no 10 mr/mn; no 5 mn Kabi ABcTpis FTM6X OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415 peyenmom niossieae
Y CKNSHOMY ChN1aKoHi; [Joliunang MeAMYHOro 3aCTOCYBaHHS MikapCbKoro
no 5 a6o 10 cnakoHiB 6X 3acoby B po3sginax "®apmakoTepaneBTuyHa

Y KapTOHHIi1 kopobuy;
no 10 Mn y CkstHomMy
donakoHi; no 5 a6o 10
(hN1aKOHIB y KapTOHHii
Kopobui

rpyna” (peparyBaHHsi TEKCTY 6e3 3MiHu kogy
ATX), "®apmakonoriyHi BnactmeocTi",
"MokasaHHa" (yTOUHeHHS iHdhopmaLii),
"B3aemogia 3 iHWKMMW NiKapCbKUMMn
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”, "34artHicTb BnMBaTu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM @60 iHWUMK
MexaHismamu", "Cnoci6 3acTocyBaHHA Ta
gosn", "Aitn", "MNepenosysaHHs", "Mo6GiyHi
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

peakuii”, "HecymicHicTb" BignoBigHo o
OHOB/EHOT iHthopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (EcMepoH® po3unH Ais
iH'ekw;ji, 10 mr/Mn, 3apeecTpoBaHuii B
YKpaiHi).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

37.

CEHU NNCTA

nmucts, no 50 r abo no
100 r y nauui 3
BHYTPILUHIM NakeTom;
no 2 ry ginbTp-
nakeTi; no 20 qinbTp-
nakeTiB y naui

MpAT
dapmaLesT
nyHa
thabpuka
"Biona"

YkpaiHa

MpAT
PapmaueBTUyYHa
habpuka "Biona"

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH.
OHoBNEHO iHhopmaLito B IHCTPYKUii ans
MeAMYHOr0 3aCTOCYBaHHS NMiKapCbKoro
3acoby B po3gini "OcobnmBocTi
3acTocyBaHHS" BiANOBIAHO 40 OHOBNEHOT
iHdhopmaLii 3 6e3nekun Aikyoi pevyoBUHN
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.

6e3
peyenma

He
nionsieae

UA/11745/01/01

38.

CUNAEHA®IN
100 AHAHTA

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKOt0, No 100 mr
no 4 TabneTkn y
6nicTepi, no 1
6nictepy B nayui

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
PapmacbloTikan3
MeT. itA.

IHais

MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOro 3acTOCYBaHHS BiAMOBIAHO A0

pethepeHTHOr0 /ikapcbKoro 3acoby
(BIATPA®, TabneTtku, BKpUTI N1IBKOBOKO
060/10HKOI N0 50 Mr a6o 100 mr) y po3ginax
"®apmakonoriyni BnactusocTi”, "MNMokasaHHs"

(yTouHeHHs chopMysoBaHHs), "B3aemogis 3

IHLWMMK NiKapcbknMn 3acob6amm abo iHLWi
BMau B3aemogiin”, "OcobamBocTi

3a
peyerimom

He
nionsieae

UA/15398/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

3acTocyBaHHs", "3faTHiCTb BNMBaTh Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK
MexaHismamu', "Crnoci6 3acTocyBaHHS Ta
no3n" Ta "MobiuHi peakwii”.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

39.

CUNAEHA®IN
50 AHAHTA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0 50 Mr
no 4 TabneTkn y
6nictepi, no 1
6nictepy B nauui

AHaHTa
Mepikeap
nrg.

Benuka
BpuTaHis

ApTypa
PapmacbloTikan3
Met. /114,

IHais

MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH.
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A
MeAMYHOro 3acToCyBaHHS BigNOBIAHO A0

pechepeHTHOro Jlikapcbkoro 3acoby
(BIATPA®, TabneTtku, BKpUTI M/1iBKOBOKO
060/10HKOI N0 50 Mr a6o 100 mr) y po3ginax
"®apmakonoriyHi BactmsocTi", "lMoka3aHHSA"

(yTouHeHHs chopMy oBaHHS), "B3aemogis 3

IHLWIXMK NikapcbknMmn 3acobamu abo iHLi
BUAM B3aemogijin”, "OcobmBocCTi
3acTocyBaHHA", "34aTHICTb BN/MBaTU Ha
LUBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHLWMMHK
MexaHismamu", "Cnocib 3acTocyBaHHA Ta
no3n" Ta "MobiuHi peakw,ii”.
MepiognyHICTb NOAAHHS PerynsipHo

OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BignoBigHO

o Mopsaaky 3aiicHeHHs dhapmakoHarisay,

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y

nepiognMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3

6e3neku.

3a
peyenmom

He
nionsieae

UA/15398/01/02

40.

CUMBIKOPT

NOPOLLIOK ANsA

AcTpa3eHek

Liseuis

AcTpa3eHeka Ab

LLisewis

[MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH.

3a

He

UA/5433/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
TYPBYXANEP iHranALiin, Lo30BaHWi, a Ab OHoB/EHO iHdhopMaLiito B IHCTPYKLUIi A1 peyenmom nionsieae
no 320 mkr/9,0 MeANYHOro 3acToCyBaHHS NikapcbKoro
MKr/go3a; no 60 fo3sy 3acoby B po3sginax "®apmakonoriyHi
nnacTyKoBoMy B/1ACTVBOCTI" (pefaryBaHHs TEKCTY),
iHranaTopi; no 1 "MokasaHHA" (pegaryBaHHs TEKCTY),
iHransTopy B "MpoTunokasaHHa", "B3aemogis 3 iHWMmu
KapTOHHI KopoobLi nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit", "Ocob6/MBOCTi 3aCTOCYyBaHHSA",
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHchopmawii),"Mo6iyHi peakwii” BignoBigHO A0
marepianiB peecTpauiiHoro JOCbeE.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
41. CUMBIKOPT NopoLUoK ANns AcTpa3eHek LLseuis Actpa3eHeka Ab Lseuis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/5433/01/02
TYPBYXANEP iHranALin, fo3oBaHWi, a Ab OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT A5 peyenmom nionsieae

no 160 mkr/4,5
MKr/no3a, no 60 fo3 Yy
nnacTykoBoMy
iHransaTopi; no 1
iHranaTopy B
KapTOHHI Kopoobui

MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby B po3gisiax "®apmakonoriyHi
BNacTMBOCTI" (pefaryBaHHs TEKCTY),
"MokasaHHA" (peparyBaHHS TEKCTY),

"MpoTunokasaHHa", "B3aemogia 3 iHWKMMKN
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
incpopmawii), "Mob6iuHi peakwii”, BiANOBIAHO

[0 matepianiB peecTpauiiiHoro foche.
MepioguyHICTb NOAAHHS PerynsipHo

OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
42. CUMBIKOPT MOPOLLIOK ANsi AcTpa3eHek LLseuis AcTtpa3eHeka Ab LLiBeuis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/5433/01/01
TYPBYXANEP iHransyii, no3oBaHwUiA, a Ab OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1A peuyenmom nionsieae
no 80 mkr/4,5 MEeAMNYHOro 3acTOCyBaHHSA NiKapCbKoro
MKr/go3a, no 60 go3y 3acoby B po3sginax "®apmakosoriyHi
naacTUKOBOMY BNACTMBOCTI" (YTOUHEHHS iHhopmaLii),
iHransTopi; no 1 "MokasaHHs" (pegaryBaHHs TEKCTY),
iHransTopy B "MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
KapTOHHIlA KOpooLi niKkapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar” (yTOYHeHHs
iHchopmawii), "Cnoci6 3acTocyBaHHsS Ta
[o3n" (yTouHeHHs iHdopmadii), "MobiuHi
peakuii" BignoBiaHO 0O MaTepianis
peecTpavLiniHoOro AoChbeE.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiogMYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
43. ®TYKOHA3O0/T | kpuctaniuHwmi TOB "TK YkpaiHa Bipynakwa IHAis nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/15667/01/01
MOPOLLIOK (Cy6CTaHList) "ABpopa" OpraHikc Jlimites niossieae
y NoABiliHMX
nonieTuIeHoBmX
MiLLIKaX (30BHILLHiiA
YOpHWiIA) Ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA

FeHepanbHU AUpeKTOop
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AunpekToparty hapmaueBTUYHOro 3a6e3neyvyeHHs OnekcaHgp KOMAPIOA



NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIOTONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Big 16 6epe3Ha 2021 p. Ne 485

¢hN1aKkoH 3 NOPOLLKOM
Y KapTOHHIi1 kopobu,i

npoaykuii, nepBrHHa
ynakoBKa, KOHTPO/1b
SIKOCTIi cepii roToBOro
npoaykty); Adendapm
Hosapa C.p.n., ITanis
(BTOpVHHA ynakoBKa,
[03BIiNT Ha BUMYCK
cepii); KoBaHc
Na6opaTtopis NimiTes,
Benvka BputaHis
(KOHTpONb AKOCTI
cepii); M'ep ®abp
MegnkameHT
MpogakwH, ®paHuis
(BpPOGHMLTBO
Hepo3dacoBaHOl
npoayKuii, nepBnHHa
ynakoska); Takega
ABcTpis TM6X,
ABCTpis (BTOPMHHA
ynakoBka, [103Bi/1 Ha
BUMYCK cepii)

Ne Hassa dopma sunycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi04Y€eHHs1
1. AQUETPUC® NnopoLUoK ANs Takega [aHis BCIM dapmacbioTikans [JaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/13286/01/01
KOHUeHTpaTy ons dapma A/C C.N.A., Itanisa 3MiHK | TNy - 3MiHK 3 AKoCTi. A®l. BUpO6HMLTBO. 3MiHN B peyenmom
pO3yYuHy Ans (BMPOGHMLTBO npoueci BupobHuuTea AP (iHWi 3MiHW) - NOJOBXEHHS
iHcpysiii no 50 wr; 1 Hepo3dhacoBaHol nepiofly NOBTOPHOrO TECTyBaHHSA A/19 36epiraHHs

NPOMiXHOro npoaykty SGD-1006 y BUrnsAi NopoLUKy npu
Temnepartypi -20 °C gns TpuBasioro 36epiraHHs 3 24
MicauiB A0 36 MicALiB; 3MiHUM | TNy - 3MiHW 3 AKOCTi. AdI.
Brvpo6HMuTBO. 3MiHM B npoueci BupobHuutea Adl
(He3HayHa 3miHa y npoueci BUpo6HuuTBa Adl) - foaaHHA
Kamep 3 oyHKLIE0 3aMOpOXyBaHHA Hepo3dacoBaHoi AdI
B IHTEHCMBHOMY MOTOLLi MOBITPS Ha AiNnbHULI Lonza AG;
3MiHM | TURy - 3MiHK 3 AKocTi. A®l. BupobHuLTBO. 3MiHN B
npoueci BupobHuuTBa A®I (iHWi 3MiHK) - 3MiHK Y
3aTBEpPKEHOMY NPOTOKOAI CTabiNbHOCTI 4719 MPOMDKHOT
peyoBuHN GpeHTykcumaby BefoTuHy SGD-1006 Lwopao
YCYHEHHS TEeCTY Ha cTabinbHicTb 415 napTiin NTLOO1 Ta
NTLO02 npu ymosi 36epiraHHs npu -60 ° C; 3MiHu | Tuny -
3MiHY 3 AKkocTi. APl BupobHuLTBO. 3MiHM BUNPO6yBaHb
abo gonycTummx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI y crneundikalisx (LogasaHHA abo 3aMiHa
BMNPOOYBaHHA 3a pesynbTataMu AOCNigKeHb 3 6e3nekun
abo AKoCTi) - foAaBaHHSA KPUTUYHOTO NPOMIKHOTO
KOHTPOJIO NPW BUTOTOB/IEHHI MPOMIXXHOIO NpoAykTy SGD-
1006 ans BKNOYEHHS TECTYBAHHSA CKIaAeHUX 3paskiB, Lo
YTBOPIOKTLCSA 3 NPOMDKHUX (DpaKLiid, 1106 3a6e3neunTn
BiANOBIAHICTb (hiHaIbHOro 06'eAHAHOIO MaTepiany
LiNIbOBOMY KpUTEPIO MPUIAHATTS; 3MiHU | TUNYy - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikalini Ta/abo fonycTUMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®Il, abo BUXIGHWIA/MPOMDKHW
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y MPOLLEC
BUPOGHMLTBA AD| (3BYXKEHHS AOMYCTUMUX MEX,
BM3HAYEHWX Y cneundikauii) - 3By)XeHHs cneumdikauii
SGD-1006 4/19 pe4voBuH, L0 NoB’A3aHi 3 YicToTor RP-
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

HPLC, Wwnsxom BUAaneHHs OKPEMUX PEYOBUH 3 KpUTEPIEM
npuiiHaTHocTi; SGD-4195: He 6inbLie 0,30%. Cnonyka B:
He 6inbLue 0,70%, cnonyka C: He 6inbLe 0,20% Ta
cnonyka D +, cnonyka E: He 6inbwwe 0,20%. Kpim Toro,
KpuTepili NpuiAHATHOCTI BMiCTY Boau anst SGD-1006 no
USP 3a MeTozoMm 1c 3BYXeHO 3 He binbLue 5,0% [0 «He
6inbLlue 3,0%»; 3MiHM | TUMy - 3MiHK 3 AKoCTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs AdD| abo
BYVXiHOro Martepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYaouy 3amiHy abo
[0noBHEHHS) A®| abo BUXIAHOrO/NPOMIKHOTO NPOAYKTY) -
3aMiHa TecTyBaHHs Ha 3B'A3yBaHHA ELISA HOBUM
MeTOA0M BUNPOOYBaHHS aKTUBHOI PEYOBUHM Y 3B'A3KY 3
aNbTepHaTUBHUM NOCTavYasIbHUKOM peareHTy ABTS; 3MiHK
| Tuny - 3miHm 3 skocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNPOGYBaHb/nepiogy 36epiraHHa abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakoner,
LLIO BK/THOYAE Nepios NOBTOPHOro BUNPo6yBaHHS) (3MiHa y
3aTBEPAKEHOMY MPOTOKOANI CTabiNIbHOCTI) - BHECEHHS 3MiH
[10 3aTBEPKEHOr0 NPOTOKO/TY CTabiNIbHOCTI aKTUBHOI
peyoBMHN BpeHTykcMaby BeAOTUHY L0 YCYHEHHS
TecTyBaHHS Ha 6i0/10rYHe HaBaHTaKEHHS, MPUCKOPEHi
BMMNPOGYBaHHSA, 3-Mics4Hi, 9-micAYHi Ta 18-micauHi
NPOMIXKM Yacy, MeTof 3B8'a3yBaHHA ELISA Ta meTtog CE-
SDS (He 3MeHLUEHWIA); 3MiHW | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NnpuaaTHOCTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (3MiHa y 3aTBep)KeHOMY NPOTOKOA
CTabiNIbHOCTI) - BHECEHHS 3MiH 0 3aTBEPAKEHOr0
NPOTOKO/Y CTabisIbHOCTi FOTOBOrO /likapCbKOro 3acoby ans
BUAATIEHHS 3-MICAYHOr0, 9-MicaYHOro Ta 18-micsauHoro
nepiogis yacy, metoay 3B'A3yBaHHs ELISA Ta CE-SDS (He
3MEHLLEHNIA); 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPonb roToBOro Nikapcbkoro 3acoby
(iHLWIi 3MiHW) - OHOB/IEHHS BXe 3aTBEPLKEHVX METOAIB
KOHTPO/I0 SAKOCTI NiKapCbKOro 3acoby — BUKNafeHHs
LepxaBHOH (YKpaiHCbKOK) MOBOO BCiX po34isnis
[OKYMEHTY BiiNOBifHO A0 BUMOT Y/HHOIO 3aKOHOAaBCTBA
YKpaiHu. BBeeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMAKEHHST; 3MiHU || TUNY - 3MiHW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO MikapCbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHWUL, Ha AKIA 34IACHIOETLCS KOHTPOb
SIKOCTI/BUNPOBYBaHHA cepii Ans

6ion10riyHoro/iMyHo10riYHOr0 Nlikapcbkoro 3acoby, Ta 6yab-
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

SKOT AiNIbHUL, Ha SKi 32CTOCOBYETLCS
6ionoriyHuii/imyHoNoriyHniAi MeTog, BUNPOGYBaHHS) -
nofasaHHa BCIM dapmackioTikans C.MN.A., ITanis, sk

anbTepHaTUBHOIO BYPOGHMKA, BigMOBigaIbHOTO 3a
KOHTPO/1b Cepii rOTOBOrO J1iKapCbKOro 3acoby

AKKY31A® 10

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr/12,5 wr; no 10
TabneTok y 6nictepi;
no 3 6nictepu B
KapTOHHI Kopoobui

N®ANIEP
IHK.

CLUA

Mdpaiizep
MeHtodekuypuHr
[oiuneng Tm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3MiHM 0 y3arasibHeHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
y3araslbHeHNX JaHnX Npo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIJabHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapmMakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bk/oyatoum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3as1BHIKA, BignoBiga/bHOI 3a 34iCHEHHS!
dhapmakoHarnsgy: MponoHoBaHa pefakuis: bapbapa e
BepHappi/ Barbara De Bernardi. 3miHa KOHTaKTHUX JaHUX
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
3[iiCHEHHs1 hapMakoHarasay.

3a
peyermom

UA/3031/01/01

AKKYMPO®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, MO 5 Mr;
no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

NeANIEP
IHK.

CLUA

Mdpaiizep
MeHtohekyypuHr
[oiuneng rmeX

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUMy - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn [0 y3arasibHeHuX
AaHvx npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHVX faHux npo cucteMy dpapmakoHarniagy,
3MiHa YyNOBHOBaXXEHOT 0co6U, BiANOBiAaIbHOI 3a
3fiicCHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vakum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3as1BHMKA, BiAgnoBiganbHOI 3a 34iNCHEHHSI
thapmakoHarnagy: NponoHoBaHa pefakuis: bapbapa [e
BepHappi/ Barbara De Bernardi. 3miHa KOHTAKTHUX JaHUX
YMOBHOBaXeEHOT 0C06M 3as1BHUKA, BiAMnoBigabHOI 3a
3ajiicHeHHs chapmakoHarnsgy

3a
peyernmom

UA/1570/01/01

AKKYMPO®

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, M0 10
mr; no 10 TabneTok
y 6nicTepi; no 3

N®ANIEP
IHK.

CLUA

Mdpaiizep
MeHtohekyypuHr
[Hoiiunens M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis:

3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn [0 y3arasibHeHuX

3a
peyenmom

UA/1570/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepu y AaHnx nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
KapTOHHI KOpo6L y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[iicCHEHHSs hapMakoHars4y; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa Ans 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHUKA, BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnsgy: NponoHoBaHa pefakuis: bapbapa e
BepHappj/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
3ailicHeHHA hapMakoHarnagy
5. AKKYMNPO® TabneTku, BKpUTI NeANIEP CLIA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/1570/01/03
NNiBKOBOO IHK. MeHtohekUypuHr peyenmom
060/10HKOI0, N0 20 foiunenn TMEX 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/edpeKTMBHOCTI Ta
mr; no 10 TabneTok thapmakoHarnsay. BeeaeHHs abo 3MiHM 0 y3arasibHeHUX
y 6nictepi; no 3 [laHNX Npo cUcTeMy dhapmakoHarnagy (BBeAeHHs
Gnicrepn y i y3ara/ibHeHIX AaHux Npo cucTemy chapmakoHarnsay,
KapPTOHHiIlA KOpobLi 3MiHa YNOBHOBaXKEHO| 0co6y, BiANOBIAa/IbHOI 32
3piicHEeHHS hapMakoHarsay; KOHTaKTHOI 0co6u 3
thapmakoHarnsgy 3asaBHuka AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MILLLEHHI MacTep-dalinia cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT ocobm
3as1BHUKA, BiANOBIAANLHOI 32 34iiCHEHHS
thapmakoHarnagy: NponoHoBaHa pegakuis: bapbapa [e
BepHappj/ Barbara De Bernardi. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
3fificHeHHs chapmakoHarnsgy
AKCACTPON® TabneTku, BKPUTI AT "I'piHgekc" Nartsis Pemeguka TOB Kinp BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3a UA/10542/01/01
nNiBKOBOO peyenmom
060/10HKOI0, MO 1 MF, 3MiHM | TUNY - NOfj@HHA OHoBNEHoro CepTudikarta RO-
no 14 Tabnetok y CEP-2013-172-Rev 03 gnst AbGI AHaCTpo30 Big, BXe
Gnicrepi, no 2 3aTBEpKEHOr0 BUPOBHIKa Hetero Labs Limited, India.
Gnicrepns 3anponoHosaHo: RO-CEP-2013-172-Rev 03; 3Mminu | Tuny -
KapTOHHIM naul nofiaHHsa oHosneHoro CepTudikata RO-CEP-2013-172-
Rev 04 ansa A®| AHacTpo30. Bif BXe 3aTBEP)KEHOIO
BMpo6HMKa Hetero Labs Limited, India
AMAPUN® Tabnetkn no 3 mMr Ne | TOB "CaHoddi- YkpaiHa CAHO®I C.IM.A. Kinp BHECEHHS 3MiH 10 peecTpaliiHnx maTepianis: 3a UA/7389/01/02
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r, no 10 TabneTok y
6nictepi; no 3
6nicTepn y nauui 3
KapToHy

afpecu 3asBHUKa (BacHyKa peecTpaviiHoro
nocBifyeHHs) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asBHUKa
(BnacHvka peecTpauiiHoro nocBig4eHHs1). BBeeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNa 3aTBEPMKEHHS.; 3MiHM | TUNYy
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaKeHHS AiANbHOCTI
BMpO6HUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3miHa HaliMeHyBaHHs Ta agpecy BUPO6HUKa, 6e3 3MiHK
MicL BUpOGHMLUTBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB nicns 3aTBepaKeHHS. 3MiHU | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHS 3MiH fo po3giny «MapkyBaHHsA» MKA N13.
3atBepaxeHo: MAPKYBAHHSA Bignosigae HagaHomy
TEKCTY MapKyBaHHS ynakoBKW npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTtBepakeHoro
TEKCTY MapKyBaHHS. OHOBMEHHSI TEKCTY MapKyBaHHS
YyNaKoBKM NiKapcbKoro 3acoby ans AosyBaHHA 0,11 3
BHECEHHAM iHdhopMaLil WoA0 3a3HAYeHHS OANHNLLL

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
30 (15x2): no 15 ABeHTIC TexHiYHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015 Ne peyenmom
TabneTok y 6nicrepi; YkpaiHa" 460), NOMUNKM NOB'A3aHi 3 NepeknagoMm abo
no 2 6nictepu B nepeHeceHHsaM iHdopmadii, aki 6ynn gonyLueHi nig vac
KapTOHHI KopoobLi npoBefeHHs NpoLeaypy BHECEHHS 3MiH (Haka3 Ne236 Bif
04.02.2020p.). Y Cneuudpikauii MeToAiB KOHTPOO SKOCTI,
NS nokasHuka «30BHiLLHIl BUrnag», 6yna gonylieHa
nomMWsIKa Npy 3a3HaveHHi iHhopmaLii LWoA0 TUCHEHHS Ha
Tabnetui. 3anponoHoBaHo: Cneundmkaums, BHelHWiA
Buz, CBeTo-rofnlybsie npogosroBatble TabneTku,
6unnaHapHble (C 4BYMS MIOCKMMU NOBEPXHOCTAMM) C
NHWel pa3nioMa Ha 06enx CTOpoHax, BepxHuii wramn*:
NMN wu Jlorotun KomnaHum
HwxHuid wtamn*: Jlorotun komnadum n NMN.3a3HaueHe
BMMNpaB/IEHHS BiANoBifae MaTepiasiam peecTpaviiiHoro
Aocbe. B opuriHanbHUX martepiasiax 3asHavyeHo: «NMN».
8. AMOKCUN-K TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15934/01/01
1000 NNiBKOBOO "Kuismegnpen "Kuismegnpenapar” peyenmom
060/10HKOI0, 0 875 apar” 3MiHV | TUNY - 3MiHK 3 SIKOCTI. FOTOBMIA NiKaPChKNIi 3aCi6.
Mr/125 mr,no7 3MiHM Y BUPOBHULTBI. 3MiHa PO3MIpY Cepii (BKIHHYa0UM
Tabnetok y Gnictepi; Aiana3oH po3Mipy cepii) roToBOro Nikapcbkoro 3acoby
no 2 6nictepn B (36inbLueHHs A0 10 pasiB NOPIBHSHO i3 3aTBEPMKEHNM
naqul 3 kKapToHy pO3MipoM) - BBEAIEHHS [0ATKOBOTO Po3Mipy cepii M13.
3anponoHoBaHo: 51 kr (34 482 Tabnetok); 153 kr (103 448
TabneTok)
9. AHTPANb® TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 6e3 UA/6893/01/01
o6onoHkoto, no 0,1 - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BVMIpIOBaHHSA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom 6-tu
MicaLiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3miHu) -
3MiHU BHECEHI B IHCTPYKLI0 4719 MEANYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby ans yHigikau,ii iHpopmad,ii wono o6ox
[03yBaHb. BBeAeHHA 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
10. AHTPANb® TabneTku, BKPUTI AT "dapmax” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/6893/01/02
060n0HKot0, N0 0,2 1 - 3MiHM | TMNYy - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenma
no 10 Tabnetok y thapmakoHarnagy (iHwi 3MiHN) - 3MiHW BHECEHI B
6nictepi; no 3 IHCTPYKLiIO ANA MeAUYHOro 3aCTOCYBaHHS NiKapcbKoro
6nicTepn y nauuj 3 3aco6y Ana yHidikauii indpopmauii 1woao0 060X A03yBaHb.
KapToHY BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
11. APANI HacToka MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHun | 6e3 UA/7333/01/01
HACTOWKA no 50 MmNy conakowi; | dapmauesTuy PapmaneBTUYHA Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
no 1 chnakoHy B Ha thabpuka habpuka "Biona" hapmakoHarnsgy (iHwi 3miHn)
nauui; "Biona" 3MiHM BHECEHI B TEKCT MapKyBaHHS1 YNakoBOK J1iKapCbKOro
no 50 mny 3acoby (n.17) woao HaHEeCEHHS TOProBOi MapKu.
donakoHax; BBefeHHSA 3MiH NpOTAroM 6-Tu MicALiB nicas
no 50 mny 3aTBEpMXEHHS. 3MiHW | Tuny - 3MiHW 3 AKOCTi. FoTOBMIA
chnakoHax, nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
YKYNOpPEeHux 3aci6. 3miHa hopMu abo Po3Mmipy KOHTelHepa un
npobkamu- 3aKynoproBasIbHOr0 3acoby (NepBUHHOT YNakoBKM)
KpanenbHUUsaMY, (HecTepunbHi nikapcbki 3acobu) BBegeHHs [oAaTKOBMX
no 50 Mn y chnakoHi, ynakoBOK fikapcbkoro 3acoby (no 50 mn y gonakoHax,
YKyrnopeHomy YKynopeHux npobkamu-kpanensHuuamu; no 1 donakony y
npo6koto- nauuj; no 50 mn y donakoHi, ykynopeHux npobkamu-
KpanenbHuueto; no 1 KpanenbHULAMK), 3 BiANOBIAHUMY 3MiHaAMK A0 P.YNakoBka,
chnakoHy B nauu; 6€3 3MiHM NEPBMHHOrO NakyBasIbHOrO Matepiasny. 3MiHu
no25mvmny BHeCeHi B po3Ain "Ynakoska" (BBeEHHS ABOX [0AATKOBUX
donakoHax, YyNakoBOK) B IHCTPYKLitO 4719 MeANYHOT0 3aCTOCYBaHHSA
YKYMNOpeHnx NiKapcbKoro 3acoby, K HaC/MifoK - 3aTBEPAKEHHS TEKCTY
npo6kamu- MapKyBaHHS 40AATKOBMX YNaKOBOK /liKapCbKOro 3acoby.
KpanenbHULUsMY,; 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
no 25 mn y dprakoHi, KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y metogax
YKynopeHoMmy BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby (HesHayHa
npo6koto- 3MiHa y 3aTBEpAXEHNX METOAAax BUNPOOYBaHHS) BHECEHHS
KpanensHuueto; no 1 3MiH go Cneumdpikalii/MeToaiB KOHTPOO AKOCTI
donakoHy B nauui nikapcbKkoro 3acoby 3a n. «06’em BMICTY yNnakoBKu» Ans
doopmm BUNycky no 50 M, a came 3MEHLUEHHS KiNIbKOCTi
3paskiB, 06’eM AKMX BU3HA4a€eTbCs, A0 1 diakoHy
12. APTU®DINEKC Kancynu, no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: UA/12774/01/01
YNbTPA Kancyny énictepi; 06MexeHo obmexeHoro 3MiHW | TURY - 3MiHK 3 AKocTi. CepTudikar
no 6 a6o 12 BiANOBiAa/bHI BiANOBIAA/IbHICTIO BignoBigHoOCTI/I E-cepTudikat BiANOBIAHOCTI €BpONenchbKil
6nicTepiB y kopobLi cTIo "bapmaueBTnyHa thapmakonei/MoHorpadii. NogaHHs HOBOro abo
3 KapTOHY "®apmaueBTun KOoMnaHis "340poB's OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUIYYEHHS

YyHa KOMMaHisi

cepTuduikaTa BignoBigHOCTIi EBponechkiin dapmakonei:
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

"3p0pos'a”

ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBeppKeHOro BUpobHuMKa -
nogaHHs oHosneHoro Ceptucikata R1-CEP 2002-099-
Rev 06 ansa Adl 16ynpodpeH Bif BXe 3aTBEpPAKEHOT0
BMPOOHUKA, L0 3MiHMB Ha3By 3 HUBEI GRANULES-
BIOCAUSE PHARMACEUTICAL CO., ITD., China Ha
HUBEI BIOCAUSE HEILEN PHARMACEUTICAL CO.,
ITD., China. Ak Hacnigok, npuBeAeHHs cneuudikauii APl
3a NokKasHukamy "3a/IMLIKOBI KiSIbKOCTi OrpaHiyHnX
pO34nHHKKIB" Ta "CynpoBigHi AOMILLKM" [0 MaTepianis
BYpo6HMKa. 3anponoHoBaHo: R1-CEP 2002-099-Rev 07

13.

ACKOUVH®

TabneTkn XyBaslbHi;
no 10 Tabnetok y
cTpwvni; no 3 a6o 10
CTPUNIB y KAPTOHHIM
ynakoBLi

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: | Tuny:
3MiHu 3 SKOCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLITBA A4/15 YACTUHM abo BCbOrO BYPOGHNYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKi
NpoBOAATLCS By/ib-SAKi BUPOOHUYI cTagil, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPOIO AKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A/19 HECTEPUIbHNX IKapPCbKUX
3ac06iB) - CynyTHs 3MiHa: 3MiHM 3 SKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPO6HMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nNikapcbKoro 3acoby (AiNbHULUSA 415 BTOPUHHOTO
nakyBaHHs). 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3amiHa abo BBeAEeHHS f0AaTKOBOI
AiNbHULI BUPOBHMLTBA 419 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(BiNbHULA 4N NEPBMHHOIO NakyBaHHS) - BBEAEHHS
[,04aTKOBOI AisibHUL BUpPo6HUUTBa KYCYM XENTTXKEP
MBT NTA, Nnot Ne M-3, IHgop Cnewwen IkoHOMiK 30yH,
®eliz-1l, Mitamnyp, AicT. Axap, Magaxbsa MpaaeLwy, MiH
454774, Ingis. 3miHn | Tuny: 3miHu 3 SKocTi. FoToBUiA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Mikapcbkoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHUKA, LLO BiAMoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntovyatoum
KOHTPO/b/BMNPOGYBaHHA cepii - BBEAEHHS A0AaTKOBOI
OinbHWUi Bupo6bHuuTBa KYCYM XENTXKEP MBT NTA,
Mnot Ne M-3, IHgop Cnewien IkoHoMik 30yH, Peiiz-II,
Mitamnyp, Aict. Oxap, Magxba MpageLw, MiH 454774,
IHAiA. 3MiHM BHECEHO B iIHCTPYKLIO 4719 MeANYHOro
3aCTOCYBaHHSA LLOAO MiCLLEe3HaXOMKEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKu

6e3
peyenma

UA/10673/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby. 3miHu | Tvny: 3MiHM 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa po3mipy
cepii (BK1HOYaoUM gianasoH po3Mmipy cepii) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHs go 10 pasis) - 3MiHa
po3mipy cepii roToBoro slikapcekoro 3acoby - 120 000
Tabnetok AN AoAaTKoBOl AiNbHULI BUpoOHULTBA Kycym
Xentxkep MBT /174, Mnot Ne M-3, Ingop Cnewwen IKOHOMIK
3oyH, ®eiis-Il, Nitamnyp, dict. Axap, Magxbsa MpageLy,
Min 454774, Ingjs.
14. ACMAHEKC® MOPOLLIOK ANs OpraHoH LLiseiiuapi KoHTponb sikocTi, Benebrisi/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/9255/01/01
iHransuin, CeHTpan Ict A BTOPWHHE NakKyBaHHS, CiHranyp - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
[030BaHuit, 200 m6X BUNycK cepii: LLepiHr- agpecy 3asiBHMKa (BNacHuKa peecTpauiinHoro
Mkr/go3y; no 30 go3 Mnay Na6o H.B., nocBiAYeHHs) - 3MiHa Ha3BMW 3asiBHUKA BifMoBigHO A0
a6o no 60 o3 B Benbrisi; BupobHuk in pilLeHHsA KOMNaHiT Ta YTOYHEHHSA aApecu 3asiBHUKa ANs
iHransaTopi bulk, nepsnHHe npuBELEHHS Y BiANOBIAHICTb 4O OHOBMEHOTO BUTATY 3
Teuctxeiinep®, nakyBaHHA:MC/, ToproBoro PeecTpy KkpaiHn 3asBHvKa (BBefeHHs 3MiH
ynakoBaHoMy B IHTepHewwHN MTM6X NPOTArom 6-Tu MiCALIB MiC/A 3aTBEPAKEHHS)
antoMiHieBy honbry; (chiniss Cinranyp),
no 1 ynakoBaHomy Cinranyp
iHranaTopy B
KapTOHHI/ Kopobui
15. ACMAHEKC® NnopoLUoK ANs OpraHoH LLiseiiuapi KOHTpO/b sIKOCTI, Benbrisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Tuny 3a UA/9255/01/02
iHransiin, CeHTpan Ict A BTOPWMHHE NaKyBaHHS, CiHranyp - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
[030BaHuit, 400 m6X BUNycK cepii: LLepiHr- agpecy 3asiBHMKa (BNnacHuKa peecTpauiinHoro
MKr/go3y; no 30 o3 Mnay Na6o H.B., NoCBIAYEHHS) - 3MiHa Ha3BM 3asBHUKA BiAMNOBIAHO A0
a6o no 60 o3 B Benbrisi; BupobHuk in piLLeHHs KOMNaHiT Ta YTOYHEHHS aApecu 3asiBHuKa ANns
iHransTopi bulk, nepsuHHe npuBELEHHS Y BiANOBIAHICTb 4O OHOBMEHOIO BUTATY 3
Teuctxeiinep®, nakysaHHa: MC/, Toprosoro PeecTpy kpaiHu 3asBHVKa (BBeAeHHS 3MiH
ynakoBaHoMy B IHTepHewHn Mm6X NPOTArom 6-TW MiCALIB MiCNA 3aTBEPAKEHHS)
antoMiHieBYy honbry; (chiniss Cinranyp),
no 1 ynakosaHomy CiHranyp
iHranaTopy B
KapTOHHI/ Kopobui
16. ACNIPVH TabneTku, BKpUTI Baiiep LBeiiuapi | Baitep Al', HimeuunHa; HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/7802/01/02
KAPAIO® KMLLKOBOPO34MHHOIO KoHcbtomep A Baviep Bittepdenss 3MiHW | TURY - 3MiHK 3 AKocTi. CepTudikar peyenma
060/10HKO10, Mo 300 Kep Al X BignoBigHoCTI/I E-cepTudikat BiANOBIAHOCTI €BpONenchbKil
Mr, no 14 tabnetok thapmakonei/MoHorpadii. NogaHHs HOBOro abo
y 6nicTepi, no 2 OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI abo BUNYyYEHHS
6nictepu B cepTuguikaTa BignoBigHOCTI €EBpoNenchkin hapmakonei:
KapTOHHI navwi onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCA Y BUPOBGHULTBI ADI; Ans
[L0MOMIDKHOT PEYOBUHM (iHLLI 3MiHW) - KOPEKL,isi Ha3Bu
BMpoGHMKa A®| AueTuncaniyunosa knucriota B Metoaax
KoHTponto AkocTi B p. «Cknag» wasxom nogaHHs CEP Big,
niricHoro BMpoGHuKka A®| Baliep lMicnaHis, C.J1., IcnaHis,
3aMiCTb NOMW/IKOBO 3a3HA4Y€HOro paHille BUpobHuka M13.
3anponoHoBaHo: Baiiep licnanis, C.J1., Icnanis
17. ATOPBACTAT TabNeTkn, BKPUTI TOB "TeBa YKpaiHa TeBa ®apwma C.JLY. IcnaHis BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiiB: YTOYHEHHS 3a UA/16377/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

NH-TEBA

MN/1iBKOBOIO
060/10HKO10, M0 10
Mr, no 10 TabneTok
y 6nicTepi, no 3 abo
6, abo 9 bnicTepiB y
Kopo6bui; no 15
TabneToK y
6nicTepi, no 2 a6o
4, abo 6 Gnictepis
y KopooGui

Ykpaina"

HanMcaHHA ynakoBoK B Hakasi MO3 YkpaiHu Ne 347 Big,
24.02.2021 B npoueci BHeCeHHs 3MiH (3MiHu | Tuny -
3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn giana3oH
po3Mipy cepil) roToBOro Nikapcbkoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOPiBHAHO i3 3aTBEPAYKEHNM PO3MIPOM) -
BBE/EHHSA A0AATKOBOro po3mipy cepii - 750 kr (kiHueBa
CyMiLLl); 3anpornoHoBaHo: Po3mip cepii: 250 Kr KiHLeBOT
cymiti; 500 Kr KiHLEeBOi cyMiLli; 750 Kr KiHLEBOI CyMiLLi.
259,063 «r: - 2,500,000 Tabn1eTOK, BKPUTUNX NIIBKOBOKO
060/10HKo0 No 10 wmr; - 1,250,000 Tab1eTOK, BKPUTUX
N/1iBKOBOK 060/10HKO0 No 20 Mr; - 625,000 TabneTok,
BKPUTMX M/1IBKOBOK 060/10HKOI no 40 mr; - 312,000
TabneTok, BKPUTUX NAIBKOBOK 060/10HKOK No 80 Mr.
518,126 «r: - 5,000,000 Ta6neTOK, BKPUTUX NAIBKOBOK
o60s10HKot0 no 10 wmr; - 2,500,000 Tabr1eToK, BKPUTUX
N/1iBKOBOK 060/10HKOIO 1Mo 20 Mr; - 1,250,000 TabneTok,
BKPUTMX M/1iIBKOBOKO 060/10HKOI no 40 mr; - 625,000
Tab1eTokK, BKpUTUX M/1IBKOBOK 060/I0HKOK Mo 80 Mr.
777,189 «r: - 7,500,000 TabneTok, BKPUTUX NAIBKOBOK
060/10HKO0 No 10 mr; - 3,750,000 Tab1eToK, BKPUTUX
NNiBKOBOK 060/10HKOK No 20 mr; - 1,875,000 TabneTok,
BKPUTMX M/1IBKOBOK 060/10HKOH no 40 mr; - 937,500
TabneTok, BKpUTMX NAIBKOBOKO 060/10HKOK Mo 80 mr Ta
3MiHM | TUMY - OHOBEHHS cepTudikaTy BigNOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2011-234-Rev 02 ans
A®| ATopBacTaTuHy KasbLjlo TpurigpaTy Bif Bxe
3aTBepmxeHoro BupobHuka Ind-Swift Laboratories Limited
(India) BHacNMifOK 3MiHM HAa3BM BUPOGHUKA NPOMIXHOMO
npoaykTy 3 Vijayasri Organics Limited Ha Vijayasri
Organics Private Limited). Pegakuis B Hakasi: no 10
Tabnetok y 6nictepi, no 3 a6o 6, abo 9 Gnictepis y
Kopobui. BipHa pepgakuis: no 10 Ta6neTok y 6nictepi,
no 3 a6o 6, a6o 9 GnicTepiB y KOpo6Lji; no 15 Ta6neTok
y 6nicTepi, no 2 a6o 4, a6o 6 6icTepiB y KOPOO6Li.

peyernmom

18.

ATOPBACTAT
NH-TEBA

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 20
mr, no 10 TabneTok
y 6nicTepi, no 3 a6o
6, abo 9 bnicTepiB y
kopo6bui; no 15
TabneToK y
6nicrepi, no 2 aéo
4, a6o 6 6nictepis
y KopooGui

TOB "TeBa
Ykpaina"

YKpaiHa

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [0 peecTpaljiiHuX maTepianis: yTO4YHEHHA
HanMcaHHA ynakoBoK B Hakasi MO3 YkpaiHu Ne 347 Big,
24.02.2021 B npoueci BHeCeHHs 3MiH (3MiHu | Tuny -
3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasis NOPIBHSAHO i3 3aTBEPAKEHM PO3MIPOM) -
BBE/lEHHS 40AATKOBOro po3mipy cepii - 750 kr (kiHueBa
CyMiLLl); 3anpornoHoBaHo: Po3mip cepii: 250 Kr KiHLeBOT
cymiwi; 500 Kr KiHLEeBOi cyMiLui; 750 Kr KiHLEBOI CyMiLLi.
259,063 kr: - 2,500,000 Tabn1eTOK, BKPUTUX NIIBKOBOKO
060/10HKO0 1Mo 10 Mr; - 1,250,000 TabneTok, BKPUTUX
N/1iBKOBOK 060/10HKOI0 No 20 Mr; - 625,000 TabneTok,

3a
peyermom

UA/16377/01/02




47

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

BKPUTMX M/1IBKOBOK 060/10HKOI no 40 mr; - 312,000
TabneTok, BKPUTKX NNIBKOBOKO 06010HKO Mo 80 Mr.
518,126 «r: - 5,000,000 Ta6neTOK, BKPUTMX NAIBKOBOK
o60s10HKot0 No 10 wmr; - 2,500,000 Tabr1eToK, BKPUTUX
N/1iBKOBOKO 060/10HKOO 1Mo 20 Mr; - 1,250,000 TabneTok,
BKPUTMX M/1iIBKOBOKO 060/10HKOI no 40 mr; - 625,000
Tab1eTokK, BKPUTUX M/1IBKOBOK 060/I0HKOK Mo 80 Mr.
777,189 «r: - 7,500,000 TabneTok, BKPUTUX NAIBKOBOK
060/10HKO0 No 10 mr; - 3,750,000 Tab1eToK, BKPUTUX
NNiBKOBOK 060/10HKOK No 20 mr; - 1,875,000 TabneTok,
BKPUTMX M/1IBKOBOK 060/10HKOH no 40 mr; - 937,500
TabneTok, BKPUTMX NAIBKOBOKO 060/10HKOK 1Mo 80 Mmr Ta
3MiHM | TUMY - OHOBEHHS cepTudikaTy BigNOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2011-234-Rev 02 ans
A®| ATopBacTaTuHy KasbLjlo TpUrigpaTy Bif Bxe
3aTBepmxeHoro BupobHuka Ind-Swift Laboratories Limited
(India) BHacNMifOK 3MiHM HAa3BM BUPOGHUKA NPOMIKHOMO
npoaykTy 3 Vijayasri Organics Limited Ha Vijayasri
Organics Private Limited). Pegakuis B Hakasi: no 10
Tabnetok y 6nictepi, no 3 a6o 6, abo 9 Gnictepis y
Kopobui. BipHa pepgakuis: no 10 Ta6neTok y 6nictepi,
no 3 a6o 6, a6o 9 GnicTepiB y KOpo6Lji; no 15 Ta6neTok
y 6nicTepi, no 2 a6o 4, a6o 6 6icTepiB y KOPOO6Li.

19.

A®NOAEPM

ma3b 0,5 mr/r, no 20
rabo 40 r y Ty6i; no
1 Ty6i y KapTOHHii
nauuj

Benyno, nikun
Ta KocMeTuKa,
Aa.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsartis

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: yTOYHEHHA
peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 399
BiA 05.03.2021 B npoueci nepepeecTpadii. Pefakuis B
Hakasi - UA/11379/01/01. BipHa pepakuis -
UA/11379/02/01.

3a
peyermom

UA/11379/02/01

20.

AUMKNOBIP

Tabnetkn no 0,2,
no 10 TabneTtok y
6nicTepi, no 1 abo 2
6nictepy B nauui 3
KapToHy

MNpusatHe
akujioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

YKpaiHa

MprBaTHE akLioHepHe
TOBapuCTBO "JIEKXiM -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TURY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAMNOBIAHOCTI ab0 BUNYyYEHHS
cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
ons A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOrO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCA Yy BUPOGHULTBI ADI; Ana
[L0MNOMDKHOT peyoBUHU (CepTudikaT BignNoBIgHOCTI
€Bponelicbkiit hapmakoner) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKA (3amiHa abo AONOBHEHHS) - BBEAEHHS
HOBOro BMPOGHUKa Ans Aitovoi peyoBmHU Aciclovir
Zhejiang Charioteer Pharmaceutical Co., Ltd. B sikoro
HasiBHWI cepTudikaT BifgnoBigHOCTI €Bponenchkili
cthapmakonei Ne R1-CEP 2001-283-Rev 05.

3a
peyenmom

UA/6895/01/01

21.

AUMKNOBIP

Tabnetkn no 0,2, in
bulk: no 3000
Tabnetok y
KOHTeliHepax
n1acTMacoBux

MpusatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MprBaTHE akLioHepHe
TOBapuCTBO "JIEKXiM -
Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis:
3MiHKM | TURY - 3MiHK 3 siKOCTi. CepTudikaT
BignosigHocTi/I E-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudlikaTa BifgnoBigHOCTI a60 BUIYYEHHS

3a
peuyenmom

UA/6896/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKa (3amiHa abo AONOBHEHHS) - BBEAEHHS
HOBOroO BMPOGHUKa Ans Aitovoi peyoBmHU Aciclovir
Zhejiang Charioteer Pharmaceutical Co., Ltd. B sikoro
HasiBHWI1 cepTudikaT BifNOBIAHOCTI €Bponelickkili
cdhapmakonei Ne R1-CEP 2001-283-Rev 05.
22. BAJNTAHC 1,5% pO34uH Ans dpeseHiyc HimeuuunH $peseHiyc Meaukan HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/16099/01/01
MIOKO3U 1,75 | nepuTOHEeanbHOro Megukan Kep a Kep foiunaHg MmeX peyenmom
MMO/IbIN Aianisy no 2000 mn flounang, 3MiHW Il TUMY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI Ta
KANbLYIO a6o 2500 mny rm6X thapmakoHarnsay. 3MiHu y KOpoTKili xapakTepucTuui
cucreml NiKapcLKOro 3acoby, TEKCTi MapKyBaHHSA Ta IHCTPYKLUii ans
ABOKamMepHoro MEAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMW AaHMMM 3
Milka cTeiscelidp; AKOCTI, AOKMIHIYHUMM, KIIHIYHVMU AaHUMUW Ta AaHUMW 3
no 4 milka y i thapmakoHarnagy - 3MiHM BHECEHO B IHCTPYKLio Ans
KapTOHHii KOpoGL; MEe/MYHOro 3aCTOCYBaHHSA NIKapCLKOro 3acoby 10 Po3/inis
no 3000 mny "Oco6MMBOCTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”.
cucteml BBe/eHHsl 3MiH NPOTAroM 6-Tu MicsLiB Nicns
ABOKamMepHoro 3aTBepIKeHHS
MiLLka cninecelidy; no
4 MilLKa y KapTOHHIi
kopo6ui; no 5000 mn
y cuctemi
[IBOKaMepHoro
MiLLKa cnineceiidp; no
2 MillKa Y KapTOHHiii
Kopobui
23. BANAHC 2,3% pO34uH Ans PdpeseHiyc HimeuuunH PpeseHiyc Meaukan HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/16100/01/01
IMIOKO3U 1,75 | nepuTOHeanbLHOro Megukan Kep a Kep [doitunang Tm6X peyenmom
MMOnbIN ajasnizy no 2000 mn Joiiunang 3MiHW Il TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
KAMBLIO abo 2500 mny rmoX thapmakoHarnsgy. 3MiHN y KOpOTKill XapakTepucTuLL

cucremi
[IBOKaMepHOro
MilLKa cTelieceiid;
no 4 miwka y
KapTOHHI Kopo6Lyj;
no 3000 mny
cucremi
[IBOKaMepHOro
MiLLKa cnineceiidp; no
4 MilLKa Yy KapTOHHii
Kopo6ui; no 5000 mn
y cuctemi
[IBOKaMepHoro
MilKka chinecend; no

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Yy 3B'A3KY i3 HOBUMU AaHUMU 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN JaHUMW Ta JaHUMK 3

hapmakoHarnagy - 3MiHu BHECEHO B IHCTPYKLi0 A/1A

MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby 10 Po3fiB
"Oco6nmBocCTi 3acTocyBaHHS" Ta "MMobiuHi peaxuii”.

BBefeHH A3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
2 MilLKa Y KapTOHHii
KopoobLi
24, BANAHC 4,25% | po3uvH ans PpeseHiyc HimeuunH ®peseHiyc Megukan HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/16101/01/01
FNKOKO3U 1,75 | neputoHeasbHOro Mepwukan Kep a Kep Odoiunang M6 3MiHuM Il Tuny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
MMObIN Aianisy no 2000 mn [Joviunang, hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
KANbLJIO a6o 2500 mny m6X nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
cucTemi MeAMYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3 HOBUMU AaHMU 3
[BOKamepHoro AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
MilLKa cTeiecelid; thapmakoHarnsgy - 3MiH1M BHECEHO B iHCTPYKLilO Ans
no 4 miwka y MeJMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby 0 po3ais
KapTOHHI Kopo6Lyj; "Oco6umBocTi 3acTocyBaHHA" Ta "Mo6ivHI peakuir”.
no 3000 mny BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
cuctemi 3aTBEPAKEHHS
[BOKaMepHoro
MiLlKka cninecend; no
4 MilLKa y KapTOHHIi
Kopo6ui; no 5000 mn
y cuctemi
[ABOKaMepHoro
MiLLka cninecelidy; no
2 MilLKa Y KapTOHHii
Kopobui
25. BEMAHTEH® Kpem no 100, 30T Baiiep LLieiiuapi M peHsax HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHu | TUNYy 6e3 UA/7805/01/01
nnoc abo 3,5 ry 1y6i; no KoHcblomep A MpogykTioHc MTM6X - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumit 3aci6. KoHTpob peyenma
1 Ty6i B KAPTOHHIl Kep Al roTOBOrO /likapCcbKoro 3acoby. 3miHa y MeTogax
Kopobui BMNPOBYBaHHS rOTOBOrO NMiKapCbKOro 3acoby (iHLi 3MiHK y
MeToAax BMnpobyBaHb (BK/IOYakoumM 3amiHy abo
[OMOBHEHHS)) - BHECEHHA 3MiH [0 METO/IB KOHTPO/IHO
AKOCTi J13 3a nokasHUKOM «laeHTudikauis JekcnaHTeHon»,
a came [JOMOBHEHHS aNlbTepPHAaTUBHNM METOAOM
BunNpobyBaHb (TLUX), OHOBNEHHSA PO34i/iB peecTpaLiiiHoro
nocbe 3.2.P.5.2.01 Test Procedure (4ONOBHEHHSA) Ta
AofaBaHHA HOBOro po3giny 3.2.P.5.3.04 Validation of Test
for Identity
26. BIHOKPUT® PO3YMH ANS iH'EKUIN, CaHpo3 F'm6X ABCTpist AW [j Ti Bionorika HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12383/01/01
84 mkr/mn no 0,8 mn 'M6X, HimeuunHa peyenmom

(8000 MO) a6o 1 mn
(10000 MO)
PO34MHY A1s iH ekl
B nonepeaHL0
3anoBHEHOMY,
rpagyrioBaHoMy
Lwnpuui,
OCHalLLleHoMy
MOpLUHEM,
iH'EKLLIIHOIO TO/IKOM,
KOBMaykoM Ta

(BignoBifanbHwWii 3a
BMPOGHULTBO,
nakyBaHHS, KOHTPO/1b
cepii); CaHpo3 MM6X-
BN WadpteHay,
ABCTpist
(BignoBifanbHwWii 3a
BUMNYCK cepiT)

3MiHK | TNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta
thapmMakoHarnagy - 3MmiH1 BHeCeHO B [HCTpYKUito ons
MeAMUYHOro 3acToCyBaHHSA NikapCcbKoro 3acoby A0 po3gainy
"Cnoci6b 3acTocyBaHHs Ta A031" (YTOUHEHHS iHchopmavii
0N nauieHTta). BBegeHHs 3MiH NpoTAroM 6-Tu micauis
nicnsa 3aTBepaKeHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3axXUCHUM
NPUCTPOEM ANS
3anobiraHHa
MOLUKOKEHHIO
ro/IKoto nicsis
3acTocyBaHHS, abo
6e3 Hboro; no 1
LUMPULLY Y KOHTYPHIiA
6nicTepHili ynakosui;
no 1 KOHTYpHIl
6nicTepHili ynakoBLi
Y KapTOHHiii Kopobuyj;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a6o no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uuHy ans
iH'EKL B
nonepegHLo
3arnoBHEHOMY,
rpagyiioBaHoMy
Lwnpuu,
ocHalleHoMy
NopLUHEM,
iH'EKLLIIHOIO TOJIKOM,
KOBMaykoM Ta
3axXUCHUM
NPUCTPOEM ANS
3anobiraHHa
MOLUKOKEHHIO
ro/IKoto nicsis
3acTocyBaHHS, abo
6e3 Hboro; no 3
LIMpMLA Y KOHTYpPHIl
6nicTepHili ynakosLi;
M0 2 KOHTYpHI
6nicTepHi ynaxkoBku
B KAPTOHHIli KOpo6Li

27.

BIHOKPUT®

PO34MH A5 iH'EKLN,
16,8 mkr/mn no 0,5
mn (1000 MO) abo
no 1 mn (2000 MO)
PO34UHY A5 iH KLl
B nonepeaHLo
3anoBHEHOMY,
rpasgyiiosaHomy
wnpuui,

CaHpo3 M'mM6X

ABCTpIst

Ali i Ti Bionorika
'M6X, HimeyunHa
(BignoBifanbHuii 3a
BMPOGHMLTBO,
nakyBaHHS, KOHTPO b
cepii); CaHgo3 M'mo6X-
BN WaditeHay,
ABCTpist
(BignoBifanbHuii 3a

ABcTpist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:

3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy - 3MiH1M BHECEHO B IHCTPYKLitOo Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby o po3giny
"Cnoci6 3acTocyBaHHA Ta 4031" (YTOYHEHHS iHhopmaLii
AN nauieHTa). BeegeHHs 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepayKeHHs

3a
peyenmom

UA/12383/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

OCHaLLleHOMY
NopLUHEM,
iH'eKLiiHOO rO/IKOIO,
KOBMaykoMm Ta
3aXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLLUKOKEHHIO
ronKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LUMpMLA Y KOHTYPHIl
GnicTepHili ynakoBLyj;
Mo 2 KOHTYpHI
6nicTepHi ynakosku
Y KApTOHHIA Kopobui

BWNYCK Cepi)

28.

BIHOKPUT®

PO34UH A5 iH'EKLLN,
336 mkr/mn no 0,5
mn (20000 MO)
abo no 0,75 mn

( 30000 MO), abo no
1 mn (40000

MO) po3uuHy ans
iH'eKUil B
nonepegHL0
3anoBHEHOMY,
rpagyliosaHoMy
Lwnpui,
OCHalLLleHoMy
NOpLUHEM,
iH'EKLAHOIO rOMKOt0,
KOBMaykoMm Ta
3aXUCHUM
NPUCTPOEM ANS
3anobiraHHs
NOLLUKOKEHHIO
rofikoto nicns
3acToCyBaHHsA, abo
6e3 Hboro; no 1 abo
no 3 nonepesHLo
3anoBHEHMX Wnpuua
Y KOHTYpHili
6nicTepHili ynakoBLuyj;
no 1 (1 wnpuyy
KOXHil) abo no 2 (3
LINpULLA Y KOXHIlA)
KOHTYpPHI 6nicTepHi
yNakoBKM B

CaHpo3 F'm6X

ABCTpIst

A4 [i Ti Bionorika
'm6X, HimeyunHa
(BignoBiganbHwWii 3a
BUPOGHMLTBO,
nakyBaHHS, KOHTPO b
cepii); CaHpo3 MmM6X-
BN WadteHay,
AscTpis
(BignoBiganbHwWii 3a
BUMYCK cepii)

ABCTpist
HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:

3MiHM | TUny - 3MiH Wogo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy - 3MiH1M BHECEHO B IHCTPYKL,it0 Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao po3giny
"Cnoci6 3acTocyBaHHs Ta A031" (YTOUHEHHS iHchopmavii
0N nauieHTa). BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepaKeHHs

3a
peyenmom

UA/12383/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapPTOHHI KOpooLii
29. BIconPONON TabneTku, BKPUTI KPKA, a.4., CnoseHia | BUPOGHMLUTBO “in bulk”, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13869/01/01
KPKA NNiBKOBOO HoBso mecTo nepBUHHE Ta HimeyunHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
o060n0Hkoto, no 2,5 BTOPUHHE NaKyBaHHs, 3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
Mmr; no 10 TabneTok KOHTPO/b Ta BUMYCK roTOBOro Nikapcbkoro 3acoby (36ibLUEeHHs TEPMiHY
y 6nicTepi; no 1 abo cepii: KPKA, a.4., NPUAATHOCTI TOTOBOIO /liKapCbKOro 3acoby) - [ns Toprosoi
2, a6o 3, abo 5, abo HoBo mecTo, yNakoBKM (NiATBEPMAXYETLCA JaHUMMN PeasIbHOrO Yacy) -
6, abo 9, a6o 10 CnoBeHis; nepBuHHe 36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapPCLKOro
6nicTepis y Ta BTOpPVHHE 3ac06y Ha OCHOBI NO3UTUBHWX Pe3y/bTaTiB
KapTOHHI kopo6Lyj; nakyBaHHs, BUMyCK [0BrocTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peanibHOMY
no 14 tabneTtok y cepii: TAL ®apma yaci: 3arBepapKeHo: TepMiH NpUaaTHOCTI
6nicTepi; no 2, abo v6X, HimeuuunHa; 3 poku. 3anponoHoBaHo: TepMiH NpuaaTHoOCTI 5 pokis.
4, abo 6 bnictepiB y KOHTpOsb cepii: KPKA, BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
KapTOHHI Kopo6Lyj; 4.4., HoBo mecTo, 3aTBEPKEHHS.
no 15 TabneTtok y CnoseHis; TAL
6nicTepi; no 2, abo dapma 'mbX,
4, abo 6 6nicTepiB y HimeuuunHa; KOHTpOb
KapTOHHI Kopoobui Mikpo6ionoriyHoi
ymcToTyn cepii (y
BUMNafKy KOHTPONIO
cepii TAL, ®apma
'v6X): Nabop IC CE
& Ko. KI', HimeuunHa;
KOHTpOsb cepiii
(pi3nyHi Ta XimiyHi
MeTOAN KOHTPOSIO):
HN30X (HaujoHanbHi
naboparopis 3a
3/ipaB'e, OKONE iH
XpaHo), CnoseHisi
30. BiconPonon TabneTku, BKpUTI KPKA, a.4., CnoBeHia | BUpo6HMLTBO “in bulk”, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13869/01/02
KPKA nNiBKOBOIO HoBo mecTo nepBuHHE Ta HimeyunHa - 3MiHK 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom

0060/10HKOH0, N0 5 Mr;
no 10 Tabnetok y
6nictepi; no 1 a6o 2,
abo 3, abo 5, abo 6,
a6o 9, a6o 10
6nictepiB y
KapTOHHI Kopo6Lyj;
no 14 tabnetok y
6nictepi; no 2, abo
4, abo 6 6nictepiB y
KapTOHHI Kopo6Lyj;
no 15 tabnertok y
6nictepi; no 2, abo
4, abo 6 bnictepiB y
KapTOHHIl KopooLi

BTOPUHHE NakyBaHHs,
KOHTPO/1b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBnHHe
Ta BTOpPWHHE
nakyBaHHs, BUMyCK
cepii: TAL ®apma
M6X, HimeuuunHa;
KOHTpONb cepii: KPKA,
4.4a., Hoso mecTo,
CnoseHig; TAL
dapma M'v6X,
HiMeuumnHa; KOHTpO/Ib
MiKkpOGionoriyHoi
4yncToTY cepii (y

3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NpUAATHOCTI FOTOBOrO /iKAPCbKOro 3acoby) - [1ns Toprosoi

ynakoBku (NiATBEPMAKYETbCA 4AHUMMN PeasibHOro Yacy) -

36i/bLUEHHSA TEPMiHY NMPUAATHOCTI FOTOBOrO J1iKapCbKOro
3acoby Ha OCHOBI NO3UTUBHUX pe3ybTaTiB

[0BrocTPOKOBMX AOCAiMKEHb CTabiNbHOCTI y peanbHOMY

yaci: 3arBepkeHo: TepMiH NpUaaTHOCTI

3 poku. 3anponoHoBaHo: TepMiH NpuAaTHOCTI 5 pokiB.

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPAKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUMNaKy KOHTPOIO
cepii TAL ®apma
vm6X): Nabop /IC CE
& Ko. KI', HimeuunHa;
KOHTPOb cepill
(hi3nyHi Ta XimiuHi
MeTOAN KOHTPO/IO):
HN30X (HauioHanbHi
naboparopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
31. BIconrPonon TabneTku, BKpUTI KPKA, 4.4., CnoBeHia | BUpo6HMLTBO “in bulk”, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/13869/01/03
KPKA N/1iBKOBOIO Hoso mecTo nepBuHHE Ta HimeuunHa - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
060/10HKO10, M0 10 BTOPWHHE NakKyBaHHS, 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
mr; no 10 TabneTok KOHTPO/b Ta BUMYCK rOTOBOrO NiKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
y 6nicTepi; no 1 a6o cepii: KPKA, a.4., npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1a Toprosoi
2, abo 3, abo 5, abo HoBo mecTo, ynakoBku (NiATBEPLXYETLCA AaHVMU peasibHOro vacy) -
6, a6o 9, abo 10 CnoBeHis; nepBnHHe 36i/IbLUEHHST TEPMiIHY NPUAATHOCTI FOTOBOTO JTiKAPCLKOrO
6nicTepiB y Ta BTOpPVHHE 3ac0o6y Ha OCHOBI NO3NTUBHWX pe3y/ibTaTiB
KapTOHHI Kopo6Lyj; nakyBaHHs, BUMYCK [0BrOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI y peasibHOMY
no 14 tabnetok y cepii: TAL, ®apma yaci: 3arBepkeHo: TepMiH NpuaaTHOCTI
6nicTepi; no 2, abo M6X, HimeyunHa; 3 poku. 3anponoHoBaHo: TepMiH NpuaaTHOCTI 5 pokiB.
4, abo 6 6nictepiB y KOHTpONb cepil: KPKA, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
KapTOHHI Kopo6Lyj; 4.4a., HoBo mecTo, 3aTBepAKEHHS.
no 15 tabnetok y CnoseHis; TA
6nictepi; no 2, abo dapma 'M6X,
4, abo 6 bnicTepiB y HimeuumnHa; KOHTpOb
KapTOHHIA Kopoo6Li Mikpo6ionoriyHoi
ynucToTm cepii (y
BMNaAKY KOHTPO/HO
cepii TA[ ®apma
'm6X): Nabop /1IC CE
& Ko. KI, HimeuunHa;
KOHTpOsb cepiii
(thiznyHi Ta XimiyHi
METOAN KOHTPO/I0):
HN30X (HaujoHanbHi
naboparopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHisi
32. BICOonPONON TabneTkn BKpUTI KPKA, a.4., CnoseHia | BUpo6HULTBO “in bulk”, CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13869/01/01
KPKA NNiBKOBOIO HoBso mecTo nepBUHHE Ta HimeuunHa BHECEHHS 3MiH 0 peecTpavyiiHux martepianis: 3miHu | Tuny |  peyenmom

060/10HKOI0, M0 2,5
Mmr, no 10 TabneTtok
y 6nictepi; no 1, 2,
3,5,6,9a60 10
6nictepiB y
KapTOHHI KopobLyj;

BTOPWHHE NakKyBaHHS,
KOHTPOb Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mecTo, CnoBeHis
LLimap’ellka LiecTa 6,

- 3MiHM pO3Mipy cepii Ana TabneTok, 3anponoHOBaHO:
200000 — 4800000 wTyK; 3miHW | TUNY - AoAaBaHHSA
anbTepHaTUBHOT AiNIbHUL, Ha AKill 34iACHIOETLCSA KOHTPOb
cepill (disnyHi Ta XiMiyHi MeToan KOHTpoto): NLZOH,
Dalmatinova ulica 3, 8000 Novo mesto, Slovenia/ H130X
(HauioHanbHi naboparopisi 3a 34paB’e, OKOJIE iH XpaHo),
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

no 14 tabnetok y
6nicTepi; no 2, 4 abo
6 6nictepis y
KapTOHHI kopo6Lyj;
no 15 tabnetok y
6nictepi; no 2, 4 abo
6 6ricTepiB y
KapTOHHIlA KopooLi

8501 HoBo mecTO,
CnoseHisa
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBuHHE Ta
BTOPUHHE NakyBaHHs,
BVNYCK Cepil:
TAL ®apma 'M6X,
HimeyunHa
XaiHy-SToxMaHH-
LWtpacce 5, 27472
KykcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, CnoBeHis
MosxoBa yniya 5,
8501 HoBo mecTO,
CnoseHisa
KRKA, d.d., Novo
mesto, Slovenia
Povhova ulica 5, 8501
Novo mecto, Slovenia
TAL ®apma 'M6X,
HimeyunHa
XaiHu-SToxMaHH-
LWTpacce 6, 27472
KykcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany
KOHTpPO/b
Mikpo6ionoriyHol
yncToTyn cepii (y
BVNaAKy KOHTPO/IHO
cepii TAL ®apma
rv6X):

[JanmaTiHosa yniua 3, 8000 HoBo mecTo, CNoBeHist; 3MiHU
| TMny - 3miHK 3 sKocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYYEHHS
cepTucpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ona A®l; onsa BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; aAns
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yxe 3anponoHosaHo: R1-CEP 2008-022-Rev 02 1. Name
of CEP holder: Arevipharma GmbH Meissner Strasse 35
Germany-01445 Radebeul Site(s) of production:
Arevipharma GmbH Meissner Strasse 35 Germany-01445

Radebeul; 3miHn | Tuny - 36inbLIEHHSA HAANNLLKIB CyCneHsii

NAiBKOBOro NokpuTTsa 3 20% A0 100% A5 NOKpaLLeHHs
TEXHO/OrYHOro NPOLLECY Ha eTani NoKpUTTSA TabneTku,
OCKi/TbKW CyCneHsis B3aEMOZiS 3 [OMOMDKHOK PeyOBUHO
aapa Tabnetku - disintegrant (app.12,8%), Lo B CBOO
yepry 3miHioe konip aapa. NMponoHoBaHO HAHOCUTH
CyCneHsito B CyxoMy BUTNAA), WO NpMBOAUTL A0 BTpAT Npu
NOKpUTTI. 3MiH y AIKICHOMY Ta KiflbkicHOMy npodpini
[OMILLOK 4K (hi3MKO-XiIMIYHUX BNACTUBOCTEN rOTOBOrO
NpoAayKTy He 6yn10. BBEAEHHS 3MiH MPOTAroM 6-Tn MicsLIiB
nicnsa 3aTBepayKeHHs; 3MiHN | TUMY - KOPUTYBAHHS MEX,
BCT@HOBMEHMX Y cneuudikauisx nig yac BMpobHMUTBa
roTOBOro NiKapCbKOro 3acoby Ha OCHOBI CTATUCTUYHUX
[aHvX TOBLMHK sigep TabneTok (core thickness) Ta
TOBLLUMHM TabneTok 3 nniskosuM nokputTam (film- coated
tablets thickness), gitoua pegakuis: ToBwyHa saep
Tabnetok 2,5 mr 2,8-3,8 mm 5 mr 2,8-3,8 mm, 10 mr 2,8-3,8
MM; ToBLUMHA TabneTkn 3 NAiBKOBUM MOKPUTTAM: 2,5 Mr
3,2-3,7 mm 5 mr 3,2-3,7 mm, 10 mr 3,1-3,5 Mm
nponoHoBaHa pefakuis: ToslwuHa Agep TabneTtok 2,5 mMr
2,3-3,9 Mm 5 mr 2,3-3,9 mm, 10 mr 2,4-3,8 Mm. ToBLUMHA
TabneTky 3 NiBKOBUM NOKpUTTAM: 2,5 mr 2,8-3,6 MM 5 mr
2,8-3,6 MM, 10 mr 2,8-3,6 MM. BBefieHHS 3MiH npoTsarom 6-
TV MiCAILIB NiCNs 3aTBEPOKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Na6op N1C CE & Ko.
KI', HimeuunHa
MeHrenbcdensy,
45,6, 97708 bep,
Boknet-IpocceHbpax,
HimeuunHa
Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,
97708 Bad Bocklet-
Grossenbrach,
Germany
KOHTpOsb cepiii
(thiznyHi Ta XimiyHi
METOAMN KOHTPOJSIt0):
HN30X (HaujoHanbHi
naboparopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHisi
[anwmaTiHoBa yniua 3,
8000 Hoso mecToO,
CnoBeHis
NLZOH (Nacionalni
laboratorij za zdravje,
okolje in hrano),
Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia

33.

BICOnNPONON
KPKA

TabneTkun BKpUTI
NNiBKOBOO
060/10HKO0, N0 5 Mr,
no 10 TabneTtok y
6nicTepi; no 1, 2, 3,
5, 6,9 a6o 10
6nictepiB y
KapTOHHI kopo6Lyj;
no 14 tabneTtok y
6nictepi; no 2, 4 abo
6 6ricTepiB y
KapTOHHI Kopo6Lyj;
no 15 TabneTtok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHI Kopoobui

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO “in bulk”,
nepBuHHE Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis
LLimap’elka LecTa 6,
8501 HoBo mecTO,
CnoseHis
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBrHHE Ta
BTOPUHHE NakyBaHHs,
BUNYCK cepil:
TAL ®apma 'm6X,

CnoBeHis
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHM po3Mmipy cepii Ans TabneTok, 3anponoHOBaHO:
200000 — 4800000 wwTyK; 3MiHW | TUNY - foAaBaHHSA
albTEPHATUBHOT AiNbHUL, Ha AKil 34iNCHIOETLCS KOHTPO/b
cepiii (hisnyHi Ta ximiuHi MmeToau KoHTposio): NLZOH,
Dalmatinova ulica 3, 8000 Novo mesto, Slovenia/ H130X
(HauioHanbHi nabopatopisi 3a 34paB’e, OKOJIE iH XpaHo),
[JanmariHoBa yniua 3, 8000 HoBo mecTo, CNoBeHist; 3MiHU
| TMny - 3miHK 3 siKocTi. CepTudikat BignoBigHOCTI/TE-
cepTugikaT BiANOBIAHOCTI EBpONENChKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBponenchkin dhapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNLTBI ADI; aAns
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yxe 3anponoHosaHo: R1-CEP 2008-022-Rev 02 1. Name
of CEP holder: Arevipharma GmbH Meissner Strasse 35

3a
peyermom

UA/13869/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HimeuunHa Germany-01445 Radebeul Site(s) of production:

XaliHu-/ToXMaHH-
LWtpacce 5, 27472
KyKkcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis
MosxoBa yniua 5,
8501 HoBo mecToO,
CnoBeHis
KRKA, d.d., Novo
mesto, Slovenia
Povhova ulica 5, 8501
Novo mecto, Slovenia
TAL ®apma M'vM6X,
HimeuunHa
XaliHu-/ToXMaHH-
LWTpacce 6, 27472
KyKkcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany
KOHTpPO/b
Mikpo6ionoriyHoi
yncToTyn cepii (y
BMNaAKY KOHTPOJIHO
cepii TAL ®apma
v6X):

Na6op N1C CE & Ko.
KI, HimeuunHa
MeHrenbccensa
4,5,6, 97708 bep,
Boknet-IpocceH6pax,
HimeuunHa
Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,
97708 Bad Bocklet-
Grossenbrach,

Arevipharma GmbH Meissner Strasse 35 Germany-01445
Radebeul; 3miHn | Tuny - 36inbLIEHHSA HAANNLLKIB CyCneHsii
NAiBKOBOro NokpuTTsa 3 20% A0 100% 4151 NOKpaLLeHHS
TEXHOOrYHOro NPOLLECY Ha eTani NoKpUTTS TabneTku,
OCKi/TbKW CyCneHsis B3aEMOZiS 3 [OMOMDKHOK PeyOBUHO
aapa tabnetku - disintegrant (app.12,8%), Lo B CBOO
yepry 3miHioe konip aapa. NMponoHoBaHO HAHOCUTH
CyCneHsito B CyxoMy BUINS4), WO NpMBOAUTL A0 BTpAT Npu
NOKpUTTI. 3MiH y SKICHOMY Ta KiflbkicHOMy npodini
[OMILLOK 4K (hi3NKO-XiIMIYHUX BNACTUBOCTEN rOTOBOr0
npoAayKTy He 6yn10. BBEAEHHS 3MiH MPOTAroM 6-Tn MicsLIiB
nicnsa 3aTBepAyKEHHS; 3MiHN | TUMY - KOPUTYBAHHS MEX,
BCT@HOBMEHMX Y cneuundikauisx nig yac BMpobHMUTBAa
roTOBOrO NiKapCbKOro 3acoby Ha OCHOBI CTATUCTUYHUX
[aHvX TOBLMHM sigep TabneTok (core thickness) Ta
TOBLLUMHM TabneTok 3 nniskosuM nokputTam (film- coated
tablets thickness), gitoua pegakuis: ToBwyHa saep
Tabnetok 2,5 mr 2,8-3,8 mm 5 mr 2,8-3,8 mm, 10 mr 2,8-3,8
MM; ToBLIMHA TabneTkn 3 NAiBKOBUM MOKPUTTAM: 2,5 Mr
3,2-3,7 mm 5 mr 3,2-3,7 mm, 10 mr 3,1-3,5 Mm
nponoHoBaHa pefakLis: ToslwuHa Agep TabneTtok 2,5 mMr
2,3-3,9 Mm 5 mr 2,3-3,9 mm, 10 mr 2,4-3,8 Mm. ToBLUMHA
TabneTky 3 NAiBKOBUM NOKpUTTSAM: 2,5 mr 2,8-3,6 MM 5 Mr
2,8-3,6 MM, 10 mr 2,8-3,6 MM. BBefieHHS 3MiH NnpoTarom 6-
TV MiCAILIB NicNs 3aTBEPKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Germany
KOHTPONb cepill
(hi3nyHi Ta XimiuHi
METOAN KOHTPO/HO):
HN30X (HauioHanbHi
naboparopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
[anwmaTiHoBa yniua 3,
8000 Hoso mecTO,
CnoBeHis
NLZOH (Nacionalni
laboratorij za zdravje,
okolje in hrano),
Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia

34.

BlconPonon
KPKA

TabeTky BKpUTI
N/1iBKOBOIO
060/10HKOI0, MO 10
mr, no 10 TabneTok
y 6nictepi; no 1, 2,
3,5,6,9a60 10
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 14 TabneTtok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHI Kopo6Lyj;
no 15 tabnetok y
6nictepi; no 2, 4 abo
6 6nictepis y
KapTOHHIA KopoobLi

KPKA, 8.4,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO “in bulk”,
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis
Lmap’ewwka LecTa 6,
8501 HoBo mecToO,
CnoBeHis
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
BMNYCK Cepil:
TAL ®apma M'vM6X,
HimeuunHa
XaiHuy-SToxMaHH-
LWtpacce 5, 27472
KyKkcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany
KOHTpPO/b cepii:

HimeuunHa
CnoBeHisi

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHM pO3Mipy cepii Ana TabneTok, 3anpornoHOBaHoO:
200000 — 4800000 wTyK; 3MiHu | TUNY - foAaBaHHSA
anbTepHAaTUBHOI AiNbHUL, Ha AKill 34iACHIOETLCS KOHTPOb
cepill (isnyHi Ta XiMiuHi MeToan KOHTPOo0): NLZOH,
Dalmatinova ulica 3, 8000 Novo mesto, Slovenia/ HN130X
(HauioHanbHi nabopaTopis 3a 34paB’e, OKOJIE iH XpaHo),
[JanmatiHoBa yniua 3, 8000 HoBo mecTo, CN0OBEHIs; 3MiHW
| Tuny - 3miHm 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BifnoBigHOCTI EBponeinchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUMYyYEHHS
cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NpOAyKTY, L0 BUKOPUCTOBYHOTLCA Yy BUPOGHULTBI ADI; Ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW cepTudikaT Big,
yxe 3anponoHosaHo: R1-CEP 2008-022-Rev 02 1. Name
of CEP holder: Arevipharma GmbH Meissner Strasse 35
Germany-01445 Radebeul Site(s) of production:
Arevipharma GmbH Meissner Strasse 35 Germany-01445
Radebeul; 3miHn | TUny - 36iNbLUEHHS HAAMNLLKIB CyCneHsii
nniBkoBOro NoKpuTTa 3 20% [0 100% ANns NOoKpaLLleHHA
TEXHO/I0MYHOro NpoLiecy Ha eTani MoKpUTTA TabneTkw,
OCKINbKM CYCMEeH3is B3aEMOAIA 3 AOMOMIKHOI PEHOBUHO
appa Tabnetku - disintegrant (app.12,8%), L0 B CBOO
yepry 3MiHIE Konip sagpa. NMponoHoBaHO HAHOCKTH
CYCMEH3ilo B CyXOMY BUINAA), LLO NPMBOAUTL A0 BTPAT Npu
NOKPUTTI. 3MiH y AKICHOMY Ta KisibkicCHOMY npodisi
[JOMILLIOK YK Ii3NKO-XiMIYHUX BNACTUBOCTEN rOTOBOTO

3a
peyenmom

UA/13869/01/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KPKA, a.4., Hoso
mMecTo, C/ioBeHis
MoBxoBa yniua 5,
8501 HoBo mecToO,
CnoseHisa
KRKA, d.d., Novo
mesto, Slovenia
Povhova ulica 5, 8501
Novo mecto, Slovenia
TAL d®apma M'vM6X,
HimeuunHa
XalHu-JToXMaHH-
Ltpacce 6, 27472
KyKkcxaBseH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany
KOHTPO/b
Mikpob6iosnoriyHol
ynucToTu cepii (y
BUNaAKY KOHTPO/IHO
cepii TA[ d®apma
v6X):

Nab6op NIC CE & Ko.
KrI, HimeuunHa
MeHrenbcdenby,
4,5,6, 97708 bep,
BokneT-I'pocceHb6pax,
HimeuunHa
Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,
97708 Bad Bocklet-
Grossenbrach,
Germany
KOHTpOsb cepiii
(hi3nyHi Ta XimiyHi
MeTOAM KOHTPOSIO):
HN30X (HaujoHanbHi
naboparopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
[anmariHoBa yniua 3,
8000 HosoO mecToO,
CnoBeHis

npoayKTy He 6yno. BBegeHHs 3MiH NpOTAromM 6-Tu Micsiuis
nicnsa 3aTBepAKEHHS; 3MiHN | TUMY - KOPUTYBaHHS MeX,
BCTAHOB/EHNX Y cneundikauisx nig yac BUpobHuLTBa
roTOBOrO /1iKapCbKOro 3ac0by Ha OCHOBI CTATUCTUYHNX
[aHux TOBLUMHUK faep TabneTtok (core thickness) Ta
TOBLUMHM TabneTok 3 nniskoBum nokputTam (film- coated
tablets thickness), gitoua pegakuis: ToBwyHa saep
Tabnetok 2,5 mr 2,8-3,8 mm 5 wmr 2,8-3,8 mm, 10 mr 2,8-3,8
MM; TOBLUMHA TabNeTkn 3 NIBKOBUM NOKPUTTAM: 2,5 Mr
3,2-3,7 mm 5 mr 3,2-3,7 mm, 10 wmr 3,1-3,5 mm
nponoHoBaHa pefakuis: ToBlwuHa sAgep TabneTtok 2,5 mMr
2,3-3,9 MM 5 mr 2,3-3,9 mm, 10 mr 2,4-3,8 Mm. ToBLUMHA
TabneTkv 3 NNiBKOBMM MOKPUTTAM: 2,5 Mr 2,8-3,6 MM 5 Mr
2,8-3,6 MM, 10 mr 2,8-3,6 MM. BBeZileHHS 3MiH NPOTArom 6-
TV MicsLiB Nicns 3aTBEPAXKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NLZOH (Nacionalni
laboratorij za zdravje,
okolje in hrano),
Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia
35. BPOHXONITUH | cupon no 125ry AT Bonrapis Bupo6bHuuTBO Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/10064/01/01
oNakoHi CKNsiHOMY "Codpapma” Hepo3dacoBaHOl - AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo peuyenma
abo 3 npoaykuii, nepBnHHa afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
nonieTuneHTepedTa Ta BTOPUHHA BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acooy,
naty; no 1 donakoHy ynakoska: AT BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
3 MipHUM "Codpapma", bonrapis; npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy
CTaKkaH4YMKoOM y [03Bin Ha BUNyck Bignosigae BUPOGHMK/IMNOPTEP, HE BKIHOYAKOUM BUMYCK
KapTOHHIW nayu,i cepii: AT "Cocpapma”, cepili) - 3MiHa HanMcaHHA HaliMeHyBaHHS Ta agpecy Micua
Bonrapis NPOBaKEHHS Ais/IbHOCTI BUpo6HUuKa M13
(BiANOBIZaNbLHOTO 3a BUPOOHMLTBO HEpO3dhacoBaHoil
NpPOAYKLii, NEPBUHHY Ta BTOPVHHY YNaKOBKY), aHrNinCbKO
MOBOI0, 6€3 3MiHM Micus BUpo6HULTBaA. 3MiHK | Tuny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
afpecy MicLs NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/HOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa HanncaHHA HaliMeHyBaHHA Ta agpecy Micus
NpoBaKEHHS Ais/IbHOCTI BUPO6HUMKa /13 (403Bin Ha
BWMYCK Cepii) aHrMilicbkolo MoBOI0, 6e3 3MiHM MicLs
BUPOGHMUTBA. 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHS Ta/abo agpecu 3asBHMKa (BlaCHMKa
peecTpayiiiHOro NoCBigYEHHS) - 3MiHa HalilMeHyBaHHA Ta
a/ipecu 3asBHUKa aHrNincbKo MOBOIO
36. BPOHXO- Kancynv Teepgi no 7 CaHpo3 CnoBeHis ek dapmaveBTUYHA LLiseiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/14314/01/01
MYHAN® Mmr; no 10 kancyny PapmacbioTika KoMnaHis 4. 4., CnoseHis peyenma
Gnicrepi; no 1 a6o 3 N3 A.A. Cnoseia (nepsuHHe 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta

6nictepu B
KapTOHHIA Kopoo6Li

Ta BTOpPVHHE
nakyBaHHS, KOHTPO b
cepii, BUnyck cepir);
OM dapma CA,
LBeiiuapis
(BMpoGHMLTBO in bulk,
KOHTPO/b cepii)

hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKOro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiMKEHb, MPOBEAEHNX BiANOBIAHO A0 NAaHy
neaiatpnyHux gocnigpkeHs (PIP) - 3MiHW BHeceHo o
po3giny "®apmMakonoriyHi B1acTyBocCTi” BignosigHoO A0
OHOB/IEHOT iHGhopMaLii 3 6e3Mnekn 3aCTOCYBaHHS Aitoumnx
peyoBuWH. BBEAEHHSA 3MiH NPOTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
37. BPOHXO- Kancynv TBepgi no CaHpo3 CnoBeHis ek ®apmaueBTUYHa LBeiiuapis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/14268/01/01
MYHAN® N 3,5 mr; no 10 kancyn | ®apmacbioTika KoMnaHisa g.4., CnoBeHis peyenma
y Gnictepi; no 1 a6o n3Aa.a., CnoseHis (nepuHHe 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/edpeKTMBHOCTI Ta
3 bnicrepn y ) Ta BTOpMHHE thapmakoHarnsay. 3miHa y KopoTKiii xapakTepucTuui
KapTOHHiiA kopobui nakyBaHHs, KOHTPO/Tb NiKapCLKOro 3acoby, TEKCTi MapKyBaHHs Ta HCTPYKLi 4ns
cepif, Bunyck cepii); MeMYHOrO 3aCTOCYBaHHS Ha MifcTasi perynspHo
OM dapwma CA, OHOB/IIOBAHOTO 3BITY 3 6E3MEKM /IKAPCHLKOro 3acoby, a6o
LWsenuapis [OCTiMKEHb 3 6e3MeKn 3aCTOCYBaHHA NiKapCbKOro 3acoby
(8vpobHmuTBO in bulk, B MicnsipeecTpauiiinuii nepioa, a6o Ak pesynbTaT OLjiHKM
KOHTpOAL cepii) 3BITY 3 AOCNIAKEHb, NPOBEAEHNX BiAMNOBIAHO A0 NAaHy
neaiatpnyHux gocnigpkeHs (PIP) - 3MiHM BHeceHo J0
po3ainy "®apmMakonoriyHi BracTneocTi” BignosigHo A0
OHOB/IEHOT iHGhopMaLii 3 6e3MeKkn 3aCTOCYBaHHS Aitoumnx
peyoBuMH. BBEAEHHS 3MiH NPOTAroM 6-T1 MicAUIB nicns
3aTBEPAKEHHS
38. BPY®EH® Kancynu M siki no AGGOTT HimeuumnH lentek MpaviBeT IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/17980/01/01
PANIA 400 wr, no 10 NabopaTopis a Nimiten peyenma
kancyn y 6nictepi, rm6X 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta
no 1 6nictepyy chapmakoHarnsgy. BeegeHHs a6o 3MiHM [0 y3arasibHeHnX
KapPTOHHiIlA KOpoBLi [laHVX Npo cucTeMy hapmakoHarnsy (BBeAeHHs
y3araslbHeHNX JaHnxX nNpo cuctemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6u, BiANOBiAaIbHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa An15 34iACHEHHS
hapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bk/oyatoum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3aABHVKa, BiANOBiAabHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsiii, DVM, PhD. 3miHa KOHTakTHVX gaHnx
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
thapmakoHarnag,
39. BYNIBAKAIH PO34MH A1 iH'EKLIN, TOB Ykpaina MAT "Tannuchapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17950/01/01
5 mr/mn no 10 mn B "APTEPIYM - 3MiHK 3 SKoCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
amnyni; no 5 amnyn nTar 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs

Y KOHTYpHili
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi
B nauLii

rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) - 36ibLIEHHSA
TepMiHy NpuAaaTHOCTI Ha NiAcTaBi AaHKX CTabinbHOCTI,
OTpMMaHuX B peasibHOMY Yaci 3atsepmpkeHo: TEPMIH
MPNOATHOCTI 1 pik 3anponoHosaHo: TEPMIH

MPUOATHOCTI 2 pokv 3MiHM BHECEHI B iHCTPYKLitO AN

MeaMYHOro 3actocyBaHHA 13 y p. "TepMiH npugartHocTi”

(BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBEPKEHHS)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
40. BA3UTPEH PO34MH AN1S iH'EKLI TOB "HIKO" YkpaiHa OEMO CA Ipeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/14521/01/01
20 mr/Mnno 5 mn B PAPMACBIOTIKAN 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
amnyni, no 5 amnyn IHOBACTPI , Mpeuis hapmakoHarnsay (iHwi 3MiHK1) - BHECEHHS 3MiHN A0
B naul,j i3 kapToHy (Hepo3dracoBaHwuii po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
NPOAYKT, NEPBUHHA MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
ynakoBKa, BTOPUHHA MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
yMakoBKa, KOHTPO/Ib); nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaL,i Wwoao
TOB "HIKO", YkpaiHa 3a3HavyeHHsa OAVHULL BUMIpIOBaHHSA y cuctemi Sl.
(KOHTpO/b, BUMYCK BBefeHHs 3MiH NpoTArom 3-X MIiCALIB MiCNA 3aTBEPKEHHS
cepii)
41. BANANCOBA/T | nopoLuok KatBik Xemi HigepnaH Katsik Xemi 6B HifepnaHay | BHECEHHS 3MiH O peecTpaLiiiHux maTepianis: 3MiHu | Tuny - UA/1818/01/01
(cybeTaHuis) y BB omn - 3MiHM 3 AkocTi. ADI. KoHTposib A®I (iHLWi 3MiHK) -

nonieTUIeHOBNX
naketax ans
thapmaueBTUYHOro
3aCTOCYBaHHS

OHOBJIEHHA BXe 3aTBEPMKEHNX METOZAIB KOHTPOJIIO SKOCTI
nikapcbKoro 3acoby, a came BUKNafEeHHs TEKCTY
[epXaBHOI MOBOIO 3riHO Cy4acHUX BUMOT.
3MiHn | TUny - 3MiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW) - BUJaneHHs nokasHuka «MikpobionoriyHa
yncToTa» 3i Cneyudikauii Ta MeToAiB KoHTposo A®ly
3B'A3KY 3 NPVBEAEHHAM MaTepianis peecTpaLiiiHoro Aockbe
[0 OpUriHa/IbHUX MaTepianis BUPOGHMKa. 3MiHW | Tuny -
3MmiHu 3 gKocTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeCi
BMpo6HUUTBa AP| (He3HaYHa 3MiHa Y npoLeci
BMPOGHMLTBA ADI). 3MiHM A0 MaTepianis peecTpauiitHoro
[ocbe, po3ainy 3.2.5.2.2, y 3B’A3Ky i3 3MiHaMU y CXeMi
cuHTesy A®I, aki 6ynu BBeAeHI 4518 onTuMisauii npouecy,
a came 3amiHa peareHTy HaTtpito Basibnpoar Ha 50%
PO34MH TiAPOKCMAY HaTPit0. 3MiHa peareHTy He BnaHyna
Ha AKiCTb Ta cneyudikauito cybcTaHLuil. 3aTBepaAXeHo:
Bangucosan yTBOPHETHCSA LUIAXOM 3MiLLlyBaHHS O4HOTO
eKBiBa/leHTa Ba/IbNPOEBOI KACNOTK 3 ABOMA
ekBiBasieHTaMun BasibnpoaT HaTpito.
3anponoHoBaHo: Bangucosan yTBOPIOETLCA B pe3y bTarTi
peakLuii BasibnpoeBoi Knciotu 3 50 % po3ynMHOM
riipokcuay HaTpito.

BHeceHi yTOUHEeHHS 40 Npu3HaYeHHst cybcTaHLil:
3artBepkeHo: [1na BUpobHMLTBa HECTEPUIBHUX
nikapcbkux chopm 3anponoHoBaHo: Ans
hapmaLeBTUYHOr0 3aCTOCyBaHHSA. 3MiHu | TRy -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
agpecu MicLsa NpoBaKeHHs AisANbHOCTI BUPOGHMKA
(Brnrovaroun, 3a HeobXiAHOCTI, MicLie NPOBeAEHHS
KOHTPOJI0 SIKOCTI), @60 BnacHuKa macTtep-ghaiina Ha Adl,
a6o noctavasibHuKa Adl/BuxigHoro
marepiany/peareHTy/npomikHOro NpPOAyKTy, Lo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelickkilt thapmakonei y
3aTBEPAKEHOMY [10CbE, 60 BMPOGHMKA HOBOI JOMOMDKHOI
pPEYOBUHM (SKLLO 3a3HAYEHO Y [0CbE) - 3MiHa aapecu
BMpo6Huka APl Kateik Xemi BB/Katwijk chemie bv, 6e3
3MiHM Micus BUPO6HUUTBA. 3MiHM | Tuny - AOMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
(BnacHuKa peecTpauiiiHoro NocBigYeHHS) - 3MiHa agpecu
3as1BHMKA
42, BANCAPTAH TabneTku, BKPUTI FETEPO IHais leTepo N1a63 Nimiteq IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/15787/01/01
nAiBKOBOO NAB3 3MiHK | TRy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
obonoHkoto, no 40 NIMITEL thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
Mr o 10 Tabnetok y “MapkyBaHHa" MKA /13: 3anponoHoBaHo: MAPKVPOBKA
6nicTepi; no 1 B cooTBETCTBMU C YTBEPXAEHHBIM TEKCTOM MapK1POBKU.
6nictepy y OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
KapTOHHI Kopo6Lyj; 3acoby BignoBigHO A0 BMMOT Hakaly MO3 YkpaiHu Bifj
no 30 TabneTok y 23.07.2015 p. Ne460 3 BHECEHHAM iHthopmal,ii Wwoao
KOHTeliHepi; no 1 3a3Ha4YeHHs OAMHULL BUMIpOBaHHSA y cuctemi Sl.
KOHTEliHepy y BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
KapTOHHI KOpoobLii 3aTBEPKEHHSA
43. BANCAPTAH TabneTku, BKpUTI FETEPO IHais l'eTepo J/1a63 NimiTeq, IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15787/01/02
nNiBKOBOIO NAB3 3MiHK | TUNy - 3MiHK WoAao 6e3nekn/edekTUBHOCTI Ta peyenmom
06010HKot0, 80 Mr NIMITEL thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
no 10 Tabnetok y “MapkyBaHHs” MKA /13: 3anponoHoBaHo: MAPKVPOBKA
6nicTepi; no 1 B COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapK/MpPOBKM.
6nictepy y OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
KapTOHHI kopo6Lyj; 3acoby BignoBigHO A0 BUMOr Hakaly MO3 YkpaiHu Big
no 30 TabneTok y 23.07.2015 p. Ne460 3 BHeCEeHHAM iHthopmal,ii Lwoao
KOHTeliHepi; no 1 3a3Ha4YeHHs1 OAMHMLb BUMIPIOBaHHS Y cuctemi Sl.
KOHTEliHepy y BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
KapTOHHI KopooLi 3aTBEPKEHHSA
44, BA/NICAPTAH TabneTkn, BKPUTI FETEPO IHais leTepo /1a63 flimiTeq IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/15787/01/03
NNiBKOBOO NAB3 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, No 160 NIMITEL thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy
Mr no 10 TabneTok y “MapkyBaHHs" MKA N13: 3anponoHoBaHo: MAPKMPOBKA
6nictepi; no 1 B cOOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVPOBKU.
6nictepy y OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW MiKapCbKoro
KapTOHHI KOpoo6L; 3acoby BignoBigHO A0 BMMOT Hakasy MO3 YkpaiHu Big
no 30 Tabnetok y 23.07.2015 p. Ne460 3 BHECEeHHAM iHthopmal,ii Lwoao
KOHTeliHepi; no 1 3a3HayYeHHs OAMHULL BUMIpOBaHHSA y cuctemi Sl.
KOHTelHepy y BBegeHHS 3MiH NpOTArom 6-Tu MicALiB nic/is
KapPTOHHIi KOpoOLii 3aTBepKEHHS
45, BAJICAPTAH TabneTku, BKpUTI FETEPO IHAaia leTepo /1a63 NimiTeq, IHAis BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 3a UA/15787/01/04
MN/1iBKOBOIO NAB3 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO10, Mo 320 NIMITEL hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10 po34iny

Mmr no 10 TabneTok y
6nictepi; no 1

“MapkyBaHHs" MKA J13: 3anponoHosaHo: MAPKVPOBKA
B coOTBETCTBUU C YTBEPXKAEHHLIM TEKCTOM MapKUPOBKM.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nictepy y OHOB/IEHHS TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKOro
KapTOHHI KopobLyj; 3acoby BifnoBiAHO 0 BUMOT Hakaly MO3 YkpaiHu Bif
no 30 TabneTok y 23.07.2015 p. Ne460 3 BHeCeHHsM iHdhopmaLi Wwoao
KOHTeliHepi; mo 1 3a3Ha4YeHHs OAMHULb BUMIPOBaHHSA y cuctemi Sl.
KOHTEliHepy y BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
KapTOHHI Kopoo6Li 3aTBEPLKEHHA
46. BAP®APUH Tabnetkv no 2,5 mr Takega ABCTpIst Takepa ®apma Cn. 3 Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/7897/01/01
HIKOMEQ no 100 TabneTok y ABCTpis FTM6X 0.0. - 3MiHK 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposib peyenmom

donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

roTOBOrO /likapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3acoby (3BYXXEHHs1 fOMYCTUMUX MEX) - AoAaHi
[0 cneumndikauii Ha KiHeLb TepMiHy NnpuaaTHOCTI
[0NyCTUMI HOPMU A/15 MOKa3HWKIB METOANKN
«MikpobionoriyHa uncToTa», y TOMYy YACAI 3 pefakuintHumuy
npaskamu y crieumdikalii npy BUNycKy Ta, ik HacnigoK y
MeToAax KOHTPOJIO BiAMOBIAHO.

Litova pegakuia CMELNPUKALINA
Mokasaresim MeTofbl KOHTPOA JonyCTUMbIE HOPMbI
Mpu BbINyCke B KOHLE Cpoka rogHOCTYH
Muikpo6uonornyeckas uncroral n. 10, EBp. ®apm.*,
2.6.12, 2.6.13 B 1 r npenapaTa [0/HKHO COAepXaTbCs:
-TAMC- He 6onee 103 KOETT;

-TYMC- He 6onee 102 KOE/T;

OtcytcTtBue Escherichia coli -
1l/icnbiTaHne NPOBOAUTCS Ha OAHON Cepumn B rogy no
mMeToAy BbIGOPOYHOro KOHTPONS
* neincTBytoLLee n3gaHme apmakonemn
MponoHoBaHa peaakuis
CMNEUNOUKALNA
MokasHvkn MeToau KoHTponsa [onycTyMi Hopmu
Mpy BMNYCcKy HanpukiHui TepMiHy npyaaTHOCTI
Mikpob6ionoriyHa uncrota n. 9, Esp. ®apm.*, 2.6.12, 2.6.13
3aranbHa KiflbKiCTb aepo6HUX MiKPOOpraHi3mis
(TAMC): =10° KYOIr1;
3aranbHa KiflbKiCTb APDKAXKIB Ta NiCHABMX rpubis
(TYMC): = 10% KYOIr1;

BigcyTHiCTb B 1.0 1l
Escherichia coli
3aranbHa KiflbKiCTb aepobHUX MiKpOOpraHi3mis
(TAMC): = 10° KYOIr2;
3aranbHa KifbKiCTb APKAKIB Ta N/IiCHABMX rpubis
(TYMC): =10° KYOIr2;

BiacyTHicTb B 1.0 12
Escherichia coli
1 MepioAnYHICTb NPOBEAEHHS BUNPOOYBaHHA 6a3yeTbes
Ha cucTemaTuyHoMy nepernsgi BUpo6HUYOro npouecy,
BMNPOGYBaHHSI NPOBOAUTLCS Ha OAHIl cepii Ha pik 3a
MeTOA0M BKGIPKOBOro KOHTPOJIHO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

2 BunpobyBaHHA He NPOBOANTLCA PEry/IAPHO Ha TEPMIH
npuaaTHOCTI
*YuHHEe BUAaHHs dpapmakonei
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS.
3MiHU | TUny - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO JIiKAPCbKOro 3acoby (BUyYEHHS HE3HAUYHOTO
nokasHuka (Hanpukiag 3actapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo iaeHTudiKaLis 6apBHUKIB YN CMaKOBUX
[06aBOK)) - BUyYEeHHS He3HAYHUX NMOKa3HWKIB i3
cneuudikauii M3, a came: «KpacuTtesib UHOUTOTUH,
«YCTOWUMBOCTb K pa3gasnnBaHunio» y BignoBiAHICTb 40
marepianis BUpo6bHuka. BBeeHHsA 3MiH NpOTArom 6-Tu
MiCALIB MICNS 3aTBEPAXKEHHS;.
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NNikapCbKuMii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMKX MEX
roTOBOrO NikapCcbKoro 3acoby (BHECEHHS 3MiH Y AOCbE A/1A
npuBeLEeHHs y BiANOBIAHICTb A0 3arasibHoi cTaTTi 2.9.40
«OHOPIAHICTb A030BaHMX OAMHULBL» AdY/EBponeicbKol
chapmakonei 3amiCTb 3aTBeppKeHNX 3arasibHNX cTaTei
2.9.5 «OgHopigHICTb Macu» Ta/abo 2.9.6 «OaHOopIgHICTb
[031») - NPUBEAEHHS Y BiANOBIAHICTb A0 3arasibHOi CTaTTi
2.9.40 «OHOPIAHICTb A030BAHNX OANHULE» EP 3aMiCTb
3aTBEPMXKEHNX 3arasibHUX cTtateit 2.9.5 «OgHOpoHICTb
macu» Ta/abo 2.9.6 «OgHOpIAHICTb A03U» pPo3ainn
«OAHOpIgHICTb BMICTY», «CepefHsa Maca it OfHopigHICTb
mMacu». BBefleHHs! 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 AKkOCTi. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapcbKoro 3acoby.
3MmiHa napameTpis cneuudikauiii Ta/abo foNyCTUMUX MEX
roTOBOrO /IiKaPCbKOro 3acoby (iHLWi 3MiHW) - 3MiHK
napameTpiB crneundikauii 3a nokasHMKoM «KinbkicHe
BU3HAYEHHN», «PO34MHEHH:A». [litoya pefakuis
CMNEUNOUKALINA
MokasaTenn MeTogpl KOHTPONA JoNyCTUMbIE HOPMbI
Mpw BbINycKe B KOHLIE CPOKa rogHOCTU
3. KonmyecTeeHHoe onpegenenve
BapdapuH HaTpus n. 3, EBp. ®apm.*, BOXKX, 2.2.29 2,38-
2,63 mr/tabn 2,38-2,63 mr/tabn
8. PactBopeHue n.8, EBp. ®apm.*, 2.9.3.-1 =80% uepe3
30 MyH
(Q=75%) =80% uepe3 30 MVH
(Q=75%)
* peicTeylolLee n3gaHue dapmakonen
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n/n

JliKapcbK0O20

Hassa

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MponoHoBaHa pegakuis
CMELUM®UKALIA
MokasHvkn MeToay KOHTpoto onycTuMi Hopmu
Mpy BMNYCcKy HanpukiHui TepMiHy npyaaTHOCTI

3. KifnbkicHe BM3HaYeHHS

BapdapuHy HaTpito n. 3, EBp. ®apm.*, BEPX, 2.2.29 2,38-
2,63 mr/Tabn.
cepefHboi macu (AM) 2,38-2,63 mr/tabn.
cepefHboi macu (AM)
8. Po3unHeHHs n.8, EBp. ®apm.*, 2.9.3.-1 =80% yepe3 30
XB
(Q=75%)1=80% uepe3 30 xB
(Q=75%)

1 MepioAnyHICTb NPOBEAEHHA BUNPO6YBaHHA 6a3yeTbCs
Ha cucTemaTuyHoOMy nepernsgi BUpo6HMYOro npotecy,
BMNPO6YyBaHHA NPOBOAWTLCS HA OAHIN cepii Ha pik 3a
MeTO0M BNBIPKOBOr0 KOHTPO/I0
*YMHHEe BUAAHHS dhapmakonel
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS;
3MiHK | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKUii 3acib.
KOHTposb roToBoro nikapcbkoro 3acoby (iHLwi 3MiHu) -
nepeknag 3atsepmxeHnx MK Ha nikapcbkuii 3aci6 3
POCICbKOI Ha YKpaiHCbKy MOBY.

BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK LWOA0
6e3nekn/edpekTMBHOCTI Ta thapmakoHariagy (iHwi 3miHn) -
BHeceHHs 3MiH [0 po3giny «MapkyBaHHA» MKA /13
3arsepaxeHo: TEKCTOBAA MAPKNPOBKA
(npunaraetcs) 3anponoHoBaHo: TEKCT MAPKYBAHHA
BignosigHo [0 3aTBEPAKEHOT0 TEKCTY MapKyBaHHS

47.

BAP®APUH-

»C

Tabnetkn no 2,5 wmr,
no 10 Tabnetok y
6nicTepi, no 1, 3 abo
10 6nicTepiB y naui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis:
3MiHM | TUMY - 3MiHW 3 SKOCTIi. [OTOBWIA NiKapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
rOTOBOrO JlikapCcbkoro 3acoby (iHwi 3miHu); CynyTHSA 3MiHa
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y
MeTofax BunpobyBaHb (BKIOYao4umM 3aMiHy abo
nonosHeHHs)) (B.11.r.2. (r) 1B)3miHa B cneymdikauii Ta
mMeTogax KOHTposto /13 3a NokasHNKoM «CynpoBigHi
[OOMILLKM», & caMe 3MiHa HOPMyBaHHS AN
iLeHTNIKOBaHNX AOMILLOK 6eH3a1baleToH (fomiwka C)
Ta 4-rigpokcmkymMapuH (gomilka B), o o6ymoBneHo
3MiHOI0 HOPMYBaHHSA AOMiWOoK B A®I. Y meToauLi 3MiHEHO
KOHLIeHTpaLito po3umnHy nopisHaHHSA (b), 3anponoHoBaHo:
Ha Bunyck - lomiwka C — He 6inbe 0,3 % Jomilwkm B —

3a
peyernmom

UA/5747/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

He 6inbLue 0,3 % Byap-AKoi iHLWOT AOMIWKN — He Binblue
0,5 % Cyma fomiwok — He 6inblue 1,0 %. Ha TepmiH
npugatHocTi - flomiwka C — He 6inbwe 0,3 % Jomiwkn B —
He 6inbLue 0,3 % Byab-AKOi iHLWOT AOMIWKN — He Binblue
0,5 % Cyma OoMmilok — He 6inblue 1,5 %
3MiHU | TUny - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMUTBI (iHLUi 3MiHW) - 3MiHX [0 PO34iniB
3.2.P.3.3. Onnc BUPOBHMYOro npouecy Ta KOHTPO
npouecy., 3.2.P.3.4. KOHTPO/b KPUTUYHWX CTagji i
npomMbkHOI Npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo
0ro ouiHKa y 3B'A3KYy 3 HEOOXIAHICTHO YTOUHEHHS
iHthopMmalii CTOCOBHO HaHeCeHHsi HOMepy cepil Ta TepMiHy
NPUAATHOCTI Ha cTagisx «PacyBaHHA» Ta «lakyBaHHA»,
140 06YMOB/IEHO TEXHOIOMYHOKO MOX/MBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NPUAATHOCTI — METOAOM APYKY B
[IOMNOBHEHHSA 40 METOAY HaHECEeHHS BiLTWUCKY; 3MiHK | Tuny
- 3MiHM 3 AIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. KoHTpob
roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHW) - NpUBEAEHHS
cneundikauii M3 3a nokasHukoM «MikpobionoriyHa
yncTOTa» Yy BiAMNOBIAHICTb A0 BUMor EP, noaaTkoBo
BBEJeHHA NepiognyHOCTI NpoBeAeHHSA KoHTposto N3 3a
[aHVM NOKasHWKOM, a came Ha nepLuili cepii y poui Ta He
pigLe, Hix Ha KOXHiin 5 cepii. 3miHu | Tvny - 3miHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roToBOro
nikapcbKoro 3acoby (iHwWi 3miHu) - 3 po3ainy 3.2.P.5.1
BWy4eHO cneuudikaliio 4718 KOHTPOso TabieTok
Hepo3dacoBaHnx Tabnetok Ta /13 NpoTArom BUBYEHHS
cTabinbHocTi. HagaHo Cneuunddikauii nvwe ans M3 Ha
BUMYCK Ta NPOTATOM TepPMiHy npuaaTtHocTi. KOHTponb
Tab/1eToK Hepo3ghacoBaHNX ONUCcaHuii y po3ainax
3.2.P.3.4. Ta 3.2.P.3.5. Cneuucpikauis Ha BUBYEHHSA
cTabinbHOCTI HagaHa y po3gini 3.2.P.8.1.
3MiHu 1l TUny - 3MiHK 3 AkocTi. AP, (iHWi 3MiHK); CynyTHSA
3MiHa - 3MiHu 3 akocTi. A®Il. KoHTposnib A®| (iHLWi 3MiHK)
NnoJaHHA OHOBMIEHOro MacTep-chaiina Ha AdI Big
3aTBEPAKEHOrO BUPOBHMKA 3 BiANOBIAHAMU 3MiHaMu A0
cneundikauii A®I
3anponoHoBaHo: AM® Bepcii AP/WFA/B/Ver-004

48.

BAP®APUH-
»C

Tabnetku no 3 mr,
no 10 TabneTtok y
6nicTepi, no 1, 3 abo
10 6nicTepiB y nauui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHuW | TMNy - 3MiHK 3 SKOCTI. FOTOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (iHwWi 3miHn); CynyTHA 3MiHa
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTtofax
BMNPO6YBaHHSA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHW Y

3a
peyenmom

UA/5747/01/01
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mMeTofAax KOHTponto /13 3a nokasHnkoM «CynposigHi
[OMILKM», a caMe 3MiHa HOPMyBaHHSA 415
iLeHTdikoBaHNX AOMILLOK 6eH3a/baleToH (fomiwka C)
Ta 4-rigpokcmkymMapuH (gomilika B), o obymoBneHo
3MiHO HOpMYBaHHS AoMiwok B A®I. Y meToamui 3MiHEHO
KOHUEHTpaL,ito po34mHy nopiBHAHHSA (b), 3anponoHoBaHo:
Ha Bunyck - Jlomiwka C — He 6inbwe 0,3 % [Jomiwkm B —
He 6inbLe 0,3 % Byap-AKoi iHLWOT AOMIKN — He Binblue
0,5 % Cyma gomiwok — He 6inblue 1,0 %. Ha TepmiH
npugatHocTi - flomiwka C — He Ginbwe 0,3 % Jomilkn B —
He 6inbLe 0,3 % Byap-AKOi iHLWOT AOMIWKN — He Binblue
0,5 % Cyma foMilwoK — He 6inblue 1,5 %; 3miHu | Tuny -
3MiHuM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMUTBI (iHWi 3MiHN) - 3MiHKM 8o po3ginis 3.2.P.3.3.
Onuc BUPOGHMNYOro NpoLecy Ta KOHTPOJIK0 NpoLecy.,
3.2.P.3.4. KOHTPO/b KPUTUYHWX CTaAji | NPOMIKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo iioro
OLjiHKa Y 3B’A3KY 3 HEOOXIAHICTIO YTOUHEHHS iHhopmaLii
CTOCOBHO HaHeCeHHs1 HoMepy cepii Ta TepMiHy
NPUAATHOCTI Ha cTagisx «PacyBaHHA» Ta «lakyBaHHA»,
1140 06YMOB/IEHO TEXHOIOMYHOKO MOX/MBICTIO HAHECEHHS
HOMepy cepii Ta TepMiHy NPUAATHOCTI — METOAOM APYKY B
[IOMNOBHEHHSA 40 METOAY HaHECEeHHS BiATWUCKY; 3MiHK | Tuny
- 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKkapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHW) - NpUBEAEHHS
cneundikauii M3 3a nokasHukoM «MikpobionoriyHa
yncTOTa» y BiAMNOBIAHICTb A0 BUMor EP, noaaTkoBo
BBEJeHHA NepiognyHOCTI NpoBeAeHHSA KoHTposto N3 3a
[aHVM NOKasHWKOM, a came Ha nepLuili cepii y poui Ta He
pigLe, Hix Ha KOXHiin 5 cepii. 3miHu | Tvny - 3miHu 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roToBOro
nikapcbKoro 3acoby (iHwi 3miHu) - 3 po3ainy 3.2.P.5.1
BWy4eHO cneuudikaliio 4718 KOHTPOso TabieTok
Hepo3dacoBaHnx Tabnetok Ta /13 NpoTArom BUBYEHHS
cTabinbHocTi. HagaHo Cneuunddikauii nvwe ans M3 Ha
BUMYCK Ta NPOTATOM TepPMiHy npuaaTtHocTi. KOHTponb
Tab/1eToK Hepo3ghacoBaHNX ONUCcaHuii y po3ainax
3.2.P.3.4. Ta 3.2.P.3.5. Cneuucpikauis Ha BUBYEHHSA
cTabinbHOCTI HagaHa y po3gini 3.2.P.8.1.; 3minu Il Tuny -
3MiHUM 3 aKoCTi. A®I. (iHWi 3miHW); CynyTHA 3MiHa - 3MiHK 3
akocTi. A®l. KoHTponb A®I (iHLwi 3MiHM) NogaHHA
OHOBJIEHOTO MacTep-haiina Ha A®I Big 3aTBEpAKEHOTO

BMPOGHMKA 3 BiANOBIAHUMM 3MiHaMK A0 cnevudikauii AdI.
3anponoHoBaHo: AM® Bepcii AP/WFA/B/Ver-004

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MeToAax BMNpoGyBaHb (BK/IOYakoum 3amiHy abo
ponosHeHHs)) (B.11.r.2. (r) IB)3miHa B cneuudikauii Ta
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
49, BE/NKENA® niodpinisat gns TOB YkpaiHa Brpo6HMLUTBO, ITanis/ BHECEHHS 3MiH A0 peecTpaviiiHux matepiasis: 3MiHu | 3a UA/4405/01/03
pO34uHy ans "[I>KOHCOH i nepBMHHA ynakoska Ta Benbris TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEHYBaHHS peyenmom
iH exuili no 3,0 mr; 1 [KOHCOH KOHTPONb AKocTi: BCI Ta/abo afpecy 3asBHMKa (BlacHMKa peecTpaviliHoro
h/1aKoH 3 MOPOLLKOM Ykpaina" PapmacboTUKan3 noceigueHHs1) BHeceHHs1 3MiH 40 afpecy 3asiBHVKA B
y 6nicTepHiii C.n.A., Itanis; 3B’A3KY 3i 3MIHOI MicUS NPOBaPKEHHS Ais/IbHOCTI
ynakosui; no 1 BTopuHHa ynakoBska,
6nicTepHili ynakoBLj KOHTPO/Ib SKOCTi Ta
B KapTOHHIi Kopo6uyi BUNYCK cepii: AHcceH
dapmavuesTka HB,
Benbris
50. BEH/TIA®AKCWU | TabneTkn no 37,5 mr | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/13809/01/01
H-3H no 10 Tabnetok y 0bMexeHot obmexeHo 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 abo 5 BiANoBiAa/bHI BiANOBIAANILHICTIO hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
6nicTepis y kopoobLi CTIO "XapkiBCcbke nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
3 KapTOHY "XapkiBcbke thapmaueBTUyHe MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
hapmaveBTny nignpuUeMCcTBO OHOB/OBAHOIO 3BITY 3 6e3nekn nikapcbKkoro 3acoby, abo
He "3p0pos's Hapoay" JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acoby
nignpveMCTBO B nicnsipeecTpauiiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
"3p0poB's 3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
Hapoay" negiatpuyHnx gocnimpkerb (PIP) (3MiHy y3ropkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVIM OPraHoM) - 3MiHW BHECEHO
y po3ainu "OcobnnBocCTi 3aCToCyBaHHA", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”(40NOBHEHHS
iHchopmawii 3 6e3neku), "Mo6GiyHI peakuii™ iHCTPYKLi 41
MeAMYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby BiANOBiAHO
[0 OHOBMEHOT iHGhopMaLii LWoA0 6e3nekn 3aCTOCyBaHHS
Aito40i pevoBUHM
51. BEH/TIA®AKCU | TabneTkn no 75 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13809/01/02
H-3H no 10 TabneTtok y 06MeXeHo 06MEXEHO 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
6nicTepi; no 3 abo 5 BiANOBiAa/IbHI BiANOBIAA/ILHICTIO hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTui
6nictepis y Kopobui CTO "XapkiBcbke nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
3 KapTOHY "XapkiBCbke hapmaueBTuyHe MeJMYHOro 3aCTOCyBaHHA Ha MigcTasi perynspHo
chapmaueBTuy nignpremMcTeo OHOB/IHOBAHOTO 3BITY 3 6e3nekun Nikapcbkoro 3acoby, abo
He "340poB'a Hapoay" nocnigpkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKOro 3acoby
nignpMeEMCTBO B nicnsipeecTpaviiHuii nepiog, abo sk pe3ynbTar OLiHK/
"3p0poB'a 3BiTY 3 OCNiMKeHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
Hapoay" negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3MiHN BHECEHO
y po3aim "OcobnmnBOCTI 3aCTOCYBaHHA", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”(40NOBHEHHS
iHchopmawii 3 6esneku), "Mo6iyHI peakuii™ iIHCTPYKLi 415
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby BifnoBigHO
[0 OHOBMEHOI iHGhopMaLii LWoAo 6e3neky 3acTOCyBaHHS
Ait040i peyoBUHM
52. BEHOKOP pO34MH ANA iH e, MpusaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14785/01/01
50 mr/mn no 2 mn B aKujioHepHe TOBapUCTBO "“J1eKxim- 3MiHW | TUny - 3MiHK 3 AKocTi. A®l. KoHTponb AP, 3miHa y peyenmom
amnyni; no 10 TOBapuCTBO Xapkis" napameTtpax cneumdikauii Ta/abo AONYCTUMUX MEX,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
amnyn B nauuj 3 "Nlekxim- BM3HAYEHUX y cneumdikauisix Ha Adl, abo
KapToHy; N0 2 MN B Xapkis" BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
amnyni; no 5 amnyn BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad®|
B 6nicTepi; no 2 (BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
6nictepn y nauui 3 BUJTYYEHHS 3aCTapiforo nokasHuka)); CynyTHsa 3MiHa -
KapToHy; No 5 Mn B 3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
amnyni; no 5 amnyn BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
B MauLi 3 KapTOHY; NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
no 5 mn B amnyni; BMPO6HULTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPXEHNX
no 5 amnyn B MeToAax BUNPOGYBaHHS) - BUTyYeHHs 3i Cneuudikauii /
6nictepi, no 1 MeTopiB BUNpoOYyBaHHSA KOHTPO/Ib 3@ NOKA3HMKOM "Baxki
6nicTepy y nauyj 3 meTanin" gns A®| ETMAMETUNTIAPOKCUNIPUANHY CyKUMHATY
KapTOHy; Mo 2 Mn
abo 5 mn B amnyni;
no 100 amnyn B
nayi 3 KapToHY
53. BEPMOKC® Tabnetku no 100 wmr; TOB YkpaiHa NMocomearkameHTa Moptyranis BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4226/01/01
no 6 TabneTtok y "[DXOHCOH i Cocbegage TekHika TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nicTepi; no 1 [bxoHcoH dapmaveyTtuka, C.A. Ta/abo agpecy 3asiBHVKa (B/lacHMKa peecTpaviliHoro
6nictepy y YkpaiHa" noceigyeHHs) 3MiHa agpecu 3asiBHUKA.
KapTOHHIW nayui
54. BIHNOLIETUH- Tabnetkv no 5 Mr no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2576/02/01
AAPHULSA 10 TabneTok y "®apmaueBTu "PapmaueBTnyHA 3MiHK | TUNy - 3MiHK WoAao 6e3nekn/edekTUBHOCTI Ta peyenmom
KOHTYPHIi YyHa hipma ipma "AapHuus" thapmakoHarnagy (iHwi 3MiHW) - OHOBNIEHHS TEKCTY
YapyHKOBIl "fapHuus” MapKyBaHHS! yNakoBKU MiKapCbKoro 3acoby 3 BHECEHHSAM
ynakosLi; no 3 abo iHChopMaLii WoA0 3a3HAYEHHS OAUHMLb BUMIPOBAHHS Y
Nno 5 KOHTYPHUX cuctemi Sl.
YapyHKOBUX 3amina po3giny “I'padivHe odopMNIEHHS YNakoBKN” Ha
yNakoBOK B nayLi “MapkyBaHHsa" B MKA J13. 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeEeHHS 3MiH: MPOTAroM 6 micAuis 3
[1aTun 3aTBEPKEHHS
55. BIHMNOLIETUH- KOHLEeHTpaT ans MpAT YkpaiHa MpAT YKpaiH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/2576/01/01
AAPHULA PO34unHYy An1a "®apmaueBTun "®GapmaueBTnyHa 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
iHdy3iiA, 5 mr/mn no YyHa hipma ipma "AapHuua" thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHA TEKCTY
2 mMn B amnyni; no 5 "fapHnua" MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3ac00y 3 BHECEHHSIM

ammnyn y KOHTYpHIiA
YapyHKoBIl
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM y nauii; no
2 M B amny/ii; no
10 amnyn y
KOHTYpHiIlA
YapyHKOBIW
ynakosLi; no 1
KOHTYpHiIlA
YapyHKOBI ynakoBL,ji

iH(hopMaUii WoA0 3a3HaYEHHSA OAUHMLb BUMIPOBAHHS Y
cucTeMmi Sl. BBeieHHs1 3MiH NpoTArom 6-T MicALiB nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

B nauLi

56.

BOJIBIT®

TabneTky BKPUTI
060/10HKOK N0 5 Mr;
no 10 Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHIA ynakoBsL,i

KYCYM
XENTXKEP
NBT T4

IHais

KYCYM XE/TTXKEP
NBT ATA,

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHW | TMNy - 3MiHK 3 SKOCTI. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHSA rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHU y
MeToAax BunpobyBaHb (BK/IOUYaouM 3amiHy abo
[OMOBHEHHS)) - 3MiHM Y MeTogax BunpobysaHHsa 13 go T.
"P0O34YMHEHHA": - YTOYHEHO TUN Npunagy 419 PO3YNHEHHS,
- 3MiHEHO PO3YMHHVIK 4718 NPUTOTYBaHHA CTaH4apTHOro
PO34MHY, KOHLEHTPaL|isi PO3YMHY 3a/IMLIAETLCA
HEe3MiHHOI, BHECEHO ONWC MPUroTYBaHHSA X0M0CTOro
PO3UnHYy,

- YTOYHEHO Ki/IbKICTb IHXEKLA PO34UHIB; 3MiHW | TRy -
3MiHU 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMMPOGYBaHHS rOTOBOTO Jlikapcbkoro 3acoby (He3HavyHa
3MiHa y 3aTBEepAKEHNX METoAax BUNPOOyBaHHS) -
3MiHM Yy MeTogax BunpobysaHHs 13 go 1. "CynposigHi
[OMILLKN" - BHECEHHS ONWCY MPUrOTYBaHHA X0S10CTOr0
PO34MHY Ta PO3YMHHUKA, | YTOUHEHO KiNbKICTb iHXeKLil
PO34nHiB. 3MiHN | TUMY - 3MiHW 3 AKOCTI. [OTOBMIA
nikapcbknii 3aci6. KOHTPOb roTOBOTO NikapcbKoro 3acoby.
3MmiHa y MeTogax BUNpo6yBaHHA rOTOBOTO MiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToAax
BMMNPOBYBaHHSA) - 3MiHU y MeToAax BunpobysaHHA /13 o
T. "OAHOPIAHICTb [030BaHNX OAUHULL" - BHECEHHS Onucy
MPUrOTYBaHHSI XON0CTOIO PO3UNHY | YTOYHEHO KiNTbKICTb
iHXKeKLi po3uurHiB; 3MiHW | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA

nikapcbkunii 3aci6. KOHTPOIb rOTOBOTO NiKapCbKoro 3acooby.

3MiHa y meTogax BUNPOOyBaHHS TOTOBOrO JliKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpKEHNX METOAaxX
BUNPOBYBaHHSA) - 3MiHW Y MeTofax BunpobysaHHsa M3 go
T. " KinbKicHe BM3HA4YeHHS" - BHECEHHSI ONnCy
MPUroTYBaHHA X0M10CTOTO PO3UMHY | YTOUHEHO KifIbKICTb
iHXeKUili po3unHiB;). 3MiHK | TUNY - 3MiHK LWOA0
6e3nekn/edekTnBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn);
3anpornoHoBaHo: BiAMOBIAHO A0 3aTBEPAXKEHOro TEKCTY
MapKyBaHHsi

6e3
peuyenma

UA/9290/01/01

57.

FABAMNMEHTUH

MOPOLLOK
(cy6eTaHuis) y
NonieTUIEHOBNX
nakeTtax gns
chapmayeBTUYHOTO
3aCTOCYyBaHHsI

XIKAN Ntg

IHais

XIKAN N4

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
My - 3MiHKn 3 AKoCTi. A®Il. KoHTposib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLwi
3MiHW) - BHECEHHS 3MiH A0 Cneumdikauii/MeTogis
BMNpo6yBaHHA A®I MabaneHTWH, 30Kpema: BUTyYEHHS
nokasHuka "MikpobionoriyHa uictoTa" 3 BignoBigHUM

MEeTOoA0M BMNPobyBaHHA. CynyTHA 3MiHa - 3MiHM 3 AKOCTI.

UA/6811/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

A®I. KoHTponb A®l. 3miHa y meTogax BUnpobyBaHHs AdI
abo BuXigHOro matepiany/npoMiKHOro NPOAYKTYy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BUpobHuytBa Ad|
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOBYBaHHS). 3MiHY | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I (iHLi 3MiHW) - OHOB/IEHHS BXE
3aTBEPKEHVX METOAIB KOHTPOJIHO AKOCTI NiKapCbKOro
3acoby, a came: BUKIa[EeHHS TEKCTY YKPAiHCbKOI0 MOBOIO
3rifHO CyyacHUX BUMOT. 3MiHU | Tuny - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax crneumdikauini Ta/abo
OONyCTUMUX MeX, BU3HaYeHuX y cneumadikauisax Ha Adl,
ab0 BUXigHWIA/NPOMIKHWIA NpoAyKT/peareHT, LWo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
3MiHM) - BHECEHHSA 3MiH A0 Cneuudikauii/MeToais
BMNpobyBaHHA A®| MabaneHTuH, 30Kpema: BUTyYEHHS
nokasHuka “"Baxki meTanu" 3 BignoBigH1MM MeToa0oM
BMNPO6YBaHHA. CynyTHS 3MiHa - 3MiHU 3 KoCTi. API.
KoHTposnb A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuLTBa A®I (He3HauHi
3MiHW Y 3aTBEPKEHNX MeToAaX BUNPOGYBaHHS). 3MiHu |
Tuny - 3MiHK 3 aKocTi. A®L. KoHTponb A®I (iHwwi 3miHW) -
OHOBMIeHHSs DMF Ha A®| MabaneHTuH Big BUpOoOHUKa
"Nikal Ltd", India 3 Version-0003, No: HJ/A-GAB/USP/M3-
I/A1/UA/15-00 Big 30.06.2018 Ha Version-0005, No:
HJ/GAB/USP/US/AP/14-08 Big 05.07.2019. BHeceHHs
3MiH 0 po3ainy «MpusHayeHHs»: 3amiHa "ans
BVMPOGHMLTBA HECTEPW/TbHUX JliKapcbknx hopm” Ha "ans
chapmaLeBTUYHOIo 3acTOCyBaHHS"

58.

FANA3O/IH®
KOMBI

cnpeli HazanbHWiA,
po3unH, (1,0 mr +
50,0 mr)/mn no 10
My chriakoHi-
KpanenbHuuj; no 1
onakoHy 3
PO34YMHOM Yy KOPOObL
KapTOHHIiA

Bapwascbkuii
thapmavneBTuy
HWi1 3aBOf
Monbga AT

MonbLa

BapLuaBcbkuii
hapmaLeBTUYHNMI
3aBop, Monbgha AT,
Monbuwa (KOHTPOsb Ta
BMNycK cepii); MegaHa
dapma AkLioHepHe
TosapucTso, MonbLa
(BUpO6HMLTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepir)

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUMY - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa po3Mmipy cepii (BKovaroum
JianasoH po3mipy cepil) roTOBOr0 /likapCbKOro 3acoby
(36inbLieHHs fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pPO3MipoM) - BBEA,eHHSA A0A4ATKOBOr0 po3Mipy cepil
rOTOBOrO JliKapCbkoro 3acoby - 1000 kr (1000 i) — 100 000
donakoHiB no 10 m. 3anponoHoBaHo: 100 kr (100 n) — 10
000 donakoHis no 10 mn. 500 kr (500 1) — 50 000 chnakoHiB
no 10 mn. 1000 kr (1000 1) — 100 000 chnakoHis no 10 mn.
3MiHM | TUMY - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapcbKuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa po3Mmipy cepii (BKovaroum
JianasoH po3mipy cepil) roTOBOr0 /likapCbKOro 3acoby
(36inbLieHHs fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pPO3MipoM) - BBEA,eHHS A0A4ATKOBOr0 po3Mipy cepil
roToBOro nikapcbkoro 3acoby - 500 kr (500 1) — 50 000
donakoHiB no 10 mn

6e3
peyenma

UA/16346/01/01

59.

FANIYM-XEE/Ib

Kpanni opasibHi No
30 My donakoHi-

Bionoriwe
Xalinbmittenb

HimeyunH
a

Bionoriwe
XalinbMmiTTeNnb Xeesnb

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

6e3
peuyenma

UA/3283/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KpanesnbHuui; no 1 Xeenb M'M6X 6X 3MiHM | TURY - 3MiHKW 3 AkocTi. CepTudikar
donakoHy- BignosigHocTI/IE-cepTudikar BignosigHOCTI €Bponeiichkii
KpanenbHuui y hapmakonei/moHorpadii. 3mMiHK, NOB'A3aHi 3 HEOOXIAHICTIO
KOpOO6Li 3 KApTOHY npuBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonel, abo iHLWOoT HaLioHasIbHOI
thapmakonei gepxasun €C (3miHa y cneuudikadisx,
noB'sA3aHa 3i 3aMiHo BUMOr MoHorpadii AdY ab6o iHwoi
HauioHasIbHOT hapmakonel gepxasu €C Ha BUMOru
MoHorpadii €Bponelicbkoi dhapmakonei) - 3MiH1 BUMOr
cneuudikauii 4nsa BuxigHoro matepiasny Calcium fluoratum,
30Kkpema: 3amiHa MoHorpadii HAB Ha moHorpadito Ph.
Eur. 3anponoHoBaHo: Specificaton according to Ph. Eur.
monograph «Calcium fluoratum for homoeopathic
preparations»
60. FTAHATOH® TabneTku, BKPUTI AGGOTT HimeyuunH MaiinaH ENA K., AnoHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12614/01/01
MN/1iBKOBOIO NabopaTopis a KaT3usama MNnaHt 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO10, M0 50 M6X thapmakoHarnagy. BeefeHHs abo 3MiHWM [0 y3arasibHeHUX
Mr, no 10 TabneTok AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHs
y 6nicTepi; no 4 y3araslbHeHNx faHux Npo cuctemy dpapmakoHarnisay,
6nictepu B 3MiHa YyNOBHOBaXEeHOT 0co6MU, BiANOBIAaIbHOI 3a
KapTOHHIlA KopooLi 3[jiiCHEHHST hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHSA
thapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iiCHEHHS
thapmakoHarnagy (BKIoyatum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHUKa, BiANOBIAA/ILHOI 3a hapmakoHarnsg,
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD /
Tomac Hiccnsaiid, DVM, PhD. 3MiHa KOHTaKTHWX AaHux
YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
hapmakoHarniag,
61. FACTPUTON Kpanni opasibHi no [Op. M'yctas HimeuunH [Op. N'yctas KnsiH HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/8950/01/01
"[P. KNANH" 20 mn, a6o no 50 Knsiin Tm6X & a v6X & Ko. KI 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
M, abo no 100 mn y Ko. KI hapmakoHarnagy (iHwi 3MiHKn) - 3amiHa posgainy
chnakoHax 3 «["padhiuHe ohopMIEHHS YNaKoBKM» Ha po3gin
KpanensHuueto; no 1 “MapkyBaHHs" MKA J13: 3anponoHoBaHo: MapKyBaHHS.
donakoHy y 3rigHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
KapTOHHI KOpoobLyi 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKW JTikapCbKOro
3aco0y WoA0 3a3Ha4YeHHA OANHULb BUMIPIOBAHHS Y
cuctemi Sl.
62. FATUMAK TabneTku, BKpUTI MAKNEO/AC IHAaia MAKNEOAC IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/3159/01/02
060n10HKot0, Nno 400 PAPMACBIOT PAPMACBIOTUKANC 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Mr; no 5 TabneTok y MKANC NIMITEL hapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 0 po34iny
6nicTepi; no 1 NIMITEL «MapkyBaHHa» MKA N3: 3atBepaxeHo: MAPK/IPOBKA

6nictepy B

TeKcT MapKV1pPOBKY NEPBUYHOI N BTOPUYHOI YNaKOBKM
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i npunaraetcs. 3anponoHoaHo: MAPKYBAHHSA 3rigHo
3aTBEPIXXEHOrO TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3aco6y 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS! OAMHUL BUMIPIOBaHHS y
cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB nicns
3aTBEPAKEHHS
63. FEKCAKCUM® | | cycneHsia ans CaHodi ®paHuisa CaHodpi MacTtep, ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13080/01/01
HEXAXIM iH'ekujin, no 0,5 mn MacTep ®paHLis (NOBHUI LMK peyenmom
BAKUWHA ANS | (1 gosa) 8 BAPOGHMLITBA, BUMYCK 3MiHu | TURY - 3MiHK Y NiaroTosLi koenaukis flip off, ki e
NPO®INAKTVK | nonepeaHbo cepii); Caodi- KOMMOHEHTaMM NePBMHHOTO NaKyBaHHA, LU0
U ANDTEPII, 3ANOBHEHNX ABeHTIC lNpaisiT Ko. BUKOPUCTOBYIOTHCA AN O6TVCHEHHA 3aMOBHEHUX Ta
NPABLIA, wnpuyax 3 1-e10 Jp., Mnatchopma nepekpUTMX NPOBKOI (PNAKOHIB Ha 2-ili NiHii 3aN0BHEHHS B
KALUMIOKY (a6o 2-ma) NoricTnkA Ta 6yaisni 33 (B33) Ha BUPOGHMUiIli AinbHULI B Banb-ae-Poil,
(ALENIONAPH | okpemumu ronkamm, ANCTPUBYLT Y M. ®paHLjisi; 3MiHW | TUNY - 3MiHK 40 cneumdikauii CKNSHUX
nm nol wnpuy B _ BypanewT, YropwuHa KOHTEliHepIB, LL{0 BUKOPUCTOBYHOTLCS SIK NEPBUHHA
KOMMOHEHT), | KapTOHHi/i ynakosL; (BTOPUHHE NakyBaHHs, yNakoBKa /likapcbKoro 3acoby: - fjofjaBaHHsi TeCTy Ha
rENATUTY B no 0,5 mn (1 aosa) B BUNycCK cepif) apceH (As) 3 KpUTEpIEM NPUIAHATHOCTI «He 6inblue 0,1
PEKOMBIHAHT | nonepeanso PPT»; - 3MiHA FPAHUYHOTO 3HAYEHHS 475 BUNPOBYBAHHS Ha
HA, SanoBHEHNX MAPONITUYHY CTilAKICTb 3 «?1,3 mL HCI 0,1M» Ha «?1,6 mL
NOJIOMIENITY | wnpuuax 3 1-eto HCI 0,1M». PegakuiiiHi 3miHu go posginy 3.2.P.7.
IHAKTMBOBAH | (a6o 2-ma)
ATA OKPEMUMW rofiKamu,
3AXBOPIOBAH | no 1 wnpuuy B
b, CTaHfapTHO-
CNPUYMNHEHWN | ekcrnopTHiii
X ynakoBLi, ska
HAEMOPHILUS | mictutbcsy
TNy B KapTOHHI Kopobui 3
KOH''OFOBAH IHCTpYKUieo ans
A, MeauyHoro
AACOPBOBAH | 3acTocyBaHHS; No
A, PIOKA 0,5mn (1 pos3a) B

nonepeAHbL0
3arnoBHeHX
wnpuuax 3 1-eto0
(abo 2-ma)
OKPEMUMU rOSIKamu,
no 10 wnpwuuis B
KapTOHHI/ ynakosLi;
no 0,5 mn (1 gosa) B
nonepeAHL0
3anoBHEHNX
wnpuudax 3 1-eto
(abo 2-ma)
OKPEMUMU rofiKamu,
no 10 wnpwuis B
cTaHAapTHO-
EKCMOPTHIN
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

ynakoBLi, sika

MiCTUTbCA Y

KapTOHHIli KOpo6Lii 3

iHCTpYKUj€El0 Ans

MeAMYHOro

3aCTOCyBaHHs; No

0,5mn (1 go3a) y

hnakoHax, no 10

hnakoHiB y

KapTOHHI ynakoBL;

no 0,5 mn (1 gosa) y

hnakoHax, no 10

chnakoHiB B

CcTaHAapTHoO-

€KCMOPTHIl

ynakoBLi, sika

MiCTUTbCA Y

KapTOHHI KOpo6Li.

64. FEKCAKCUM® | | cycneHsia ans CaHodi ®paHuisa CaHodpi MacTtep, ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais: 3a UA/13080/01/01
HEXAXIM iH'ekujin, no 0,5 mn MacTep ®paHLis (NOBHUI LMK YropwuHa 3MiHUW | TUNY - 3MiHK 3 KOCTi. A®l. BUpO6GHULTBO (iHLUi peyenmom
BAKUMHA ANnAa | (1 gosa) B BMPOOHULITBA, BUMYCK 3MiHW) - OHoBeHHs po3ginie CTD gocbe ansa Aitoyoi
MPO®INTAKTUK | nonepegHbo cepif); CaHodi- peuoBuHM Inactivated Vero Trivalent Poliovaccine 3 meToto
N QUDTEPII, 3anoBHEHNX ABeHTic MpalisiT Ko. rapMoHi3auji iHpopmalii Ta OHOBNEHHS AaHWUX ANns
NnPABLA, wnpuuax 3 1-eto Nta., Mnatcopma BIANOBIAHOCTI 3 MPOMUC/IOBOIO [OKYMEHTaLE0. TepMiH
KALLUMKOKY (abo 2-ma) noricTvkm Ta BBEAEHHS 3MiH - CiueHb 2022. 3MiHu | Tuny - 3miHu 3
(ALENONAPH OKpeMUMU rosikamu, OncTpuoyuii y m. AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
nn no 1 wnpuuy B Byaanewr, YropLmHa cneuudikaLin Ta/abo onyCTUMNX MEX, BUSHAYEHNX Y
KOMMOHEHT), KapTOHHI ynakoBL,i; (BTOPVHHE NakyBaHHS, cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
FENATUTY B no 0,5 mn (1 gosa) B BUMYCK cepii) npoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NpoLLeci
PEKOMBIHAHT | nonepefHbo BUPO6HMLTBA AD| (3BY)KEHHSI AOMYCTUMUX MEX,

HA, 3anoBHEHNX BM3HAYEHUX Y cneundikauii Ha flikapcbki 3acobu, ANs KX
nonioMIENITY | wnpuuyax 3 1-et0 OTPUMYETLCA 03BN Ha BUNYCK cepii Bif odiliiiHoro
IHAKTUBOBAH | (a6o 2-ma) PerynsaTopHOro opraHy) - 3BY)XXeHHs AONYyCTUMUX MEX Mpu
ATA OKpPEMUMU rosiKamu, BM3HAYEHHi 6aKTepiasibHUX eHAO0TOKCUHIB Y Mpoueci
3AXBOPIHOBAH | no 1 wnpuuy B BMpPOGHMUTBA Aitoyoi peyoBuHM Inactivated Vero Trivalent
b, cTaHfapTHO- Poliovaccine Bulk 3 ? 50 IU/ml Ha < 50 IU/ml. TepmiH
CNPUYMNHEHWN | ekcrnopTHiii BBEAEHHS 3MiH - CiueHb 2022. 3MiHu | Tuny - 3miHu 3

X ynakoBLi, aka AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
HAEMOPHILUS | micTuTtbCs y cneuudikaLin Ta/abo onyCTUMNX MEX, BUSHAYEHNX Y
TNy B KapTOHHI Kopobui 3 cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
KOH''OFOBAH IHCTpYKUieo ans npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPoLLeCi

A, MeAn4Horo BMpO6HULUTBa AP| (BUIYUYEHHST HE3HAYHOTO MOKa3HMKa
AACOPBOBAH | 3actocyBaHHs; no AKOCTI (Hanpyknag BUTyYeHHs 3acTapifioro NoKasHuKa)) -
A, PIOKA 0,5mn (1 pos3a) B BupaneHHs Tecty Mycoplasma ansa cynepHaTaHTiB

nonepeaHe0 KOHTPONBHUX KMITUH Y NPOLECi BUPOOHULTBA
3anoBHEHNX iHaKTMBOBaHUX nosiosipycis Tunie 1, 2 1a 3.
wnpuuax 3 1-eto TepMiH BBEAEHHS 3MiH - cidyeHb 2022. 3MiHn | Tuny - 3MiHK
(abo 2-ma) 3 aKocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
OKPEMUMU rosiKamu, cneuudikaLin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
no 10 wnpwuuis B cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMKHWIA
KapTOHHIlA ynakoBLyj; NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTHCA Y NPOLECI
no 0,5 mn (1 gosa) B BMPOGHMLTBA ADI (iHLWi 3MiHK) - BU3HAYEHHS BMICTY
nonepegHsL0 6akTepiasibHUX eHAO0TOKCUHIB y MpOoLeci BUpo6HULTBA
3arnoBHEHNX iHaKTMBOBaHWX NoniosipyciB TNiB 1, 2 Ta 3 Ha cTagii
wnpuuax 3 1-eto KOHLIEHTPOBaHWX OYNLLIEHMX BipyCHMX cycneHsiii (CPVS)
(abo 2-ma) Ta MOHOBa/IEHTHUX GasIKiB 3aMiCTb KOHTPOJIO Y MPOLECi
OKpemnmu rosikamu, BMPOGHMLTBA. TEPMIH BBEEHHS 3MiH - CiyeHb 2022. 3MiHK
no 10 wnpwuis B | TMNy - 3MiHK 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
cTaHapTHO- mMeTogax BunpobysaHHa APl ab6o BuxigHoro
€KCMOPTHIl marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
ynakoBLi, sika BMKOPVCTOBYETHLCA Y NpoLeci BUpo6HMuTBa AdD| (HE3HAYHI
MiCTUTbCA Y 3MiHW Y 3aTBEPIKEHNX MeToAax BUNPobyBaHHS) - 3MiHW Y
KapTOHHIlA Kopo6Lii 3 BMNPOOGYBaHHI NP BU3HAYEHHI aKTUBHOCTI 3BOPOTHOT
iHCTpYKUj€El0 Ans TpaHckpunTasm (Reverse transcriptase activity) metogom
MeauyHoro h1lyopecL.eHTHO-Mi4YeHOI 3BOPOTHOI TpaHCcKpunTasu
3aCTOCyBaHHS; No (FPERT, Fluorescent Product Enhanced Reverse
0,5wmn (1 gosa) y Transcriptase), L0 BUKOPUCTOBYETLCS A1 KOHTPOSTO
hnakoHax, no 10 po6ouoi NociBHOI NapTil y npoueci BUpobHULTBa
hnakoHiB y iHaKTMBOBaHMX noniosipycis Tunie 1, 2 Ta 3. TepMiH
KapTOHHI ynakoBLi; BBEAEHHS 3MiH - CiueHb 2022. 3MiHu | Tuny - 3miHu 3
no 0,5 mn (1 gosa) y AKOCTi. A®I. KoHTponb A®I. 3MiHa y meTogax
chnakoHax, no 10 BunpobysaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
chnakoHiB B npoaykTy/peareHTy, W0 BUKOPVUCTOBYETLCS Y NPOLLEC
cTaHJapTHO- BUpo6HMUTBA AP (iHLWi 3MiHM Yy MeToAax BUNPoOyBaHHS
€KCMOopTHIl (BKkOUaoum 3amiHy abo fonoBHeHHs) APl abo
ynakoBLi, sika BWXi4HOro/MpOMKHOro NpoAyKTy) -A0AaBaHHS
MiCTUTbCS Y anbTepHaTMBHOro Metogy MJ/1P 3 MikpoMaTpUYHUM
KapTOHHI Kopo6Li. aHanizom (PCR with microarray detection test) ans
BM3Ha4eHHs Mycoplasma Ha cTagii 360py 0AUHUYHMX
BipyciB (Single Virus Harvest y npoueci BupobHuuTBa
iHaKTMBOBaHMX NoniosipycisB Tunie 1, 2 Ta 3. TepMiH
BBE/EHHS 3MiH - CiyeHb 2022. « 3miHu Il Tuny - 3MiHn 3
sKocTi. A®l. Bupo6bHMUTBO. 3MiHM B NpoLEeci BUpo6HULTBA
A®I| (3MiHa CTOCYETLCA aKTUBHOI PEYOBUHYU
6i010r4YHOro/iMyHO/TONYHOrO MOXOKEHHS ab0o
BMKOPUCTaHHS XiMiuHuX APl y BUPOGHMLTBI NikapcbKoro
3aco6y 6i0/10rYHOr0/iMyHOOrYHOIO MOXOAXKEHHS, siKa
MOXe MaTu 3HaYHWii BN/IMB Ha SKICTb, 6e3neky Ta
ed)eKTUBHICTb NiKapcbKoro 3acoby, i He CTOCY€ETbCA
npoToKo/y). 3MiHM y NpoLeci BUPOGHMLTBA Ha cTagil
Concentrated Trivalent Poliovaccine Bulk Ha OCHOBI
aHani3y KpUTUYHOCTI NpoLecy, nepernag napameTpis
BMPOGHMLITBA.
TepMiH BBEAEHHS 3MiH - ciyeHb 2022
65. FEKCUTEKC necapii no 16 mr; no CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/15693/01/01
5 necapiis y cTpuni; YKparHCbKO- icnaHcbke 3MiHW Il TMny - 3MiHK 3 sKocTi. A®I. (iHWi 3MiHK) - peyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 1 a6o 2 ctpunun y icnaHcbke niANpPMEMCTBO oHoBsieHHs DMF Ha A®| XnoprekcuaviHy 6irntokoHar Bif
naJui i3 kKapToHy nigNPUEMCTBO "Cnepko YkpaiHa" BMpo6HuKa Unilab Chemicals and Pharmactuticals Pvt.
"CMEPKO Ltd., India 3 Bepcii No.: UNI/DMF-F/004 Ver. No.: 1.10 Ha
YKPAIHA" No.: UNI/DMF-F/004 Ver. No.: 02
66. FTEMOTPAH® PO34UH A5 iH KL, AT "dapmax” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/13975/01/01
50 mr/mn, no 5 mn 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbknin 3aci6. peyenmom
abo no 10 mn B KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
amnyni; no 5 amnyn napameTpiB cneuudgikauii Ta/abo AONYCTUMUX MEX
y 6nicTepi; no 1 a6o rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHW) - HE3HAYHI 3MiHN
2 6nictepn B navui 3 y thopmMystoBaHHi BUMOT criewmdikauii 3a mokasHMKom
KapToHy «lpeHTudpikauis», 6e3 3mMiHM MeToAMKM BUNPOGYBaHHSA
(A®Y 2.2.29); 3MmiHM | TUNY - 3MiHK 3 AKOCTI. [OTOBWMIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NikapcbKoro 3acoby.
3MmiHa y MeTogax BUNpo6yBaHHSA rOTOBOTO MiKapCbKOro
3acoby (15 npMBeAeHHs y BiANOBIAHICTL 3 dY abo
€BponeicbKolo hapmMakoneeto Ta BUyYeHHS NOCUIaHHSA
Ha 3acTapinuii BHYTPILLHI/i MeTog BUNPOGYBaHHS i oro
HOMEP) - 3MiHM 3@ NOKa3HNKOM «CTepunbHICTb» (OPY
2.6.1), 30Kkpema, BUy4eHO NOBHE BUKNAAEHHSA
npoBefeHHA MeToANKN
67. FTEMOTPAH® pO34nH ANS iH'eKUii, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/13975/01/02
100 mr/mn no 5 mn 3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
a6ono 10 mn B KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
amnyni; no 5 amnyn napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
y 6nicTepi; no 1 a6o roTOBOrO JlikapCbKoro 3aco0y (iHLWi 3MiHW) - HE3HAYHI 3MiHN
2 6nictepu B navui 3 y hopMy/t0BaHHI BUMOT crieumdikaLii 3a NnokasHUKOM
KapToHYy «laeHTudikauis», 6e3 3MiHM METOAMKN BUNPOOYBaHHS
(A®Y 2.2.29); 3MmiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWMIA
nikapcbkunii 3aci6. KOHTPOIb rOTOBOTO iKapCbKoro 3acoby.
3miHa y MeToAax BUNpobyBaHHSA roTOBOro MikapcbKoro
3acoby (415 NprBeAEeHHs Y BigNoBigHicTb 3 JdY abo
€BponeiicbKolo hapMakoneeto Ta BUIYyYEeHHS NOCUNaHHSA
Ha 3acTapinuii BHYTPILLHIli MeTog, BUNpoGyBaHHS i oro
HOMep) - 3MiHM 3@ NOKa3HWKOM «CTepusbHICTb» (OPY
2.6.1), 30kpema, BUTyHEHO NOBHE BUKIAAEHHS
NpoBefeHHS METOAVKM
68. FEHTAKCAH NopOoLLOK TOB Ykpaina TOB "®apmaueBTUYHA YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHa - UA/0831/01/01
(cybeTaHuis) y "®apmaveBTu KomnaHis "®apKoC" 3asBHUKa (BNacHMKa peecTpauiiHoro noceigueHHs) (3rigHo
nAsilwKkax i3 YyHa KOMMaHist Hakasy MO3 Big 23.07.2015 Ne 460): 3miHn | Tuny -
nonieTuneHTepedTa "®papKoC" AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
nary gns afipecyt Micus NPoBaPKEHHS Ais/IbHOCTI BUPOOHMKA
BMPOGHULTBA (BK/HOUALOUM, 32 HEOOXIAHOCTI, MiCLie NPOBEeAEHHS
HecTepuIbHNX KOHTPO/II0 AKOCTi), a0 BNacHuka mactep-haiina Ha Adl,

NikapcbKnx hopm

abo noctavasnibHuka APl/BuxigHoro
martepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLO 3a3HAYEHO Y
[OCbE Ha JlikapCbKuii 3aci6) 3a BigCyTHOCTI cepTudpikata
BiNOBIAHOCTI €EBpoNeicbkili hapmakonei y
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aTBEPAKEHOMY [10CbE, @60 BMPOOGHMKA HOBOI JOMOMDKHOI
PEeYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) 3MiHA Ha3Bu
BMpO6HMKa AP, 6e3 3MiHK Micua BUpobHMLTBA
69. FEMAPUHOBA masb; Mo 25 r abo no TOB "[OKnM YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/6719/01/01
MA3b 40 1y Ty6i; no 1 Ty6i "®apmaueBTu "PapmaueBTUYHA - 3MiHK 3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
B nauuj YyHa habpuka” habpuka" KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO MiKapCbKoro 3acoby (3miHa
mMacu/o6'eMy BMICTY KOHTeliHepa 6araTtoj030B0ro
nikapcbKoro 3acoby A5 HenapeHTepasibHOro
3acTocyBaHHA (b0 04HOL030BOr0, YaCTKOBOTO
BUKOPVCTaHHS)) - BBeAEHHA [,04aTKOBOI yNnakoBkn — Ty6a
40 r, 6e3 3MiHW NEePBMHHOrO NakyBasbHOro Martepiany, 3
BiAMNOBIAHMMM 3MiHaMK [0 PO3Ainy «YnakoBka» Ta
crneuudikavii/meTogax KOHTPONO AKOCTI N. «Maca BMIiCTy
YyNakoBKM». 3MiH BHECEHO B iIHCTPYKL,O 4719 MEANYHOIO
3acTOCyBaHHSA y p. "YnakoBka" 3 BignoBigHUMYN 3MiHaMU Y
TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS)
70. FMAPOKCUCEY | kancynu no 500 mr Mepak HimeuuunH Mepak esenbadpt HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6720/01/01
OBUWHA MEJAK | no 10 kancyny lesenbliadt a chrop KniHiwe 3MiHM | TURy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 10 dorop KnNiHiwe Lneuianbnpenapate thapmakoHarnagy. BeegeHHs abo 3MiHW [0 y3arasibHeHuX
6nictepis y Kopobui LLneuianbnpe M6X, HimeuunHa LaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
3 KapTOHY napate M6X (BMPOGHWIK, LLIO y3araslbHeHVX faHux Npo cucteMmy dpapmakoHarisgy,
Bignosigae 3a 3MiHa YNOoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
BTOPVHHE MaKyBaHHS, 3AilicHeHHA hapMakoHarnsy; KOHTaKTHoOT ocoou 3
MapKyBaHHs hapmakoHarnsgy 3asiBHUKa 415 34iCHEHHA
NepPBUHHOT YNakoBKU, hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
KOHTPONb/BUNPOGYBaH YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
HS cepii Ta 3a BUNycK hapmakoHarnsay (Bkayarum KOHTaKTHI AaHi) Ta/abo
cepii); Xaynt ®apma 3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
Awmaper M'm6X, thapmakoHarnsgy) - 3aMmiHa KOHTakTHOT 0cobu
HimeuumnHa, YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
HimeuumHa (BUPOGHUK, thapmakoHarnag B YkpaiHi. MponoHoBaHa pepakuis: bakyH
Lo BignoBsigae 3a AHHa OnekcaHfpiBHa. 3MiHa KOHTaKTHUX faHWX
BMPOGHMLITBO KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3as1BHUKA,
nikapcbKoro 3acooby, BifnoBigasIbHOT 3a papmakoHarnsag B Ykpaii
nepBuHHE, BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPONb/BUNPOGYBaH
HS cepii)
71. FNHOKO3A- pO34uH A5 iHQY3il, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14001/01/01
AAPHULA 50 mr/mn, no 200 ma | “"d®apmauesTu "apmaLieBTnyHaA 3MiHM | TUNy - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta peyenmom
a6o no 400 mn abo yHa chipma ipma "fapHuus” thapmakoHarnsgy. BeegeHHs abo 3MiHM 40 y3arasibHEHUX
no 250 mn a6o no "fapHuus" [aHux nNpo cuctemy hapmakoHarnsgy (BBefeHHs

500 mMn y chnakoHax

y3araslbHeHNX faHux Npo cUCTeEMy dhapMakoHarisay,
3MiHa YNOBHOBaXXEHOT 0c06M, BiANOBiJa/IbHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3[iicCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT 0cobm
3asBHVKa, BignoBigasibHOI 3a hapMakoHarnsg.
MponoHoBaHa pefakuin: Typok B'ayecnas B'suecnasoBuy
72. FPAHOUUNT® niodpinizat gns TOB "CaHodi- YkpaiHa laynt ®apma J1iBpoH , ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/5627/01/01
34 pO34nHY AN5 iH'EKUl ABeHTIC PpaHuis AnoHis 3MiHu Il TNy - 3MiHK 3 aKocTi. A®IL. KoHTposb AdL. 3miHa y peyenmom
no 33,6 miH MO YkpaiHa" (BMPOGHMLTBO napameTpax cneuudikauii Ta/abo AoNycTUMMX MEX,
(263 mkr) Ne 5: no 5 PO34YMHHMKA, BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
donakoHiB 3i ckna nepBuHHE NakyBaHHS, BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
Tmnalc KOHTPO/b AKOCTI); BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
niodpinizatom, CaHodpi BiHTpon (BunyyeHHs1 napameTpa cneumdikaii, kuii Moxe Matn
YKYNOpPEeHux IHpacTpia, ®paHuin CYTTEBWUIA BNUB Ha siKicTb AD| Ta/abo roToBOro Nikapcbkoro
npobkamu rymoBrmMmu (BTOpPUHHE NaKyBaHHS, 3aco6y) - BuaaseHHs i3 po3gainy «BunpoboByBaHHS Ha
6yTVI0BUMM Ta KOHTPO/Ib AKOCTi Ta BMICT AOMILLOK» AOCNigKyBaHOro napamerpa «binok
o6XaTnx BUNYCK Cepiit KniTnH CHO» (meTogom ILA) cnevudikauii A®l Ha OCHOBI
KoBnavkamu nioghinizaty Ta ICTOPUYHMX AaHnX BUPOGHMLTBA, AaHWX Baigauii
anoMiHiEBUMY B pO34nHHKKa); LLlyrai BMPO6HMLTBA AP, CTATUCTUYHKX AaHUX aHani3y cepii Adl;
KOMNAekTi 3 5 dapma 3MiHu I TNy - 3MiHK 3 aKocTi. A®IL. KoHTposib AdL. 3miHa y
amnynamu no 1 mn MaHyhekTypuHr Ko. napameTpax cneuudikauii Ta/abo AoNycTUMMX MEX,
3icknaTuny | 3 Nta, AnoHis BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
PO34MHHMKOM (BO4A (BUPOBHULTBO BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
Ons iH'eKuii) B nioghinizaty, nepBuHHe BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
KapTOHHIA Kopoo6Li nakyBaHHs, KOHTPOJTb (BunyyeHHs napameTpa cneumdikadii, Akuii Moxe Matn
AKOCTI) CYTTEBWIA BNUB Ha siKicTb AD| Ta/abo roToBOro Nikapcbkoro
3aco6y) - BUAaIeHHs i3 po3giny «BunpoboByBaHHs Ha
BMICT JJOMILLIOK» AOCAIAKYBaHOIO napaMmeTpa «3a/nwKosa
[HK» (MmeTogom ILA immyHoniraHaHWiA aHanis))
crneundikauii A®l Ha OCHOBI ICTOPUYHNX AaHNX
BMPOGHMLTBA, AaHuX Banigavyii BupobHuutea AdI,
CTaTUCTUYHMX AaHWnX aHanisy cepii A®l. Pegakropcbki
npasku: 3.2.S.4. (pogatkv 5 Ta 9 go posginy 3.2.5.4.3
BUJTYYEHI).
73. AAKAPBA3NH MOpoLLOK ANA Megak HimeuunH BTOpuHHe nakyBaHHA, HimeuumHa/ | BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasliB: YTOUHEHHSA 3a UA/6987/01/03
MEAAK MPUroTyBaHHs lesenbliadt a MapKyBaHHS, Yecbka HanucaHHsA nikapcbkoi hopmu B Hakasi MO3 YkpaiHun peyenmom
pPO34YnHy AnA dorop KnNiHiwe KOHTPO/b Ta BUMYCK Pecny6nika Ne 347 Big 24.02.2021 B npoueci BHECEHHS 3MiH (3MiHU
iHdpy3iii no 500 wmr; LLneuianbnpe cepi: | Tuny - 3miHn 3 AkocTi. CepTudcpikat BignosigHOCTI/TE-

1 donakoH 3
MOPOLLIKOM Y KOpOOGLi
3 KapPTOHY

napare M6X

Mepak esenbwadt
dotop KAiHiwe
LWneyjansnpenapate
M6X, HimeuuunHa;
Brpo6HMUTBO "in
bulk", nepsuHHe Ta
BTOPVHHE MaKyBaHHS,

cepTugikaT BiANOBIAHOCTI EBpONEnchbKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBponenchkin hapmakonei:
onsa A®l; ana BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; aAns
[0MOMIKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI




79

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MapKyBaHHS Ta
KOHTPO/b cepil:
OHkomepq,
MeHblOhEKYEPIHT a.c.,
Yecbka Pecny6nika;
Bnpo6HMLUTBO "in
bulk", nepBuHHe
nakyBaHHS Ta
KOHTpO~b cepii:
OHkoTek ®apma
MpopakwH MvéX,
HimeuumnHa;
MapkyBaHHsa Ta
BTOPVHHE MaKyBaHHS,
HaHeceHHA 3axX1cHoT
nniBkM (ONLiOH&UTbHO):
Meg-IKC-Mpecc M'm6X,
HimeuunHa

€Bponelicbkin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHUKa (3amiHa abo [0NOBHEHHS) BBeaeHHS
BMpo6Huka APl gakap6asuH SUZHOU LIXIN
PHARMACEUTICAL CO., LTD., China 3 nogaHHam
HoBoro CepTudpikaTa BifnoBigHOCTi EBpoNeiiChkiit
dhapmakonei Ne R1-CEP 2010-315-Rev 01. 3MmiHu | Tuny -
3MiHu 3 SKOCTi. F0TOBMIA NiKapCbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA FOTOBOMO
NikapcbKoro 3acoby, BK/IHOHaOUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOBGHULTBI FOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) CynyTHS 3MiHa - 3MiHW 3 SKOCTI.
[OTOBWI1 NiKapCbKWiA 3aci6. 3MiHM Y BUPOBHMLTBI. 3amiHa
abo BBefEHHSA A04ATKOBOI AiNlbHULI BUPOGHMLTBA A5
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AiNbHULUA 415 BTOPUHHOTO
nakyBaHHs) - BBeieHHS [O0A4aTKOBOI BUPOGHMYOT Ai/TbHNL
Meg-IKC-Mpecc M'm6X / Med-X-Press GmbH 3a agpecoto
MpaxepuwrTir 1, 38644 lNocnap, HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany, BignoBifasbHOI 3a MapKyBaHHs
Ta BTOPVHHE NakyBaHHS, HAHECEHHS 3aXWCHOI NAiBKN
(onujoHanbHO) Ta, K HACNILOK, 3MiHW Y NpoLeCi
BTOPVHHOIO NakyBaHHsA J13. BBeeHHs 3MiH NpoTArom 6-t
MicALiB Micna 3aTBepikKeHHs.). Pefakuis B Hakasi:
MOPOLLOK A4/151 NPUTOTYBaHHSA PO3UMHY A5 iH'EKL abo
iHcpysiin no 500 mr a6o 1000 mr. BipHa pepakuisi:
MOPOLUIOK A/ NPUIOTYBaHHA PO3UuHY AN iHdy3ili no
500 mr a6o no 1000 mr.

74.

INAKAPGA3VIH
MELAK

nopoLokK Ans
NPUroTyBaHHA
po3uunHy ans
iHdpy3iii no 1000 wr;
1 chnakoH 3
MOPOLLKOM Yy KOpO6Lyi
3 KapPTOHY

Mepak
lesenbadt
drop KniHiwe
Lneuiansnpe
napate M6X

HimeuumnH
a

BTopuHHE nakyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

Mepak esenbiadpt
chrop KniHiwe
Lneujansnpenapate
M6X, HimeuuunHa;
Brpo6HMLUTBO "in
bulk", nepsuHHe Ta
BTOPVHHE MaKyBaHHS,
MapKyBaHHS Ta
KOHTpO/b cepii:
OHkome[,
MeHblohekYepiHr a.c.,
Yecbka Pecny6nika;
Brpo6HMuTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTPO/b cepil:
OHkoTek Papma

HimeuunHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHiX MaTepianiB: yTOUHEHHSA
HanucaHHsa nikapcbkoi hopmu B Hakasi MO3 YkpaiHu
Ne 347 Big 24.02.2021 B npoueci BHECEHHA 3MiH (3MiHK
| TNy - 3miHK 3 skocTi. CepTudikat BignosigHocCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickbkili hapmakonei:
ana A®l; ons BuxigHoro martepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; Ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - HoBuii cepTudikar Big
HOBOroO BMPO6HMKa (3amiHa abo JOMOBHEHHS) BBeaeHHs
BMpobHUuka A®I nakapb6asnH SUZHOU LIXIN
PHARMACEUTICAL CO., LTD., China 3 nogaHHsm
HoBoro CepTudikaTa BignoBigHOCTi EBpoNeiChKii
thapmakonei Ne R1-CEP 2010-315-Rev 01. 3MiHu | Tuny -
3MiHu 3 SKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLITBA FOTOBOTO
NikapcbKoro 3acoby, BK/IHOHaOUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOOHULTBI TOTOBOrO NiKapCbKoro

3a
peyenmom

UA/6987/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MpogakwH M6X,
HimeuuunHa;
MapkyBaHHA Ta
BTOPUHHE MaKyBaHHS,
HaHeceHHs 3axX1CHoOT
nniBkn (ONUiOHaUTbHO):
Mepg-IKC-Mpecc M'mbX,
HimeyunHa

3aco06y (iHwi 3MiHK) CynyTHA 3MiHa - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOGHULTBI. 3amiHa
abo BBefeHHA A0AATKOBOI AifIbHULI BUPOGHMLTBA ANS
4acTUHM abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
nikapcbKoro 3acoby (4ibHULA 4515 BTOPUHHOIO
nakyBaHHs) - BBeleHHs [04aTKOBOi BUPOOGHNYOI [iNbHNL
Mega-IKC-Mpecc M'm6X / Med-X-Press GmbH 3a agpecoto
MpaxepurTir 1, 38644 Nocnap, HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany, BignoBifasibHOI 3a MapKyBaHHsA
Ta BTOPVHHE MNakyBaHHSA, HAHECEHHS 3aXMCHOI N/iBKN
(onuioHanbHO) Ta, AK HACMiA0K, 3MiHU Y NpoLeci
BTOPUHHOIO NakyBaHHs J13. BBeeHHS 3MiH NpoTArom 6-tu
MicAUIB MicnsA 3aTBepKeHHs.). Peaakuis B Hakasi:
NMOPOLLIOK A/151 NPUrOTYBaHHSA PO3UMHY ANS iH'eKLil 260
iHchysiin no 500 mr a6o 1000 mr. BipHa pepakuis:
MOPOLIOK AJISi NPUFOTYBaHHSA PO3UYMHY AN iHdy3iii no
500 mr a6o no 1000 mr.

75.

DANALVH

cynosuTopii
BariHanbHi no 100
Mr; o 3 cynosuTopii
y NaMiHOBaHiM
dhonb3si (cTpuni); no
1crtpuny 31
annikatopom y
KapTOHHIA KopoobLi

Mdpannzep IHk.

CLUA

dapmauis | AngKoH
KomnaHi /INC

CLWA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3mMiHM 40 y3arasibHEHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHNX JaHnxX nNpo cuctemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6U, BiANOBiAaIbHOI 3a
3[iiCHEHHs hapMakoHarnsay; KOHTaKTHOI 0co6u 3
hapmakoHarnsgy 3asiBHUKa An15 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bkovatum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) - 3mMiHa ynoBHOBaXeHOI 0cobu
3as1BHMKA, BignoBiga/bHOI 3a 34iCHEHHSI
thapmakoHarnsagy: Aitoya pegakuis: dpaHcyasa [yma-
CinnaH/ Francoise Dumas-Sillan. NponoHoBaHa peaxuis:
Bapb6apa e BepHappi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHA ddapmakoHarnsgy

3a
peyermom

UA/11124/01/01

76.

AAPYHABIP
KPKA

TabneTku, BKpUTI
nNiBKOBOO
060n0HkKot0, no 400
mr; no 30 Tabnetok
y hnakoHi 3
nosieTuneny
BMCOKOT LLiNIbHOCTI 3
noninponisieHoBO
KPULLKOIO, L0
3aKpy4yeTbCs, i3
3ax1CTOM Bif,
BiIKpMBaHHS AiTbMU;

KPKA, 8.4,
HoBo mecTo

CnoBeHis

BMPOGHMLUTBO "in bulk",
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CNoBEHIA; KOHTPO/Ib
cepil (TiNbku gi3nyHi
Ta XimMiuHi meToan
KoHTpost0): KPKA,
4.4., HoBo mecTo,
CnoBeHis

CrnoBseHis

BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 SIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NpUAATHOCTI FOTOBOrO /iKAPCbKOro 3acoby) - [1ns Toprosoi
ynakoBku (NiATBEPMAKYETbCA 4AHUMMN PeasTbHOro Yacy) -
36ibLUEHHSA TEPMiHY NMPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby. 3aTtBeppKeHo: TepMiH NPUAATHOCTI. 2 POKWU.
3anponoHoBaHo: TepMiH NpuaaTHocTi. 3 pokn. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPIKEHHSA

3a
peyenmom

UA/17159/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 2 qoiakoHn y
KapTOHHI Kopoo6Li
77. AAPYHABIP TabneTku, BKpUTI KPKA, 4.4., CnoseHia | Bupo6HMLUTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/17159/01/02
KPKA N/1iBKOBOIO HoBo mecTo nepBrHHE Ta - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
060/10HKO10, N0 600 BTOPWHHE NakKyBaHHS, 3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
mr; no 30 TabneTok KOHTPO/b Ta BUMYCK rOTOBOrO NiKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
y h1akoHi 3 cepii: KPKA, a.4., npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1a Toprosoi
nonieTunexy HoBo mecTo, ynakoBku (NiATBEPAKYETLCS AaHUMUN peasibHOro vacy) -
BMCOKOT LLiSIbHOCTI 3 CNoBEHis; KOHTPO/b 36i/IbLUEHHST TEPMiHY NPUAATHOCTI FOTOBOTO JTiKApCLKOr0
noninponisieHoBo cepii (Tinbkn dpi3nyHi 3acoby. 3aTBepaKeHo: TepMiH NpUAATHOCTI. 2 POKU.
KPULLIKOIO, L0 Ta XiMiYHi meToau 3anponoHoBaHo: TepMiH NpuaaTHOCTI. 3 pokn. BBeaeHHSA
3aKpyyyeTbes, i3 KOHTpont): KPKA, 3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS
3aXMCTOM Big, A.4., Hoso mecTo,
BiAKPUBAHHSA AITbMU; CnoBeHis
no 2 qoiakoHn y
KapPTOHHIi KOpooLii
78. AAPYHABIP TabneTku, BKPUTI KPKA, a.4., CnoseHia | BMpo6HULTBO "in bulk”, CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/17159/01/03
KPKA NNiBKOBOIO HoBso mecTo nepBUHHE Ta - 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
o060n10HkKot, no 800 BTOPWHHE NakKyBaHHS, 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
mr; no 30 TabneTok KOHTPOb Ta BUMYCK roTOBOrO NikapCbKoro 3acoby (36iNbLUEHHS TEPMiHY
y hnakoHi 3 cepii: KPKA, a.4., npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1na Toprosoi
nonieTuneHy Hoso mecTo, ynakoBkun (MiATBEPLKYETLCA AaHMMM peaslbHOro vacy) -
BMCOKOT LLiNIbHOCTI 3 CNOBEHIfA; KOHTPO/b 36i/1bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCLKOro
noninponineHoBo cepii (Tinbkn dpisnyHi 3acoby. 3aTBepmkeHo: TepMiH NpuAaTHOCTI. 2 POKW.
KPULLIKOIO, WO Ta XiMiYHi meToau 3anponoHoBaHo: TepMiH NpuaaTHOCTI. 3 poku. BBeaeHHSA
3aKpyyyeTbes, i3 KOHTpont0): KPKA, 3MiH NPOTArom 6-Tu MiCALIB MiCNa 3aTBEPIKEHHS
3axXMCTOM Big, A.4a., HoBo mecTo,
BiAKPUBAHHSA AITbMU; CrnoBseHis
no 1 chnakoHy y
KapTOHHI/ Kopobui
79. ABALE 200 TabneTky wunyui, no MpAT Ykpaina E-®apma TpeHTO ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 6e3 UA/18138/01/01
200 mr no 20 "®apmaueBTun C.n.A. 3MiHK | TURy - 3MiHK WoAa0 6e3nekn/edpekTUBHOCTI Ta peyenma
TabneTtok y Tybi, no yHa chipma hapmakoHarnsgy (iHwi 3MiHN) - OHOBMIEHHST TEKCTY
1 Ty6i B mayui "fapHuus" MapKyBaHHS! yNakoBKU MiKapcbKoro 3acoby 3 BHECEHHSIM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
cucTemi Sl. BBeeHHs 3MiH NpOTArom 6-T MicsiLiB micns
3aTBEPAKEHHS
80. ABALE NOHIr TabneTky Wwunyui, no MpAT Ykpaina E-®dapma TpeHTO ITanisa BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 6e3 UA/18139/01/01
600 wmr no 10 "®apmavneBTu C.nA, 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
Tabnetok y Ty6i, no yHa chipma hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
1 Ty6i B nayui "AapHnus” MapKyBaHHS YNakoBKMN MiKapCbKOro 3aco0y 3 BHECEHHAM
iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBaHHS y
cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB nicns
3aTBEPKEHHS
81. AENO- cycneHsis ans NeANIEP CLIA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/0499/01/01
NMPOBEPA® iH'ekuili, 150 mr/mn, IHK. MeHtohekyypuHr 3MiHu |l TNy - 3MiHK Wono 6e3nekn/edeKTUBHOCTI Ta peyenmom

no3,3mMny
donakoHi; no 1

Benbris HB, Benbris

hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUIii Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
donakoHy B MeAMYHOr0o 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVIMU 3
KapTOHHilA KopooLi AKOCTI, AOKTIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPYKLUi A1
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby A0 po3ginis
"®apmakonoriyHi BactusocTi" Ta "OcobmBocTi
3acTocyBaHHA" BigMNOBIAHO A0 MaTepianiB peecTpauiliHoro
00Cbe. BBeAeHHS 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS
82. AENO- cycneHsia ans Mdpannzep IHk. CLUA Mdpainzep Benbrisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/0499/01/01
NMPOBEPA® iH'ekuili, 150 mr/mm; MeHtodekuypuHr 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
no3,3mMny Benbris HB thapmakoHarnsagy. BeefeHHs abo 3MiHWM [0 y3arasibHeHUX
thnakoHi; no 1 AaHvx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
donakoHy B y3araslbHeHNX JaHnxX nNpo cucTemy dapmakoHarnsgy,
KapTOHHIlA KOpooLi 3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIAabHOI 3a
3[iicCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifgMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bkovatum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) - 3mMiHa ynoBHOBaXeHOI 0cobu
3as1BHYKA, BignoBigabHOI 3a 34iACHEHHS
thapmakoHarnsagy: Aitoya pegakuis: dpaHcyasa [yma-
CinnaH/ Francoise Dumas-Sillan. NponoHoBaHa peakuis:
Bapb6apa e BepHappi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3@ 34iicCHEHHA ddapmakoHarnsgy
83. AENO- cycneHsis gns Mdpaiizep IHkK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11244/01/01
NMPOBEPA® iH'ekuili, 150 mr/mn; MeHtohekyypuHr 3MiHuM | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1 mn cycneHsii'y Benbria H thapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHuX
chnakoHi abo [aHuX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
3anoBHEHOMY y3arasibHeHNX faHnX Npo cucTemy dhapmakoHarnsgy,
wnpwyi, no 1 3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
dhnakoHy a6o 1 3AilicHeHHA hapMakoHarnsAgy; KOHTaKTHOT ocobu 3
LUMPULY B KAPTOHHIA thapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
Kopoobui hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-dalina cuctemu
thapmakoHarnsgy) - 3viHa ynoBHOBaXeHoT ocobm
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy:
[itova pegakuisa: dpaHcyasa [yma-CinnaH/ Francoise
Dumas-Sillan. NponoHoBaHa pefakuis: bapbapa e
BepHapgi/ Barbara De Bernardi. 3miHa KOHTAKTHUX JaHWUX
YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BigMoBigabHOI 3a
34jiicCHEHHs chapmakoHarnsgy
84. AENPECAH TabNeTKn, BKPUTI ToBapucTBO 3 YKpaiHa Bunyck cepii: YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx martepianis: 3miHu | Tuny 3a UA/13811/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MN/1iBKOBOIO 0bmMexeHot ToBapucTBo 3 - 3miHu Wwopo 6e3nekn/edhekTUBHOCTI Ta peyenmom
060/10HKOI0, M0 5 Mr, | BiANOBIgANbHI 06MeXeHo hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
no 10 TabneTok y cTIo BiANOBIAA/LHICTIO NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
6nicTepi; no 3 abo 6 "XapkiBCbke "XapkiBcbke MeJMYHOro 3aCTOCyBaHHA Ha MigcTaBi perynspHo
6nictepis y Kopobui thapmaueBTuy thapmaueBTUyHe OHOBJIHOBAHOTO 3BITYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
3 KapTOHY He nignpueMcTso nocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
niagnpYeEMCTBO "3p0poB's Hapoay", B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaTt OUiHK/
"3p0poB's YkpaiHa; Yci cragii 3BiTY 3 OCNiMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
Hapoay" BMPOGHMLTBA, negiatpuyHnx gocnimpxerb (PIP) (3MiHYy y3ropkeHo 3
KOHTPO/1b SIKOCTI: KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoM) - 3MiHW BHECEHI
ToBapucTBO 3 [0 IHCTPYKUIT 418 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
06MEXEHOI0 3acoby y po3ginu: "OcobanMBOCTi 3acTOCyBaHHSA",
BiANOBIAA/LHICTIO "3acTocyBaHHs y nepios BariTHOCTi abo rofyBaHHs
"®APMEKC Irpyn-, rpyaato”, "MobiyvHi peakuyii” BignoBigHO A0 OHOBEHOT
YKpaiHa iHchopmalii 3 6e3nekun fityoi pevyoBUHN
85. AENPECAH TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13811/01/02
NNiBKOBOO 06MeXeHo ToBapucTBo 3 - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060n0HkKot0, Mo 10 BiANOBIA&/bHI obmexeHoro hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
mr, no 10 Tabnetok CTIO BiANOBIAA/LHICTIO nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
y 6nicTepi; no 3 abo "XapkiBCcbke "XapkiBcbke Me[U4YHOro 3acTocyBaHHA Ha NnifacTasi perynspHo
6 6nicTepiB y hapmavueBTny hapmaueBTuyHe OHOB/OBAHOrO 3BITY 3 6e3neKkn NikapcbKoro 3acoby, abo
KOpOO6Lii 3 KapTOHY He niANpPMEMCTBO JocnigpKeHb 3 6e3nekn 3acTocyBaHHS NiKapCbKoro 3acoby
nigNPUEMCTBO "340poB's Hapoay", B nicnsipeecTpayiiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
"3a0poB's YkpaiHa; Yci ctagji 3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy
Hapoay" BMPOGHMLTBA, negiatpuyHux gocnimpkerb (PIP) (3MiHy y3rompkeHo 3
KOHTPO/b SKOCTI: KOMNETEHTHUM YNOBHOBAXEHVM OPraHoM) - 3MiHW BHECEHI
ToBapucTeo 3 00 IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS NiKapcbKoro
obmexeHo 3acoby y po3ginu: "OcobnnBOCTi 3aCTOCyBaHHS",
BiANOBIAANILHICTIO "3acTocyBaHHS y nepiof BariTHOCTi abo rogyBaHHs
"®APMEKC Irpyn-, rpyaato”, "MobiuHi peakuyii” BignoBigHO A0 OHOBMEHOT
YkpaiHa iHdhopmalii 3 6e3neku Aiko4oi pevyoBUHU
86. AENPECAH TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/13811/01/03
NNiBKOBOIO 06MeXeHOo ToBapucTBO 3 - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta peyenmom
o60noHkoto, no 20 BiANoBiAa/IbHI o6MexeHo hapmakoHarnsgy. 3miHa y KOpoTKili XxapakTepucTuLi
Mmr, no 10 TabneTok CTO BiANOBIAANBLHICTIO nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
y 6nicTepi; no 3 abo "XapkiBCcbke "XapkiBcbke MeAUYHOro 3aCToCyBaHHA Ha NigcTasi perysisapHo
6 6nicTepiB y thapmaueBTny hapmaueBTuyHe OHOB/IHOBAHOTO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
Kopo6Li 3 KapTOHY He nignpPUeEMCTBO nocnigpkeHb 3 6e3neky 3acTocyBaHHS NiKapCbKOro 3acoby
nignpMeEMCTBO "340poB's Hapoay", B nicnsipeecTpaviiHuii nepiog, abo sk pe3ynbTar OLiHK/
"3p0poB'a YkpaiHa; Yci ctagii 3BiTY 3 LOCNiMKeHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
Hapoay" BUPOOHMLTBA, negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOHTPO/b AKOCTI: KOMMETEHTHVM YNOBHOB&XEHVM OPraHOM) - 3MiHN BHECEHI
ToBapucTBO 3 [0 IHCTPYKUIT 415 MEeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
06MEXEHO 3acoby y po3ginu: "OcobanBOCTi 3aCTOCyBaHHSA",
BiANOBIAA/LHICTIO "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
"®APMEKC Py, rpyaato”, "TobivHi peakuyii” BigNoBigHO A0 OHOBEHOT
YkpaiHa iHdbopmalii 3 6e3neku Aito4oi pevyoBUHU
87. AEPEBIKO TpaBano50ry MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepiasis: 6e3 UA/2357/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TPABA nauuj 3 BHYTPILLHIM dapmaueBTny dapmaueBTUYHA 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
naketom; no 1,5ry Ha habpuka thabpuka "Biona" thapmakoHarnagy (iHLwi 3MiHW) - 3MiHW BHECEHI B TEKCT
hinbTp-nakeTi; no "Biona" MapKyBaHHS yNakoBOK NikapcbKoro 3acoby (n.17) wopo
20 dhinbTp-nakeTiB y HaHeCeHHs1 TOProBoi Mapkn
nayui
88. ANBA30/- PO34NH A1 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/4780/01/01
AAPHUUSA 10 mr/mn no 1 mn "®apmaveBTu "®apmaueBTUYHa 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
ab6o 5 mn B amnyni; yHa chipma chipma "JapHuus” hapmakoHarnsgy - BHECEHHs 3MiH 40 po3ziny
no 5 amnyny "NapHuus" “MapkyBaHHa” MKA /13. 3anponoHoBaHo: MAPKYBAHHA
KOHTYPHIi BignosigHo A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHS. 3MiHN
YapyHKoBIl BHECeHi B TEKCT MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby
ynakosLi; no 2 LLIOAO 3a3HaYeHHs OAMHMLb BUMIPIOBaHHSA Yy cuctemi Sl.
KOHTYPHI YapyHKOBI BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
yNakoBKM B NauLi 3aTBEPAKEHHS
89. AVNKNO®EHAK | cynosuTopii MpuBaTHe YkpaiHa MprBaTHE aKLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/13933/01/01
pekTasibHi no 0,1 rin akuioHepHe TOBapUCTBO "J1eKXiM- 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
bulk: Ne1000 (no 5 TOBapuCTBO Xapkis" hapmakoHarnsay (iHwi 3MiHK1) - OHOB/IEHHS BXe
CynosunTopiiB y "Nekxim- 3aTBEPKEHOr0 TEKCTY MapKyBaHHs 415 ynakosku in bulk:
6nicTepi, no 200 Xapkis" Ne 1000 (no 5 cynosuTopiiB y 6aicTepi: no 200 6nicTtepis y
6nicTepiB y SALLMKY) ALLNKY (BHECEHHS MO3HAYeHb OAVHULL BUMIpIOBaHHS, 3
BMKOPUCTaHHAM fliTep NaTVHCHLKOro andasiTy, Ta ToL)):
3arBepmkeHo: MTPAPIYHE OPOPM/TEHHA YNAKOBKN
[opaeTtbea. Ans nikapcbkoro 3acoby y chopmi in bulk:
MAPKYBAHHA. [logaeTbca. 3anponoHoBaHo:
MAPKYBAHHA. BignosigHo [0 3aTBEPOKEHOrO TEKCTY
MapKyBaHHs. 115 nikapcbkoro 3acoby y dpopmi in bulk:
MAPKYBAHHSA. BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS, L0 A0AAETLCA. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCcbKoro 3acoby LoAo
3a3Ha4YeHHs1 OAMHMLb BUMIPIOBaHHS Y cuctemi Sl.
BBeAEeHHSA 3MiH NPOTAroM 3-X MicsLiB MiCNs 3aTBEPAKEHHS
90. ANKNO®EHAK | cynosutopii MpuBatHe Ykpaina MprBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/7239/01/01
pekTasibHi no 0,1, akuioHepHe TOBapUCTBO "J1eKXiM- 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peyenmom
no 5 cynosutopiis y TOBapucTBO Xapkis" hapmakoHarnsagy (iHwi 3MiHK1) - OHOB/IEHHS BXe
6nicTepi, no 2 "Nlekxim- 3aTBEPKEHOr0 TEKCTY MapKyBaHHs 4151 ynakosku in bulk:
6nicTepu B nauuj Xapkis" Ne 1000 (no 5 cyno3uTopiiB y 6nictepi: no 200 6nicTepiB y

ALMKY (BHECEHHSA NO3HAYeHb OAMHULL BUMIPIOBaHHS, 3
BMKOPUCTaHHAM JliTep NaTUHCLKOro andasiTy, Ta ToLo)):
3arBepaxeHo: FTPA®IYHE OPOPMJTIEHHA YIMAKOBKU

[opaeTtbea. Ans nikapcbkoro 3acoby y chopmi in bulk:
MAPKYBAHHA. [logaeTbca. 3anponoHoBaHo:

MAPKYBAHH#. BignoBigHo A0 3aTBEPAYKEHOTO TEKCTY

MapKyBaHHs. [ins nikapcbkoro 3acoby y dopmi in bulk:

MAPKYBAHHSA. BignosigHo [0 3aTBEPAXEHOr0 TEKCTY

MapKyBaHHS, L0 A0AAETHCA. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
3a3HayYeHHs OAMHULL BUMIpOBaHHSA y cuctemi Sl.

BBefeHHs 3MiH NpoTSArom 3-x MicsUIB Nicasl 3aTBEPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
91. AVNKNO®EHAK | renb 5% no 40 r, 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/7167/01/02
r,100 ry Ty6i B dapmaueBTuy PapmaueBTUyYHa peyenma
naqu Ha"q)_a6p|I/I|Ka habpuka "Biona” 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/edpeKTMBHOCTI Ta
Biona thapmakoHarnsgy. 3MiHW y KOpOoTKill XxapakTepucTuL
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Me[MYHOTO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHnx/6ionodibHMX Nikapcbknx 3aco6is
nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3MiHa He NoTpebye HaZlaHHS XOAHNX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW BHECEHO Y PO34i/n
"MpoTunokasaHHs", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyAAr0" IHCTPYKLUIT AN1S MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby BiAnoBigAHO A0 OHOB/EHOI iHhopMaLil
040 pedhepeHTHOrO NiKapcbKoro 3acoby Anknak® renb
5%. BBeAeHHSA 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBePAKEHHS
92. ANHACTAT niodpinizat ans MNOAN3EP CWA Mdpaiizep Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/2286/01/02
PO3unHy A5 iH'eKUi IHK. MeHtochekuypuHr CLWA peyenmom
no 40 mr; 10 Benbria HB, benbris 3MiHW Il TUMY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI Ta
hnaoHie 3 (BupOGHMK ANA thapmakoHarnsay. 3MiHu y KOpoTKili xapakTepucTuui
niocpinizatomy PO3HNHHMKA: NOBHWN NiKapchKOro 3acoby, TEKCTi MapKyBaHHS Ta HCTPYKLi 4ns
KapPTOHHiIlA KOpobLi LMK BUPOOHNLTBA T MEAMYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBVUMI AaHMMM 3
Bunyck); Mepaiisep AKOCTi, AOKNIHIYHUMY, KTIHIYHUMU JaHUMU Ta AaHUMMA 3
MeHiodbekuypuHr chapmakoHarnszy - 3MiH1 BHECEHO /10 IHCTPYKLii 4ns
benbrisi HB, benbris Me/JM4HOTO 3aCTOCYBaHHS NKapChKOro 3acoby A0 PO3AiNis
(BTOpYHHE NaKyBaHHs, "MpoTunokasaHHs" Ta "OcobNBOCTi 3aCTOCyBaHHS"
BUNYCK cepif); BiZINOBIAHO [0 MaTepiasis peecTpaLiiiHoro focke.
dapmauisi | ANgKoH BBefieHHs 3MiH NPOTAroM 6-T1 MicALjB nicns
Komnani JI/1C, CLLUA 3aTBEpKEHHS
(B1po6HMLTBO in bulk,
nepBMHHE NakyBaHHS)
93. ANHACTAT niogpiniszat gns MOANIEP CWA AxTasic ITania C.n.A., ITanisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2525/01/01
pO34nHy A5 iH'EKUi IHK. ITania (BMpo6HWK Ans Benbris peyenmom
no 40 mr, 5 PO3HMHHMKA: NOBHUM CLA 3MiHW Il TUMY - 3MiHKM WOA0 6e3nekn/eddeKTUBHOCTI Ta
hnaoHis 3 UMK BMPOGHNLTBA Ta thapmakoHarnsay. 3MiHu y KOpoTKill xapakTepucTuui

niogpinizatom y
KOMMeKTi 3 5
amnynamm
PO3UYMHHMKA NO 2 M/
(HaTpito xnopua,
BOAA A5 iH'EKLA) B
KapTOHHI KopoobLi

sunyck); Mdavizep
MeHtohekyypuHr
Benbris HB, Benbris
(BMPOGHYWK Ans
PO34YMHHIKA: MOBHWIA
LK1 BUPOGHMLTBA Ta
Bunyck); Mdarizep
MeHtohekyypuHr
Benbris HB, Benbris
(BTOpPUHHE NaKyBaHHS,
BUMYCK cepii);

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMM AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW JaHUMK Ta faHUMA 3
hapMakoHarnsgy - 3MiH1 BHECEHO A0 iHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHa" Ta "OcobNMBOCTI 3aCTOCyBaHHS"
BiANOBIAHO [0 MaTepianiB peecTpaviliHoro foche.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepMKEeHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dapmauis i AngKoH
KomnaHi INC, CLWA
(B1po6HMLTBO in bulk,
NepBUHHE NaKyBaHHS)
94. ann punio renb; no 15 r a6o no MeHTOonatTym AHrnis MeHTonatym Komnai Benuka BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/0377/01/01
50r,a60no 100 ry Komnai Niviteq BputaHis 3MiHW | TMNy - 3MiHK 3 SKOCTI. FOTOBWMIA Nikapcbkuii 3aci6. peyenma
Ty6i; no 1 Ty6i B Nimiten KOHTpO/1b rOTOBOrO NiKApCbKOro - BHECEHHS HE3HAYHUX
KapTOHHIlA KOpooLi 3MiH o MeTogy BunpobysaHHss (MTM-HPLC-1) 3a
nokasHukamm "laeHTudpikauis ", "KinbkicHe BU3HauYeHHs" Ta
"CynyTHi JOMILLKK", 30Kpema: 3MiH1 B Npo6oniaAroToBL;i
BMNPO6GOBYBAHOIO Ta CTaHAAPTHUX PO3YMHIB. 3MiHU
3anponoHoBaHi 4715 NiABULLEHHS TOYHOCTI MeToay
BMNPOGYBaHHS
95. ANNPOCIMAH® | cycneHsia ans OpraHoH LLieiiuapi [Ons amnyn: ®paHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/9168/01/01
iH'ekUin ona CenTtpan Ict A Brpo6Huk in bulk, Benbris - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
BUPOGHWKiB LLIepiHr- v6X nepBUHHE NaKyBaHHS: afpecu 3asBHUKa (B/1aCHVKa peecTpav,iiHoro
Mnay Na6o H.B., CEHEKCI HSC - NoCBIAYEHHS) - 3MiHa Ha3BM 3asiBHUKA BiAMNOBIAHO A0
Benbris; CEHEKCI EPYBI/Ib CEHT piLLeHHs KOMNaHii Ta yTOYHEHHS afpecy 3asBHVKa ANs
HSC - EPYBI/1Ib KNEP, ®paHuis; npuBeAeHHN Y BiANOBIAHICTb JO OHOB/IEHOIO BUTATY 3
CEHT KJ/EP, Bupo6HMK 3a NOBHUM Toprosoro PeecTpy kpaiHu 3asBHMKa (BBeAEeHHS 3MiH
®paHuis: no 1 mn B uuknom: Wepinr-Mnay NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS)
amnyni; no 5 amnyn Na6o H.B., benebris;
B KAPTOHHIl [na nonepeaHbO
Kopobui; ans HanNoOBHEHUX LUNPULB:
BMPOGHUKaA CEHEKCI HSC -
CEHEKCI HSC - EPYBI/Ib CEHT
EPYBI/Ib CEHT KNEP, ®paHuis
KNEP, ®paHuis: no
1 mn B nonepeaHLo
HarnoBHEHOMY
wnpuyi, no 1
LUMPULY B KOMNIEKTI
31 a6o 2
CTepuIbHUMM
rosikamu B
n1acTMKoBOMY
KOHTEliHepi B
KapTOHHI KopooLi
96. ANXOP-25 Tabnetku no 25 mr; Inka IHais Inka NNaboparopis /T4, IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16700/01/01
no 10 TabneTok B JNabopaTopis 3MiHM | TUMY - 3MiHW 3 SIKOCTi. [OTOBWIA NikapcbKkuii 3aci6. peyenmom
6nicTepi, no 3 Nimiten KOHTpOs1b roToBOro fikapcbKoro 3acoby. 3MiHa

6nicTepy B ynakoBLi
3 KApPTOHY

napameTpiB cneundikayiii Ta/abo 4oNyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) - OHOB/IEHHS
Aiana3oHy ckaHyBaHHA (AOBXWHW XBWUi) NOKa3HMKa
«lpeHTndikauisi, Y®», xiHo/iHOBWIA XXOBTUIA Nak: 6yno
41043 HM, cTano: 412+3 HM; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWI1 NiKapCbKMii 3aci6. KOHTPOb roTOBOrO
NiKapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHs
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHW y MeToAax
BMNpo6YyBaHb (BK/IOUaKUM 3aMiHy abo [OMNOBHEHHS)) -
YTOUHEHHS BHOCATLCSA 3riAHO OHOB/IEHUX AONYCTUMUX MEX
y cneuymdpikauii
97. AIAMAKC® Kancynu Teepai no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/11090/01/01
50 mr no 10 kancyn "®APMEKC reyn TexHiyHa nomunka (3rigHo Hakasy MO3 Big 23.07.2015 Ne peyenmom
y 6nicTepi; no 3 rePyn 460), BunpaBrieHo TeXHIYHY MOMW/IKY B IHCTPYKUIT Ans
6nictepu B nauui MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby y posginax
"Ocob6nuBocTi 3acTocyBaHHS" Ta "MMo6iuHi peaxuii':
3aTtBepaxeHo: "[lo cknagy Lboro slikapcbkoro 3acoby
BXOAUTb a30py6iH (E 122), skuii MOXe CNpUYnHATY
anepriyHi peaku,ii"; 3anponoHoBaHo: "o ckiagy Uboro
nikapcbKoro 3acoby BXoauTb xoBTuiA 3axig FCF (E 110),
AKMIA MOXE CMIPUYMHATY aNeprivHi peakuii”; Takox
3a3Ha4yeHo KOpekTHU Homep Hakasy MO3: 3atBepaKeHo:
"... 04.08.2015 Ne 489 ...". 3anponoHoBaHo: ... 15.07.2020
Ne 1609 ...". 3a3HayeHe BUNpaB/IeHHSA BiANOBIgae
mMaTepiasiaM peecTpauiiHoro Aocbe
98. AICTPENTA3A cynosuTopii "BIOME[- Monbla "BIOMEA-THOBIH" Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5275/01/01
AICTPENT pekTasnbHi 15000 NHOBNIH" BUTBYPHA 3MiHuM | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
MO+1250 MO; no 6 BUTBYPHA CYPOBIL, | thapmakoHarnagy (iHwi 3MiHn) - BHeceHHs1 3MiH go po3ainy
CynosuTopiiB y CYPOBIL, | LWEMMOHEK CMYJIKA «MapkyBaHHA» MKA /13 : 3aTtBepxeHo: MapKyBaHHS.
6nicTepi; no 1 LLLEMAOHEK AKLIMINHA JopaeTbes.
6nictepy B CMNYNKA 3anponoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBEP)KEHOr0
KapTOHHI KopoobLi AKLIMIAHA TEeKCTY MapKyBaHHS. OHOBNEHHS TEKCTY MapKyBaHHs
YyNaKkoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHdhopmaLii
LLI0A0 3a3HAYEHHSA OMHULb BUMIpIOBAHHS y cucTemi Sl
99. AOKCUUUKAIH | kpucTanivyHuii TOB Ykpaina Xebeit [oHrcpeHr Kutai BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/15528/01/01
Y XIKNAT MOpPOLLIOK "XapkiBCcbke ®apmacsioTikan Ko., - 3MiHu 3 AKocTi. A®l. CtabinbHicTb. 3miHa nepiogy
(cybeTaHuin) y thapmMaueBTny nrga. NOBTOPHMX BUNPO6YyBaHb/nepiogy 36epiraHHa abo yMoB
noaBinHWX He 36epiraHHa A®I (3a BigCyTHOCTI Y 3aTBEPKEHOMY [0CLE
nonieTuIeHoBmx nignpUEMCTBO cepTudpikaTa BignoBigHoCTi €Bponelickkili hapmakonei,
MilKax ans "3p0p0oB's LLIO BK/IHOYA€E Nepios NOBTOPHOrO BMNPOOYBaHHs) (Nepios
hapMaueBTUYHOIO Hapoay" NOBTOPHOro BUNpobyBaHHsA/nepios 36epiraHHs) -
3acTocyBaHHA 36inbLUeHHsA abo BBEAEHHSA nepiofy NOBTOPHOro
BUNPOOYBaHHs/Nepioay 36epiraHHs Ha OCHOBI pe3y/bTaTiB
[OCnigpKeHb y peanbHOMy yaci. 36inbLIeHHs nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB JOCAIAKEHb Y
peasibHoMy Yaci A®| [lokCUUMKAiHY XiknaT
3arBepakeHHo: 1 pik. 3anponoHoBaHo: 4 poku
100. | AOLETAKCEN KOHUEeHTpaT ans EBEBE ABCTpIst EBEBE ®apma AscTpis BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 3a UA/11091/01/01
"EBEBE" po3unHy ons dapma lec.m.6.X. Hdor. KI 3MiHM | TURY - 3MiHK 3 AkocTi. CepTudikar peyenmom
iHcpysiiA, 10 mr/mn no lec.m.6.X. BignosigHocTI/IE-cepTudikar BignosigHOCTI €Bponeiichkii
2 mn (20 mr) a6o 8 Hdpr.KI hapmakonei/moHorpadii. NMogaHHa HoBoro abo

mn (80 wr), abo 16
M (160 mr) y
donakoHi; no 1
oNakoHy B KOPOOLLi

OHOBJ/IEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y BUPO6HULTBI ADI; Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiickkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXXe 3aTBep)KEHOr0 BUPOBHMKA -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBigHOCTI
€Bponeiicbkit hapmakonei Ne RO-CEP 2012-029-Rev 01
(3atBepmxeHo: RO-CEP 2012-029-Rev 00) gns gitoyoi
peuosunHn Docetaxel Bif BXxe 3aTBepI)KEHOro BUPO6HMKa
POLYMED THERAPEUTICS, INC., KuTaii.
3MiHW | TURY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikaTta BiAnoBigHOCTI abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI ADI; Ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiickkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXXe 3aTBep)KEHOr0 BUPOBHMKA -
noAaHHs OHOB/IEHOrO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiit hapmakonei Ne RO-CEP 2012-029-Rev 02
Ans gitoyoi peyosrHu Docetaxel Big, BXe 3aTBepAKEHOro
BMpo6HMKa POLYMED THERAPEUTICS, INC., Kutaii.
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€BpoNeicbkiii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYUYEHHS
cepTudcpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBepLKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2012-029-Rev 00 ans gito4oi peyoBuHM
Docetaxel Bif Bxe 3aTBepmxeHoro BupobHuka POLYMED
THERAPEUTICS, INC., Kutaii. 3miHu | Tuny - 3miHu 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANoBiaHOCTI E€Bponelichbkii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNyYeHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkit hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peyoBUHM (cepTuUdikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakoner) - OHOBMEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTtudikaTa BignosigHOCTI EBponelickkiit hapmakonei Ne
R1-CEP 2012-029-Rev 01 ans fito4oi peyoBuHU
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Docetaxel Bif Bxe 3aTBepmxeHoro BupobHuka POLYMED
THERAPEUTICS, INC., KuTaii, ik Hacnigok 3MiHa agpecu
BnacHuka CEP (3atBepgxeHo: 3040 Post Oak Blvd. Suite
1110 Houston, Texas 77056; 3anponoHoBaHo; 6200 Savoy
Drive, Suite 1200, Houston, Texas 77036, USA
101. | AOLIETAKCEN- | KoHUeHTpaT Ans Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13982/01/01
BICTA po3unHy Ans Kenitan 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
iHpy3iiA, 20 Mr/mn no | MeHemKMeHT hapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 10 po34iny
1 mn (20 wmr), abo no Nimiten “MapkyBaHHs” MKA 13: 3anponoHosaHo: MAPKVPOBKA.
4 mn (80 wr), abo 7 CornacHo yTBepXeHHOMY TEKCTY MapK1POBKU.
M (140 mr) y OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
thnakoHi; no 1 3aco6y 3 BHECEHHAM iHthopMalii LWoA0 3a3HAaYEHHS
chnakoHy B OAVHULb BMMIpOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
KapTOHHI KOopooLi NPOTSArom 6-Tv MicsILiB MicNs 3aTBEPKEHHS
102. | AYCNATANIH® | Tabnetku, BKPUTI AGGOTT Higepnax MaiinaH laboparopi3s dpaHuis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/8813/01/01
060/10HKOI0, M0 135 Xenckea an CAC 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
Mmr, no 15 Tabnetok Mpopaxtc B.B. thapmakoHarnsagy. BeefeHHs abo 3miHM [0 y3arasibHeHUX
y 6nicTepi; no 1 LaHuX Npo cuctemy chapmakoHarnsgy (BBeAeHHs
6nictepy y y3ara/lbHeHNX JaHnx nNpo cuctemy dpapmakoHarnsgy,
KapTOHHIl KopooLi 3MiHa YyNOBHOBaXXEHOT 0co6U, BiANOBiAaIbHOI 3a
3fiicCHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Bif,
YMOBHOB&XEHOI 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bko4vakum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) - 3mMiHa ynoBHOBaXeHOI 0cobu
3asBHVIKa, BifnoBigabHOI 3a hapmakoHarnsag,. Aivoya
pegakuis: Dr. Monica Buchberger, Pharm.PhD / Op.
Motika Byx6eprep, Pharm.PhD. MponoHoBaHa pegakuis:
Thomas Nisslein, DVM, PhD / Tomac HiccnsiiH, DVM,
PhD. 3miHa KOHTaKTHUX faHuUX YNOBHOBaXeHOI 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a dhapmakoHarnsg
103. | AYCNATANIH® | kancynu ABGOTT HigepnaH MaiinaH Jlaboparopi3s PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8813/02/01
NPOJIOHroBaHoI A, Xenckea on CAC 3MiHY | TNy - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta peyenmom

TBeEpAi no 200 mr, no
10 kancyny
6nictepi; no 3
6nictepu B
KapTOHHI KopobLyj;
no 15 kancyny
6nictepi; no 1, 2,
abo 4 6nictepu B
KapTOHHi KOpO6L

Mpopaxtc B.B.

thapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHuX
OaHux nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX faHux Npo cucteMy dpapmakoHarnagy,
3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiga/IbHOI 3a
3[ificHEHHs1 hapMakoHars4y; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iNCHEHHS
chapmakoHarnisagy B YKpaiHi, SKLLO0 BOHa BigMiHHa Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-diaiisia cucTemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi 0co6u
3asBHUKA, BiANOBIAaILHOI 3a thapmakoHarnsag,. firoya
pegakuisi: Dr. Monica Buchberger, Pharm.PhD / Ap.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Motika Byx6eprep, Pharm.PhD. MponoHoBaHa pegakuisi:
Thomas Nisslein, DVM, PhD / Tomac HiccnsiiH, DVM,
PhD. 3miHa KOHTaKTHUX JaHuX YNOBHOBaXeHO! 0cobu
3as1BHVKA, BignoBiga/IbHOI 3a dhapmakoHarnsag
104. | AOPOrE3IK® nnacTup TOB YkpaiHa AHcceH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/1362/01/01
TpaHcAepMaibHWiA, "[DXOHCOH i dapmauesTvka HB 3MiHM | TUny - 3MiH Woo 6e3nekn/edhekTMBHOCTI Ta peyenmom
25 mkr/rog; 1 [bxoHcoH thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
nnacTtump YkpaiHa" MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHSIM
TpaHcAepMasbHW y iHhopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
nakeTi; no 5 nakeTis cuctemi Si
Y KapTOHHIi1 kopobui
105. | AOPOrE3IK® nnacTup TOB YKpaiHa AHcceH Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/1362/01/02
TpaHcaepMasbHUiA, "[I>KOHCOH i $apmaueBTrka HB 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
50 mkr/rog; 1 [XOHCOH hapmakoHarnsgy (iHwi 3MiHK1) - OHOBMIEHHS TEKCTY
nnacTup YkpaiHa" MapKyBaHHS! yNakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
TpaHCAEpPMasTbHUN Y iHchopmauii o0 3a3HaYeHHA OAVHUL BUMIPIOBAHHS Y
naketi; no 5 nakeTis cuctemi S|
Y KapTOHHIi kopobui
106. | AHOPOrE3IK® nnacrtup TOB Ykpaina AHcceH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1362/01/03
TpaHcAepMasibHUIA, "[IXOHCOH i dapmavesTka HB 3MiHM | TUNy - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenmom
100 mkr/rog; 1 L[DKOHCOH hapmakoHarnsgy (iHwi 3MiHK1) - OHOB/IEHHST TEKCTY
nnacTtup YkpaiHa" MapKyBaHHS! yNakoBKU MiKapCbKoro 3acoby 3 BHECEHHSIM
TpaHCAEepPMaTbHUNA Y iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
nakeTi; no 5 nakeTis cuctemi Sl
Y KApTOHHIlA Kopobui
107. | AKOPOrE3IK® nnactup TOB YkpaiHa AHcceH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/1362/01/04
TpaHcAepMasibHWIA, "[DKOHCOH i dapmauesTmka HB 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
75 wmkr/rog, 1 J[KOHCOH hapmakoHarnsagy (iHwi 3MiHK1) - OHOBMIEHHS TEKCTY
nnacTup YkpaiHa" MapKyBaHHS! yNakoBKM iKapCbKOro 3ac00y 3 BHECEHHAM
TpaHcAepMasibHUI y iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBAHHS Y
naketi; no 5 nakeTis cuctemi S|
Y KapTOHHiii Kopobui
108. | EBEPCENT wamnyHb 2% no 25 BEPOC NTA Ipeuis BPOC NTA Ipeuis BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/8776/01/01
mn a6o 60 mn, abo My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenma
120 mny thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHSA TEKCTY
nnacTyKoBoMy MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
donakoHi; no 1 iHhopMaUii WoA0 3a3HAYEHHSA OAUHMLb BUMIPOBAHHS Y
chnakoHy y cuctemi Sl. 3amina po3giny «IpaciyHe ochopmneHHs
KapTOHHIA KopoobLi yNakoBKu» Ha «MapKyBaHHs» B 3aTBeppxeHnx MKHA N3.
3aTBepmkeHo: 'padivHe 0hOpPMNIEHHS YNAaKOBKMN.
Bignosigae HagaHoMmy rpadiuHOMY 306paXeHHH.
3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
3aTBEPAKEHOIO TEKCTY MapKyBaHHSI.
109. | EBEPOJIIMYC- Tabnetky no 10 mr TOB YkpaiHa nepBuHHe, BTOPUHHE Icnanis/ BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/17149/01/03
BICTA no 5 TabneTtok y "®apmaueBTu nakyBaHHs1, KOHTPO/1b Yunni TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3acib. peyenmom
6nictepi; no 6 YHa KOMMaHis SKOCTI, BUMYCK cepii: CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
6nicTepiB y Bicta" CiHTOH Xicnanis, C. 36epiraHHs roToBOro /ikapcbKoro 3acoby (36iNbLUeHHS

KaPTOHHIi KOpoOLii

J1., IcnaHis;

TepMiHy NpuAaAaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUPOBHMNLITBO, TOProBOi YNakoBKW (NiSTBEPMAKYETLCA AAHUMU PeaibHOro
nepBuHHE, BTOPUHHE yacy) 36i/bLUeHHA TepMiHy NpuAaTHOCTI FTOTOBOrO
nakyBaHHs: CiHTOH NikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
Yuni Ntpa., Ymni [0BroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY
yaci: 3arBepKeHo: TepMiH NPUAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH NpUAATHOCTI 3 poku 3MiHK
BHECeHI B IHCTPYKLIitO 719 MeAnYHOro 3actocyBaHHs /13y
p. "TepmiH npuaaTHOCTI". BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB MiCNSA 3aTBEPAKEHHS.
110. | EBEPOJIIMYC- Tabnetkv no 5 wmr, TOB YkpaiHa nepBUHHE, BTOPUHHE Icnanis/ BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/17149/01/02
BICTA no 5 rabneTok y "®apmaueBTu nakyBaHHs1, KOHTPO/1b YUnni TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 6 YyHa KoMnaHisi AKOCTI, BUNYCK cepil: CtabinbHicTb. 3MiHa y TepmiHax npugaTtHocTi abo ymosax
6nicTepiB y Bicta" CiHTOH XicnaHis, C. 36epiraHHsa roToBOro NiKapCbKoro 3acoby (36inbLeHHs
KapTOHHIlA KOpooLi N., IcnaHis; TepMiHy NpuAAaTHOCTI FOTOBOrO NiKapcbKoro 3acoby) - Ans
BMPOGHMLTBO, TOProBoi ynakosku (NiATBEPAXYETLCA fJaHUMW PeasibHOro
nepBUHHE, BTOPUHHE yacy) 36iMbLUeHHs TepMiHy NPUAATHOCTI FOTOBOrO
nakyBaHHs: CiHTOH NiKapcbKoro 3aco6y Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
Yuni Ntpa., Yuni [OBroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY
yaci: 3aTtBepxeHo: TepMiH NpuaaTHOCTI 2 pokn
3anponoHoBaHo: TepMiH NpuaaTHOCTI 3 pokn 3MiHK
BHECEHI B IHCTPYKLIit0 4151 MEeAMYHOr0 3acTocyBaHHA /13 'y
p. "TepMmiH npugaTHocTi". BBeAEHHS 3MiH NPOTArom 6-Tn
MicALIB Nic/1A 3aTBEPAKEHHS.
111. | EBEPO/IMYC- Tabnetkv no 2,5 wr, TOB Ykpaina nepBrHHE, BTOPUHHE Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/17149/01/01
BICTA no 5 TabneTtok y "®apmaueBTu nakyBaHHs1, KOHTPO/1b Yunni TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkuii 3acib. peyenmom
6nictepi; no 6 YHa KOMMaHis SKOCTI, BUMYCK cepii: CTabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
6nicTepiB y Bicta" CiHTOH Xicnanis, C. 36epiraHHs roToBOro /ikapcbKoro 3acoby (36iNbLUeHHs
KapTOHHIA Kopoo6Li N., IcnaHis; TepMiHy NpUAaaTHOCTI FOTOBOrO JliKapCcbkoro 3acoby) - Ans
BUPOGHMLITBO, TOProBOi YNakoBKW (NiATBEPLAKYETLCA AAHUMU PeaibHOro
nepBrHHe, BTOPUHHE yacy) 36iMbLUEeHHA TepMiHy NPUAATHOCTI FOTOBOrO
nakyBaHHs: CiHTOH nikapcbKoro 3acoby Ha OCHOBI MO3UTUBHYX pe3y/bTaTiB
Uuni Ntpa., Yuni [0BrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI y peasibHOMY
yaci: 3arBepxeHo: TepMiH NpuaaTHOCTI 2 poku
3anponoHoBaHo: TepMiH NpuaaTHOCTI 3 PoKn 3MiHK
BHeCeHi B IHCTPYKLIilO A8 MeAnYHOro 3actocyBaHHs 13 'y
p. "TepmiH npugaTHocTi". BBeAeHHs 3MiH NpoTArom 6-v
MicSLIB MicNs 3aTBEPKEHHS.
112. | EBKANINTA nmetano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 6e3 UA/2124/01/01
NnNCcTA naykax 3 BHyTpilIHIM | ®apmaueBTuy dapmaueBTUYHA 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peuyenma
naketom; no 1,5ry Ha habpuka thabpuka "Biona" thapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
hinbTp-nakeTi, No "Biona" MapKyBaHHS yNakoBOK MikapcbKoro 3acoby (n.17) wopo
20 hinbTp-nakeTiB y HaHECEHHS1 TOProBoi Mapku
naywi
113. | EBKANINTOBU | ma3b, no 20 r abo 50 [Op. Taiicc HimeyuunH [Op. Taiicc HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2332/01/01
N BANTIb3AM ry 6aHui; no 1 6aHuj HatypBapeH a HatypBapeH 'M6X, 3MiHM | TUMY - 3MiHW 3 AKOCTI. [0TOBWIA NiKapcbkuii 3aci6. peyenma
BI4 3ACTYAN B KapTOHHIi Kopo6ui M6X HimeyunHa (£03Bin Ha KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
OP.TANCC BUNYCK cepil, napameTpiB cneuudikaLiii Ta/abo AonycTUMUX MexX
BMPOGHULITBO roTOBOrO JlikapcbKoro 3acoby (4oNOBHEHHS cneumdikaLi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Hepo3chacoBaHoi HOBWM MOKa3HWKOM 3 BifiNOBIAHAM METOA0M

npoaykuii, nepuHHe
Ta BTOPWHHE
nakyBaHHs;
BMPOBHULITBO
Hepo3dacoBaHOl
npoayKuii, NnepBrHHe
Ta BTOpPUHHE
nakyBaHHs)

BMNPOGYBaHHS) - loNOBHEHHA cnevudikaLii npy BUMYycKy
HOBWM MOKA3HWMKOM 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHSA «KinbkicHuii aHanis. Kap-3-ex» (0,45-1,35
/100 r); 3MiHK | TUNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKWiA
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMKX MEX
roToBOro Nikapcbkoro 3acoby (BUYy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauis 6apBHMKIB YN CMaKOBUX
[06aBOK)) - BUNYyYEHHA NapameTpa 3i cneyudikadii npm
BUMYCKY «KiNbKiCHWIA aHani3. AKTUBHI iHrpigieHTy
(3aranbHuWii BMIiCT)»; 3MiHU | TUMY - 3MiHW 3 SKOCTi. [OTOBMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa napameTpis cneuudikauiii Ta/abo foNyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHwi 3miHW); PepakuiiiHi
npasku B cneuudikauii MN13, a came B TecTi |geHTMdikauis
(TX Big6buTKN) NEepediopmynoBaHHSA KpUTepIiB
NPUAHATHOCTI 4719 NepeBipKN iAeHTUYHOCTII B cneumdikawii
015 KpaLLoT XapaKTepUCTUKM ieHTUYHICTI, B TeCTy
KinbKicTb HanoBHEHHA (3BaXKyBaHHS) NPOBEAEHHS
KOHTPOJTIO Nif Yac BUPOBHMYOro npouecy Nikapcbkoro
3acoby, B TecTi MikpobionoriyHa ynctota NpoBeAeHHs
KOHTPOJIIO LLloHaliMeHLLe Anst ofHiel cepii Ha pik.
BignoBigHa npumiTka gogaHo fo crneumdikayii npu
BUNycCKy. |HWi peaakuiliHi npaBku € hOpMasibHO
apanTaduieto. 3MiHu | Tuny - 3MiHK 3 iKOCTi. FOTOBWIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO MiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikaLii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHKM) - 3MiHa
napameTpa cneuudikalii npu BUMYCKy 3 «Temneparypa
KpannenagiHHsa» Ha napameTp «rneHeTpavis» (OCKiNbKu
3anpornoHoBaHuii napameTp 6iNbL TOYHO BU3HAYAE
peosoriyHi BNacTMBOCTI Masi); 3MiHu | Tuny - 3miHn 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roToBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnevmdikadii
Ta/abo [oMyCTUMUX MeX roTOBOro MiKkapcbKoro 3acoby
(iHWi 3miHW) - 3MiHa NapameTpa cneuudikauii Ha TepMiH
NPUAATHOCTI 3 «BifJHOCHA IYCTUHAa» Ha napameTp
«neHeTpavis» (OCKifIbku 3anpornoHOBaHW napameTp
6iNbLL TOYHO BM3HAYaE PEOsIorivHi BNacTUBOCTI Masi);
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
roTOBOrO /1iKapCbKOro 3acoby (iHwWi 3miHW); 3amiHa
napameTpa B cneyudikauii Ha TEPMiH NPUAATHOCTI
«KinbkicHuii BMicT. EBKaslinToBa onis (B nepepaxyHKy Ha
1.8 unHeon)» Ha napameTp «KinbkicHuii aHanis. 1,8 -
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

LyHeon», 6e3 3MiH KpMTepiiB NPUIAHATHOCTI: +10% Big
noyaTKoBOro 3HavyeHHs; 3MiHu | TMny - 3MiHW 3 AKOCTI.
[oTOBWI1 NiKapCbkuMii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHK) - 3amiHa napameTpa B cneumdikaii Ha
TepMiH npugatHocTi «KinbkicHuiA BMICT. Onisi cCOCHOBOT
XBOi» Ha napameTp «KifbkicHWi1 aHani3. Kap-3-eH» 6e3
3MiH KpMTepiiB NpUitHATHOCTI: £10% Bif NOYaTKOBOrO
3Ha4eHHs; 3MiHu | Tuny - 3miHK 3 akocTi. [oToBWMiA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa napameTpis cneuudikaliii Ta/abo foNyCTUMUX MEX
rOTOBOrO JliKapCbkoro 3acoby (iHwi 3miHW) - 3MiHa y
cneumaikalii npy BUNYCKY MeX BMICTY aHasliTU4HOro
Mapkepa A5 eBkaninTosoi onii-1,8-unHeony BiANOBIAHO
[0 moHorpadpii EP. EBkaninToBa onisi, 3 ypaxyBaHHSAM
KOHUEHTpaLii eBKaninToBoi 0/1ii B roTOBOMY NPOAYKTI,
3anpornoHOBaHO: KiNbKiCHWI aHani3 1.8-uyHeosn MiHiMym
5.25 1/100r; 3miHu | TMRY - 3MiHK 3 SIKOCTi. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y meTodax BUNPOGYBaHHS FOTOBOTO JiKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOOYBaHHSA) - 3MiHa Y 3aTBEPMAXEHNX METOAAaX
BUNPOBYBaHHA /19 3a6e3neyeHHss NpaBUILHOrO
BU3HAYEHHSA BMIiCTY aKTMBHOI PEYOBWHN B FOTOBOMY
NpoAYyKTi, B CTaHAAPTHOMY PO34MHI 3aMiCTb cneuundivHol
AN cepii onii XBoi COCHOBOI GyAe 3aCTOCOBaHWIA
aHaniTMyYHUiA Mapkep kap-3-eH. BHeceHi pegakuiiHi
npaskv A0 ONMcy MeToay.

114.

E3OMENPA30
Nn-Mb

niodpinisat gns
pO34nHYy A5 iH'EKUIl
no 40 mr; 1 donakoH
3 niogpinizatom y
nauuj 3 KapToHy

M.BioTek
Nimiten

Benuvka
BputaHis

_IMMAKY 1
NANPCAVIEHCINI
MPAUBIT NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnaay (iHwi 3MiHW) - BHECEHHA 3MiH 10 po34iny
«MapkyBaHHA» MK#A J/13. 3anponoHosaHo: MAPKYBAHHA

3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS

TEKCTY MapKyBaHHS yNakoBK/ NikapcbKoro 3acoby 3

BHECEHHAM iHthopMaLii LLOAO 3a3HAYEHHS OANHULD
BVMIipIOBaHHSA y cuctemi Sl. BBeieHHS1 3MiH NpoTArom 6-u

MicsILiB MicNs 3aTBEpPKEHHS

3a
peyermom

UA/17324/01/01

115.

E3OMENPA30
N-®APMEKC

niodpiniszat gns
pO34nHy Ans

iH eKUili Ta iHQy3il,
no 40 Mr y chnakoHi
no 1 cpnakoHy y
nauui

TOB
"®APMEKC
reymn

Ykpaina

TOB "®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM rOTOBOTO J1iKAPCbKOro 3acoby (BMyYEHHS
ynaKkoBKU MeBHOro po3mipy)

BunyyeHHs ynakoBku no 40 Mr y chiakoHi 3 MapkyBaHHAM
YKPaiHCbKOK MOBOIO; N0 1 chiakoHy Y KOHTYPHIl
YapyHKOBIli yNakoBLj; M0 1 KOHTYPHIl YapyHKOBI ynakoBLi
B MayLi 3 MapKyBaHHSAM YKPaiHCbKOK Ta POCiCbKO0
MOBaMu, 3 BiNOBIAHUMM 3MiHAMM A0 PO34iay «YnakoBka».

3a
peyernmom

UA/15738/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHU BHECEHI B IHCTPYKLiIO 4719 MEANYHOIO 3aCTOCYBaHHSA
N3y p. "YnakoBka" (BUTyYEHHS YNakoBKW NEBHOIrO
po3mipy).
BBefeHHs1 3MiH NpoTArom 6-x MicAUiB micns
3aTBEPAKEHHS.

116. | ENAMNPA3A KOHLeHTpaT Ans LWaviep Ipnangis BiANOBIAaIbHNI 3a IpnaHgjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13360/01/01

po3unHy Ans dapmacbloTika BMMycK cepii: LLaiiep 3MiHM | TUny - 3MiHK 3 AkocTi. A®L. BupobHuuTBO. 3MiHa peyenmom

iHdpy3iiA, 2 mr/mn; no n3 lpnaHgis dapmacbioTikan3 BUPOGHMKa BMUXIAHOrO/MPOMIXXHOIrO NpoAyKTy/peareHTy, LWo

3 My chrakoHi; no Nimiteq Ipnangisa Niviteq, BMKOPUCTOBYHOTLCS Y BUPOBHMYOMY npoueci Adl, abo

1 donakoHy B
KapTOHHIlA KOpooLi

3MiHa BMpPOGHMKa (BK/IHOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudiikaTa BignoBiAHOCTI EBpONENCHKIn hapmakonei y
3aTBEPAXEHOMY [OChE)(3MiHN 40 3aX0AiB, MOB'A3aHUX 3
KOHTposniem A®l, abo foaaBaHHA AiNbHUL, Ae
NpPOBOANTLCS KOHTPOb/BUNPOGYBaHHSA Cepii) — BBEAEHHS
[0[aTKOBOI AibHULI, BiANOBIAA/IbHOI 3a BipycHe
TecTyBaHHsa ansa New Workind Cell Bank — Baxter AG
Benatzkygasse 2-6 1221 Vienna Austria; 3miuu | Tuny -
3MmiHu 3 gKocTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeCi
BMpobHUUTBa AP| (He3HAYHA 3MiHa Y npoLeci
BMpO6HMLTBA API) HE3HAYHI 3MiHM B MPOLECi
BMPOGHMLTBA : BBEAEHHSA HOBOI cepii ans Working Cell
Bank Ne500058443; 3MiHu | Tuny - 3MiHu 3 AKkoCTi. ADI.
Brpo6HMLUTBO. 3MiHK B npoueci BupobHuutea Ad|
(He3HauHa 3miHa y npoueci BUpobHuyTBa AdI) - He3HaYHiI
3MiHM [0 cepefoBuwa ans npurotysaHHa Working Cell
Bank; 3miHu | Tuny - 3miHn 3 AkocTi. A®l. BupobHmuTBO.
3miHu B npoueci BUpo6HuuTBa A®| (He3HayHa 3miHa y
npoueci BUpo6HuMLUTBa A®I) - HE3HAUHI 3MiHM B NPOLECi
Bmpo6HuuTBa Working Cell Bank, wo BkntoyaioTb
36ibLUEHHS KiJTbKOCTI MOKO/IHL Ta HanNpaLbOoBaHKX
hNakoHiB; 3MiHn | TNy - 3MiHK 3 AKoCTi. AdI.
Brpo6HMLUTBO. 3MiHM BUNpo6yBaHb abo A0MYCTUMUX MEX
y npoueci BUpo6bHuuTBa AdI, Lo BCTaHOBEHI Y
crneundikalisx (4ogasaHHA HOBOro BUNpPobyBaHHA Ta
[ONyCTUMMX MEX) - AoAaBaHHS KTITUHHOT NiHii CHO
3aMmicTb KNiTUH Hela Ans TecTyBaHHSA CTOPOHHIX areHTiB y
n. 3.2.S.2.4.Control of critical steps and intermediates.;
3MiHn | TURY - 3MiHK 3 aKocTi. APl. BUpobHWULTBO. 3MiHN
BMNpPOGYyBaHb abo AOMYCTVMUX MEX Y NPOLECi
BMpo6HUUTBA APl L0 BCTAHOB/EHI Y cneuudikavisx
(oofaBaHHs HOBOTO BUMPOBYBaHHA Ta AONYCTUMUX MEX) -
OofasaHHsa BuUnpobysaHHs MVM (Minute Virus of Mice)
0151 TeCTyBaHHSA CTOPOHHIX areHTiB y n. 3.2.S.2.4.Control
of critical steps and intermediates.; 3MiHu | TUny - 3MiHK 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHM BUNpPOGyBaHb abo
LOMyCTUMMUX MeX Y npoueci BUpobHuutea A®l, 1o
BCTaHOB/EHI Yy cneuymndikayisx (BUyYEHHS HECYTTEBOTO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMNpOGYyBaHHS) — Buy4YeHHs metogy PERT (Product
enhanced reverse transcriptase) Ans TecTyBaHHs
CTOPOHHIX areHTiB y n. 3.2.S.2.4.Control of critical steps
and intermediates.; 3MiHu | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHM BUNpo6YyBaHb abo A0MYyCTUMUX MEX
y npotieci Bupo6HuuTea A®I, Lo BCTAHOBNEHI Y
cneumdikauisix (BUTy4eHHsI HECYTTEBOIO BUNPOOYBaHHS) -
BW/TYYEHHS KNiTUH Hela ons TecTyBaHHS CTOPOHHIX areHTiB
y n. 3.2.S.2.4.Control of critical steps and intermediates
117. | ENI®OP Tabnetkn Mdpaiizep CLIA Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/14972/01/01
NPOIOHIOBaHoT Aji Eliu.Ci.Mi. nepBuHHE Ta IpnaHgis 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 100 mr no 14 Kopnope/iLH BTOPVHHE NaKyBaHHS, thapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHuX
TabneTok y 6nictepi; KOHTPO/b AKOCTI: AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
no 2 6nictepu B Mdpaiizep IpnaHgis y3arasibHeHUX AaHux nNpo cuctemy dpapmakoHarnsmy,
KapTOHHI Kopoobui dapmacbioTikans, 3MiHa YNOBHOB&XeHOI 0Co6M, BiANOBIAA/IbHOI 3a
IpnaHgis; MepBuHHe 3piicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
Ta BTOPVHHE thapmakoHarnsgy 3asaBHuka A1 34iACHEHHS
nakyBaHHs, BUMYCK hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
cepii: Mdpaiizep YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
MeHtohekyypuHr hapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo
[Joinuneng MrmoéxX, 3MiHW Y PO3MILLEHHI MacTep-gaiina cuctemmn
HimeuunHa hapmakoHarnsgy) -3MiHa ynoBHOBaXeH0I 0co6u
3as1BHUKA, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnagy: ditova pegakuis - dpaHcyasa Jyma-
CinnaH/ Francoise Dumas-Sillan. NponoHoBaHa pegakuis -
Bap6apa [le bepHapgi/ Barbara De Bernardi. 3miHa
KOHTaKTHMX JaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANoBiAa/IbHOI 32 3AjICHEHHSA hapmakoHarasay
118. | ENI®OP TabneTtku Mcpaiizep CWA Bupo6bHMLTBO, Ipnangis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14972/01/02
MPOJIOHroBaHoI fji Eiiu.Ci.Mi. nepBuHHE Ta HimeuunHa 3MiHM | TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 50 mr no 14 Kopnope#iuH BTOPWHHE MaKyBaHHS, dhapmakoHarnsgy. BeegeHHsa abo 3miHM [0 y3arasibHEeHNX
Tabnetok y 6nictepi; KOHTPO/b SAKOCTI: LaHux nNpo cuctemy hapmakoHarnsgy (BBeAeHHs
no 2 6nictepu B Mdpaiizep IpnaHgis y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,
KapTOHHI KopoobLi dPapmacbioTikans, 3MiHa YNOoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
IpnaHgis; MepBuHHe 3AilicHeHHA hapMakoHarnsy; KOHTaKTHoOT ocoou 3
Ta BTOPVHHE hapmakoHarnsgy 3asiBHUKa Ans 34iACHEHHA
nakyBaHHs, BUMYCK hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
cepii: Mcpaiizep YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
MeHoeKUypUHT hapmakoHarnsay (Bkayarum KOHTaKTHI AaHi) Ta/abo
Hoiuneng MmoéxX, 3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
HimeyunHa hapmakoHarnsgy) -3miHa ynoBHOBaXKeHOI 0cobu
3asBHMKA, BiANOBIAALHOI 38 34iiCHEHHS
thapmakoHarnagy: ditova pefakuisa - ®dpaHcyasa dyma-
CinnaH/ Francoise Dumas-Sillan. MNponoHoBaHa peakLis -
Bap6apa [le bepHapgi/ Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iicHEHHSA dapmakoHarnsgy
119. | EZIOKOM® Masb 0,1 % no 15r OpraHoH LLIBeliuapi LLepiHr-Mpay /1a6o Benbris BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasis: 3MiHu | 3a UA/6293/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
abo 30ryTy6i; no 1 CeHtpan lct A H.B. TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
Ty6i y KApPTOHHiIl M6X Ta/abo agpecy 3asiBHMKA (B/lacHUKa peecTpaviliHoro
KopoobLi nocBig4eHHs) 3MiHa HaliMeHyBaHHA Ta afipecy 3asiBHYKa.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS
120. | E/IOKOM® nocbiioH 0,1 % no OpraHoH Lseviyapi | Pamap MoHpeanb IHK. KaHaga BHECEHHS 3MiH [0 peecTpaLiiHnx maTtepiasis: 3MiHn | 3a UA/6293/03/01
30 My donakoHi- CeHtpan lct A UMy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
KpanensbHuui; no 1 m6X Ta/abo agpecy 3asiBHMKA (B/lacHWKa peecTpaviliHoro
chnakoHy y nocBeifyeHHs) 3MiHa HaliMeHyBaHHA Ta afpecy 3asBHYKa.
KapTOHHIA Kopoo6Li BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
121. | EIOKOM® kpem 0,1 % no 15r OpraHoH LLiseiiuapi LWepinr-Mnay Na6o Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/6293/02/01
abo 30 ry Ty6i; no 1 CeHTpan Ict A H.B. TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
Ty6i y KAPTOHHiIl m6X Ta/abo aapecy 3asiBHMKA (BlacHMKa peecTpaviliHoro
Kopoobui nocBeifyeHHs) 3miHa HaliMeHyBaHHSA Ta afpecy 3asBHYKa.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
122. | EMETOH PO3YMH ANS iH'EKLIN, TOB "HIKO" YkpaiHa KOHTpO/b, BUMYCK Ykpaina/ BHECEHHS 3MiH 40 peecTpayiiHnx maTtepianis: 3miHu | Tuny 3a UA/13447/01/01
2 mr/mn; no 2 mn cepii: TOB "HIKO", Ipeuis - 3MiHM Woa0 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy peyenmom
abono 4 mns YKpaiHa; (IHLWi 3MiHK) -
amnyni; no 5 amnyn HeposdacoBaHuii BHECEHHS 3MiH [0 po34iny «MapkyBaHHsa» MKA N3:
y nauuii 3 KapToHy NPOAYKT, NepBUHHA 3arBepakeHo: TeKCT MapKyBaHHs MEPBUHHOIT Ta
ynakoBKa, BTOPUHHA BTOPVHHOT ynakosku /13.
ynaKoBKa, KOHTPO/Ib: 3anponoHoBaHo: 3rifiHO 3aTBEPAXKEHOr0 TEKCTY
OEMO CA MapkyBaHHA. OHOBNEHHS TEKCTY MapKyBaHHs ynaxkoBKu
DPAPMACBHIOTIKAN niKkapcbKoro 3acoby 3 BHECEHHAM iHchopMmalii Lwoao
IHOACTPI, Ipeuis 3a3HavyeHHs OAMHULL BUMIPIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPMAXKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Yy TepMiHax
npuaaTHoCTi abo ymoBax 36epiraHHs roToBOro Nikapcbkoro
3acoby (36iNbLUeHHA TepMiHY NPUAATHOCTI FOTOBOro
NiKapcbKoro 3acoby) - 151 TOproeoi ynakoBKu
(NigTBEPAXKYETLCA AaHUMN peasibHOro Yacy) - 36inbLIeHHS
TepMiHy npugatHocTi M'N3: 3aTeepaKeHo: TepMiH
NPUAATHOCTI — 2 POKK.
3anponoHoBaHo: TepMiH npuaaTHOCTi — 2,5 poku. 3MiHn
BHECEHIi B IHCTPYKLIito 411 MeMYHOro 3acTocyBaHHA /13 y
p. "TepmiH npuaaTtHocTi". BBeAEHHS 3MiH MPOTArOM 3-X
MicSLB MiCNs 3aTBEPAKEHHS.
123. | EHEMA-CE/MA | po34uH peKTasibHUiA, XimiuHO- ITanis XimiyHo- ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/16016/01/01
OOHOPA3OBA | 16r/6r1,n0o 120 mny | capmaueBTny thapmavneBTUYHa 3MiHM | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
KMISMA dhnakoHi; no 1 Ha na6oparopis "A. hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10 po34iny
donakoHy 3 nab6opartopis Cenna" c.p.n. “ MapkyBaHHs” MKA N3. 3anponoHosBaHo: MAPKYBAHHSA
NnN1acTNKOBOKO "A. Cenna" 3rifHO 3aTBEpPA)KEHOr0 TEKCTY MapKyBaHHs. OHOB/IEHHS
KPWILLIKOIO 3 c.p.n. TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby 3
KaHtoner y BHECEHHAM iHthopMmaLii LLOAO 3a3HAYEHHS OANHULb

KapPTOHHI ynakoBLi

BMUMIpIOBaHHs y cuctemi Sl. BBegeHHs1 3MiH NpoTArom 6-tm
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

MicsILiB MicNsi 3aTBEPAKEHHS

124.

EHTEPO®YPU
ne

CyCneHsis opasibHa,
200 wmr/5 mn; no 90
My chriakoHi; no 1
onakoHy 3
n1acTMKOBOO
NIOXKOI0-[103aTOPOM
Y KapTOHHIi1 kopobui

BocHanek a.a.

BocHis i
l'epuerosu
Ha

BocHanek .4

BocHis i
epuerosuH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHW | TMNy - 3MiHK 3 SKOCTI. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEeHHS 40AATKOBOI
LiNbHUL BUPOBHULITBA A/181 YACTUHN ab0 BCbOro
BMPOBHMYOrO NPOLLECY FOTOBOIO JiKapCbKOro 3acoby (iHLi
3MiHN). BBeAEHHSA 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBepXeHHs. CynyTHS 3MiHa - 3MiHK 3 iKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynopoBasibHNI
3aci6 (iHwWi 3miHK) -MNepeHeceHHs BUPOBGHMLTBA pigKMX Ta
HaniBTBEpPAMX NiKapcbknux hopm 3 BUPOOHUYOT AinbHNLI 1
Ha BUPOOHUYY AifIbHULIO 2, WO po3TalloBaHa 3a TiE X
camoto agpecoto. K HacnifoK 3MiHM MicLA BUPOGHMLTBA
He3HayHa 3MiHa po3mipy BTOPUHHOI ynakoBku. BBegeHHs
3MiH NPOTArom 6-Tu MICALB NicNA 3aTBEPAXEHHS. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa po3mipy cepii (BK/o4aroum giana3oH
pO3Mipy cepii) roToOBOro NikapcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOPIiBHSAHO i3 3aTBEPAXKEHM PO3MIPOM) -
MepeHeceHHsA BUPOOHMLTBA PiAKUX Ta HaniBTBEPAUX
nikapcbknx hopmM 3 BUPOOHNYOT AiNbHULI 1 Ha BUPOOHUYY
AiNbHMLIO 2, Lo po3TalloBaHa 3a TIE X Camoto afpecoto.
Ak HacNigoK 3MiHM MicLA BUPOGHULTBA, 36iMbLUEHHS
po3mipy cepii N3 i3 750 n, wo Bignosigae 8334 dnakoH
[0 2000 n, wo Bignosigae 22222 dnakoHam.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a
peyenmom

3a

UA/1991/02/01

UA/14931/01/01

125.

EMINEH

PO34MH A5 iH'EKLN,
0,3 Mr/go3y po3unH
ons iv‘exuin, 0,3
Mr/go3y; no 2 mn
po3unHy y
nonepeAHbL0
HarnoBHEHiIN pyuyLy;
no 1 nonepegHL0
HarnoBHEHiIN pyyL B
Ty6i; no 1 Ty6i B
Kopo6Li 3 KapTOHY

MEJA AB

LBeuis

€BpogiiHc Biothapma
MpogakT TecTiHr,
[JaHis (komnaHis, wo
Bignosigae 3a
npoBefeHHs
KOHTPOSIO SIKOCTI );
MEJA ®apma Mm6X
eHp Ko. KT,
HimeuumnHa (BUPOGHUK,
BignoBigabHWiA 3a
BUNYyCK cepil);
MepigiaH Megikan
TekHonoaxmc, IHK.,
CLWA (B1p0o6HUK,
BiANOBIAaIbHNI 3a
BMPOGHMLTBO
Hepo3dghacoBaHOl
npoaykuii (migrotoska,
acenTnyHa
pinbTpavis,
HarnoBHEHHS Ta

[aHis
HimeyunHa
CWA
Higepnanan

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y MeTogax
BUNPOBYBaHHA rOTOBOTO MiKapCbKOro 3acoby (HesHayHa
3MiHa y 3aTBepAKEHNX MeToAax BUNpobyBaHHs) -
He3HauHi 3MiHV Y 3aTBEpAXXeHiii MeToAuLj BUNPOGYBaHHSA
3a NOKa3HMKOM «BMmicT HaTpito meTabicynbity» (lon
chromatography). 3minu | Tuny - 3MiHK 3 siKOCTi. FOTOBWIA

nikapcbknii 3aci6. KOHTPOb roTOBOTO NikapcbKoro 3acoby.

3MmiHa y meTogax BUNpobyBaHHSA roTOBOrO /liKapCbKOro
3aco6y (iHwWi 3MiHM y MeToAax BUNpobyBaHb (BKIHOYatoun
3amMiHy abo [OMOBHEHHS)) - BBeAeHHS anbTepHaTUBHOIO
HaniBaBTOMaTWYHOrO MeToAy BUNPoOyBaHHA 3a
NOKa3HUKOM «®PYHKLiOHA/IbHICTb>» (3 BUKOPUCTAHHAM
aBTOMaTM30BaHOro CTeHAY BUNPOOYBaHHS
hyHKLioHan1bHOCTI RothGreaves)

peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

yKynopka)); MepigiaH
Megikan
TekHonoaxuc, IHK.,
CLUA (Bnpo6GHUK,
BiANOBIgaIbHMI 3a
TECcTyBaHHS Ta
KomniekTaujt); MMe
B.B. (MaHydhakTypiHr
MekemxnHr dapmaka),
HigepnaHgm
(anbTepHaTUMBHUI
BUPOBHUK,
BignoBiga/IbHWiA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
MMN® B.B.
(MaHychakTypiHr
MekemxnHr dapmaka),
HigepnaHngu
(BUPOGHNK,
BiNOBIgabHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
POW-OENBTA M'mbX
eHpg Ko. KT,
HimeuunHa
(anbTepHaTMBHUI
BMPOGHMUK,
BiANOBIgaIbHUI 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
dapm/lor dapma
NoricTuk Mm6X,
Himeyunna
(anbTepHaTUMBHUI
BUPOBHUK,
BignoBiga/IbHWiA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
dapwm/lor Papma
NopxicTik TM6X ,
HimeuunHa
(anbTepHaTMBHUI
BUPOGHUK,
BiNOBIgabHWIA 32
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)

126.

ENINEH

PO34MH A5 iH'EKLIN,

MEZA AB

Lseuis

MM B.B.

Higepnangm

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTtepiais:

UA/14932/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
FOHIOP 0,15 mr/go3y; no 2 (MaHychakTypiHr HimeuunHa 3MiHM | TUMY - 3MiHW 3 SKOCTI. [0TOBWIA NiKapcbkuii 3aci6.
M/T PO3YUHY Y MekempxuHr ®apmaka), CLIA KOHTPO/b rOTOBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
nonepeAHL0 HigepnaHgm BMNPOGYBaHHS rOTOBOIO JliKapCbKoro 3acoby (HesHayHa
HarnoBHEHIN pyuyLy; (BUPOGHNK, 3MiHa y 3aTBEpPMKEHNX MeTofax BUNpobyBaHHs) -

no 1 nonepegHLo
HanoBHEHI pyuLi B
Ty6i; no 1 Ty6i B
KOpOOGLIi 3 KAPTOHY

BiANOBIgaIbHMI 3a
MapKyBaHHS Ta
BTOPVIHHY YNakoBKy);
€BpogiHc Biodhapma
MpogakT TecTiHr,
[JaHis (komnaHis, wo
Bignosigae 3a
npoBefeHHs
KOHTPOJO SIKOCTI);
MEZOA ®dapma M'm6X
eHp Ko. KT,
HimeuunHa (BUPOGHUK,
BiANOBIgaIbHMI 3a
BUMNYCK cepii);
MepigiaH Megikan
TekHonoaxuc, IHK.,
CLWA (B1pO6HUK,
BignoBiga/IbHMIA 3a
BMPOBHULITBO
Hepo3dacoBaHOl
npoaykuii (marotoska,
acenTnyHa
inbTpauis,
HarnoBHEHHA Ta
yKynopka)); MepigiaH
Megikan
TekHonogxmc, IHK.,
CLA (B1pOGHUK,
BiNOBIgabHWIA 32
TecTyBaHHA Ta
KomMmnnekTauito); MMNo
B.B. (MaHydakTypiHr
MekemxnHr dapmaka),
Higepnavaun
(anbTepHaTuBHUIA
BMPOGHMUK,
BiANOBIgaIbHMI 3a
MapKyBaHHS Ta
BTOPVIHHY YNakoBKy);
POLW-AENBTA I'M6X
eHp Ko. KT,
Himeyunna
(anbTepHaTMBHUI
BUPOBHUK,

He3HauHi 3MiHW y 3aTBEpAXeEHIili MeToAMLi BUNPObyBaHHS
3a NOKa3HMKOM «BMmicT HaTpito meTabicynbdity» (lon
chromatography); 3miHu | TUny - 3mMiHK 3 AKoCTi. FOTOBUIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapcbKoro 3acooby.
3MiHa y meToax BUNPOGYBaHHS FOTOBOTO JiKapCbKOro
3aco6y (iHWi 3MiHM Yy MeTogax BUNpobyBaHb (BKIHOHAKUN
3amiHy abo f0MOBHEHHS)). BBeeHHA a/ibTepHaTUBHOIO
HaniBaBTOMaTUYHOro MeToAy BUNpobyBaHHSA 3a
NOKa3HUKOM «DYHKLiOHAIbHICTb» (3 BUKOPUCTaHHAM
aBTOMaTW30BaHOr0 CTeHAY BUNPOOYBaHHS
dyHKUioHanbHOCTI RothGreaves)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BignoBiga/bHWiA 3a
MapKyBaHHS Ta
BTOPUHHY YMakKoBKY);
dapwm/lor Papma
Norictuk M'M6X,
HimeuunHa
(anbTepHaTMBHUI
BUPOGHUK,
BiNOBIgabHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
Papm/lor dapma
Norictnk T'mM6X,
HimeuunHa
(anbTepHaTuBHUIA
BMPOGHMUK,
BiANOBIgaIbHMI 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)
127. | ENIPYBIUWH - PO34MH ANA iH EKLi, MicTpan AHrnis AxTasic Itanisa C.n.A., ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/14658/01/01
BICTA 2 mr/mn no 5, aéo Kenitan ITanis; CingaH ®apma 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
10, a6o 25, abo 50, MeHemKMeHT C.p.N, thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po3ainy
a60 100 mny Nimiten “MapkyBaHHs" MKA N13: 3anponoHoBaHo: MAPKVPOBKA
thnakoHi, no 1 CornacHo yTBepxaeHHOMY TEKCTY MapKUpPOBKM.
donakoHy B OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
KapTOHHIlA KOpooLi 3aco6y 3 BHECEeHHSAM iHthopMaLlii LWoA0 3a3HauYeHHs
OAVHULb BMMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NpOTSArom 6-TM MicALiB Nic/1A 3aTBEPAKEHHS.
128. | ENIPYBIUWH- PO34UH A5 iH'EKLLA TeBa I3painb dapmaxewmi b.B. HigepnaHnaun BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11806/01/01
TEBA abo iHQysiNn, 2 dapmaLeBTika 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
mr/mn no 5 mn, aéo n lHpacTpi3 hapmakoHarnsaay (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY
10 mn, a6o 25 mny nTa. MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHSIM
chnakoHi; no 1 iHhopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
donakoHy B cuctemi Sl Ta yHitbikauis BUKnageHHs TekCTy (Hanpuknag
KapTOHHIlA KopooLi iHcbopmauii "Cepis:", "Oo:", "P.IM. Ne"). 3amiHa po3ainy
«["padhiuHe ohopMIEHHS YNakoBKM» Ha po3gin
«MapkyBaHHsA» MK# /13: 3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHs.BBeeHHS 3MiH
NpoTArom 6-x MicAUIB Mic/1A 3aTBEPKEHHS
129. | EPA3SABAH Kpem, 100 mr/1 r no JenbTa LLieiiuapi [eHppoH BpeHac Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/9636/01/01
2rabono5ry Ty6i; Megiken A Nimiten BputaHis - AOMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
no 1 1y6i B MpomoyLIH3 agpecu Micus NpoBaKEHHS AisiNIbHOCTI
KapTOHHIlA KopooLi Al BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

BK/IOYAOUM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a AKY
BiANOBiAAae BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK Cepiid)
- 3MiHa Ha3BW BUPO6HMKa 13, 6e3 3MiHn Micus
BMPO6HMUTBA. 3MiHM BHECEHO B IHCTPYKLitO 4715
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MeAMYHOro 3acTOCYBaHHA LWOAO HaliMeHyBaHHS
BMPOGHMKA 3 BifNOBIAHUMM 3MiHAMM Y TEKCTi MapKyBaHHS
ynakoBKW nikapcbKoro 3acoby (BeefeHHsA 3MiH NpoTarom 6
MicsILiB Micns 3aTBepAKEHHS)
130. | EPOTEKC ANA | Tabnetku, BKPUTI CninbHe YkpaiHa AkTasic J1T4. ManbTa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/15460/01/01
YO/OBIKIB N1iBKOBOIO YKparHCbKO- 3MiHM | TUny - 3MiH Woo 6e3nekn/edhekTMBHOCTI Ta peyenmom
obonoHkoto, no 50 icnaHcbke thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHS TEKCTY
mr no 1 a6o 4 nianpreMcTBO MapKyBaHHS yNakoBKW fikapcbkoro 3acoby. BeegeHHs
Tabnetkv y 6nictepi; "CMEPKO 3MiH NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPIAXKEHHS
no 1 6nictepy y YKPAIHA"
KapTOHHI nayui
131. | EPOTEKC ANA | Tabnetku, BKpUTI CninbHe YkpaiHa AkTasic J1T4. ManbTa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15460/01/02
YO/OBIKIB NNiBKOBOIO YKpaiHCbKO- 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO10, N0 100 icnaHcbke hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
mrno 1 a6o 4 nignpMeEMCTBO MapKyBaHHS! yNakoBKW slikapcbKoro 3acoby. BeeaeHHs
Tabnetku y 6nictepi; "CMEPKO 3MiH NPOTArom 6-Tu MiCALIB MicNA 3aTBEPIKEHHSA
no 1 6nictepy y YKPAIHA"
KapTOHHIW nayui
132. | EPYMNHIN TabneTkv No 2 Mr no neHmapk IHais "neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14981/01/01
10 TabneTok y PapmacboTUK dPapmacbloTUKan3 3MiHM | TUNy - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenmom
6nictepi; no 3 ans fita. nrga. thapmakoHarnsgy. BeegeHHs abo 3MiHN J0 y3arasibHEHUX
6nictepn B AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHi KOpO6L y3araslbHeHNX faHux Npo cucteMy dpapmakoHarnagy,
3MiHa yNOBHOBaXXEHOT 0CO6MU, BiANOBiga/IbHOI 3a
3AilicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
hapmakoHarnisagy B YKpaiHi, SKLLO0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTakTHI AaHi) Ta/abo
3MiHM Y PO3MiLLLEHHI MacTep-giaiisia cuctemu
thapmakoHarnsgy) - 3miHa ynoBHOBaXeHOi 0co6u
3asBHVKa, BiANOBiAabHOI 3a thapmakoHarnsg,.
MponoHoBaHa pegakuis: YTe XodHep / Ute Hoeffner.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6y,
BiANOBIAa/IbHOI 3a hapmakoHarnsa. BeefeHHA KOHTaKTHOT
0C06U YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapmMakoHarnag B YkpaiHi.
MponoHoBaHa pefakuis: MameToBa [liHa HissiBHa. 3miHa
KOHTaKTHUX JAaHWX KOHTaKTHOI 0CO6U YNMOBHOBaXKEHOT
0co6u 3asBHKKa, BiANOBIAANLHOI 3a hapmakoHarnsg B
YkpaliHi. 3MiHa MicLs 34jiACHEHHSI OCHOBHOT AiIbHOCTi 3
hapmakoHarisgy. 3miHa MicLe3Haxo4KeHHs MacTep-
haiina cuctemu chapmakoHarnagy
133. | EPYMHIN TabneTtky no 4 mr no neHmapk IHais nenmapk IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14981/01/02
10 TabneTok y dapmacbloThK dapmacboTVKan3 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nictepi; no 3 ans ita. nra. thapmakoHarnagy. BeegeHHs abo 3miHWM [0 y3arasibHeHUX

6nicTepu B
KapPTOHHI KOpooLii

AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHs
y3araJibHeHNX fJaHNX Npo cUcTemy drapmakoHarnsgy,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3MiHa YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3AilicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, SKLW0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknyaroum KOHTakTHI AaHi) Ta/abo
3MiHW Y PO3MILLEHHI MacTep-daiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaxeHoi ocobu
3a8BHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: ¥YTe XodHep / Ute Hoeffner.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsa. BeefeHHA KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0C06VM 3asBHMKa, BifANOBiga/IbHOT 3a
hapmMakoHarnag B YKpaiHi.

MponoHoBaHa pefakuis: MameToBa [liHa HissiBHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6K YNOBHOBAXEHOT
ocobu 3asBHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsj, B
YkpaliHi. 3MiHa MicLsi 34jiACHEHHSI OCHOBHOT AisiIbHOCTi 3
hapmakoHarnsgy. 3miHa MicLe3HaxoKeHHs MacTep-
chaiina cuctemu chapmakoHarnsgy

134.

EPYNHIN

TabneTkv no 8 Mr no
10 TabneTok y
6nictepi; no 3
6nicTepu B
KapTOHHIA KopoobLi

neHmapk
PapmMacboTUK
ans Jita,.

IHais

neHmapk
PapmacboTVKan3
nra.

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3mMiHM 0 y3arasibHEHNX
AaHux nNpo cuctemy thapmakoHarnsgy (BBeAeHHS
y3araslbHeHNX JaHnxX nNpo cucTemy dapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOT 0co6Mu, BiANOBIJabHOI 3a
3[iiCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 415 34iACHEHHS
thapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bk/Iovatoum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsigy) - 3mMiHa ynoBHOBaXeHOI 0cobu
3aABHMKa, BiANOBiAabHOI 3a hapMakoHarnsag,.
MponoHoBaHa pepfakuis: ¥YTe XodHep / Ute Hoeffner.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapMakoHar/isa. BBeaeHHS KOHTaKTHOT
0Co6M YNOBHOBAXEHOI 0CO6U 3as1BHKKA, BifnoBigaibHOI 3a
thapmakoHarnsg B Ykpaii.

MponoHoBaHa pepakuis: MameToBa [jiHa HissiBHa. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT
ocobu 3asBHUKA, BIANOBIAA/IbHOI 3a hapmakoHarnsag, B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
thapmMakoHarnagy. 3miHa MicLe3HaxoKeHHA MmacTep-
thaiina cuctemu chapmakoHarnsgy

3a
peyermom

UA/14981/01/03

135.

ECKY3AH®
KPAMN/I

Kpansi opasibHi no
20 My donakoHi 3

KpanensHuueto; no 1

ecnapma
m6X

HimeyunH
a

dapma BepHirepoge
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TNy - 3MiHK 3 AKOCTi. A®l. BUpO6HMLTBO. 3MiHN B
npoueci BupobHuuTea AP| (HesHayHa 3MiHa y NpoLeci

6e3
peyenma

UA/0217/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
chnakoHy B BMPOGHMLTBA ADI) -
KapTOHHilA KopooLi 3MiHa BHOCUTBLCSA Y 3B’A3KY 3 OTPUMAHHSM Bif, BUPOOHUKaA
A®| feTanizoBaHOi BUPOOGHMYOT IHCTPYKLT CTOCOBHO
napameTpiB Ta BUKOPUCTaHHA 06nagHaHHsA. BnacHe
BMPOGHMYMIA NPOLIEC HE 3MIHIOETHLCS
136. | ECMEPOH® PO34NH A1 iH'EKLIN, Mepk Wapn i LLiseiiuapi Bupo6HuuyTso in bulk, | Higepnanan BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | 3a UA/7719/01/01
10 mr/mn; no 5 mn Joym IAEA A nepBUHHE/BTOPUHHE / TUny: AOMiHICTpaTUBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo | peyernmom
(50 mr) y donakoHi; m6X nakyBaHHs1, KOHTponb | HimeuyunHa/ afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
no 10 chnakoHis y AKOCTI Ta BUNyck cepii: | CrnoBayunHa noceigyeHHs). 3MiHa Ha3BW 3aABHUKA BiAMOBIAHO A0
KapTOHHIA Kopoo6Li H.B. OpraHoH, piLLEHHS KOMMNaHIT Ta yTOYHEHHS afpecy 3asiBHVKa AN
Higepnangu; npuBeAeHHs y BiANOBIAHICTb O OHOB/IEHOIO BUTATY 3
Bupo6HuuTBO in bulk, Toprosoro PeecTpy kpaiHu 3asBHVKa. BBegeHHs 3miH
nepBUHHE NakyBaHHS npoTArom 6-Tn MicALiB Nicns 3aTBepPMAKEHHS. 3MmiHa
Ta KOHTPO/1b AKOCTI: 3asiBHUKA (BN1aCHMKa PeeCTpaLiiiHOro nocBig4yeHHs) (3rigHo
Cirdbpig, XamenbH Hakady MO3 Big 23.07.2015 Ne 460). BBeeHHs 3MiH
M6X, HimeyunHa; NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
AnbTepHaTUBHUIA
KOHTPO/b AKOCTI:
XamesibH pfac a.c.,
CnosavunHa
137. | ECTPOXXE/b refib 4Nsi MicLLeBoro BeseH Benbris Jendapm [dporeH60oc Benbris BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 3a UA/4120/01/01
3acTocyBaHHs, 0,6 Xenckea CA CA TUNy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHSsI peyenmom
mr/r;no80ry Ta/abo agpecun micus NPoBaKEHHS AiSNbHOCTI
donakoHi 3 BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
[03ylo4nm BK/IHOYA0UN AiNbHULI BUNYCKY cepii abo micue
npUCcTpoeM; no 1 NpoBefeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
donakoHy B BiANOBIAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
KapTOHHIl KopooLi 3MiHa Ha3BM Ta agpecu BupobHuka M3, 6e3 3miHu Micus
BMPOOGHMLUTBA. 3MiHVM BHECEHO B IHCTPYKLitO 415
MeAMYHOr0 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHA Ta
MiCLLe3HaxoMKEHHS BUPOOHMKa i3 BIANOBIAHUMU 3MiHAMN Y
TEKCTi MapKyBaHHS1 YNakoBKW JIIKApCbKOro 3acoby.
138. | E®CTAT TabneTku, BKpUTI MpAT Ykpaina xeHedhapm CA, Ipeuis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17530/01/01
nNiBKOBOIO "®apmaueBTun 3MiHK | TURy - 3MiHK WoAao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, M0 80 yHa chipma hapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHST TEKCTY
Mr no 14 TabneTok y "fapHuus" MapKyBaHHS1 yNakoBKU MiKapCbKoro 3acoby 3 BHECEHHSIM
6nicTepi; no 2 iHchopmauii LLOA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHS Y
6nictepu B nauuj cuctemi Sl. TepmiH BBeAEHHS 3MiH NpoTSArom 6 Micsiuis
nicns 3aTBepaKeHHs
139. | E®CTAT TabneTku, BKpUTI MpAT Ykpaina IxeHnecbapm CA Ipeuis BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 3a UA/17530/01/02
MN/1iBKOBOIO "®apmaveBTu 3MiHM | TUny - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO10, N0 120 yHa chipma hapmakoHarnsgy (iHwi 3MiHK1) - OHOBMIEHHSI TEKCTY
Mr no 14 Tabnetok y "AapHnus” MapKyBaHHS! yNakoBKM iKapCbKOro 3ac00y 3 BHECEHHAM
6nicTepi; no 2 iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBaHHS Y
6nictepu B nauui cuctemi Sl. TepmiH BBeeHHSA 3MiH NPOTArom 6 MicsiLis
nicns 3aTBepAkeHHs
140. | XXOBYOIlHHU 36ip, no 50 r y nayui MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianis: 6e3 UA/2476/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
" 3BIP 3 BHYTPILLUHIM dapmaueBTny dapmaueBTUYHA 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
naketom; no 1,5ry Ha habpuka thabpuka "Biona" thapmakoHarnagy (iHwi 3MiHK) - 3MiHK A0 N. 17 «lHwe>»
hinbTp-nakeTi; no "Biona" TeKkcTy MapKyBaHHS: BHECEHHS rpadiyHoi Ta TeKCTOBOI
20 dhinbTp-nakeTiB y iHhopMawuii LWoao ToproBoi Mapkw, nig sikot byae
nayui peanizyBartucs nikapcbkuii 3acio
141. | 3ANIACTA® Tabnetkv no 2,5 mr KPKA, o.4., CnoseHis KPKA, a.4., Hoso Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/12069/01/01
no 7 TabneTtok y Hoso mecTo MecTo, CroBeHis; CnoBeHis 3MiHW | TUMy - aAMiHICTPaTVBHI 3MiHU. BunyyeHHs peyenmom
6nictepi; no 4 abo KPKA, Monbwa Cn. BUPOGHMYOT AiNbHULL (BKIHOYaoUN AinbHUL Ana Adl,
no 8 6nictepis y 3.0.0., Monbla NPOMIXXHOro MPOAYKTY abo roToBOro NikapcbKoro 3acoby,
KapTOHHIA Kopoo6Li AiNbHULI ANA NPOBeAEeHHS NakKyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUMYCK CEpil, MicLie NPOBeAEHHS
KOHTPO/IIO cepi) abo nocTavasibHNKa BUXigHOro
marepiany, peareHTy abo AOMNOMIXHOI peHOBVHYM (SKLLO
3a3HaYeHo Y JOCbE) - BUSTYYEHHSI BUPOOHMYOT AiNbHULL
onsa A®l onansaniHy Mylan Laboratories Limited, India.
3anuwunn 3aTBepaxeHoro Bupo6Huka Krka, d.d., Novo
mesto, Slovenia, W0 BUKOHYE Ti cami pyHKLUIT, WO i
BUAYYEHWUIA. 3MiHW | TUNY - 3MiHK 3 AKoCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOGHUKA BUXiZHOrO/NPOMIKHOMO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(BkNtOYaOUN, fe HeobxiaHO, MicLe NPOBEAEHHS KOHTPO/IO
AKocTi) AdI (3a BiACYTHOCTI cepTudikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMy A0CbE)(iHLi
3MiHW) - BBEAEHHS KOHTPaKTHOro B1po6Huka Topharman
Shandong Co., Ltd, China an1s BUpo6HULITBA NPOMIXHOro
npoaykTy onaHsaniHy WIPS. BeegeHHs 3MiH npoTsirom 6-
TV MicsILiB Mic/si 3aTBEPAKEHHS.
142. | 3AJIACTA® TabneTtky no 5 mr no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/12069/01/02
7 TabneTok y HoBo mecTO mecTo, CrnoBeHis; MonbLa 3MiHW | TURY - aAMiHICTPaTWBHI 3MiHW. BunyyeHHs peyenmom

6nicTepi; no 4 abo
no 8 6nictepis y
KapTOHHI KopoobLi

KPKA, Monbwa Cn.
3.0.0., MonbLa

BVMPOGHMYOI AinbHUL (BKIHOYatoUMN AinbHuui ansa Adl,
NPOMIXHOro NPoAyKTy abo rotToBoro nikapcbKoro 3acoby,
AiNbHULI ANA NpoBeAeHHS NakyBaHHS, BUPOOHMKA,
BiANOBIA&/ILHOrO 3a BUMYCK CEpIii, MicLie NPOBeAEeHHS
KOHTPO/IH0 cepii) abo nocTavasibHYKa BUXIgHOTO
MaTtepiany, peareHTy abo 4OMOMDKHOI PEYOBMHU (SIKLLLO
3a3HayeHo y JOCHE) - BUYUYEHHA BUPOOHUYOT finbHULL
ons A®l onansaniHy Mylan Laboratories Limited, India.
3anmwmnnu 3aTeepaxeHoro BupobHuka Krka, d.d., Novo
mesto, Slovenia, WO BUKOHYE Ti cami pyHKLUIT, WO i
BUYYEHUIA. 3MiHW | TUNY - 3MiHK 3 sKoCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NPOMIKHOrO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci ADl, abo 3miHa BUpOGHMKA
(BKOYatOUM, Ae HeobXiAHO, MicLe NPOBEAEHHSI KOHTPOSIO
AKoCTi) AP (3a BiACYTHOCTI cepTuddikarta BiAnNoBiAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHOMY A0Cke)(iHLi
3MiHW) - BBEAEHHS1 KOHTPaKTHOro B1po6Huka Topharman




105

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Shandong Co., Ltd, China gnsi BUpo6HULITBA MPOMIXXHOIO
npoaykTy onaHsanivy WIPS. BBefieHHS 3MiH NpOTArom 6-
TV MicsiLiB Nicns 3aTBEPAKEHHS.

143.

SANNACTA®

TabneTkun no 7,5 mr
no 7 TabneTok y
6nictepi; no 4 abo
no 8 6nicTepiB y
KapTOHHIlA KOpooLi

KPKA, 8.4,
HoBo mecTo

CnoBeHis

KPKA, a.4., Hoso

mecTo, CroBeHis;

KPKA, Monbwa Cn.
3.0.0., Monbwa

MonbLwa
CnoBeHisi

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHK | TNy - aAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYatoumn AinbHuui ansa Adl,
NPOMIKHOro NPoAyKTy abo roToBOro JlikapcbKoro 3acoby,
OiNbHULI 4NS NPOBeAEeHHS NakyBaHHS, BUPOOHUKA,
BiANOBIA&/IbHOrO 3a BMUMYCK Cepii, MiCLie NPOBeAEHHS
KOHTPO/IH0 cepii) abo nocTavasibHUKa BUXigHOTO
mMaTtepiany, peareHTy abo 4OMNOMDKHOI PEYOBMHU (SIKLLLO
3a3HaYeHo y A0CLE) - BUTYUYEHHS BUPOBGHWNYOT AiNbHULL
ons A®l onansaniHy Mylan Laboratories Limited, India.
3anuwmnu 3aTeepxeHoro supobHuka Krka, d.d., Novo
mesto, Slovenia, Wo BMKOHYE Ti cami pyHKLUiT, WO i
BUYYEHUIA. 3MiHW | TUNy - 3MiHK 3 AkocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO
NpoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BKOYatoUm, e HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIIO
akocTi) A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMy A0Che)(iHLi
3MiHW) - BBEZleHHS KOHTPAKTHOro BUpo6HMKa Topharman
Shandong Co., Ltd, China gns BMpo6HMLTBa NPOMIXXHOrO
npoaykTy onaHsaniHy WIPS. BBefeHHs 3MiH npoTsrom 6-
TV MiCcAILIB NicNs 3aTBEPAKEHHS.

3a
peyenmom

UA/12069/01/03

144.

SANACTA®

Tabnetkv no 10 mr
no 7 TabneTtok y
6nictepi; no 4 abo
no 8 6nictepis y
KapTOHHIlA KopoobLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KPKA, MonbLa Cn.
3.0.0., Monblua

CnoBeHis
Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHK | TUNY - aaMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AiNbHUL (BKIHOYaOUN AinbHULI Ana Adl,
NPOMDKHOro NPoAYKTy abo roToBOro slikapcbKoro 3acoby,
AiNbHUL AN NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpild, MicLie NpoBeAEeHHS
KOHTPO/IIO cepii) abo nocTavasibH1Ka BUXigHOro
matepiasy, peareHty abo AONOMIKHOI PEYOBUHM (AKLLO
3a3HaYeHO Y JOCbE) - BUSTYYEHHS] BUPOOHNYOT AiNbHULL
ans A®l onansaniHy Mylan Laboratories Limited, India.
3anuwunu 3aTeepaxeHoro Bupo6bHuka Krka, d.d., Novo
mesto, Slovenia, W0 BUKOHYE Ti cami pyHKLUIT, WO i
BUAYYEHWUIA. 3MiHW | TUNY - 3MiHK 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOGHUKA BUXiAHOrO/NPOMIKHOMO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKa
(Bkntovatouu, fe HeobXigHO, MicLie NPOBEAEHHS KOHTPOJIIO
AKocTi) AP (3a BiACYTHOCTI cepTuddikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMy A0CbE)(iHLi
3MiHW) - BBE[,EHHSA KOHTPaKTHOro BUpo6HMka Topharman
Shandong Co., Ltd, China gn1s BUpo6HMLITBA NPOMIXHOro
npoaykTy onaHsaniHy WIPS. BBefeHHs 3MiH npoTsirom 6-

3a
peyernmom

UA/12069/01/04
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

TV MicSILiB Mic/si 3aTBEPAKEHHS.

145.

3AJIACTA®

Tabnetku no 15 mr
no 7 TabneTok y
6nicTepi; no 4 abo
no 8 6nictepis y
KapTOHHI Kopobui

KPKA, o.4.,
HoBso mecTo

CnoBeHis

KPKA, a.4., Hoso

mecTo, C/noBeHis;

KPKA, Monbwa Cn.
3.0.0., MonbLwa

CnoBeHisi
Monbwa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TUMy - aAMiHICTPaTWBHI 3MiHU. BunyyeHHs
BVMPOGHMYOI AinbHUL (BKIHOYatoumn AinbHuui ansa Adl,
NPOMIXHOro NPoAyKTy abo rotoBoro fikapcbKoro 3acoby,
AiNbHULI ANnA NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBIA&/ILHOrO 3a BUMYCK CEpIi, MicLie NpoBeAEeHHS
KOHTPO/IH0 cepii) abo nocTavasibHyKa BUXIGHOTO
mMaTtepiany, peareHTy abo AONOMDKHOI PEYOBMHU (SIKLLLO
3a3Ha4YeHo y AOCbE) - BUTyUYEHHS BUPOGHMYOT AiNbHUL
ons A®l onansaniHy Mylan Laboratories Limited, India.
3anmwmnnu 3aTeepaxeHoro BupobHuka Krka, d.d., Novo
mesto, Slovenia, Wo BUKOHYE Ti cami yHKLUT, LLO i
BUYYEHUIA. 3MiHM | TUNY - 3MiHK 3 AKoCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPOOHUKA BUXiAHOrO/NPOMIKHOrO
NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci ADl, abo 3miHa BUpOGHMKA
(BKOYaKOUM, Ae HeobXiAHO, MicLe NPOBEAEHHSI KOHTPOSIIO
akocTi) AP (3a BigcyTHOCTI cepTudcpikaTta BiANOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaXeHOMyY A0Cke)(iHLi
3MiHW) - BBEAEHHS KOHTPAKTHOro BUpo6HuKa Topharman
Shandong Co., Ltd, China gnsi BUpo6HULITBA MPOMIXHOIO
npoaykTy onaHsanivy WIPS. BBefeHHS 3MiH NPOTArom 6-
TV MicsiLiB Nicnsi 3aTBEPAKEHHS.

3a
peyenmom

UA/12069/01/05

146.

SANNACTA®

TabneTku no 20 mr
no 7 TabneTok y
6nictepi; no 4 abo
no 8 6nictepiB y
KapTOHHIl KopooLi

KPKA, 8.4,
HoBo mecTto

CnoBeHis

KPKA, a.4a., Hoso

mecTo, CrnoBeHis;

KPKA, MonbLwa Cn.
3.0.0., Monbwa

CrnoseHis
MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHK | TUNY - aAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI AinbHNL (BKIHOYatoumn AinbHuui ansa Adl,
MPOMIKHOIo NPoAykTy abo roToBOro /likapCcbKoro 3acoby,
OiNbHULI ANS NPOBEAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BMUNYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/IH0 cepii) abo nocTavasibHUKa BUXigHOrO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBMHU (SIKLLLO
3a3HayeHo y A0CLE) - BUTYUYEHHS BUPOBGHNYOT AiNbHULL
onsa A®l onaHsaniHy Mylan Laboratories Limited, India.
3anuwmnnu 3aTeepxeHoro BupobHuka Krka, d.d., Novo
mesto, Slovenia, Wo BMKOHYE Ti cami cpyHKLUiT, WO i
BUYYEHUIA. 3MiHW | TUNy - 3MiHK 3 AKocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOMO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BKOYatouM, e HeobXiAHO, MicLe NPOBEAEHHS KOHTPOSIO
akocTi) A®I (3a BigcyTHOCTI cepTucpikata BiANOBIAHOCTI
€Bponelicbkiil hapmakonei y 3aTBepAXeHOMy A0Che)(iHLi
3MiHW) - BBEZ@HHS KOHTPaKTHOro BUpo6HMKa Topharman
Shandong Co., Ltd, China gns BMpo6HMLTBA NPOMIXXHOrO
npoaykTy onaHsaninvy WIPS. BBefeHHS 3MiH NpOTArom 6-
TV MiCSILIB NicNs 3aTBEPAKEHHS.

3a
peyenmom

UA/12069/01/06

3ANACTA® Q-

TabneTku, Wo

KPKA, 8.4.,

CnoBeHis

KPKA Monbwa Cn. 3

CnoBeHisi

BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepiasis:

3a

UA/12069/02/01

147.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TAB® ancnepryloTsca B HoBso mecTo 0.0., Monbla; KPKA, MonbLa 3MiHM | TUMy - aAMIHICTPaTVBHI 3MiHU. BuniyyeHHs peyenmom
POTOBI NOPOXHWHI, 4.4., HoBo mecTo, BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,
no5mrno7 CnoBeHis NPOMIXXHOro NPoAYKTY abo roToBOro AikapcbKoro 3acoby,
TabneTok y 6nictepi; AiNbHULI A8 NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
no 4 aéo no 8 BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
6nictepiB y KOHTPOSIH0 cepii) abo nocTavasibHMKa BUXIGHOTO
KapTOHHI KopoobLi marepiany, peareHTy abo AOMNOMiKHOI peYOBVHYM (SKLLO
3a3HayeHo y JOCHE) - BUYUYEHHA BUPOOHUYOT finbHULL
ana A®l onansaniny Mylan Laboratories Limited, India;
3MiHM | TUny - 3MiHK 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BUXIAHOrO/MPOMIXKHOIr0O NpoAyKTy/peareHTy, LWo
BMKOPWCTOBYIOTbCA Y BUPOOGHMYOMY npoLieci APl abo
3MiHa BUPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEpAKEHOMY A0ChE)(iHLWi 3MiHN) - BBEAEHHS
KOHTpakTHoro BupobHuka Topharman Shandong Co., Ltd,
China gns BUpO6HULITBA MPOMIXKHOIO NPOAYKTY
onaxsaniHy WIPS. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs.
148. | 3ANIACTA® Q- TabneTku, Wo KPKA, o.4., CnoBeHis KPKA Monbuwa Cn. 3 CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/12069/02/02
TAB® ancnepryoTsca B HoBso mecTo 0.0., Monbla; KPKA, MonbLua 3MiHW | TUMy - aAMiHICTPaTVBHI 3MiHU. BunyyeHHs peyenmom
POTOBI NOPOXHWHI, 4.4., HoBo mecTo, BUPOGHMYOT AiNbHUL (BKIHOYaOUN AinbHULI Ana Adl,
no7,5mvrno7 CnoBeHis NPOMIXXHOro MPoAYKTY abo roToBOro AikapcbKoro 3acoby,
TabneTok y 6nictepi; AiNbHULI ANA NPOBeAEeHHS NakKyBaHHS, BUPOOHMKa,
no 4 aéo no 8 BiANOBIAa/IbLHOrO 3a BUNYCK CEpild, MicLie NPOBeAEHHS
6nictepiB y KOHTPO/IH0 cepii) abo nocTavasibHMKa BUXIGHOTO
KapTOHHIA Kopoo6Li marepiany, peareHTy abo AOMNOMIKXHOT pEHOBVHYM (SKLLO
3a3HaYeHo Y JOCbE) - BUSTYYEHHS] BUPOOHMYOT AiNbHULL
ons A®l onansaniHy Mylan Laboratories Limited, India;
3MiHW | TUny - 3MiHK 3 SKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BMUXIAHOrO/MPOMIXXHOIrO NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoteci Adl, abo
3MiHa BMpPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudiikaTa BignoBiAHOCTI EBpONeENCHKIn hapmakonei y
3aTBEpAKEHOMY A0CkE)(iHLWi 3MiHN) - BBEAEHHS
KOHTpakTHoro BupobHuka Topharman Shandong Co., Ltd,
China gns BUpO6HULITBA MPOMIXXHOIO NPOAYKTY
onaxsaniHy WIPS. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs.
149. | 3ANIACTA® Q- Tabnetku, Wo KPKA, o.4., CnoBeHis KPKA Monbuwa Cn. 3 CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/12069/02/03
TAB® aucnepryroTbes B HoBo mecTO 0.0., Monbwa; KPKA, Monbwa 3MiHK | TUNY - aaMiHICTpaTUBHI 3MiHW. BunyyeHHs peyenmom

POTOBI NOPOXHWHI,
no 10 mrno 7
TabneTok y 6nictepi;
no 4 a6o no 8
6nicTepiB y

4.4., HoBo mecTo,
CnoBeHis

BUPOBHMYOT AiNbHUL (BKIKOYaOUN AinbHULI Ana Adl,
NPOMIKHOro NPoAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHUL AN NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpild, MicLie NPOBeAEHHS
KOHTPO/IH0 cepi) abo nocTayvasibH1Ka BUXigHOro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

KapTOHHI KopoobLi

marepiany, peareHTy abo 4OMNOMiKXHOI PEYOBVHYM (SKLLO
3a3HayeHo y JOCHE) - BUYUYEHHA BUPOOHUYOT finbHULL
ana A®l onansaniHy Mylan Laboratories Limited, India;
3MiHM | Tuny - 3MiHK 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BMXIAHOrO/MPOMIXKHOIr0O NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYIOTbCA Y BUPOOHMYOMY npoLieci APl abo
3MiHa BMPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEpPAKEHOMY A0CLE)(iHLWi 3MiHN) - BBEAEHHS
KOHTpakTHoro BupobHuka Topharman Shandong Co., Ltd,
China gns BUpO6HULITBA MPOMIXKHOIO NPOAYKTY
onaxsaniHy WIPS. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs.

150.

3ANACTA® Q-
TAB®

TabneTku, o
AncnepryoTbes B
POTOBI NOPOXHWHI,
nol1l5mrno 7
TabneTok y 6nictepi;
no 4 a6o no 8
6nictepiB y
KapTOHHIA KopoobLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

KPKA Monbwa Cn. 3
0.0., Monbwa; KPKA,
A.4., HoBo mecTo,
CnoBeHis

CnoBeHis
MonbLwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:
3MiHW | TUMy - aAMiHICTPaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKIHOYaOUN AinbHUL Ana Adl,
NPOMDKHOro NPOAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHULI ANnA NpoBeAeHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUMYCK CEpili, MiCLie NPOBEeAEHHS
KOHTPO/IIO cepi) abo nocTavasibH1Ka BUXigHOro
marepiany, peareHTy abo AOMNOMIXHOT pEYOBVHYM (SKLLO
3a3HaYeHo Y JOCbE) - BUSTYYEHHS] BUPOOHMYOT AiNbHULL
ans A®l onansaniHy Mylan Laboratories Limited, India;
3MiHM | TUny - 3MiHK 3 aKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BMUXIAHOrO/MPOMIXXHOIrO NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCA Y BUPO6HMYOMY npoteci AdDl, abo
3MiHa BMpPOGHMKa (BK/IHOYaoum, e HeobXigHo, micue
npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudiikaTa BignoBiAHOCTI EBpONeENCHKIn hapmakonei y
3aTBEpMKEHOMY A0CkE)(iHLWi 3MiHN) - BBEAEHHS
KOHTpakTHoro BupobHuka Topharman Shandong Co., Ltd,
China gns BUpO6HULITBA MPOMIXXHOIO NPOAYKTY
onaxsaniHy WIPS. BBefeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs.

3a
peyermom

UA/12069/02/04

151.

3ANACTA® Q-
TAB®

TabneTku, o
ancnepryoTbes B
POTOBI NOPOXHWHI,
no 20 mrno 7
TabneTok y 6nictepi;
no 4 a6o no 8
6nictepiB y
KapTOHHI KopoobLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

KPKA Monbwa Cn. 3
0.0., Monbuwa; KPKA,
4.4., HoBo mecTo,
CnoBeHis

CnoBeHis
Monba

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis:
3MiHK | TUNY - aaMiHICTpaTUBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AiNbHUL (BKIHOYaOUN AinbHULI Ana Adl,
NPOMDKHOro NPoAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHUL AN NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpild, MicLie NpoBeAEeHHS
KOHTPO/IIO cepii) abo nocTavasibH1Ka BUXigHOro
matepiasy, peareHty abo AONOMIKHOI PEYOBUHM (AKLLO
3a3HaYeHO Y JOCbE) - BUSTYYEHHS] BUPOOHNYOT AiNbHULL
ans A®l onansaniHy Mylan Laboratories Limited, India;
3MiHM | TUny - 3MiHK 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa
BUPOGHMKa BMUXIAHOrO/MPOMIXKHOrO NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCS Y BUPO6HMYOMY npoueci APl abo

3a
peyernmom

UA/12069/02/05
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHa BMPOGHMKa (BK/THOYaouM, e HeobXigHo, micue
npoBeAeHHsA KOHTPOo AkocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTI EBponelickkili hapmakonei y
3aTBEpPAKEHOMY A0CLE)(iHLWi 3MiHN) - BBEAEHHS
KOHTpakTHoro BupobHuka Topharman Shandong Co., Ltd,
China gns BUpO6HULITBA MPOMIXKHOIO NPOAYKTY
onaxsaniHy WIPS. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs.
152. | BAMEKCEH PO34MH ANA iH ek MpuBaTtHe YkpaiHa MprBaTHE akLioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/15163/01/01
50 mr/ma no 2 mn B akuioHepHe TOBapuCTBO "“Jlekxim- 3MiHM | TUny - 3miHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa y peyenmom
amnyni, no 10 TOBapucTBO Xapkis" napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
amnyn B naui, abo "Jlekxim- BM3Ha4YeHUX y cneyudpikauisx Ha Adl, abo
no 5 amnyn B Xapkis" BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
6nictepi, no 2 BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
6nicTepn y nauuj, (BUNYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTi (Hanpuknag,
abono5wmnB BWJ/TyYEHHS 3aCTapifioro nokasHuka)); CynyTHs 3MiHa -
amnyni, no 5 amnyn 3MiHU 3 AKkocTi. ADL. KoHTposib APl 3miHa y meTofax
B nauuj, abo no 5 BMNpobyBaHHs APl abo BMXigHOrO MaTepiany/npomMiKHOro
amnyn B 6nictepi, no npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLLECi
1 6nicTtepy y navui 3 BUpo6HULUTBa AP| (HE3HAYHI 3MIHM Y 3aTBEPIKEHUX
KapToHy MeToAax BUNPOGyBaHHS) - BUTyYeHHs 3i Cneuudikauii /
MeTopiB BUNpoOyBaHHSA KOHTPO/Ib 3a NOKa3HMKOM "Baki
MeTann” ana APl ETMAMeTUArigpoKCMNipuanHy CyKLMHATY
153. | BACNOKININB | 36ip, no 50 r abo no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/2195/01/01
WA 3BIP Ne2 75 ry nayui 3 dapmaneBTUY $PapmaneBTUYHA 3MiHM | TUMy - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta peyenma
BHYTPILLHIM Ha thabpuka habpuka "Biona" hapmakoHarnagy (iHwi 3MiHn) - 3MiHK 0 N.17 «lHwe»
naketom; no 1,5ry "Biona" TekcTy MapKyBaHHS: BHECEHHS rpadhiyHoi Ta TeKCToBOI
PiNbTP-NakeTi; No iHchopMmaLii npo ToproBy mMapky, nig, sikowo 6yae
20 hinbTp-nakeTiB y peanizyBatucs nikapcbkuii 3aci6
nayui
154. | 3BIPOBOIO TpaBa no 50 r abo MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2126/01/01
TPABA no 75 r y naykax 3 PapmaLeBTny PapmaLeBTUYHa peyenma
BHYTDILLHIM Ha"q)_a6p‘|’|”(a habpuka "Biona” 3MIHM | TUNY - 3MiHK LWOAO0 6e3nekn/eddeKTUBHOCTI Ta
nakeTom; no 1,5ry Biona thapmakoHarnaay - 3MiH1 BHECEHi B TEKCT MapKyBaHHs
(pinbTp-nakerti; no YNaKoBOK NiKapCbKOro 3acoby (M.17) LWoA0 HAHECEeHHS
20 Cb!l'Ipr-I'IaKETIB y TOProBoi MapKu
nauui
155. | 3UBOKC pO34uH ANs iHQY3il, NeANIEP CLUA ®peseHiyc Kabi Hopre YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a UA/1969/02/01
2 mr/mn; no 300 mn IHK. AC 3MiHM | TUMY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6. peyenmom

B cuUcTemi Ans
BHYTPILLHEOBEHHOTO
BBe/leHHs; no 1
cMCTeMi B ynakoBLj 3
NamiHoBaHoI
honbru; no 100 mn
B cuUcTemi Ans
BHYTPILLUHLOTO

Cuctema KoHTelHep/3akynoptoBasibHuiA 3aci6. 3miHa y
NepPBUHHI yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (iHwi
3MiHW) - BHECEHHS 3MiH 10 MaTepianiB peecTpauiiHoro
nocke (p. 3.2.P.2.4. Ta 3.2.P.7.), a came 3MiHN B cuctemi
ynakosku Freeflex: nogaetbcsi nepsuHHa naiska tuny A,
BUroToB/IeHa 3 noninponisneny (PP) 3 BUKOPUCTaHHAM
e3hTanaTHoro katanisaropy, ans iHdysiliHoro nakeTty
Freeflex, BHacnigok 3miHM B BUPOGHMYOMY NpoLEeCi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BBEJEHHS; Mo 1 BMIOTOB/IEHHS CMPOBUHM Nnoninponineny (PP) y
cucTeMi B ynakoBLi 3 BMPOBHULTBI NNiBKM TUNY A ANs iHQY3iliHOT cnuctemm
namiHoBaHoil Freeflex (3MiHeHO npoLec cMHTe3y NoiNPonineHy 3
honbru BVMKOPVCTaHHSAM KaTaslisatopy, Lo He MiCTUTb doTaniatu). Y
cknagi cuctemmn ynakosku Freeflex He Big6ynoch 3mMiH.
3anponoHoBaHo: MepBuHHA NiBka TUMNY A iHAY3iiiHOro
cuctemu Freeflex, BurotosneHa 3 noninponineny 3
BUKOPWUCTaHHAM 6e3diTanaTHoro kataaisaropa
156. | 30/1ALMNA KOHUeHTpaT ans ToBapucTBO 3 YkpaiHa TOB "dapmigesn” NaTB.is BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13408/01/01
NPUroTyBaHHS o0bMexeHot 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
pO34unHy ans BiANoBiAa/bHI hapmakoHarnsgy (iHwi 3MiHK1) - OHOBMIEHHS TEKCTY
iHcpysiiA, 4 mr/5 mn, cTio "POKET- MapKyBaHHS! yNakoBKU MiKapCbKOro 3acoby 3 BHECEHHAM
no 5 mn 'y chakoHi; PAPM" iHhopMaUii LLoA0 3a3HAYEHHSI OAMHUL BUMIPIOBaHHS Y
no 1 a6o no 4, a6o cuctemi Sl. TepmiH BBeeHHS 3MiH NPOTArom 6 MicsiLis
no 10 chnakoHis y nicns saTBepmakeHHs
nayli 3 KapTOHY
157. | IBPAHC Kancynu no 75 mr, MNOAN3EP CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15747/01/01
no 7 kancyny EI7IH.CI.I‘IVI. MeHtodhekuypuHr peyenmom
Gnictepi; o 3 KOPTIOPENLL Doitunenn TMEX 3MiHM | TUNY - 3MiHK WOAO 6e3nekn/eddeKTUBHOCTI Ta
Gnicrepn y i H thapmakoHarnsgy. BeegeHHs a6o 3MiHM [0 y3arasibHeHUX
KapTOHHiiA KOpoGL [laHnX Npo cucTemy chapmakoHarnagy (BBeAeHHs
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,
3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa AN1s1 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO0 BOHa BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsay (Bkayarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-dhaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0co6U
3asBHMKA, BiANOBIAANLHOI 38 34iiCHEHHS
dhapmakoHarnsgy: MponoHoBaHa pefakuis: bapbapa e
BepHappai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
34ificHeHHs chapmakoHarnsgy
158. | IBPAHC kancynu no 100 wmr, MNOAN3EP CLWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/15747/01/02
no 7 kancyny EVIH.CI.I‘IVI. MeHoheKIypUHT peyenmom
Gnictepi; no 3 KOPTIOPENLL Doiunens TmMEX 3MiHM | TNy - 3MiHK WO0 6e3nekn/edpeKTMBHOCTI Ta
6nictepu y H

KapTOHHI KOpoOLyi

dhapmakoHarnsgy. BeegeHHsa abo 3mMiHM 0 y3arasibHeHNX

AaHvx Npo cuctemy thapmakoHarnsgy (BBefeHHs

y3ara/ibHeHNX JaHnx nNpo cuctemy dapmakoHarnsgy,

3MiHa YNoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3AilicHeHHA hapMakoHarnsay; KOHTaKTHOT ocoou 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXeHOi 0cobK, BiANOBifa/IbHOT 3a 3AiIICHEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

thapmakoHarnagy (BKIouyatum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3as1BHMKA, BifnoBiga/IbHOI 3a 34jiCHEHHST
thapmakoHarnaay: MNponoHoBaHa pefakuis: bapbapa [e
BepHappi/ Barbara De Bernardi. 3MmiHa KOHTaKTHUX JaHUX
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBigaIbHOI 3a
3[iliCHEeHHs1 hapMakoHarisay

159.

IBPAHC

Kancynu no 125 wr,
no 7 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

NOAVIZEP
ENY.CLIL.
KOPMOPEILL
H

CLUA

Mdpaiizep
MeHtodekuypuHr
[oiuneng Tm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:

3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeefgeHHsa abo 3mMiHM 0 y3arasibHeEHNX
AaHvx nNpo cuctemy thapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX JaHnxX nNpo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0co6U, BiANOBIAabHOI 3a
3[iicCHEHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa 4115 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BifgMiHHA Bif,
YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (Bkovatum KOHTaKTHi AaHi) Ta/abo
3MiHM Y PO3MILLEHHI MacTep-ghaiina cuctemm
hapMakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT 0CO6U
3as1BHYKA, BignoBigabHOI 3a 34iACHEHHS
dhapmakoHarnsgy: MponoHoBaHa pefakuis: bapbapa e
BepHappi/ Barbara De Bernardi. 3miHa KOHTaKTHUX JaHUX
YMOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMnoBigabHOT 3a
34iicHeHHs chapmakoHarnsgy

3a
peyermom

UA/15747/01/03

160.

IBYNPOM A/151
LITER

CyCneHsisi opasibHa,
no 100 mr/5 mn no
100 mn, 150 mn abo
200 M1y h1aKoHi;
no 1 cpnakoHy y
KOMNeKTi 3i
LINPULOM-
fo3aTopom no 5 mn
B KapTOHHIi Kopo6Lyi

tOHina6, Mn

CLUA

Brpo6HMLTBO,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepii roToBOro
nNiKapcbKoro 3acoby:
Papmacbeppa
MaHydekuypiH, C.J1.,
Icnanis;
Brpo6HMLTBO,
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepii roToBOro
nNiKapcbKoro 3acoby:
[endapm bnagen
B.B., HigepnaHgu;
KoHTposb sikocTi (3a

Icnanis/
HigepnaHnaun
/

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHK 3 SKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3miHM y
BUPOBHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOrO BYPOGHNYOTO
fpoLecy roToBoro Nikapcbkoro 3acoby (AinbHUUA Ans
BTOPWHHOTO NakKyBaHHs) - BBeAEHHS AOAATKOBOI AinbHULL
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BiANoBigasIbHOT 3a BTOPUHHE nakyBaHHsA: Egedapm C.J1.,
IcnaHisi. BBeeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS. 3MiHN | T1ny - 3MiHK 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUpO6GHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI AibHULi BUPpOOHULTBA AN
YyacTvHy abo BCbOro BUPOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NEPBUHHOMO
nakyBaHHs) - BBE,eHHSA A0AATKOBOT AiNbHULL
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BiANOBiAa/IbHOT 38 NepBUHHE NakyBaHHA: Egedapm C.J1.,
IcnaHisi. BBeieHHsA 3MiH NPOTArom 6-Tu MicsiLiB nicns

6e3
peyenma

UA/15878/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BUHATKOM 3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. [0TOBMIA
Mikpo6ionoriyHoro nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3amiHa abo
KOHTPO/10), BUMYCK BBEAEHHA A0AAaTKOBOI AiNIbHULI BUPOBGHULTBA AN5
cepii rotoBoro 4acTUHM abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
NPOAYKTY: nikapcbKoro 3acoby (AiNbHULS, Ha AKili NpoBOAATLCSA OyAb-
dapmanigep, C.A., AIKi BUPOGHMYI cTagji, 32 BUHSITKOM BUNYCKY Cepiid,
IcnaHis; BUPOGHULTBO, KOHTPO/I0 AKOCTi, NEPBUHHOTO Ta BTOPMHHOTO MaKyBaHHS,
nepBuHHE Ta 0151 HECTePU/IbHUX JIKapCbKMX 3ac06iB) - BBEAEHHS
BTOPVHHE NaKyBaHHS, [04aTKOBOI [iTbHUL BUPOBGHMLTBA rOTOBOTO J1iKapCbKOro
KOHTPO/b SKOCTI: 3acoby, BignoBiganbHoi 3a BUpo6HMLTBO: Egechapm C.J1.,
Epedhapm, C.J1., IcnaHis. BBeieHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
Icnanisa; Bunyck cepii 3aTBEepPXKEHHS.
rOTOBOrO NPOAYKTY: 3MiHn | TURY - 3MiHK 3 SKOCTi. [O0TOBMIA Nikapcbkuii 3aci6.
TOB HOC dapmadis, 3MiHV Yy BUpO6HMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
MonbLua; CTOCYHTbCS BUMYCKY cepii Ta KOHTPO/IKO SKOCTi FOTOBOr0O
AnbTepHaTvBHa nikapcbKoro 3acoby (3amiHa abo JofaBaHHsA AiNbHULI, Ha
OinbHUUS ans SKilA 3AICHIOETLCA KOHTPO/L/BUNPOOYBaHHS cepil) -
npoBefeHHA BBE/leHHS A0AaTKOBOro BUpo6Huka /13, BignosigansHoOro
MiKpo6iosioriyHOro 3a KOHTpOsIb AKkocTi - Egedhapm C.J1., IcnaHis.
KOHTpOst0 (cy6a0roBip BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3 BUPOOHUKOM 3aTBEPKEHHS.
dapmanigep, C.A.):
biona6 C.J/1., Icnanis
161. | IBYNPOM ANA CyCneHsis opasibHa tOHina6, Nn CLIA Brpo6HMLUTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/15878/01/02
DITEA ®OPTE no 200 mr/5 mn no nepBuHHE Ta HigepnaHvaun - 3MiHK 3 sIKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3miHM y peuyenma
30 mn, 100 mn, 150 BTOPVHHE NaKyBaHHS, / BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
mn, 200 mny KOHTPO/b SIKOCTI, MonbLya BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
donakoHi; no 1 BMNYCK Cepii roTOBOro npouecy roToBoro /likapcbkoro 3acoby (AinbHUUS ons
chnakoHy B nikapcbKoro 3acoby: BTOPUHHOTO NakyBaHHS) - BBEAEHHS A0AATKOBOT AifIbHUL
KOMMeKTi 3i dapmacbeppa BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
LINPULOM- MaHydekuypiH, C.J1., BignoBigasbHOI 3a BTOPVHHE nakyBaHHsA: Eaedapm C.J1.,
[03aTopoM no 5 mn Icnanis; Icnanis. BBeAeHHS 3MiH NpOTArom 6-Tu micAuis nicns
B KapTOHHIi kopo6ui Brpo6HMLUTBO,

nepBuHHe Ta
BTOPUHHE NakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK Cepii roTOBOro
nikapcbKkoro 3acoby:
lendapm Bnapen
B.B., HigepnaHau;
KoHTposb sKocTi (3a
BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/10), BUMYCK
cepil rotoBoro
NPOAYKTY:

dapmanigep, C.A,,

3aTBEpMXEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOI AiNbHULI BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOMO
nakyBaHHs) - BBEAEHHSA A0AATKOBOT AifIbHULL
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BiANOBiAa/IbHOI 32 NepBUHHE NakyBaHHA: Egedapm C.J1.,
Icnanis. BBeAeHHS 3MiH NpOTArom 6-Tu micAuis nicns
3aTBEpMXEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOI AiNbHULI BUPOGHMLTBA ANS
4acTuHK abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHULS, Ha siKili NpoBOASATLESA Oy Ab-

SIKi BUPOGHWYI CTagii, 32 BUHATKOM BUMYCKY Cepil,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)
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Bupo6HuK
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Bionycky

Homep

peecmpayitiHo2o

162.

Icnanis; BUPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/1b SIKOCTI:
Epedhapm, C.J1.,
Icnanisa; Bunyck cepii
rOTOBOrO NPOAYKTY:
TOB HOC Papmadis,
MonbLua;
AnbTepHaTuBHa
OinbHUUA ans
npoBefeHHs
MiKpo6iosioriyHoro
KOHTpOst0 (cy6a0roBip
3 BUPOOHUKOM
dapmanigep, C.A.):
biona6 C.J/1., Icnanis

KOHTPO/I0 AKOCTi, NEPBUHHOTO Ta BTOPMHHOTO MaKyBaHHS,
0151 HECTePU/IbHUX JIKapCbKMX 3ac06iB) - BBEAEHHS
[04aTKOBOI [iTbHNL BUPOBGHMLTBA rOTOBOTO J1iKapCbKOro
3acoby, BignoBiganbHoi 3a BUpo6bHMLTBO: Efechapm C.J1.,
IcnaHis. BBeieHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IKO SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo AofaBaHHsA AiNbHULI, Ha
SKil 3AICHIOETBCA KOHTPO/L/BUNPOOYBaHHS cepil) -
BBE/leHHS 0AaTKOBOro BUpo6Huka /13, BignosigansHOro
3a KOHTpOJIb sikocTi - Egedhapm C.J1., IcnaHis. BBegeHHs
3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBePIKEHHS

nocsi0o4YeHHs

163.

IBYNMPO®EH

IBYNMPO®EH

TabneTku, BKpUTI
060/10HKO10, N0 200
mr, no 10 TabneTok
y 6nicTepi; no 1 a6o
3, abo 5 bnictepiB y
naJui 3 KapToHy

TabneTkn, BKPUTI

AT
"BITAMIHN"

YKpaiHa

AT "BITAMIHN"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK): CynyTHSA 3MiHa -
3MiHM 3 iKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpMKEeHNX MeTofax BUNPO6yBaHHS) - 3MiHEHa
yacToTa BunpobyBaHHA po3giny «MikpobionoriyHa
yactoTa» B cnevumdikauii an1s KOHTPOI0 rOTOBOro
NiKapCbKoro 3acoby i3 BU3HAYEHOK NEePIOANYHICTIO -
KOHTPO/Ib B KOXHIV NepLUili i KOXHIl m'aTiid cepii, ane He
piflle o4HOro pasy B pik

6e3
peyenma

UA/8817/01/01

nniBKOBOKO
060/10HKO10, No 200
mr; no 10 TabneTok
y 6nicTepi; no 5
6nictepiB y nauui

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA
LeHTp
"BopLyariscbk

i Ximiko-

hapmaveBTny
HWi 3aBoa”

Ykpaina

My6niyHe akuioHepHe
TOBapucTBOo "HaykoBo-
BUPOGHNYNIA LIEHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3aBof”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUMY - 3MiHW 3 AKOCTIi. [0TOBWIA NiKapcbKuii 3aci6.
3MiHM Y BUpOBHULTBI. 3MiHa po3Mmipy cepii (BkIovaroum

JianasoH po3mipy cepil) roTOBOro /likapCbKoro 3acoby
(36inbLueHHst fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 36inbLUEHHS po3Mipy cepii 13 3 189,00 «kr (12
000 Tuc. nak. Ne10x5) go 409,51 kr (26 000 Tuc. nak.
Ne10x5); 3miHu | TNy - 3MiHK 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NPOLIECi
BMPOOHULITBA FOTOBOTO fliKaPCbKOro 3acoby, BKOUaoum
NPOMIKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOOHULITBA) - BHECEHHS 3MiH Y npoLec BUpobHMLTBa
NikapcbKoro 3acoby, 3o0kpema: 36i/bLUEeHHS WBWUAKOCTI
TabneTyBaHHs Ta BBEAEHHA onepaLii KOMNakTyBaHHsA Ansi

noKpaLLleHHs NAVHHOCTI Macu ANs TabneTyBaHHS

6e3
peyenma

UA/3304/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
164. | IKEPBUC® Kpanni ouHi, CaHTteH AT ®iHnAHgia | EkcenbBixeH, dpaHuis ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/17100/01/01
emynbcis, 1 mr/mn; (BMPOGHMLTBO, PiHNAHAIA peyenmom
Ne 30 (5x6): no 0,3 KOHTPOAb AKOCTI, 3MinM Il TUNY - 3MiHV WOAO0 6e3nekn/etheKTUBHOCTI Ta
MJ1 B THOOMK- NEPBUHHE NakKyBaHHA dhapmakoHarnsgy. BHeceHHss abo 3MiHa(1) [0 3060B'A3aHb
KpanesnbHuUl anAa Ta BTOPUHHE Ta yMOB BUaui PEECTPaLLiiHOro NOCBIAYEHHS!, BK/TIOUaoum
OAHOKpaTHOro NaKyBaHH:, BUNYCK MnaH ynpaBniHHA pu3vkamin (3acTocyBaHHs 3MiH(M), ski(a)
3aCTOCYBAHHS; N0 5 cepiit); CanTen AT, BUMAaraloTh(€) NoAabLIOro 06IPYHTYBAHHA HOBUMM
THOGUK-Kpane/bHMLL ®iHnangia (Bunyck [I0[aTKOBUM [iaHNMW, L0 MaloTb HafaBaTunca
y namiHoBaHoMmy cepiit); Cepainak, KOMMETEHTHUM OpraHoM, OCKI/IbK/ BUMAracThCsl CyTTeEBa
IOMIHIEBOMY ®paHuis (BTOpUHHE OLjiHKa KOMMETEHTHUM OPraHoMm) - 3MiHU BHECEHO [0
nakeTi; no 6 naxketis naKyBaHHs) IHCTPYKLT ANA MEANYHOTO 3aCTOCYBaHHA IKAPCLKOTo
Y KapTOHHIl kopoGLi 3aco6y [0 po3Ainis "MpoTunokasaHHs","Oco6nBOCTi
3acTocyBaHHs", "Cnoci6 3actocyBaHHs Ta fo03u", "MobiuHi
peakuii" sik pe3ynbTat NoAaHHs OHOB/IEHOTO M/aHy
ynpaBAiHHA pU3nKamu; TakoX BHECEHO peAakLiiiHi npaBku
(y3rofpkeHHa MeguyHOi TepMiHOMOrT) A0 po3ainis
"®apmakonoriyHi BracTuBocTi", "B3aemogis 3 iHW1Mm
nikapcbkuMmK 3acobamu Ta iHLWi BUAW B3aEMOSIid",
"3acTocyBaHHS y nepiog BariTHOCTi abo rofyBaHHs
rpyAAt0"”, "3aartHiCTb BIIMBATY Ha LWBMAKICTL peakuii npy
KepyBaHHi aBTOTpaHCNopToM abo iHW1MK MexaHisMamn'.
BBefeHHs 3MiH NpoTArom 3-X MIiCALIB MiCNA 3aTBEPKEHHS
165. | IZIOH® K/IACIK | ma3sb no 25, no 50 Llecpa HimeuunH eton HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/16843/01/01
r,no 100 r masiy ApuHaiimiTten a lesyHaxaitcndnere- 3MiHu | TUNy - 3MiHKU 3 AKOCTi. A®Il. BUpo6HMLTBO. 3MiHa peuyenma
Ty6i; no 1 Ty6i y b 'mM6X i Ko.KI YHA Papmanpogykre BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
KapTOHHIA Kopoo6Li v6X, HimeyunHa BVKOPVCTOBYIOTbCS Y BUPO6HMYOMY npoteci Adl, abo
(BUPOBHULTBO 3MiHa BUPOOHMKa (BKHOYatoun, e HeobxigHo, Micue
Hepo3acoBaHoro NpoBefEeHHs KOHTPO/IH0 skocTi) AP (3a BigCyTHOCTI
NpoAyKTY, NepBUHHE cepTudpikaTa BignoBiAHOCTI EBponeiichbkiin hapmakonei y
Ta BTOPUHHE 3aTBEpAXEHOMY A0Cbe)(iHLWi 3MiHM) - 3aMiHa BUPOGHMKa
nakyBaHHs); Llecpa A®| TepneHTHy mogpuHu Bruder Unterweger GmbH,
ApuHaiimittens M6 X Austria Ha Herbrand PharmaChemicals GmbH, Germany
i Ko. KI', HimewunHa
(Buinyck cepii)
166. | IMOBAKC cycneHsis gns CaHodi PpaHuis CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/14266/01/01
nonio® iH'ekyii no 0,5 mn (1 MacTep IHOACTPIA, ®paHuis 3MiHuW | TNy - 3MiHK 3 SKOCTi. A®l. BUpo6HULTBO (iHLUi peyenmom
BAKUWHA A9 | gosa) y nonepegHb0 (3anoBHEHHS LWNpULIB, 3MiHW) - OHoBReHHs po3ginie CTD gocbe Ans Aitoyol
MPO®ITAKTUK | 3anoBHeHOMY KOHTPO/1b AKOCTI peyosBuHM Inactivated Vero Trivalent Poliovaccine 3 meTtoto
n wnpuui 3 (cTepunbHICTB)); rapMoHi3auji iHpopmalii Ta OHOBNEHHS AaHunX ANns
MONIOMIENITY | npukpinaeHoto CaHodi MacTtep, BIANOBIAHOCTI 3 MPOMUC/IOBOIO fOKYMEHTaLi€0. TepMiH
IHAKTUBOBAH | ronkoto (a6o 2-ma ®paHLia (NOBHWI LMK BBEEHHS 3MiH - CiueHb 2022. 3MiHu | TUny - 3MiHK 3
A PIOKA OKpemMnmMu rofikamu); BMPOGHULITBA, BUMYCK AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax

no 1 wnpuuy B
KapTOHHI Kopo6Lyj;
no 0,5 mn (1 gosa) y
nonepeaHL0
3anoBHEHOMY

cepii); CaHodpi-
ABeHTic MpaiiBiT Ko.
Nta., Nnatcopma
noricTmkm Ta
ONCTPUBYLIT Y M.

cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA
NpoAyKT/peareHT, W0 BUKOPUCTOBYOTHLCS Y NPOLECI
BMPOGHMLTBA AD| (3BY)KEHHS JOMYCTUMUX MEX,
BM3HAYEHMX Yy cneumdpikalii Ha nikapcbki 3aco6u, AN1st SKUX
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
wnpuui 3 Bypanewr, YropwmHa OTPUMYETBLCS [03BiN Ha BUNYCK cepii Bif odiliiiHoro

NPUKpPINIEHo0
ronkoto (abo 2-ma
OKPEeMUMM rofikamu)
B CTaHAAPTHO-
€KCMOPTHIl
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHIlA Kopo6Lii 3
iHCTpYKLUj€Et0 Ans
MeAMYHOro
3aCTOCyBaHHs;

no 5 mn (10 go3) y
(0NaKoHi 3 3aXMCHUM
KoBnaykom; no 1 a6o
10 chnakoHis B
KapTOHHI KopobLyj;
no 5 mn (10 go3s) y
h1aKoHi 3 3aX1CHUM
koBnaykom; no 1 a6o
10 chnakoHis B
CTaHAapTHoO-
€KCMOpTHIl
ynakoBLi, sika
MICTUTBCS Y
KapTOHHIA Kopobui 3
IHCTpYKLUjiet0 Ans
MeAMYHOro
3aCTOCYyBaHHSA

(BTOpVHHE NakyBaHHS,
BUMNYCK Cepi)

perynsTopHoOro opraHy) - 3BYXXEHHs1 AOMYCTUMUX MeX npun
BM3HAYEHHI 6akTepiasibHNX eHO0TOKCKHIB Y npoLeci
BMPOGHMLTBA fjitoyoi pevoBuHU Inactivated Vero Trivalent
Poliovaccine Bulk 3 ? 50 IU/ml Ha < 50 IU/ml. TepmiH
BBE/IEHHS 3MiH - CiyeHb 2022.3MiHn | Tuny - 3MiHu 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLiin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
SAKOCTi (Hanpuknag, BUIyYeHHs 3aCTapifioro nokasHuka)) -
BupganeHHs Tecty Mycoplasma gns cynepHaTaHTis
KOHTPONBHUX KNITUH Y Npoueci BUpobHULTBAa
iHaKTMBOBaHMX Mosiosipycis Tunis 1, 2 1a 3.
TepMmiH BBELEHHS 3MiH - CideHb 2022. 3MiHu | TUny - 3MiHK
3 AkocTi. A®Pl. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HMLTBA AP (iHLLI 3MiHK); BU3HAYEeHHSA BMICTY
6GakTepiaslbHNX eHAOTOKCUHIB y MpoLeci BUpo6GHULTBa
iHaKTMBOBaHMX noniosipycis TUNiB 1, 2 Ta 3 Ha cTagji
KOHLLEHTPOBaHVX OYMLLEHNX BiPYCHMX cycneHsii (CPVS)
Ta MOHOBa/IEHTHWNX GasIKiB 3aMiCTb KOHTPOJIIO Y MPOLECI
BMPOGHMLTBA. TEPMIH BBEEHHS 3MiH - CiueHb 2022. 3MiHK
| TMny - 3MiHK 3 AkocTi. API. KoHTponb A®I. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
mMarepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHW Y 3aTBEPKEHVX METOAAX BUMPOOYBaHHS) - 3MiHU Y
BMNPOGYBaHHI NPU BU3HAYEHHI aKTUBHOCTI 3BOPOTHOT
TpaHckpunTasu (Reverse transcriptase activity) metogom
dh/TyopecueHTHO-Mi4YeHOT 3BOPOTHOI TpaHCKpUnTasn
(FPERT, Fluorescent Product Enhanced Reverse
Transcriptase), L0 BUKOPUCTOBYETLCH A/151 KOHTPOHO
po6oy0i NociBHOI NapTii y Npoueci BUpo6HMULTBa
iHaKTMBOBaHWX noniosipycis TuniB 1, 2 Ta 3. TepMiH
BBEEHHS 3MiH - CiueHb 2022. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWIi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKtOYatouM 3aMiHy abo fonoBHeHHs) APl abo
BWXiAHOro/MPOMiXXHOro NpoAykTy) - flofaBaHHs
anbTepHaTMBHoOro metogy MNJ1P 3 MikpoMaTpuU4HUM
aHanizom (PCR with microarray detection test) ans
BM3HaYeHHs Mycoplasma Ha cTagii 360py 0AUHUYHUX
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

BipyciB (Single Virus Harvest y npoueci BupobHuutea
iHaKTMBOBaHWX noniosipycis TuniB 1, 2 Ta 3. TepMiH
BBEAEHHS 3MiH - ciueHb 2022. 3MiHu Il Tuny - 3MiHK 3
aKocTi. A®l. Bupo6bHMUTBO. 3MiHM B NpoLeci BUpo6bHULTBA
A®I| (3MiHa CTOCYETLCA aKTUBHOI PEYOBUHU
6i010r4YHOro/iMyHOOrYHOrO MOXOKEHHSA abo
BMKOPUCTaHHSA XiMiyHUX APl y BUPOGHMLTBI MiKapCbKoro
3aco0by 6i0/10rYHOro/iMyHONOrYHOIO MOXOMXEHHS, SKa
MOXXe MaTu 3HAYHWIA BMN/INB Ha sIKiCTb, 6e3neky Ta
eheKTVBHICTb NiKapCbKoro 3acoby, i He CTOCYETbCA
NpPOTOKO/Y) - 3MiHU Y MpoLeci BUpobHMLTBa Ha cTagil
Concentrated Trivalent Poliovaccine Bulk Ha OCHOBI
aHani3y KpUTUYHOCTI NpoLecy, nepernag napameTpis
BMPOGHMLITBA.

TepMmiH BBEAEHHSA 3MiH - CciueHb 2022.

167.

IHOOBA3WH-
TEBA

renb no 45 ry Ty6i;
no 1 1y6iy
KapTOHHIW nayu,i

TOB "TeBa
YkpaiHa"

YKpaiHa

BankaHdapma-TposiH
AT

Bonrapis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHuW | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYUYEHHS
cepTugikaTa BignNoBigHOCTI €Bponenchkin hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNLTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBepKeHoro BUpobHuMKa -
noAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2005-263-Rev 05 Big
3aTBepmKeHoro BupobHuka Expansia PCAS, dpaHuis
Ait04O0T PEYOBVHN TPOKCEPYTUH (3aTBepaxeHo: R1-CEP
2005-263-Rev 04); 3minu | Trny - 3miHu 3 AkocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnevudikadisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(3BY)XEHHSA AONYCTUMUX MEX, BU3HAUYEHMX y crnevumdikadii)
- 3BY)XXEHHS MeXi B cneuudikauii AD| 3a NokasH1KOM
«ETuneHrnikonb» (3aTBepaKeHo: «He 6binbLue 0,15%;
3anponoHoBaHo; He binbe 0,088%)

6e3
peyenma

UA/0400/01/01

168.

IHCYMAH
PAMIA®

pO34uH A5 iH'EKUiA,
100 MO/mn, gns
BMpO6HMKa CaHodi-
ABeHTIC [loiiunaHg
M6X, HimewyunHa:
Nel, Ne 5 (no5mny
chnakoHi; no 1 abo
no 5 chnakoHiB y
KapTOHHI/ Kopobii),

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi-ABeHTIC
Hoiunang MméX,
HimeuunHa
(BMpPOGHMLTBO 3a
NoBHUM LukIom); TOB
"OAPMA NIAN®",
YkpaiHa
(BUPOGHMLTBO 3
nakyBaHHs in bulk

HimeuunHa
YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
TexHiYHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne
460), BunpasneHo TeXHIYHY NMOMW/IKY B TEKCTI MapKyBaHHS

BTOPUHHOI ynakoBku /13 (Bupo6bHuLTBo TOB «®APMA
JIAV®»). 3ANPOMOHOBAHO: 2. KINIbKICTb AIKOYOT
PEYOBUHN
IHCYNiH NOAMHM 1 M1 PO3UYUHY MICTUTb: IHCY/IHY NIOAVHN
100 MO (ekBiBaneHTHO 3,571 mr). Takox BigHOBNEHO
po34inv B TEKCTI MapKyBaHHA y ApyKoBaHOMY Burasai: 11.

3a
peyenmom

UA/9531/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Ne 5 (5x1), Ne 10
(5x2) (no 3 mny
KapTpuaxi; no 5
KapTpuaxis y
6nicTepi, no 1 abo
no 2 6nictepuy
KapTOHHI KopobLi);
Ne 1 (no 10 mny
donakoHi; nol
chnakoHy y
KapTOHHIlA Kopoo6Li);
Ans Bupo6Hrka TOB
«®bapwma faiid»,
YkpaiHa: Ne 5 (no 5
My dprakoHi; no 5
chnakoHiB y
KapTOHHIlA Kopoo6Lii);
Ne 5 (5x1) (no 3 mn
y KapTpuaxi; no 5
KapTpuoxis y
6nictepi, no 1
6nictepy B
KapTOHHIlA Kopoo6Li);
Ne 5 (no3 mny
KapTpuaXi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMNPULL-
pyuky ConoCrap®
(6e3 ronok gns
iH'eKuil); no 5
LUMPWLL-PYYOK B
KapTOHHIlA Kopoo6Li);
Ne 1 (no 10 mny
chnakoHi; no 1

donakoHy y
KapTOHHI Kopo6Lii)

thipMu-BMpOGHMKA
"CaHodpi-ABEHTIC
[Loiiunang rmex",
HimeyunHa, BTOpVHHE
nakyBaHHS, KOHTPO b
Ta BUNyck cepii)

HalimeHyBaHHS i MicLie3HaxoMKeHHS BUPO6HWKa Ta/abo
3anBHMKa 12. Homep peecTpauiiiHoro nocigueHHs 13.
Homep cepii nikapcbKkoro 3acoby 14. Karteropis Bignycky
15. ina nikapcbknx 3acobiB, AKi Npu3HayeHi 4ns
CaMOCTIHOro NikyBaHHS - iHdhopMaLisi LWoao
3acTocyBaHHs 16. [Hchopmauis, Wo HaHOCUTLESA WpUdToM
Bpaiina 17. IHwe.
3a3HayeHe BUNpaB/IeHHA BigNoBigae apXiBHAM
mMarepiasiaM peecTpauiiHoro focheE.

169.

KANbLIA-A3
HIKOMEZ,
OCTEO®OPTE

TabneTkv XyBasibHi,
no 30 a6o no 60,
a6o no 90 TabneTok
y hnakoHi; no 1
donakoHy B
KapTOHHI Kopoobui

AciHo dapma
Al

LLiseiiuapi
A

Takega AC

Hopseris

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:
3MiHuW | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponelichkii
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI €EBponenchkin dhapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNLTBI ADI; aAns
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuid cepTudikar Bif Bxe
3aTBepAXEHOro BUPo6HUKa - MogaHHA HOBOrO
Ceptudpikaty RO-CEP 2015-199-Rev 01 BignoBigHocTi

6e3
peyenma

UA/12922/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

€BPOMNECbKOi hapMakomnel KOHLeHTpaTy
Xonekanbuudepony (nopoLukosa popma) Bif
3aTBEpAXEHOro BUpo6Hrka DSM Nutritional Products Ltd.
3minu | TUny - 3MiHm 3 akocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudikaTa BiAMoBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiaHOCTI €Bponeiickkili hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBMHU (cepTudikaT BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - BunyyeHHs cepTucikartis
(3a HasiBHOCTI MyNbTUMNETHOTO cepTudiikaTta Ha MmaTepiaJt)
- BU1y4eHHs1 CepTudikaty BiAnoBigHOCTI €Bponeiichbkili
thapmakonei Ana filo4oi peyoBnHU Xonekanbumdepon
(uncTa pevoBuHa) CEP R1-CEP 2009-050-Rev 01 y
3B'A3KY i3 NoAaHHAM HoBoro CepTtudikaTy BiANOBIAHOCTI
eBponelicbKoi thapmakonei KoHUeHTpaTty
Xonekanbundepony (nopoLukosa hopma) Bif, BUPO6HUKaA
DSM Nutritional Products France SAS. 3Mminu | Tuny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponelicbkin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOrO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYYeHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkinn hapmakonei: ana A®l; pns BuxigHoro
matepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peuoBuHm (FE-cepTudikaT BignoBigHOCTI €EBponeinchkiii
thapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMiKHOr0 NPoayKTy abo
[OMOMDKHOT peyoBVHN) - BunyyeHHs ceptudikaTis (Y
BMNaKy HassBHOCTI My/NIbTUMNETHOTO cepTudikaTa Ha
marepian) - BunyyeHns ME-cepTudikaty BignosigHocCTi
€Bponelicbkii hapmakonei 41s 4itoyoi pevoBUHN
xonekanbumdepon (umcta pevosuHa) CEP R1-CEP 2009-
050-Rev 01 y 3B’A3Ky i3 nogaHHsamM HoBoro CepTudikarty
BiANOBIAHOCTI €BPONEcbKoi hapmakonel KOHLeHTpaTy
Xonekanbuudepony (nopoLukosa topma) Big BUpoOHUKA
DSM Nutritional Products France SAS. 3minu | Tuny -
3MiHn 3 akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneuudikaLiin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMpo6HULUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HUKOM AKOCTi Ta BiANOBIAHUM METOA0M
BMNPOBYBaHHS) - BHOCATbCA 3MiHM fo po3giny 3.2.5.4.1
Cneuudikauisi peecTpauiiHoro ocke, a came OCKiNbKn
HoBuii CEP RO-CEP 2015-199-Rev 01 (nopowikonogi6Ha
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

chopma) Bk/OYaAE ABa AOAATKOBMX METOAN HA BU3HAYEHHS
BMmicTy all-rac-?-tocopherol (8-12mg/g) Ta sodium
ascorbate (30-44 mg/g)(onucanux B CEP), fo po3giny
3.2.S.4.1 Cneupndoikauisi gogatoTbCs ABa AOAATKOBUX
TecTu. FK HacNigoK OHOBJIIOIOTLCSA BiANOBIAHI PO34inu
PeecTpauiiiHoro gocke. 3MiHM | TUNy - 3MiHW 3 AKocTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs AdD| abo
BUXiQHOrO MaTepiasy/NnpoMiXXHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP| (He3HauHI
3MiHW Y 3aTBEpPKEHVX METOAAX BUMPOOYBaHHS) - 3MiHM
0o po3ginis 3.2.S.4. KoHTposib A®I, He3HauHi 3MiHK 0
3aTBEPKEHOI NpoLieAypn BUNPOOYBaHHS Ailoyol
PeyoBMHK: - 3aCTOCYBaTV CTaHAAPTHUIA 3pa3ok (EBp.
dapm.) (a came CTaHAaPTHWIA 3pa3ok xonekanbuudepony
(CRS), KpucTaniyHUiA), SIK anbTepHaTUBHUI
3aTBepmAxeHomy ctaHaapTy DSM (BTOpPWHHWIA) npu
nposefeHHi BUNpobysBaHb MeToAoM BEPX ans TecTtis
“OfHOpIgHICTb BMICTY” Ta “Bu3HayeHHs unctotu Mpoayktn
po3naay”. K HacnigoK 3MiHM 4O BiAMOBIAHMX PO34iniB
peecTpauiiHoro Aocke. * 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWI1 NiKapCbkuMii 3aci6. KOHTPOb TOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEpPLKEHNX MeToAax BUNpobyBaHHS) - 3MiHW A0
po3ginis 3.2.P.5 KOHTPO/b NikapcbKoro 3acoby, He3HauHi
3MiHW [0 3aTBepMAXeHOT npoLeaypy BUNpPobyBaHHSA
roTOBOrO JliKapCbKOro 3acoby: 3acTocyBaTh CTaHAaPTHWIA
3pasok (EBp. Papm) ( TO6TO CTaHAAPTHUIA 3pa3ok
xonekanbuudepony (CRS), kpucTtaniyHuii), Ha 3amiHy
3aTBEPAXEHOMY CTaHAapTy DSM (BTOPUHHWIA) npu
npoBefeHHi BUNpobyBaHb MeTogoM BEPX ans TecTis
“OpHopigHICTL BMICTY” Ta “Bu3HayeHHs uictotu Mpoayktu
posnazy”

170.

KANbLIIO
IJIIOKOHAT
CTABINI3OBA
HWUIA

PO34MH A5 iH'EKLIN,
100 mr/mn no 5 mn
a6o 10 mn B amnyii;
no 5 a6o 10 amnyny
nauui;

no 5 mn a6o 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B
nauui

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
My - AAMIHICTPaTVBHI 3MiHW. 3MiHa kogy ATX - 3MiHK
BHECEHO [0 IHCTPYKLii 4519 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny "®apmakoTepaneBTnyHa
rpyna" BignoBigHoO [0 MbXHapOAHOro knacugikaTopa
BOO3 (http://www.whocc.no/atc_ddd_index/):
3atBepmkeHo: MNpenapatu kanbuito. Kog ATX A12A A03.
3anponoHoBaHo: KpoBo3aMiHHUKK Ta Nepoy3iliHi po3UYnHN.
PO3unH ans BHYTPILLHBOBEHHOTO BBEAEHHS. PO34MHY, WO
3aCTOCOBYHOTLCA A/151 KOPEKL,ii NopyLUeHb eNleKTPONITHOro
6anaHcy. Enektponitu. Kog ATX BO5B BO1. BBeeHHs
3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/4900/01/01

171.

KAHZI,

PO34UMH ANA POTOBOI
NOPOXHUHW 1 % no
15 mAn y doakoHi i3

rneHmapk
PapMacboThK

ans Jita.

IHAjA

rnenmapk
PapmacboTrKan3
Nt

IHAjA

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa Y NepBUHHIN

6e3
peyenma

UA/8209/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npo6koo- yMakoBL{i FOTOBOro MikapcbKoro 3acoby (iHLwi 3MiHu)
KpanenbHuLEelo Ta BHECEHHS 3MiH [0 MaTepiasliB peecTpaLiiiHoro Aocbe p.
KOBMaykoMm 3 3.2.P.7. Cuctema KoHTeliHep/3akynopoBasibHUiA 3aci6, a
KOHTPONIEM MEepPLUOro came [JONOBHEHHS KOBMayka NepBUHHOT yNakoBKM KiflbLieM
BIAKPUTTSA; No 1 [O/151 KOHTPOIO NepLUIoro BiAKPUTTA, 3 BiANOBIAHUM
chnakoHy B 3MiHaMu 0 p. «YNakoBka» BBeAeHHS 3MiH NpOTArom 6-tm
KapPTOHHI ynakoBLi MicsILiB Mic/1A 3aTBEPAKEHHS.
172. | KAHAIA renb BariHa/IbHWN, neHmapk IHais CneHmapk IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/0847/04/01
20 mr/r,mo 30ry PapmMacboThK PapmacboTrKan3 3MiHK | TRy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenma
Ty6i; o 1 Ty6i 3 an3 17, nra. thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
annikatopom B MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
KapTOHHI ynakosL,i iHhopmauii LWoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cucTemi Sl. BHeceHHst 3miH Ao MKSA /13, gogaBaHHAM
po3gainy «MapkyBaHHs»: MponoHoBaHa pefakLis:
MapkyBaHHs 3rigHO 3aTBEPIXXEHOr0 TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
173. | KANcuon PO3YMH HaLLKIPHWIA, MPAT YkpaiHa MPAT "®ITOGAPM" Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/1046/01/01
cnupToBuiA, no 100 "®ITOPAPM" 3MiHu Il Tuny - 3MiHK 3 sKocTi. A®L. BUpo6HMUTBO. 3MiHa peyenma
mn a6o no 200 mn y BUPOGHMKa BMUXIAHOrO/MPOMIXKHOrO NpoAyKTy/peareHTy, LWo
chnakoHi, no 1 BMKOPVCTOBYIOTbCS Y BUPO6HMUYOMY npoteci AdDl, abo
dhnakoHy B nauuj; no 3MiHa BMPOGHMKa (BK/IOYakoum, e HeobXigHo, micue
100 mn a6o no 200 npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigcyTHOCTI
My h/1akoHi 3 cepTudiikaTa BignoBigHOCTI EBponeiichbkiin dhapmakonei y
npo6koto- 3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOrO BUPOGHMKa ADI
KpanenbHuueto, no 1 3 HafaHHAM MacTep-thaiina Ha A®I) - BBeAEHHS
chnakoHy 3 popartkoBoro BupobHuka ans A®Il Knucnota caniuyynosa
npo6koto- Hebei Jingye Medical Technology Corp., LTD., Coastal
KpanenbHULUero B Port Pharmaceutical Branch, Kutaii 3 HagaHHsiM DMF Ha
nauui A®|. 3anponoHoBaHo: China Jiangsu Medicines & Health
Products Import & Export (Group) Corporation, Kutaii
Hebei Jiangye Chemical Co., Ltd., Kutaii Hebei Jingye
Medical Technology Corp., LTD., Coastal Port
Pharmaceutical Branch, Kutaii
174. | KAPBOIMA KOHLieHTpaT Ans AKKOpA, Benuka Akkoppg, Xenckea Benvka BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13716/01/01
PO34nHy ANns Xenckea BpuTaHis Nimiteq , Benvka BpuTaHis 3MiHKM | TURY - 3MiHK 3 siKOCTi. CepTudikaT peyenmom
iHcpysiiA, 10 mr/mn, NimiTen BpuTaHia (BTOpyHHE IHais BignosigHocTi/I E-cepTudikat BignosigHOCTI €Bponeiichkii
no 5 mn, a6o no 15 nakyBaHHs); AKKOpA, ManbTa thapmakonei/moHorpadii. NMogaHHa HoBoro abo

mn, abo no 45 mn,
abo no 60 mny
thnakoHi; no 1
ponakoHy B
KapTOHHIlA KopooLi

Xenckea Jlimitea,
Benvka BputaHis
(BignoBiganbHuit 3a
BUMYCK cepii); ACTPOH
Pesbopu NimiTen,
Benuka bBpuTaHis
(KOHTPO/Ib SIKOCTI
cepii); IHTac
dapmacbioTikan3
NimiTeg, IHAis

OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTyHYEHHS
cepTudpikaTa BigNoBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; ons suxigHoro matepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; Ans
[0MNOMDKHOT peyoBUHM (cepTudikaT BignoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuiA cepTuddikaT Bif,
y)XXe 3aTBep/pKeHOro BUpPobHWMKa -
noJiaHHA OHOBJ/IEHOro cepTudpikara BiANoBiAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2002-091-Rev 06
0ns gitoyoi peyosuHu Carboplatin Bifg BXe 3aTBEPAKEHOIO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(BMPOGHMLTBO BMpo6Huka HERAEUS DEUTSCHLAND GMBH & CO. KG.

roTOBOrO /liKapCbKoro
3acoby, nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b AKOCTI cepil
(anbTepHaTMBHWIA
BMPOGHWK)); IHTac
dapmacbioTikan3
Nimitea, IHaia
(BMPOGHMLTBO
roTOBOrO /1iKapCbKoro
3acoby, nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b SIKOCTI
cepii); Papmasanig,
Ntp. Mikpo6ionoriyHa
nabéoparopis,
YropLumHa (KOHTposib
AKOCTI cepil);
dapmagokc Xenckea
n1a., Manbta
(KOHTpONb AKOCTI
cepir)

3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€Bponeicbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYYEHHS
cepTucpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ona A®l; onsa BuxigHoOro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; aAns
[OMNOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBepKeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2003-155-Rev 02 (3aTBepmkeHo: R1-CEP 2003-
155-Rev 01) ansa gitoyoi pevouHu Carboplatin Big, Bxe
3aTBepaxeHoro BupobHrka SUN PHARMACEUTICAL
INDUSTRIES LIMITED. 3miHu | Tuny - 3miHM 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikat BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs HOBOrO
abo oHoBEHOro cepTudikaTa BiANOBIAHOCTI 260
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: gna A®l; ans suxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; AN18 LONOMIKHOT
peyoBMHM (cepTuUdikaT BiAMNoBIgHOCTI EBpoNechbkili
thapmakonei) - OHOBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOTO BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2009-264-Rev 02 (3aTBepmkeHo: R1-CEP 2009-
264-Rev 01) gns gitoyoi pevoBuHu Carboplatin BUpo6Huka
UMICORE ARGENTINA S.A., Argentina. 3MiHu | Tuny -
3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BiANoBiaHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€Bponeiicbkit hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peuvoBUHM (cepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOBMEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOI0 BUPOOHMKA - NOAAHHSI OHOB/IEHOTO
cepTtudikaTa BignoBiaHOCTI EBponelickkii hapmakonei Ne
R1-CEP 2009-264-Rev 03 ans gito4oi peyoBuHu
Carboplatin Bupo6Huka UMICORE ARGENTINA S.A.,
Argentina. 3miHu | TUnNYy - 3MiHK 3 AKocCTi. CepTudikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBiAHOCTI E€BpoONecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUTYYEHHS
cepTudcpikaTa BignosiaHOCTIi EBponeiickbkili hapmakonei:
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBepLKeHOro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
R1-CEP 2002-091-Rev 05 (3aTBepmkeHo: R1-CEP 2002-
091-Rev 04) ans pitouoi pevoBuHu Carboplatin Big Bxe
3aTBepAxeHoro BupobHnka HERAEUS DEUTSCHLAND
GMBH & CO. KG.
175. | KAPAIOCTAL Tabnetku no 6,25 mr CTALA HimeuuunH "Xemodpapm" AL, ManbTa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/3966/01/01
no 7 TabneTtok y ApuHavimitten a Pecny6nika Cepbis HimeuunHa 3MiHW | TURY - 3MiHK 3 AkocTi. CepTudikar peyenmom
6nicTepi; no 4 b Al (BMPOGHMLTBO BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
6nictepu B Hepo3ghacoBaHoro thapmakonei/moHorpadii. NMogaHHa HoBoro abo
KapTOHHI Kopoobui NPOAYKTY, NEPBUHHE OHOBJ/IEHOrO cepTudikaTa BiAMNoBIgHOCTI abo BUMYyYEHHS
Ta BTOpPVHHE cepTudikaTa BigNoBigHOCTI EBponeiickkii hapmakonei:
nakyBaHHs1, KOHTPO/1b onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
cepiii); CTALA NpPOAYKTY, L0 BUKOPUCTOBYHOTLCA Yy BUPOGHULTBI ADI; Ans
ApuHaiimitTTens Arl, [LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
HimeuuunHa (Bunyck €Bponeiicbkili hapmakonei) - OHOBNEHWI cepTudikaT Big,
cepii) y)Xe 3aTBepIXEeHOro BUPOOHUKA -
MoaaHHA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP R1-CEP 2004-287-REV
03 (nonepegHs Bepcia CEP R1-CEP 2004-287-REV 02)
Bif 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China gns A®l kapsegunony. Ak
Hacnigok, 6yno 36inbLeHo nepiog NOBTOPHOroO
BMNPOGYBaHHs 3 36 MicALiB A0 48 MicsuiB
176. | KAPAIOCTAL Tabnetku no 12,5 mr CTALA HimeuuunH "Xemodpapm" AL, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3966/01/02
no 7 TabneTtok y ApuHarimitTen a Pecny6nika Cepbis Pecny6nika 3MiHW | TURY - 3MiHK 3 AKocTi. CepTudikar peyenmom
6nicTepi; no 4 b Al (BpPOGHMLTBO Cepbis BignosigHocTi/lE-cepTudikat BignosigHOCTI EBponeiichkii
6nictepu B Hepo3ghacoBaHOro thapmakonei/moHorpadii. NMogaHHa HoBoro abo
KapTOHHI KopoobLi NPOAYKTY, NEPBUHHE OHOBJ/IEHOrO cepTudikaTta BiAMNOBIAHOCTI ab0 BUNYyYEHHS
Ta BTOPVHHE cepTudikaTa BigNoBiAHOCTI EBponeiickkiii hapmakonei:
nakyBaHHs1, KOHTPO/b ons A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOrO
cepiii); CTALA NpoAyKTY, L0 BUKOPUCTOBYHOTLCA Yy BUPOGHULTBI ADI; Ana
ApuHaiimitTTens Arl, [L0MNOMDKHOT peyoBUHU (CepTudikaT BignNoBIgHOCTI
HimeuuunHa (Bunyck €Bponeiicbkili hapmakonei) - OHOBNEHW cepTudikaT Big,
cepii) yXKe 3aTBEpPA)KEHOr0 BUPOBHMKA -
MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiit hapmakonei CEP R1-CEP 2004-287-REV
03 (nonepegHs Bepcia CEP R1-CEP 2004-287-REV 02)
Bif 3aTBepxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China gns A®l kapsegunony. Ak
Hacnigok, 6yno 36inbLeHo nepiog NOBTOPHOroO
BMNPOGYBaHHs 3 36 MicALiB A0 48 MicsuiB
177. | KAPAIOCTAL Tabnetkv no 25 mr CTAOA HimeuunH "Xemochapm" ALl , HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/3966/01/03
no 14 TabneTtok y ApuHalimitTen a Pecny6nika Cepbis Pecny6nika 3MiHu | TMNY - 3MiHK 3 siKOCTi. CepTudikaT peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6nicTepi; no 2 b Al (BMPOGHMLTBO Cepbis BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
6nictepu B Hepo3ghacoBaHoro hapmakonei/moHorpadii. NMogaHHA HoBoro abo
KapTOHHIlA KOpO6L NPOAYKTY, NEPBUHHE OHOBJ/IEHOrO cepTudikaTa BiAnNoBIgHOCTI abo BUNYyYEHHS
Ta BTOpPVHHE cepTudikaTa BiANOBIAHOCTI E€Bponeiickkii hapmakonei:
nakyBaHHs1, KOHTPO/1b onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
cepiin); CTAOA NPOAYKTY, LLIO BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI ADI; Ans
ApuHaiimitTTens Arl, [OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
HimeuuunHa (Bunyck €Bponeiickkili hapmakonei) - OHOBNeHW cepTudikaT Big,
cepiif) yXXe 3aTBEpP)KEHOr0 BUPOOHMKA -
MoaaHHsA OHOBEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkiit hapmakonei CEP R1-CEP 2004-287-REV
03 (nonepegHs Bepciss CEP R1-CEP 2004-287-REV 02)
Bif 3aTBepKeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, China gns A®I kapsegunony. Ak
Hacnigok, 6yno 36inbLieHo nepiog NOBTOPHOIO
BMNPOGYBaHHs 3 36 micALiB A0 48 MicsuiB
178. | KAPCUN® TabneTku, BKPUTI AT Bonrapis Bupo6bHuuTBO Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 6e3 UA/2773/01/01
060n10HKoI0, No 22,5 "Cocpapma" Hepo3chacosaHoi - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenma
mr no 10 TabneTok y npoaykuii, nepBnHHa afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
6nictepi; no 8 Ta BTOPUHHA nocBifUeHHs) - 3MiHa HaliMeHYBaHHS Ta afipecu 3asiBHUKa
6nicTepis y ynakoska: AT aHrNincbKo MOBOK. 3MiHKM | TUNy - AgMIHICTpaTUBHI
KapTOHHI navu,i "Codpapma", bonrapis; 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
[l03Bin Ha BUNyck NpoBaPKEHHSA AiS/IbHOCTI BUPOBHMKa/iMnopTepa roToBoro
cepii: AT "Codpapma”, NiKapcbKoro 3acoby, BKIOUaUn Ai/bHULi BUNYCKY cepii
Bonrapis abo micue NnpoBefeHHsI KOHTPOSTIO SKOCTI. (ZisNbHICTb, 3a
AKY BiAnoBiJae BUPOOHUK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepili) - 3MiHa HanMcaHHsA HaliMeHyBaHHS Ta agpecy Micua
NPOBaKEHHS AiS/IbHOCTI BUPOGHUWKa /13 (803Bin Ha
BWMYCK Cepii) aHrNilicbkor MoBO, 6e3 3MiHM MicLs
BMPOGHMLTBA. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
LisiNbHOCTI BUpOBHMKa/iMnopTepa roToBoro Jlikapcbkoro
3ac06y, BKIIOYAUN [ibHNL BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJTH0 AKOCTI. (AISNbHICTb, 3a AKy
Bignosigae BUPOGHMK/IMNOPTEP, HE BKHOYAOUM BUNYCK
cepiii). 3MiHa HanMcaHHs HallMeHyBaHHS Ta agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPo6HUuKa M13
(BignoBigansHOro 3a BUPOOHULTBO Hepo3hacoBaHol
NpPOAYKLii, NEPBUHHY Ta BTOPVHHY YNaKOBKY), aHrNinCbKOo
MOBOH, 6€3 3MiHM MicL BUPOGHMLITBA
179. | KAPCUN® Kancynu TBepai no AT Bonrapis BupobHuuTBO Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 6e3 UA/2773/01/02
POPTE 90 mr no 6 kancyny "Codpapma” Hepo3dacoBaHOl - AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo peyenma

6nicTepi, no 5
6nictepiB y
KapTOHHIW nayu,i

npoaykuii, nepBrHHa
Ta BTOpPVHHA
ynakoska: AT
"Codpapma”, bonrapis;
[103Bin Ha BMNycK
cepii: AT "Cochapma"

afpecu 3asBHUKa (B/1aCHVKa peecTpav,iiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHYBaHHS Ta afpecu 3asiBHUKa
aHrNincbKo MoBOK. 3MiHKW | TUNy - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS AiS/IbHOCTI BUPOOHUKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKIKYAKUN [ibHULI BUNYCKY cepil
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Bonrapis

abo micue NnpoBefeHHsT KOHTPOSTIO SKOCTI. (ZisNbHICTb, 3a
AKY BiAnoBigae BUPOOHUK/IMNopTep, BKIOYaOUN BUMYCK
cepiit) - 3MiHa HanMcaHHs HaliMeHyBaHHs Ta afpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HUWKa /13 (803Bin Ha
BWMYCK Cepii) aHrMilicbkol MOBO, 6e3 3MiHM MicLs
BMPOGHMLTBA. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHs
LisNbHOCTI BUpOOHMKa/iMnopTepa roToBoro /ikapcbkoro
3ac06y, BKIIOYAUN [inbHUL BUNYCKY cepii abo Mmicue
NpoBeLEeHHS KOHTPOJTH AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAa€e BMPOGHMK/IMNOPTEP, HE BK/THOUAKOUM BUMYCK
cepiit) - 3MiHa HanMcaHHs HaliMeHyBaHHs Ta agpecu Micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa 13
(BignoBiganbLHOro 3a BUPOOHULTBO HEPO3(hacoBaHOI
NPOAYKLiT, NePBUHHY Ta BTOPUHHY YNaKoBKY), aHINiicbKoo
MOBOH, 6€3 3MiHM MicLs BUPOGHMLITBA

180.

KETOJIOHT -
JAPHULA®

PO34UH A5 iH'EKLLN,
30 mr/mn, no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLii; no
1 mn B amnyni; no
10 amnyn y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi
B nauLii

MpAT
"®apmaueBTun
yHa chipma
"fNapHuus"

YKpaiHa

MpAT
"dbapmaLeBTMyHA
hipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHW | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbknin 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauii Ta/abo AONYyCTUMUX MEX
rOTOBOIO JIiKAPCbKOro 3acoby (BUTy4YEeHHS HE3HAYHOTO
nokasHuka (Hanpukiag 3actapinoro nokasHuka, Takoro sk
3anax Ta cMmak, abo igeHTudikalis 6apBHUKIB UM CMaKOBUX
[06aB0K)) - 3 NoKasHuKa «lgeHTudikauis» BUnyyeHo Tect
D pnsi BU3Ha4YeHHS [OMNOMDKHOI Pe4YOBUHMW MOBIAOH; 3MiHM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOro NiKapcbkoro 3acoby. 3MiHa y MeTogax
BMMPOGYBaHHS rOTOBOrO Jlikapcbkoro 3acoby (He3HavyHa
3MiHa y 3aTBepAKEeHNX MeTohax BUNpobyBaHHs) -
CynyTHS 3miHa
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikauii Ta/abo JONYyCTUMKX MEX rOTOBOrO
NikapcbKoro 3acoby (iHWi 3MiHN) - BHECEHO pefaKLiiiHi
3MiHM Ta NpaBku 3a NokasHukamu «bakrepiasibHi
€HO0TOKCUMHU» Ta «KinbKiCHEe BU3HAUYEHHA» (f04aH0
BHYTPILLHI cTaHAAPTHWUIA 3pa30K KeToposiaky
TpoMeTamiHy). MeToguka Ta KpuTepii NPUAHATHOCTI He
3MiHWAMEs; 3Milu | Tuny - 3miHn 3 sKocTi. APl. KoHTposnb
A®I. 3miHa y meTogax BunpobyBaHHs AD| abo BUxigHOro
mMartepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLwi
3MiHM Yy MeTogax BUNpobyBaHHs (BKIOUaoun 3amiHy abo
[0NoBHEHHS) AP abo BMXIAHOTO/NPOMIXHOrO NPOAYKTY)
CynyTHS 3miHa
- 3miHu 3 gkocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLii Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikauinx Ha A®Il, abo BUXIGHWIA/MPOMDKHUI

3a
peyenmom

UA/2190/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BUpo6HMUTBa AP (iHWi 3MiHK) (B.1.6.1. (X) IB)
3MiHM y crieumdikaLii Ta MeTogax BXigHOro KOHTPOO 3a
NoKasHMKamm:

- «PO34YMHHICTb» (MPUBEAEHO Y BiANOBIAHICTL A0
marepianis BUpo6Hukis APl);

- «pH po3unHy», «[1po30picTb PO3UnHY», «KObOPOBICTb
po3unHy», «CynpoBifHi JOMiLLKN», «bakTepianbHi
€HI0TOKCUHM» Ta «KinbkiCHe BU3HAYEHHA» (BHECEHO
pefakuiiiHi npaBku, siki ochopMIeHi BifNOBIAHO J0
pekomeHAauili Ta cTunicTukm AdY);

- «Mikpob6ionoriyHa YicToTa» (BHECEHI pefakLiliHi npaBku,
AKi ochopmeHi BiANOBIAHO pekoMeHaauil Ta CTUIICTUKN
3arabHUX cTtaTein 2.6.12 Ta 5.1.4. EP);

- «3a/IMLLKOBI KiNIbKOCTI OpPraHiyHMX PO3UYMHHUKIB» (f04aH0
METOAMKY Ta HOPMYBaHHSI KOHTPOJTIO 3a/ILLIKOBUX
KifIbKOCTeI opraHiYHUX po3umHHUKIB Ans AD| Big HOBOro
BUpobHuka Vasudha Pharma Chem Limited, IHgis Ta o
METOAVKM Bif, 3aTBEpAKEHOro Brpo6Hmka Symed Labs
Limited, IHAisa BHeceHO pefakuiiiHi NpaBku, siki ochopmneHi
BiZJNOBIAHO A0 pekoMeHAaLii Ta ctunictukm AdY);
3MiHn | TUny - 3miHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHW) - BUTYYeHHS 3 NokasHuka «laeHTudikauis» tecty C
0151 NPOBEleHHA SIKOro BUKOPUCTOBYIOTL MeTof, 2.2.25.
Abcop6LiiHa cnekTpohoTOMETPISA B Y/IbTpadioNeToBil i
BUAMMI 06N1acTAX Ta BHECEHO pefakLiliHi npaBku, sk
odhopM/IEHI BIAMNOBIAHO A0 PeKOMeHAALn Ta CTUAICTUKM
LdY; 3MiHu | Tuny - 3miHn 3 fkocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauiii Ta/abo gonycTmmmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(BVMNYyYEHHSI HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BUJ/TYYEHHS 3aCTapifioro nokasHvka))

CynyTHs 3miHa
- 3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTofax BUNpPo6yBaHHS);

BUYYEHHS 3 cneundikaLii Ta MeToAiB BXiAHOrO KOHTPOSIO
Ha A®| nokasHuka «Baxki MeTann».
3MiHuM | TUNY - 3MiHK 3 AkocTi. APL. CTabinbHICTb. 3MiHa

nepiofly NOBTOpHMX BUNpobyBaHb/nepiody 36epiraHHa abo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

ymoB 36epiraHHs A®| (3a BigCyTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei, Lo BKIoYae nepios NOBTOPHOro
BMNpoGyBaHHS) (Nepiog MOBTOPHOIO
BUNpo6yBaHHs/Nepios, 36epiraHHs) - 36i/bLUEHHS ab0
BBE[EHHS nepioay NOBTOPHOrO BMNPOGYBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOC/iIKEHb Y
peasibHOMY Yaci - 3MiHa TepMiHy npugartHocTti APl ans
BXIZIHOrO KOHTPOJIIO (3aTBEPAXKEHO: 3 POKY;
3anponoHoBaHo: 5 pokiB); 3MiHW | TUMy - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo fonyCTUMMNX MEX, BUSHAYEHNX Y cneumdikayisax Ha
A®I, abo BMXigHWA/NPOMKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cnevmdikaii HOBUM NOKa3HMKOM SKOCTI Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHS) - AOMOBHEHHS
cneuunaikaLii Ta MeToaiB BXi4HOr0 KOHTPO/IK HOBUM
NoKasHUKOM «1,2-uxnopeTaH» 3 BifMNOBIgHAM METOLOM
BMNPOOYBaHHS, y 3B'A3Ky 3 BBELEHHAM HOBOro BUPOOHMKA
A®l Vasudha Pharma Chem Limited, IHAis; 3MiHu Il Tuny -
3MiHn 3 aKkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BWXiHOro/MpoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYHOTLCA Y BUPO6GHMYOMY npoueci A®l, abo
3MiHa BUPOGHMKa (BKHOYatoun, fe HeobxigHo, Micue
npoBefieHHs1 KOHTPOsIt0 sikocTi) AP (3a BigCyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBponeiickbkiin hapmakonei y
3aTBEPAKEHOMY [OCbE)(BBEAEHHA HOBOrO BUPOOHMKa AD|
3 HaAaHHAM MacTep-chaiina Ha Adl) - BBeAEHO HOBOTO
BMPOGHMKA [1il040T PeYOBUHY KETOPOIaky TpoMeTamiHy
Vasudha Pharma Chem Limited, IHgis

181.

KETOHAN®
DOPTE

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 100
Mr no 20 TabneTok y
donakoHi; no 1
chnakoHy B
KapTOHHI kopobLyj,
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

CaHpos
$apmacbloTika

n3 a.4.

CnoBeHis

Nek C.A., Nonba
(BUPOBHULTBO
Hepo3dgacoBaHOl
NpoAyKuii, KOHTPO/b
cepii); ek
PapmaneBTUYHa
KoMnaHis 4. 4.,
CnoseHis
(BMPOGHMLTBO
Hepo3dacoBaHoi
NPOAYKLUIiT, NepBUHHA i
BTOPUHHHA YNakKoBKa,
KOHTPO/b cepii, A03BIN
Ha BUMycK cepii)

MonbLwa
CnoBeHisi

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHuM | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponelichkii
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI EBponenchkin dhapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBeppKeHoro B1upobHuka - OHOBNEHHS cepTudikaty
BignoBigHoCTi €Bponeiicbkii hapmakonei Ne R1-CEP
2003-136-Rev 06 (3atBepmxeHo: R1-CEP 2003-136-Rev
05) ansa Aitoyoi pevyoBUHU KETONPOIEH Bif, BXe
3arBepxeHoro BupobHuka (Zhejiang Jiuzhou
Pharmaceutical Co., Ltd, Kutaif).
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI €Bponeiichkii

3a
peyenmom

UA/8325/04/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHSA y BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOT HalioHasIbHOI
thapmakonei gepxasu E€C (3miHa y cneuudikauisix,
noBs'sA3aHa 3i 3MiHamu B 1Y, abo €Bponeiicbkii
thapmakonei, abo iHLWil HauioHasbHIl dhapmakonei
Aepxasu €C) - npuBeeHHs cneyudikauii girovol
peyoBUHM KeTonpodieH, Big BUpo6HuKa M3,y
BiANOBIAHICTb A0 MOHOrpadii «Ketoprofen» EP, y 3B'A3ky 3
BUAAIEHHAM TeCTy «Baxki MmeTanun».
182. | KWCEHb ras y 6asoHax [ouvipHe YkpaiHa [ovipHe nignpremcTBo YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/18225/01/01
MEANYHWUIA o6’emom 1 n,2n,,3 nignpMeEMCTBO «Meccep YkpaiHa» - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
rA3onoaisHn | n,5n,8n,10 n, 40 «Meccep afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
"n N, Yy MOHOG6/10Li YkpaiHa» NoCBiAYEHHS) - 3MiHa afipecu 3asBHUKA; 3MiHW | Tvny -
o6’emom 480 nTa 3 AfMiHiCTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHsA Ta/abo
rasundikatopis afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
KpioreHHmx BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue
npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
- 3MiHa agpecu 3aTBepaAKeHoro BMpo6Huka M3 [ovipHe
nignpvemMmcTBo «Meccep YkpaiHa», 6e3 3miHu micus
NPOBaPKEHHSA AiSSIbHOCTI
183. | KNCEHb rasy ctaneBux TOB "AIni YkpaiHa TOB "AIMI ENP TA3" YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3a UA/16705/01/01
MEANYHUN 6an0oHax o6'emom 1 EVP rA3" peuenmom
CA3ONOAIBHN | na6o2n, a6o 3 n 3MiHM | TUNY - 3MiHK LOA0 6e3nekin/edheKTUBHOCTI Ta
" abo 4 n,a6o5n thapmakoHarnsafy - OHOBMEHHSA TEKCTY MapKyBaHHs!
abo 10 n, abo 12 n, YNaKoBKM MIKAPCLKOro 3acoby 3 BHECEHHAM iHchopmallii
a6o 40 n, a6o 50 n L0A0 3a3HAYEHHS! OAVHUL BUMIPIOBAHHS y cucTeMi S;
Ta y rasudikaropax 3MiHu |l TUNY - BBEJEHHA A0AATKOBOTO BUPOBHUKa ADI
KpIOTeHHMX KuceHb MeauuHuii pigkuii MAT "/liHge a3 Ykpaina®,
YkpaiHa agpeca Micus NpoBaKeHHN Ais/IbHOCTI:
[oHelbka 0b6nactb, Map'iHcbkunii palioH, micTo Kypaxose,
npom3oHa Ne 70; 3anponoHoBaHo: MAT «/1bBIBCbKUiA
XiMi4HWI 3aBOA». YKpaiHa
KT «TOB "3anopi3bkuii aBToreHHuii 3aBog" i KomnaHisi»,
YkpaiHa MAT «/liHge a3 Ykpaina», YkpaiHa.
184. | KUCEHb piavHa (cybcTaHLuis) [ovipHe Ykpaina [ovipHe nignpremcTBo YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - UA/13394/01/01
MEANYHWUIA Y KpioreHHoMy nignpUEMCTBO «Meccep YkpaiHa» - AOMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
PIAKNIA pesepByapi 41s «Meccep agpecy 3asiBHMKa (BNnacHuKa peecTpauiinHoro
BUPOGHMLITBA KNCHIO YkpaiHa» NOCBIAYEHHS) - 3MiHa afpecy 3asBHUKa; 3MiHW | Tuny -

MeLMNYHOro
rasonogibHoro

AAMiHICTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo
agpecy Micus NpoBaKEHHS AisiNIbHOCTI BUPOOHMKA
(BkNtOYaOUK, 3a HEOOXIAHOCTI, MicLle NPOBEeAEHHS
KOHTPO/II0 AKOCTi), a0 BNacHuka mactep-chaiina Ha Adl,
ab60 noctavasibHMKa Adl/BuxigHoro
MaTepiany/peareHTy/npoMixKHOro NPoAyKTy, L0
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCcyTHOCTI cepTudpikata
BiiNOBIAHOCTI E€Bponelickkilt thapmakonei y
3aTBEPAKEHOMY [10CbE, 60 BMPOGHMKA HOBOI JOMOMDKHOI
pPEYOBUHM (SKLLO 3a3HAYEHO Y [0CbE) - 3MiHa aapecu
3aTBEPMKEHOr0 BUPOOHUKa AP [ovipHE NiANpPMEMCTBO
«Meccep YkpaiHa», 6e3 3MiHW MicLisi TPOBaKEHHS
LiSIbHOCTI
185. | KNCNOTA pO3unH ANs iHQys3il, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/13836/01/01
AMIHOKAMNPO 50 mr/mn, no 100 mn | “dapmaueBTu "®apmaueBTUYHa 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
HOBA- y chnakoHax; no 100 yHa chipma chipma "JapHuus” hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHS TEKCTY
AAPHULUA My hrakoHi, no 1 "AapHnus” MapKyBaHHS! yNakoBKU MiKapCbKOro 3acoby 3 BHECEHHAM
chnakoHy y nauui iHhopMaUii LLoA0 3a3HAYEHHSI OAMHUL BUMIPIOBaHHS Y
cuctemi Sl. BHeCceHHs 3MiH A0 po3ainy “MapkyBaHHs" MKA
N3. 3anponoHoBaHo: MAPKYBAHHA. BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEAEHHS
3MiH NPOTAroMm 6 MicALiB Micnsa 3aTBepAKEeHHs
186. | KITPYQA® KOHUeHTpaT ans Mepk Wapn i LLiseiiuapi BMPOGHUK Ipnangis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/16209/01/01
pO34uHy Ans Ooywm IOEA A Hepo3dhacoBaHol Higepnanan - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
iHpy3iiA, 25 mr/mn no 6X NpoAyKLii, KOHTPO/Ib / agpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
4 M/ KOHUEHTpaTy y AKOCTI Ta TeCTYBaHHSA Benuka noceigyeHHs) - 3MiHa Ha3BMW 3asiBHUKA BifMoBigHO A0
donakoHi; no 1 cTabinbHOCTI, BpuTaHis/ piLLeHHA KOMNaHiT Ta YTOYHEHHSA afpecu 3asBHUKa ANs
donakoHy 3 nepBuHHE NakyBaHHS: HimeyuunHa/ npvBeAeHHs Y BiANOBIAHICTb JO OHOB/IEHOIO BUTATY 3
npenaparom B MCJ, IpnaHgis Benbris Toprosoro PeecTpy KpaiHn 3asBHvKa (BBefeHHs 3MiH
KapTOHHI KopoobLi (Kapnoy), Ipnangis; NPOTArOM 6-TW MICALIB NIiC/A 3aTBEPIXKEHHS); 3MiHA
KOHTPO/Ib SAKOCTi Ta 3asiBHUKA (BN1aCHMKa PEECTPaLiiHOro NocBig4eHHs) (3rigHo
TecTyBaHHSA Haka3y MO3 Big 23.07.2015 Ne 460) BBegeHHs 3MiH
cTabinbHocTi: MCL NPOTArom 6-Tv MiCAILiB MiCNS 3aTBEPIKEHHS
IHTepHeLwHN
M6 X/MC/ IpnaHgais
(BpiHHi), IpnaHgjs;
H.B. OpraHoH,
HigepnaHngu; KoBaHc
Na6opaTopis NimiTeq
(KoBaHc), Benuka
BpuTaHis; TectyBaHHSA
cTabinbHocTi: HyBicaH
M6X, HimeuuunHa;
BTOPUHHE NakyBaHHs,
[03BiN Ha BUNYCK
cepii: Wepinr-Mnay
Na6o H.B., benbria
187. | KNAPUTPOMIL, | TabneTku, BKPUTI TOB YkpaiHa TOB "AcTpacapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/14154/01/02
NH- 060/10HKO10, Mo 500 "AcTpadhapm” 3MiHW | TURY - 3MiHW 3 SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom

ACTPAD®APM

Mr; Mo 7 TabneTok y
6nictepi; no 1 abo
no 2 6nictepu B

KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AONYCTUMUX MEX
rOTOBOrO MiKapCbKoro 3acoby (iHLWi 3MiHK) - BBEAEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Kopobui nepioguYHOCTI KOHTPOJIKO 3a NokasHnkoM “MikpobionoriyHa
ynucToTa": BUKOHYETLCA A/151 KOXHOI AecATol cepii, ane He
pigLle oAHoro pasy B pik
188. | KOPAAPOH® po3unH ANns iH'ekuii, | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/3683/01/01
50 mr/mn; Ne 6: no 3 ABeHTIC IHaacTpia peyenmom
M1 B amnyni; no 6 YkpaiHa" BUMNPAB/IEHO TEXHIYHY NOMWU/KY B TEKCTI MapKyBaHHS
amnyn B NOMIMEPHNX BTOPUHHOI ynakoeku J13. SAMTPOMOHOBAHO: 2.
HapyHkax y . KIMbKICTb AIK04OT PEUOBWHIW 50 mr/mn AmiogapoH 1
KapTOHHiiA KopoGL M1 PO3HMHY MICTUTb: aMioapoHy rigpoxnopuay
................. 50 mr 11.HAVMEHYBAHHS |
MICLUE3HAXOMXEHHA BUPOBHUKA TA/ABO
3AABHUWKA BupobHuk: CaHodpi BiHTpon IHaacTpia,
dpaHuia 1 py ge nsa Bipx AM6ape et Jlarpas 33565
KAPBEOH BJ/IAH CEJEKC, ®paHuis. 3a3Ha4yeHe
BUMpPaB/IEHHS BigNoBigae apxiBHUM MaTepianam
peecTpauinHoro Aocbe
189. | KO®AH Tabnetku no 10 BocHanek a.4 BocHis i BocHanek 4.4 BocHis i BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/3998/01/01
BOCHAJNEK® Tabnetok y 6nictepi; epuerosu lepuerosuH 3MiHuM | TUNY - 3MiHK 3 aKocTi. CepTudikaT peuyenma
no 1 6nictepy B Ha a BignosigHocTi/lE-cepTudikar BignosigHOCTI EBponeiichkii

KapTOHHIl KopoobLi

hapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAEeHHS Yy BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWOi HauioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneumdikauisx,
nos'sA3aHa 3i 3miHamu B 1Y, abo €Bponeiicbkiii
dhapmakonei, abo iHLWil HauioHanbHIl hapmakonei
aepxasun €C) - npuBefeHHsA creundikadii Ta MeToais
KOHTponto A®| napavueramon y BiANOBIAHICTbL 4O BUMOT
MoHorpadii Paracetamol EP 3a nokasHukamu
«lgeHTndikauis», «CynposifgHi AOMILKW». 3MiHW | TUny -
3MiHu 3 siKocTi. CepTudikat BignosigHocTI/lE-cepTudikat
BiANOBIAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUYYEHHS cepTudikaTa BignosigHOCTI
€Bponeiicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/nPoMiKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; A8 [ONOMDKHOT
peyoBUHM (cepTudikaT BiANOBIAHOCTI E€BpONEChKIl
thapmakonei) - OHOBMEHUIA cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
cepTugikaTa BignoBigHOCTI €Bponeiickin dhapmakonei Ne
R1-CEP 2003-059-Rev 04 (3atBepgxeHo: R1-CEP 2003-
059-Rev 03) gns gitodoi peyosnHu Propyphenazone Big,
BXe 3aTBepmakeHoro BupobHnka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD. 3MmiHu | TUny - 3MiHun 3
aKocTi. CepTudpikaT BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI EBponelichbkiin thapmakonei/MoHorpadii.
MogaHHA HoBOro abo OHOBJ/IEHOrO cepTudikaTa
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BiANOBIAHOCTI ab0 BUNyYeHHS cepTudikaTta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ana A®l; pns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AD|; 4518 AONOMDKHOT
peyoBUHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakoner) - OHOBNEHUIA cepTudikaT Bif yxe
3aTBEPAKEHOIO BUPOOHMKA - NOAAHHSI OHOB/IEHOTO
cepTtudikaTa BignosigHOCTI EBponelickkiii hapmakonei Ne
R1-CEP 2000-124-Rev 08 (3atBepgxeHo: R1-CEP 2000-
124-Rev 07) pns gitoyoi pevoBuHn Paracetamol Big Bxe
3aTBEpAXEHOro BMpobHuka Angiu Lu‘an Pharmaceutical
Co., Ltd

190.

KPUHOH®

reflb BariHaslbHWiA 8
%; no 1,45 r (wo
Bignosigae osi ans
BBeAeHHs 1,125T) B
0[IHOA030BOMY
annikaTopi,
BK/afieHoMy B
bararoLlapoBy
ynakoBky; no 6 a6o
15 ogHOA030BMX
annikaTopis y
KapTOHHI Kopobui

Apec TpeligiHr
C.A.

LLiseiiuapi
A

Maponak ar,
LLIBeiiuapisi (nepBUHHA
ynakoBka); ®nit
NabopaTopis NimiTes,
BenvkobputaHis
(BUPOGHWK
Hepo3dacoBaHoi
NPOAYKLUIT Ta KOHTPOb
AKocTi); Xepg MaHgi
PiuappacoH NiviTepn,
BenvkobputaHis
(KOHTpOnb AKOCTI);
LieHTpan ®apma
(KoHTpakT lMekiHr)
Niviten,
BenukobpuTaHis
(BTOPUHHa ynakoBka
Ta BUNycK cepii)

LBeiiuapis
Benukobput
aHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiais:
3MiHM | TUMY - aMiHiCTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecun Micusa NPoBaMKEHHS AisiNIbHOCTI BUPOGHMKA

(BKntoYaroun, 3a HeObXiAHOCTI, MicLie NPOBEeAEHHS
KOHTPOJI SIKOCTi), @60 BnacHuKa macTep-gaiina Ha Adl,
abo noctavasnbHuka Adl/BnxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOHULTBI API (AKLLO 3a3HAYEHO Y
[OCbE Ha NikapCbKunii 3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBepXeHOMY [10Cbe, a60 BUPOGHMKA HOBOI LONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) - 3MiHA Ha3BM
AinbHUUI, L0 MPOBOAUTbL KOHTPO/Ib SKOCTi Ad| 3a .
"Po3Mip yacTok", 6e3 3MiHM MicL BUPOBHMLTBA.
3anponoHoBaHo: Catalent Nottingham Limited,

BenukobpuTaHis. 3MiHK | TURY - 3MiHW 3 AKOCTI.

CepTudpikat signosigHocTi/lE-cepTucpikat BignosigHocCTi
€sponevicbkiin hapmakonei/moHorpadii. MogaHHA HoBOro
abo oHOB/EHOrO cepTudikaTa BiANOBIAHOCTI 260
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponelickkiii
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; A58 [ONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI E€BpONENChKIl
thapmakonei) - OHOBMEeHUIA cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei Ne
R1-CEP 2005-299-Rev 02 (3aTBepmxeHo: R1-CEP 2005-
299-Rev 01) ans gitouoi pevoBuHU Progesterone
Micronised, non-micronised Big, BXe 3aTBEpAXEHOro
BUPOOBHWMKA, SIK HACNIAO0K YTOYHEHHS Ha3BW BUPOBHNYOI
ninbHuui (3atBeppxkeHo: PHARMACIA & UPJOHN
COMPANY; 3anponoHosaHo: PHARMACIA & UPJOHN
COMPANY LLC)

3a
peyenmom

UA/3490/01/01

191.

KYTIBEAT™

Kpem 0,05 %; no 15
ryTy6i; no 1 1y6iy

nakcoCmiTKn
ANH ExcnopT

Benvka
BputaHis

nakcoCmiTKNnsiiH
PapmacbioTrkans C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:

3a
peyenmom

UA/2677/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i Nimiten 3MiHuM Il Tuny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
MeAMYHOr0o 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU faHVMU 3
AKOCTI, AOKTIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnsgy - 3MiH1M BHECEHO B IHCTPYKLilO AnA
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao po3giny
"Oco6nMBOCTI 3aCcTOCyBaHHSA". BBeAeHHS 3MiH npoTsarom 6
MiCALIB MiCNA 3aTBEPKEHHSA
192. | KYTIBEUT™ masb 0,005 %; no 15 | FnakcoCmiTKn Benuka "nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/2677/01/01
ry Ty6i; no 1 1y6i y SH EkcnopT BputaHia | ®apmacbioTukans C.A. peyenmom
KapTOHHIN ynakosLy| Nimiteq 3MiHM Il TUNY - 3MiHV WOAO0 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN JaHUMW Ta JaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby A0 po3giny
"Oco6nmBOCTI 3acTocyBaHHA". BBeaeHHs 3MiH npoTsirom 6
MiCALIB MiC/1A 3aTBEPAXXEHHS
193. | NTADAKCUH® TabneTkun [Jexcenb I3painb [ekcenb JITA4. 13painb BHECEHHS 3MiH [0 peecTpavliiiHnux maTepianis: 3a UA/13444/01/01
XR NPOIOHTOBaHOT Aji Papma 3MiHM | TURY -3MiHK WoAo 6e3nekn/edheKTMBHOCTI Ta peyenmom
no 75 wmr, no 14 TexHonoaxums hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
Tabnetok y 6nictepi nra. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

3 KaJiIeHJapHo
LLKas10to; no 2
6nictepn y
KapTOHHI KopoobLi

Me[MYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpMaHMX/6ionoaibHNX NikapcbKUx 3acobiB
nicns BHECEHHS Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3MiHa He NoTpebye HagaHHA XOAHUX HOBUX
[04aTKOBUX AaHuX) - 3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA ikapCbKoro 3acoby y po3ginu:
"Oco61BOCTI 3acTocyBaHHsA", "Cnoci6 3acTocyBaHHA Ta
no3n" (iHcpopmauia woao 6esnekn), "MobiuHi peakwyii
Bi4NOBIAHO A0 iHdhopMAaLil LLoA0 MeNYHOro
3acTocyBaHHSA pechepeHTHOro nikapcbkoro 3acoby (Efexor
XL 75 mg, 150 mg, He 3apeecTpoBaHuii B YkpaiHi).
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nicas
3aTBepAXEHHS. 3MiHu | Tuny - 3MiHn Wwogo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKill XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHS
Ha nigcTasi perynsapHO OHOB/IOBAHOIO 3BITy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHA NikapcbKoro 3acoby B MicnsipeecTpayiiHni
nepiof, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iIKEHb,
npoBeAeHWX BiANoBIAHO A0 MaHy nejiaTpudHmnx
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

pocnigpkeHb (PIP) (3MiHy y3rof)xeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom)- 3MiHU BHECEHI [0 IHCTPYKLUT
0151 MEANYHOrO 3aCTOCYBaHHSA NMikapCbKOro 3acoby y
po3ginu: "OcobmBOoCTi 3acTocyBaHHA", "3acTocyBaHHA y
nepiopg, BariTHoCTi abo rogyBaHHs rpyaat”, "MobiyHi
peakuii" BiNoBigHO A0 OHOBNEHOI iHthopMmaL,i 3 6e3nekn
[ilo40i PeYOBVHW. BBEAEHHS 3MiH MPOTATOM 6-TW MicsLiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHn)
Po3gineHHs TekcTy IHCTPYKLii A1 MeauyHoro
3aCTOCYBaHHSA MiKapCbKoro 3acoby 3 3aTBepKEHHAM
OKPEeMMX IHCTPYKL/ 4719 KOXHOTO A,03YBaHHS. BBEAEHHS
3MiH MPOTAroM 6-TK MiCALIB Nic/iA 3aTBEPAKEHHS

194.

NADAKCUH®
XR

TabneTtku
MPOJIOHroBaHoI fji
no 150 wmr, no 14
Tabnetok y 6nictepi
3 KaJ1IeHJapHo
LUKas10t0; Mo 2
6nictepu y
KapTOHHI Kopobui

[Jekcenb
Papma
TexHonooxkms
nTa.

I3painL

[Jekcenb NTA,.

13painb

BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis:
3MiHM | TURY -3MiHK Woao 6e3nekn/ehekTnBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NikapcbKUX 3aco6iB
nicns BHECEHHSA Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NoTpebye HafgaHHA XOAHUX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHM BHECEHI [0 iHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y po3ginu:
"Oco6/MBOCTI 3acTocyBaHHsA", "Cnocib 3acTocyBaHHs Ta
no3n" (iHcpopmauia woao 6esnekn), "MobivHi peakwyi
Bi4NoBIAHO A0 iHdopMaLil LWoA0 MeUYHOro
3acTocyBaHHSA pedhepeHTHOro nikapcebkoro 3acoby (Efexor
XL 75 mg, 150 mg, He 3apeecTpoBaHuii B YKpaiHi).
BBEJEHHS 3MiH NPOTAroM 6-TW MicAUiB nics
3aTBepMKEHHS. 3MiHu | Tuny - 3MiH Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLii AN15i MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBi peryisipHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHA NikapcbKoro 3acoby B MicsipeecTpayiiHni
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iIKEHb,
npoBeAeHWX BiANoBigHO A0 MaHy nejiatpudHmnx
pocnigpxeHb (PIP) (3MiHy y3rogpkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVIM OpraHoM)- 3MiHW BHECEHI A0 IHCTPYKLU,i
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3ginu: "OcobMBOCTI 3aCTOCYBaHHS", "3acToCyBaHHA y
nepiog, BaritHocTi abo rogyBaHHs rpyaato”, "MobiyHi
peaxui™ BignoBigHO 40 OHOB/EHOT iHhopmaLlii 3 6e3neku
[it040T PEYOBVHW. BBEAEHHS 3MiH MPOTATOM 6-TW MicsLiB
nicns 3atBepgkKeHHs. 3MiHn | Tuny - 3MiHN LWoAo
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy (iHwi 3MiHun)
Po3gineHHs TekcTy IHCTPYKLii AN MeAUYHOro

3a
peyenmom

UA/13444/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aCTOCyBaHHSA NiKapCbKoro 3acoby 3 3aTBepAKEHHAM
OKPeMMX IHCTPYKLi/ 4719 KOXHOTO A03yBaHHS. BBEAEHHS
3MiH NpOTArom 6-T1 MicALiB Nicna 3aTBEPAKEHHS
195. | IEBOKCUME/L | Kkpani OYHi, PO34uH, YOoPN4 TypeuuunH yorPna MESULINH TypeuunHa BHECEHHS 3MiH [0 peecTpavliiiHiX MaTepianiB: TeXHIiYHa 3a UA/18206/01/01
5mr/Mn, no5mny MEANUNH a ITIAY CAH. BE TIXK. nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
nonimepHomy OPTA/IbMIKC A.LL. BvnpaBneHo TexHi4YHy NOMWAKY B IHCTPYKUIi ANs
chnakoHi- INAYNIAPI MeAMYHOro 3acTocyBaHHA — rpaMaTnyHa noMuska y
KpanensbHuui; no 1 NTA. WTI. po3ginax "®apmakonoriyHi BnactusocTi”, "MokasaHHA",
doNnakoHy- "Oco6mBocTi 3acTocyBaHHA", "MobiYHI peakuii”.
KpanesnbHuLi B 3a3HayeHe BUNpaB/IEHHS BignoBigae maTepianam
KapTOHHI KOpooLi peecTpaLiiHoro 0ChE.
196. | IEBO®JIOKCA | Tabnetku, BKpUTI TOB YKpaiHa TOB "AcTpadchapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: - UA/14395/01/01
LUWH- o060n10HkKot, no 500 "AcTpadapm” 3MiHM | TUMY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
ACTPA®APM Mr M0 7 TabneTok y KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
6nicTepi; no 1 abo napameTpiB cneuudikauii Ta/abo JoNyCTUMUX MEX
no 2 6nictepu y roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS
Kopo6Li 3 KapTOHY nepiogNYHOCTI KOHTPOSIO 3a NokasHMkom "MikpobionoriyHa
yncToTa": BUKOHYETLCSA A/15 KOXKHOI AecaToi cepii, ane He
piglwe ogHoro pasy B pik
197. | NEBO®ONIK PO34MH ANA iH ek Mepak HimeuunH IAT Bionorika MM6X, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3a UA/16366/01/01
abo iHgysiin, 50 esenbadT a HimeuunHa 3MiHK | TNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peyenmom
mr/mnno 1 mn, 4 dorop KnNiHiwe (BMpOGHMLTBO "in thapmakoHarnaay. BeegeHHs abo 3MiHW [0 y3arasibHeHux
M, 9 Mn Yy chnakoHi; Lneujansnpe bulk", nepsuHHe AaHvX Npo cuctemy thapmakoHarnsgy (BBefeHHs
no 1 a6o 5 chnakoHis napare m6X nakyBaHHA Ta y3ara/ibHeHNX JaHnx nNpo cuctemy dapmakoHarnsgy,
3 PO3YMHOM Y KOHTpPO/b cepild); 3MiHa YNoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
KapTOHHIiA ynakoBL,i Mepak esensadt 3AilicHeHHA hapMakoHarnsay; KOHTaKTHOT ocoou 3
dotop KAiHiwe thapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHHS
Lneuianbnpenapate chapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
M6X, HiMeuunHa YNOBHOBaXXeHOi 0c0o6M, BiANOBIfaILHOT 3a 34iiCHEHHS
(BTOpPUHHE NMaKyBaHHS, hapmakoHarnsgy (Bkioyakum KOHTaKTHI AaHi) Ta/abo
MapKyBaHHS, 3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
KOHTPOb Ta BUMYCK hapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
cepii) YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0COOU 3asIBHMKA,
Bif4NoBigaNbHOI 3a thapmMakoHarnsag B Ykpaiti
198. | NEBOUWVH-H PO34nH ANs iHdy3il, TOB Ykpaina Hepo3sdacoBaHuii Ipevis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/12842/01/01
500 mr/100 mn, no "®OAPMACEN" NPOAYKT, NepB/HHA YkpaiHa TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom

100 mn a6o no 150
My chrakoHi; no 1
chnakoHy B nauuj 3
KapTOHY

ynakoBka, BTOpUHHA
ynaKkoBKa, KOHTPO/Ib:
BIOCEP C.A.
MAPEHTEPA/
CO/OWHC
IHOACTPI, Ipeuist;
KOHTpO/Ib, BUMYyCK
cepii: TOB
"®APMACEJT",

CrabinbHicTb. 3MiHa y TepMiHax nNpuaaTHOCTI abo ymoBax
36epiraHHs roToBOro /IiKapcbKoro 3acoby (36iNbLUeHHS
TepMiHy NpuAaaTHOCTI FOTOBOrO JliKapCcbkoro 3acoby) - Ans
TOProBOi YNakoBKW (NiATBEPMAKYETLCA AAaHUMU PeaibHOro
yacy) 3MiHV BHECEHI [0 IHCTPYKLIT 4719 MeANYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ain "TepmiH
npugatHocTi". 36iMblEeHHS TepMiHY NpUAATHOCTI TOTOBOro
nikapcbKoro 3acoby.
3arBepakeHo: 2 poku 3anponoHoBaHoO: 3 pokn. 3MiHum |
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

Ykpaina

TUny - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTaTt OUiHK/
3BiTY 3 OCNiMKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHnx gocnimpxerb (PIP) (3MiHYy y3ropkeHo 3
KOMNETEHTHUM YNOBHOB&XEHVUM OpraHom) 3MiHN BHECEHi
[0 IHCTPYKUIT 418 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3ginu: "OcobamBocTi 3acTocyBaHHS", "MoBIYHI
peakuii" BigMnoBigHO A0 OHOBMEHOI iHchopMaL,i 3 6e3nekn
L0401 PeYOBUHW.

199.

NEC®A/b

PO3YMH ANS iH'EKLIN,
50 mr/mn; mo 5 mn B
amnyni; no 5 a6o 10
amnyn y navui 3
KapToHy; Mo 5 Mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepn y navuyj 3
KapToHY

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
ynakoBku (MigTBePAKYETLCS AaHUMMN peasibHOro Yacy) —
36iNbLUEHHS TepMiHy 36epiraHHs 13 (3aTBepaKeHo: 2
POKM; 3arpONOHOBaHO: 3 poku). 3MiHWN BHECEHI B pO3fin
"TepMiH nNpuaaTHOCTI" B IHCTPYKLiO 418 MeaU4HOro
3acTocyBaHHS Nikapcbkoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNpPOGYBaHHSA roTOBOrO NikapcbKoro 3acoby (ans
npuBeLEHHS Y BiANOBiAHICTL 3 DY abo EBponelicbkoto
hapMakoneeto Ta BUy4YEHHS MOCUIAHHS Ha 3acTapisini
BHYTPILUHI MeToA, BUNPOOyBaHHS i ioro Homep)—
BU/TYYEHHS BUKIaJEHHSA NOBHOT METOAMKY 32 NOKA3HVKOM
«CTepw/bHICTb» B MeToAax KoHTposio N3 Ta gogaHo
rnocvnaHHA Ha 3arasibHi ctatTi EP o 3aTtBepakeHoro
nocunaHHA Ha AdY.; 3miHu |l Tuny - 3MiHK 3 AKOCTI.
[oTOBWI NikapcbkWii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
BUNPobyBaHb ab0 JONYCTUMUX MEX, BCTAHOBIEHUX Y
crneuudikauisx, nig yac BUPO6HULTBA FOTOBOr0O
NiKapcbKoro 3acoby (Po3LUNPEHHS 3aTBEPAKEHNX
[OMYCTUMUX MEX A9 NMOKa3HUKIB, SKi MOXYTb MaTu
iCTOTHUIA BNNIMB Ha 3arasibHy AKICTb FOTOBOrO NiKapCbKoro
3aco6y) — 3MiHa KpUTepiiB NPUAHATHOCTI 32 NOKA3HUKOM
«pH» y cneuundikayii Ha TOMXHUIA NPOAYKT
«MpuroToBaHuii po3unH» (3aTBepmxeHo: Big 8,0 fo 9,0;
3anponoHoBaHo: Big 8,0 fo 9,5)

3a
peyermom

UA/12317/01/01

200.

NIJOKCAH
MEHTON
CNPEN

cnpeii gns poToBoi
NOPOXHUHKU, 2 Mr/0,5
mr Ha 1 mn; no 30

TOB "CaHpo3
YkpaiHa"

YKpaiHa

Na6opaTtopia
Ksanigpap HB
(Keanidpap HB),

Benbriga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
3MiHU Yy BUPO6HMUTBI. 3MiHU Y Npoueci BUpobHULTBA

6e3
peyenma

UA/16228/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
My chriakoHi, no 1 Benbria (BUpo6HNLTBO rOTOBOrO /liKapCbKOro 3acoby, BK/IOYakUM MPOMIKHWIA
hnakoHy B KOpOO6L 3a MOBHUM LK/IOM); NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI FOTOBOIO
ek ®apmaveBTUYHa nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
KomMaHia 4.4., BMPOGHMLTBA); CynyTHS 3MiHa - 3MiHW 3 AKOCTI. [0TOBWIA
CnoseHisa (Bunyck nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NPOLIECi
cepiit) BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby, BKIUaoum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPY BUPOOHULTBI
rOTOBOrO JlikapCbKOro 3acoby (iHLWi 3MiHW) - BHECEHHS
He3HayHWX 3MiH y NpoLec BUPOGHMLTBA, 30KpemMa: 3miHa
nopsAKY A0AAaBaHHA KOMMOHEHTIB, L0 3MILLYOTbCS B
npoueci BUpo6HMLTBA. Y 3B'A3KY 3 NepeHeCEeHHsM
NPOAYKTY Ha HOBE BMPOGHMYE 06/1aHAHHS BUPOGHNYMIA
npoLec afanToBaHo [0 HOBOrO 06/1afjHaHHSA 3 TEXHIYHNX
NPUYKH. K HacNigoK, NocifoBHA 3MiHa Nos'A3aHa 3
3MIHOI TepMiHy 36epiraHHa npoaykTy in bulk - fo 12 aHis
y BUpOGHMYOMY pe3epByapi (peakTop) Ta 1 geHb y
ManeHbkux HPDE koHTeliHepax
201. | TIOMEKCUH® Kpem 2% no30ry Pekopgaari Ipnangis Pekopgaarti IngacTpia ITanisa BHECEHHS 3MiH [0 peecTpaliitHux maTepiasis: 3MiHu | 3a UA/6094/02/01
Ty6i; Mo 1 Ty6i y Aineng Ntp, Ximika e TUMy: 3MiHW 3 AKOCTIi. FOTOBMIA NiKapCbKuniA 3aci6. 3MiHW y peyenmom

KapTOHHIlA KOpooLi

dapmacesTika C.Mn.A.,
ITanis; BAM®PAPMA
C.P./1., Itanisa

BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTUHM abo BCbOTO BYPOGHNYOTO
npoLiecy roToBOro NikapcbKoro 3acoby (AibHNLA Ans

BTOPWHHOTO MakyBaHHS) - 3MiHa BHOCUTLCS 3a PiLLEeHHAM
3asBHUKa - komnaHii Pekopgarti Ainexg, /T4, Ipnangis - i
nonsrae y BBefleHHi a/lbTEPHaTUBHOIO BUPOOHMKa
roToBOro nikapcbkoro 3acoby BAM®APMA C.P.J1., Itanis,
BiANOBIAA/ILHOTO 3a BCi CTagil BUPOGHMYOro npouecy,
BK/IHOHYAK0UM BTOPUHHE NaKyBaHHS [0 BXe 3aTBEPMKEHOro
BMpobHUKa Pekopaarti IHaacTpia Ximika e dapmacesTika
C.n.A., ITanis; 3aminn | Tvny: 3miHn 3 sikocTi. FoTOBUI
nikapcbkuii 3aci6. 3MiHU y BUpO6GHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI Ai/IbHULi BUpOOHULTBA AN
YyacTvHu abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBUHHOMO
nakyBaHHs)- 3MiHa BHOCUTbLCS 3a pilleHHAM 3asiBHYKA -
komnaHii Pekopgati Aineng, /174, Ipnangis - i nonsrae y
BBE/leHHi a/lbTepHaTUBHOrO BUPOGHMKA rOTOBOrO
nikapcbkoro 3acoby BAM®APMA C.P.J1., ITanis,
BiANOBIAA/ILHOIO 3a BCi CTagil BUPOGHMYOro npouecy,
BK/TIOYAI0YN NEPBYHHE NakyBaHHA [0 BXe 3aTBepaKeHoro
BMpo6HUKa Pekopaarti IHaacTpia Ximika e dapmacesTika
C.n.A., ITanis; 3aminn | Tmny: 3miHn 3 sikocTi. FoToBUI
nikapcbkuii 3aci6. 3mMiHU y BUPO6GHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI Ai/IbHULi BUpOOHULTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHULS, Ha AKili TPOBOAATLCS GyAb-

SIKi BUPOOHWYI cTagil, 32 BUHATKOM BUMYCKY Cepil,

KOHTPOJ1H0 AKOCTI, NEePBUHHOIO Ta BTOPMHHOIO NakyBaHHA,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
07151 HECTEPUIbHMX NiKApCbKUX 3aC06iB) - 3MiHA BHOCUTLCS

3a pilleHHsAM 3asBHUKa - KoMnaHii PekopaaTi AineHng 114,
Ipnangis - i nonsarae y BBeAEHHI aflbTEPHATUBHOIO
BMPO6GHMKaA rOTOBOrO fikapcbkoro 3acoby BAM®APMA
C.P.J1., Itanis, wo signosigae 3a BCi cTafii BUPOOGHNYOro
npotiecy roToBol MikapcbKoi hopMn 3a BUHATKOM BUMYCKY
cepiil, KOHTPOJIIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS, 415 HECTePUIbHUX NiKapCbKUX 3acobiB A0 BXe
3aTBepAxeHoro BupobHuka Pekopaari IHgacTpia Ximika e
dapmacesTika C.n.A., ITaniss; 3MiHn | TuRy: 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkunii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHn, LLLO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /iKapCbKoro 3acoby (3amiHa
abo fofaBaHHSA BUPOOHMKA, LLO BiANOBiAAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovaroum
KOHTPO/Ib/BMNPOGYBaHHSA cepii - 3MiHa BHOCUTLCS 3a
pieHHAM 3asiBHUKaA - komnaHii Pekopgarti AineHg Nta,
Ipnangis - i nonsarae y BBeAeHHI aflbTEPHATUBHOIO
BMPO6GHMKaA rOTOBOrO fikapcbkoro 3acoby BAM®APMA
C.P.1., Itanis, BignosiganbHOro 3a BCi cTagii BUPOGHNYOro
npotecy, y ToMy 4mcni 3a BUMycK cepii, BKIYaum
KOHTPO/b Cepii 40 BXe 3aTBEPAKEHOro BUPOOHMKa
Pekopparti IHpacTpia Ximika e dapmacesTika C.n.A.,
ITanis. 3MiHW BHECEHO B IHCTPYKLItO 4151 MEAUYHOTO
3aCTOCyBaHHSA LLOAO HAallMeHyBaHHA Ta
MicLLe3HaxompKeHHs BUPO6HMKa (goAaBaHHs
aNbTepPHATUBHOIO BUPOGHWKA) 3 BiANOBIAHMUN 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby; 3miHu |
TUny: 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOMO
nikapcbKoro 3acoby, BKIOYaUy NPOMiIXKHWIA MPOAYKT, WO
3aCTOCOBYETHCS NPV BUPOGHULITBI FOTOBOrO NiKapCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpobHUUTBA) -
HesHauHa 3miHa o po3giny 3.2.P.3.3 «Onuc BUpo6HNYoro
npoLiecy Ta KOHTPOJ/II0 NPOLECcy» 3 METOK TEXHIUHOT
afantauii Ha eTani npurotyBaHHA NinodinebHoI thasn B
BMPOGHMYOro npouecy, Lo byae 3acToCoByBaTUCA NNLLE
[0 npouecy BUPOOHULTBA MiKapCbKOro 3acoby Ha AiNbHULI
BAM®APMA C.P.J1., Itanisi. Bupo6Huuuii npouec ans
3aTBEpMXEHOro BUpobHuka Pekopaari IHgacTpia Ximika e
dapmacesTika C.n.A., ITania 3anMwaeTbCs HE3MIHHUM;
3MiHK | TUNY: 3MiHK 3 IKOCTi. TOTOBMIA Nikapcbkuii 3acio.
3MiHN Yy BUPOGHMLTBI. 3MiHa po3mipy cepii (Bk/It4atoum
Jiana3oH po3mipy cepii) roToBOro /ikapcbKoro 3acoby
(36inbLueHHs go 10 pasis NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - N5 onTyMi3avii BUpo6HMYOro npouecy,
BHOCATbCA 3MiHN A0 po3ainy 3.2.P.3.2. “Ckiag Ha cepito”,
a came 36inbLUeHHA po3Mipy cepii Ao 1500 kr.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Po3wmip cepii gns 3aTBepaxeHoro BupobHuka Pekopaari
IHpacTpia Ximika e ®apmacesTika C.n.A., ITanis
3a/IMWAETLCA HE3MIHHUM — 500 Kr; 3MiHW | Tuny: 3MiHu 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo A0MYCTUMMX MEX, BCTAHOB/IEHUX
y cneuucpikauisix, nig yac BUPOGHMLLTBA FOTOBOIO
NikapcbKoro 3acoby (BMly4eHHs1 HECYTTEBOIO
BMNPOBYBaHHSA B Npoueci BUpobHULTBA) - He3HayHa 3MiHa
0o po3giny 3.2.P.3.4 «KOHTPO/Ib KPUTUYHUX eTaniB Ta
NPOMDKHUX NPOAYKTIB», @& came BUa/IeHHs eTany
KOHTpON0 06'€MHOT Baru nepef, hasoto 3anoBHeHHs Tpy6
AK TAKOro, SIKNIA IBNISETLCS HEKPUTUYHUM. HasiBHWIA
KOHTpOsib Ha cTagii Tube filling (Controls during filling).
Bnpo6HWuuii npoLiec Ans 3aTBepAKeHoro BUpo6HuKa
Pekopgarti IHgacTpia Ximika e dapmacesTika C.n.A., ITanis
3a/IMWAETLCA HE3MIHHUM
202. | NIOMYCTWUH Kancynu no 40 mr, Mepak HimeuuunH Bupo6HuK, Lo HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHMX MaTepianiB: yTOHUHEHHA 3a UA/6988/01/01
MEAAK no 20 kancyny lesenbliadt a Bignosigae 3a HanMcaHHA BUPOGHMKa B Hakasi MO3 YkpaiHu Ne 301 peyenmom
KOHTeliHepi; no 1 dorop KniHiwe MapKyBaHHs Bif, 22.02.2021 B npoueci BHeCEHHS 3MiH (3MiHu | Tuny -
KOHTEliHepy B nauLi LLneuianbnpe NepBUHHOT YNakoBKu, 3MiHM Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
napate M6X BTOPVHHE NaKyBaHHS, BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
KOHTpO/b/BUNPOGYBaH cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
HA cepii Ta 3a BUMYyCK JaHux nNpo cuctemy dpapmakoHarnsgy, 3mMiHa
cepii: YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHSA
Megak Mesenbliadt dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
dotop KAiHiwe 3asBHUKa 415 34iICHEHHA dapMakoHarnsgy B Ykpaii,
Lneujanbnpenapate AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
M6X, HimeuunHa; BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnsagy
Bupo6HuK, Lo (BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
Bignosigae 3a MacTep-haina cuctemm hapmakoHarnsgy) - amiHa
BMPOGHMLTBO KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CObM 3asBHMKA,
nNiKapcbKoro 3acooby, BiANOBIAA/LHOT 32 hapmakoHarnsag B YkpaiHi.
nepByHHE NakKyBaHHS, MponoHoBaHa pepakuis: BakyH AHHa OnekcaHgpiBHa.).
KOHTpO/b/BUNpoOyBaH Pepakuis B Hakasi: FaynT ®apma Amaper M'v6X,
HS cepii: Xaynt HimeuuunHa. BipHa pegakuisa: Xaynt ®apma Amaper
dapma Amaper N'v6X, rm6X, Himeuuunna.
HimeyunHa
203. | NYMIFrAH® Kpanni O4Hi, pO34uH, AnnepraH Ipnangis AnnepraH IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13815/01/01
0,1 mr/mn; no3Mny | d®apmacbioTika dapmacbtoTikan3 3MiHK | TURy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
oNakoHi- n3 thapmakoHarnagy. BeegeHHs abo 3MiHW [0 y3arasibHeHuX

KpanenbHuuj; no 1
doNnakoHy-
KpanenbHuui y
KapTOHHI navw,i

[aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarisgy,
3MiHa YNOoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa 415 34iNCHEHH:
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BifgMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAA/ILHOI 32 34iiCHEHHS
dpapmakoHarnsay (Bknyakum KOHTaKTHI AaHi) Ta/abo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3MiHW Y PO3MILLEHHI MacTep-daiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaxxeHoI ocobu
3asBHVKa, BiANOBiAaIbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepgakuis: CiHa LWWagep / Sina Schader.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0C06V 3asBHMKa, BifNOBiga/IbHOT 3a
hapmMakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis: Yymak Aptem Bonogmmmnposuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0Cobm
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
hapMakoHarnag B YkpaiHi. 3MiHa MicLe3HaxX04KeHHs
MacTep-thaina cuctemm dhapmakoHarnsay.
204. | MAANIOKC® TabneTku XyBaslbHi TOB "CaHodi- YkpaiHa CaHodpi C.n.A., ITanis; ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/1076/03/01
Ne 20 (10x2): no 10 ABEHTIC CAHO®I C.I.A. peyenma
Tabnetoky Gnictepi; YkpaiHa" 3MiHV | TUMY - 3MiHVK 3 AIKOCTi. FOTOBMIA NikapChbKWii 3aci6.
no 2 bnictepuy 3MiHW y BUPOGHMLTBI. 3MiHN BUNPO6YBaHbL a6o
KapTOHHiiA KopoGL J0MYCTUMUX MEX, BCTAHOBEHNX Y creumddikaLlisx, nig vac
BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby - 3MiHN B
NpoLEeCi KOHTPOTIO KifIbKICHOrO BU3HAYEHHS aKTUBHUX
iHrpeieHTiB y roToBii cymiwi Ha eTani (V) BUpo6GHUYOro
npovecy.; 3anponoHosaHo: Step V: Final blend
In the final blend the following starting materials (which
could be sieved on a net sieve), previously weighed, are
added
- Maltitol - Lemon flavor - Talc - Magnesium stearate And
mix for about 10 minutes
205. | MAMAEKNA TabneTku, BKpUTI MaiinaH IHAaia MaiinaH Jlaboparopi3s IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17912/01/01
NNiBKOBOO JNabopaTopis Nimiten peyenmom
060/10HKOI0, NO 60 Nimiteq 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta
Mr 1o 28 TabneTok y thapmakoHarnsay - BHECEHHS 3MiH [0 po3ainy
HEenposopomy «MapkyBaHHsi» MKS /13
NoJIETUIEHOBOMY 3anponoHosaHo: Mapkuposka. B cOOTBETCTBUM C
hnakoHi 6nakuTHoro YTBEPX/EHHBIM TEKCTOM MapKUPOBKW. 3MiHU BHECEHI
KonbLopy 3 {040 BUYYEHHS iHGhopmaLii wono 2D KogyBaHHS Y
GnakuTHolo TEKCTi MapKyBaHHs Ha BTOPUHHIli ynakosLi. OHOBMEHHs
HEnpo3opoto TEKCTy MapKyBaHHS YNaKoBKM ikapcbkoro 3acoby 3
noINponizIEHoBOO BHECEHHAM iHpopMaLlii OO0 3a3HAYEHHS OAUHULb
KPULLKOIO B i BUMIpIOBAHHA Y cucTemi Sl. BBefeHHs 3MiH MpOTAroM 6-Tun
KapTOHHiiA KOpoGL MicALiB nicns 3aTBEpPKEHHS
206. | MAKMEHEM NMopoLIOK ANns Makneoac IHais EnCiEc [o6dap ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/11138/01/02
pO34nHy A5 iH'eKUili | DapmacbTUK C.N.A. 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1000 mr 1 a6o 10 aunc Nimiteq, hapmakoHarnagy - BHECEHHS 3MiH 4,0 po3ainy

pNakoHiB 3
NOPOLLKOM Y

«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBEpAKEHOr0o
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI ynakoBsL,i TEeKCTy MapKyBaHHS. 3MiHM BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKOro 3acoby LLoA0 3a3HaYeHHs OAMHNLb
BMMIiptOBaHHA y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS
207. | MAKTPUBIP TabneTku, BKPUTI Makneopc IHais Maxkneopc IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/14208/01/01
NNiBKOBOO PapMacboThK PapmacboTmKanc BMNPAaB/IEHO TEXHIYHY MOMUKY B iHCTPYKUIT ANns peyenmom
obonoHkoto; no 30 anc Nlimiteq Niviten MeJMYHOro 3aCTOCyBaHHA MikapcbKoro 3acoby, a came
TabneTtok y h1akoHi; BUNpasneHi opgorpadiyHi NOMUIKU B po3Ainax
no 1 cpnakoHy B "®apmakonoriyni BnactneocTi”, "MNokasaHHs", "B3aemogis
KapTOHHIA ynakoBsL,i 3 iHWVMK NiKapcbKMK 3aco6amu Ta iHLWi BUAK
B3aemogiit", "Cnocib 3acTocyBaHHs Ta 103u1"
208. | MAPBE/IOH® Tabnetku; no 21 OpraHoH LLiseiiuapi 3a NOBHUM LK/IOM: HigepnaHgy | BHECEHHs 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny 3a UA/10176/01/01
Tabnetui B 6nicTepi; CeHTpan Ict A H.B. OpraHoH - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
no 1 6nictepy B m6X afpecy 3asiBHKKa (BnacHvKa peecTpauiiHoro
calue; rno 3 caLle B noceigyeHHs) - 3MiHa Ha3BMW 3asiBHUKA BifMoBigHO A0
KapTOHHI ynakosLi piLLeHHA KOMNaHIT Ta YTOUYHEHHS agpecu 3asBHUKa AN
npvBeAEHHS y BiANOBIAHICTb 1O OHOB/IEHONO BUTATY 3
ToproBoro PeecTpy kpaiHu 3asiBHMKa (BBeAEHHS 3MiH
NPOTArom 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS)
209. | MAPYKCA® TabneTku, BKPUTI KPKA, o.4., CnoseHis BUPO6HUYMBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15590/01/01
NAiBKOBOIO HoBo mecTo bulk", nepguHHe ma HimeuunHa - 3MiHM 3 IKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3miHM y peyenmom

o6onoHkoto, no 10
Mr 1o 14 Tabnetok y
6nictepi; no 2 abo
no 6 6nictepis B
KapTOHHiA KOpO6L

BMOPUHHE rNaKyBaHHA,
KOHMPO/1Ib ma BUIlyCK

cepii:
KPKA, a.4., Hoso
mMecTo, CroBeHis;
nepsuHHe ma

BMOPUHHE NnaKysaHHs

ma sunyck cepii:
TAL ®apma M'm6X,
HimeuuunHa;
KOHMPpO/ib cepil:
TAL ®apma M'm6X,
HimeuuunHa;
KOHMPpOo/ib cepil:
HN30X (HauioHanbHi
naboparopis 3a
3/paB'e, OKONE iH
XpaHo), CNnoBeHis;
KOHMPO/ib
MiKpO6io/102i4HOI
qucmomu cepii (y
Bunaoky KOHMPO/Io
cepil TAL] ®apma
m6X):
Na6op N1C CE & Ko.
KI, HimeuunHa

BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCSA
BWMYCKY Cepii Ta KOHTPO/IH0 SAKOCTi FOTOBOrO NiKapCbKoro
3aco6by (3amiHa abo goAaBaHHS AiNbHUL, Ha AKil
30iICHIETLCA KOHTPO/Ib/BUNPOBYBaHHS cepil) - foAaBaHHS
BUpo6bHMKa HN30OX (HauioHansHi naboparopis 3a 34paB’e,
OKOJI€ iH XpaHo) JanmartiHosa yriya 3, 8000 HoBo mecTo,
CnoseHisa/ NLZOH (Nacionalni laboratorij za zdravje,
okolje in hrano), Dalmatinova ulica 3, 8000 Novo mesto,
Slovenia BignoBigasbHOro 3a KOHTPOsIb cepii. 3MiHu | Tuny
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, LLIO CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapPCbKOro
3acoby (3amiHa abo JoAaBaHHA AiNbHUL, Ha SKil
3AiiCHIETLCSA KOHTPONL/BUNPOGYBaHHSA cepil) - AoAaBaHHSA
BMpo6HUKa Slabop JIC CE & Ko. KI', MeHrenbcdensy,
4,5,6, 97708 bep, ben Boknet-I'pocceHbpax, HimewunHa/
Labor LS SE & Co. KG, Mangelsfeld 4,5,6, 97708 Bad
Bocklet-Grossenbrach, Germany, BignoBigaibHOro 3a
KOHTPO/b MiKpOG6i00oriYHOT UMCTOTH cepii (Y BUnaaKy
KoHTponto cepii TAL ®apma MM6X).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
210. | MAPYKCA® TabneTku, BKpUTI KPKA, o.4., CnoBeHis BUPO6HUYMBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/15590/01/02
NNiBKOBOO HoBo mecTo bulk", nepguHHe ma HimeyunHa - 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y peyenmom
06010HKOt0, No 20 BMOPUHHE raKyBaHHs, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
Mr no 14 TabneTtok y KOHMPO/Ib Ma BunycK BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTIO NiKapCbKOro
6nicTepi; no 2 abo cepir: 3acoby (3amiHa abo AoaaBaHHA AiNbHUL, Ha SKii
no 6 6nictepis B KPKA, 4.4., Hoso 3AiiCHIETLCS KOHTPONL/BUNPOGYBAHHSA cepil) - AoAaBaHHSA
KapTOHHI KopoobLi mMecTo, CroBeHis; BMpo6HMKa H/130X (HauioHanbHi nabopatopis 3a 34pas’e,
rnepsuHHe ma oKose iH XpaHo) JanmartiHosa yniya 3, 8000 HoBo mecTo,
BMOPUHHE rnaKyBaHHs CnoseHis/ NLZOH (Nacionalni laboratorij za zdravje,
ma suryck cepii: okolje in hrano), Dalmatinova ulica 3, 8000 Novo mesto,
TAL ®apma 'M6X, Slovenia BignoBigansHOro 3a KOHTPOsIb cepii. 3MiHu | Tuny
HimeuumnHa; - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
KOHMpO/ib cepil: BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCA
TAL ®apma 'M6X, BUNYCKY cepii Ta KOHTPOJIH0 SAKOCTi FOTOBOrO NiKapCbKoro
HimeuumnHa; 3acoby (3amiHa abo fofaBaHHS AiNbHUL, Ha SAKI
KOHMpO/ib cepil: 3[iICHIOETLCA KOHTPOJIb/BUNPOBYBaHHSA cepii) - AoAaBaHHSA
HN30X (HauioHanbHi BUpo6HuKa Slabop J/IC CE & Ko. KI', MeHrenbcdensy,
naboparopis 3a 4,5,6, 97708 bep, bep bBoknet-IpocceHbpax, HimeuunHa/
34paB'e, OKOJIE iH Labor LS SE & Co. KG, Mangelsfeld 4,5,6, 97708 Bad
XpaHo), CnoBeHis; Bocklet-Grossenbrach, Germany, BignosiganbHOro 3a
KOHMPpPO/ib KOHTPO/b MiKpO6ION0riYHOT YMCTOTH cepii (Y BunagKy
MiKkpob6ionoaidHor KoHTposnto cepii TAL d®apma Mm6X).
yucmomu cepii (y
BUnMaoky KOHmMpPOo/Ito
cepii TA4 ®apma
m6X):
Nab6op NIC CE & Ko.
KI, HimeuwunHa
211. | METUNEPIrob PO34nH ANS iH'EKLI «Xemodhapm» Cepbis «Xemodhapm» Afl Cepbis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/9077/01/01
PEBIH 0,2 mr/mMn mo 1 mn B AL - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
amnyni; no 5 amnyn 3MiHa y TepMiHax npuaatHocTi abo ymoBax 36epiraHHs
y 6nicTepi; no 10 rOTOBOrO /iKapCbKOro 3acoby (3MEHLLEHHS TEPMiHY
6nicTepiB y npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1a Toprosoi
KapTOHHIA ynakoBL,i yNakoBkn. 3MEHLLUEHHA TePMiHy NPWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby MeTtuneprobpesiH, po3unH ans
iH'ekuin 0,2 mr/Mn. 3aTBepaKeHo: 3 roga. 3anponoHOBaHO:
2 rofa. BeefeHHs 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPMKEHHS HE PEKOMEHA0BAHO A0 3aTBEPIKEHHS,
OCKI/IbKM 3MiHa CTOCYHTbCA SIKOCTi JTiKapCcbKOro 3acoby.
212. | METOTPEKCAT | koHLUeHTpaT ans EBEBE ABCTpist EBEBE ®apma ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1209/02/01
"EBEBE" pO3uuHy AN Papma lec.m.6.X. Hdor. KT, AscTpis 3MiHM | TURy - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta peyenmom
iHcpy3iiA,100 mr/mn lec.m.6.X. ABCTpIs (MOBHWIA LUK/ thapmakoHarnagy (iHwi 3mMiHu) - BHeceHHs1 3MiH o po3ainy
no 5 mn (500 mr), Hdpr.KI BMPOGHULITBA); Jlabop «MapkyBaHHs» MK /13. 3anponoHoBaHo: MapkKyBaHHs

a6o no 10 mn (1000
Mr), abo no 50 mn
(5000 mr) y
donakoHi; no 1

N+C Al, HimeuwunHa
(TecTyBaHHs); MM/
Mikpobionoriwec
Mptochnabop Mm6X,

3rifHO 3aTBEPAYKEHOrO TEKCTY MapKyBaHHs. OHOBMIEHHSA
TEKCTY MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HauYEeHHS OANHULL
BMMIiptOBaHHS y cuctemi Sl. BBefieHHs1 3MiH NpoTSArom 6-u
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

chnakoHy B
KapTOHHI Kopoo6Li

ABCTpIs (TECTYBaHHS)

MiCALIB MiCNSA 3aTBEPAKEHHS.

213.

MIHIZON

Kancynm mM'sii
enaTtuHosi no 200
Mmr, o 4 a6o no 10
Kancyn y énictepi;
no 1 6nictepy B
KapTOHHIlA KOpooLi

Mini Xenckepe
Nimiten

Benuvka
BputaHis

Onis Xenckepe

IHgis

BHECEHHS 3MiH [0 peecTpaLiiniHux matepianis: 3MiHu |
Tuny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuyHUX/riopuaHnx/6ionoibHMX Nikapcbknx 3aco6is
nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA
npenapar (3mMiHa He NOTpebye HafaHHSA XXOAHUX HOBUX
[0[aTKOBUX AaHuX) 3MiHVU BHECEHI A0 IHCTPYKLi Ans
MeLMYHOro 3aCTOCYBaHHS NikapcbKOro 3acoby y po3ainu:
"MokaszaHHs", "MpoTnnokasaHHs", "B3aemogis 3 iHLWMMHK
nikapcbk1uMK 3acobamu Ta iHLWi BUAW B3aEMOSIid",
"Oco6nMBOCTI 3aCTOCYBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib 3acTocyBaHHS
Ta no3un" (iHpopmauis wopo 6e3nekun), "MepefosysaHHA",
"Mo6iuHi peakuyji" BigNoBigHO A0 iHchopmau,i Wwoao
MeAMYHOro 3acTOCyBaHHA ped)epeHTHOro NiKkapcbKoro
3aco6y (Anadin LiquiFast 200mg Capsules, He
3apeecTpoBaHuii B YKpaiHi). 3MiHu | Tuny - 3MiHn Wwozao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUiT A1 MEAMYHOr0 3aCTOCYBaHHS
Ha nigcTaBi peryisipHO OHOBJIIOBAHOTO 3BITY 3 Ge3Mneku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHA NikapcbKoro 3acoby B MicnsipeecTpayiiHni
nepiog, abo sk pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iIKEHb,
npoBeAeHWX BiANoBigHO A0 MaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHY y3rofXeHo 3 KOMNETEHTHUM
YMOBHOB&XXEHVM opraHoM) 3MiHV BHECEHI A0 iHCTPYKLiT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3ain "3acTtocyBaHHS y nepiog BariTHOCTi abo rogyBaHHs
rpPyAAH0" BigNoBIAHO [0 OHOB/EHOT iHdhopMaLiii 3 6e3neku
L0401 PEYOBUHW.

6e3
peyenma

UA/17103/01/01

214.

MIO31M

NOPOLLIOK AN1SA
NPUroTyBaHHsA
KOHLieHTpaTy Ans
PO34unHy Ans

iHcpysiii no 50 wr; 1
dhnakoH 3 NOPOLLKOM
Y KapTOHHI nauui

[bxeH3alim
tOpon B.B.

Higepnax
an

HarnoBHeHHs hNakoHIB
Ta BUPOGHULTBO
KIHLLeBOro NpoAayKTy,
MapKyBaHHs Ta
nakyBaHHS, KOHTPO b
aKkocTi N3, Bunyck
cepii: [hxeHsaiim
Ipnang Nimites,

Ipnangis/
Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micua NpoBaMKEHHS AisNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAa€e BMPOGHMK/IMNOPTEP, HE BK/IHOYAKOYM BUMYCK
cepiii). BHeceHHs 3MiH A0 maTepianiB peecTpauiiHoro

IpnaHgis; nocbe p. 3.2.P.3.1. BUpo6H1KK, a came 3MiHa Ha3BK
BMPOGHMLTBO AC, BMPOGHWYOI AiNbHML, L0 BiAMNOBigae 3a TecTyBaHHSA cepii
NpUroTyBaHHsA Microchem Laboratories (Ireland) Limited T/A Eurofins
po3unHy /13 ans Lancaster Laboratories, 6e3 3MiHM MicLin BUPOGHULITBA.

niodpinizauii: BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicas

3a
peyernmom

UA/11618/01/01




142

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

LbxeHsalim ®naHgepc
6B6a, benbris

3aTBEPMKEHHS. 3MiHW | TUny - AOMIHICTPaTMBHI 3MiHU.
BunyyeHHst BUPOOHMYOI AinbHUL (BKIHOYAKUN AiTbHAL
ans A®l, npoMikXHOro NpoAyKTy abo roToBOro /ikapcbKoro
3aco06y, AiNbHULI AN NPOBEAEeHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
KOHTPO/IIO cepii) abo noctavasibH1Ka BUXigHOro
marepiany, peareHTy abo AOMNOMiKHOI peYOBVHYM (SKLLO
3a3HayeHo y focke). BHeceHHs 3MiH f0 MaTepianiB
peecTpavLiiHoro AockbE, a came BUJyYEHHS BUPOBHUYOT
AinbHuui M3, BiANOBIAabHOT 32 MapKyBaHHS Ta
nakyBaHHs 13, Bunyck cepii [yxeH3aim Nimiten, Benvka
Bputanis /Genzyme Limited, United Kingdom (37 Hollands
Road, Haverhill, CB9 8PU, United Kingdom). BHeceHHs
npaBoK A0 AEKINIbKOX PO34i/iB peecTpaljiiiHoro ocbe
(oHoBnEHHs p. 3.2.P.3.1., 3.2.P.3.3. 3 MeTOI0 Bij06paxKeHs
3MiH): BunpaBneHHs Ha3Bu Ta agpecy BUPOGHMKa
6ionoriyHoi akTMBHOI cybcTaHLji 3 Genzyme Corp., 45, 51,
76, 74 and 80, New York Avenue, Framingham, MA
01701, USA Ha Genzyme Corporation, 45, 51, 76, 74 and
80, New York Avenue, Framingham, MA 01701, United
States. BHeceHi yTouHeHHs y p. 3.2.P.3.1. CTOCOBHO
BMPO6HUYOI AinbHKLi Genzyme Ireland Limited, Ireland, a
came 6yna BHeceHa 3MiHa abpeBiaTypu «Ltd» Ha
«Limited» Ta BHeCeHO yTO4YHeHHs B agpecy 3 IDA
Industrial Estate Ha IDA Industrial Estate Park. ¥ p.
3.2.P.3.1. y BCTynHOMY naparpadi foAaHO KOHTPO/Ib
AKOCTI 5K AisnbHICTb Genzyme Ireland Limited, Ireland.
Mpu upoMy, Ha3Ba BUPOGHKKaA, afpeca Ta IyHKLUIT Bxe
KOPEKTHO Biflo6padkeHi B peecTpaLiliHnx fOKyMeHTax
3aTBepMKEHUX B YKpaiHi. 3MiHM BHECEHO B IHCTPYKLlO AN
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby LoAo
HaliMeHyBaHHS Ta MiCLie3Hax0oKEHHS BUPOOHMKa
(BUNYYEHHS BUPOGHWYOI AinbHULL). BBEAEHHA 3MiH
NpOTSArom 6-TM MicsALIB Nic/1A 3aTBEPAKEHHS.

215.

MIPAMEKC®
nA

TabneTtku
MPOJIOHroBaHoI fji
no 0,375 wr; no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLLHN

6X

HimeyunH
a,

Bupo6bHMLTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
OOCNioKEHHS
cTabinbHOCTI Ta
BMNycK cepii: bepiHrep
IHrenbxaim ®apma
r6X i Ko. KT,
HimeyumnHa;
Bupo6bHMLTBO,
KOHTPO/b SKOCTI,

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA AOAATKOBOI Ai/TbHUL
BMPOOHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULA, Ha ki
NpPoBOAATLCA OyAb-5Ki BUPOGHMYI CTagii, 332 BUHATKOM
BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBMHHOTO Ta
BTOPWHHOIO NakyBaHHS, 419 HECTEPUTbHUX NMIKAPCbKMX
3aco006iB). BBeAeHHA f40AATKOBOI BUPOOHMYOT AiTbHNL,
PotteHgopd ®apma Mv6X, OcteHbenbaep LWTpacce 51-
61, 59320 EHHirepniox, HimeuunHa, BignosiganbHoi 3a
BMPOGHMLITBO rOTOBOrO J1iKapCbKOro 3acoby. BeeaeHHs
3MiH NPOTArom 6-TW MiCALIB Nic/1A 3aTBePAXEHHS. 3MiHN |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA NikapcbKWii 3aci6. 3MiHN Y

3a
peyenmom

UA/3432/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BK/IOYAK0UM BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
LOCNiLKEeHHS BUNYCKY Cepil Ta KOHTPOJ1I0 SIKOCTi FOTOBOTO JiKapCbKOro
3acoby (3amiHa abo fofaBaHHsS BUPOOHUKA, L0

cTabinbHOCTI Ta
BUWMYCK Cepil roToBOro
nikapcbKoro 3acoby:
PotteHgopd ®apma
M6X, HimeyunHa;
lNepBuHHe Ta
BTOPUHHE NakyBaHHs,
MapKyBaHHs:
PotTeHgopc ®apma
'mM6X, HimeuyunHa

BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepii) -
Bsitoyaroumn KOHTposb/BUNPobYBaHHA cepii. JoaaBaHHsA
BMPOGHUKa - PoTTeHgopd ®apma M'v6X, OcTeHbenbaep
LLTpacce 51-61, 59320 EHHirepnox, HimeuunHa,
Bi4NOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI, BK/IHOYA0UN
[OCnigpKeHHA cTabiNbHOCTI Ta BUMYCK Cepii roTOBOro
nikapcbKoro 3aco6y. 3MiHM BHECEHO B iHCTPYKLit0 ANs
MeAMYHOr0o 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHSA Ta
MiCLie3HaxXOMKeHHS BUPO6HMKA 3 BIANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby.
BBefeHHA 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI Ai/IbHULi BUPpOOHULUTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBUHHOMO
nakyBaHHs1). BBefjeHHs a/ibTepHaTUBHOI BUPOOHUYOT
AinbHuui PotTengopd ®apma Mv6X, AM dnsiirenaans 3,
59320 EHHirepniox, HimeuunHa, BignosigasibHoT 3a
NepBUHHY YNakoBKy FOTOBOrO NikapCcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AAaTKOBOI AiNIbHULI BUPOGHMLTBA AN5
4acTUHK abo BCbOro BUPOOHNYOrO NPoLEecy roToBoro
nikapcbKoro 3acoby (4ibHULA 4515 BTOPUHHOIO
nakyBaHHs). BeefeHHs anbTepHaTVBHOI BUPOGHMNYOT
AinbHuui PotteHgopd ®apma Mv6X, Am dnsitreHgans 3,
59320 EHHirepnox, HimeuunHa, BignosigansHoi 3a
BTOPWHHY YNakoBKy Ta MapKyBaHHS rOTOBOrO JlikapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIOYAKUN [iNbHAL
Ana A®l, NpomibKHOro NPoAyKTy abo roToBOro /iKapCbKoro
3aco0by, AiNbHUL 418 NpoBeAEeHHs NakyBaHHs, BUPOOHUKA,
BifiNOBIfa/IbHOTO 3a BUMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/IHO cepii) abo nocTavasibHNKa BUXigHOrO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBUHU (SIKLLLO
3a3HaYeHo y [OCbE).
BunyyeHHs anlbTepHaTUBHOT BUPOOHNYOT AiNlbHULL
BepiHrep IHrenbxaiim ®apma MvbX i Ko. K,
BipkeHgopdep LWTpacce 65, 88397 bibepax/Pucc
BiAMOBIA&/TbHOI 3@ KOHTPO/Ib SAKOCTi FOTOBOTO J1iKapCbKOro

3aco06y, BK/IYaumn gocimKeHHs cTabinbHOCTI 3
MaTepianis peectpauiiHoro focbe. 3Mibu | Tuny -
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMPOGHMKa/iMNopTepa roToBoro fikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IHOYAOYN BUMYCK
cepiii). 3MiHa Ha3BM BUPOOHWMKA BiAMOBIAA/IbHOIO 3a
KOHTPO/b SIKOCTi FOTOBOTO J1iKapPCLKOro 3acoby,
BK/IIOYA0UM JOCIHKEHHS CTabisibHOCTi 3 dacT MTM6X Ha
EBpodpinc PACT N'M6X — NprBEeLEHHS Y BiANOBIAHICT A0
OHOBJ/IEHUX pEECTpaLiliHiX MaTepianis BUPO6HUKa
(NiyeHsia Ha BupobHuLTBO Ta CepTudikat GMP). Agpeca
Ta BCi BUPOGHMYI onepalii 3a/1MLWarTbCs HE3MIHHUMN.
216. | MIPAMEKC® TabneTtku BepiHrep HimeuuunH Bupo6bHMLTBO, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/3432/02/02
na MPOJIOHroBaHoI fji IHrenbxanm a nepBuHHE Ta - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN y peyenmom
no 0,75 mr; no 10 IHTEpHEeLLHN BTOPUHHE NakyBaHHs, BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
Tabnetok y 6nictepi, meX MapKyBaHHS, BMPOOHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
no 3 6nictepu B KOHTPO/b SKOCTI, npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULA, Ha SKii
KapTOHHIA Kopoo6Li BK/IOYAK0UM NpPoBOAATLCA OyAb-5Ki BUPOGHWYI CTagii, 332 BUHATKOM

OOCNioKEHHsS
cTabinbHOCTI Ta
BMNycK cepii: bepiHrep
IHrenbxaiim ®apma
r6X i Ko. KT,
HimeyumnHa;
Bupo6bHMLTBO,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
OOCNioKEHHsS
cTabinbHOCTI Ta
BUMMYCK Cepil roToBOro
nNiKapcbKoro 3acoby:
PotteHgopc ®apma
m6X, HimeuunHa,;
lNepBuHHe Ta
BTOPUHHE NakyBaHHs,
MapKyBaHHS:
PotteHgopch ®apma
'mM6X, HimeyunHa

BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBMHHOTO Ta
BTOPWHHOIO NakyBaHHS, /19 HECTEPUTbHUX NMIKAPCbKMX
3aco006iB). BBeAeHHA 40AATKOBOI BUPOOHMYOT AiTbHNL,
PotteHgopd ®apma Mv6X, OcteHbenbaep LWTpacce 51-
61, 59320 EHHirepniox, HimeuunHa, BignosiganbHoi 3a
BMPOGHMLITBO rOTOBOrO JiKapCbKOro 3acoby. BeeaeHHs
3MiH NPOTArom 6-TW MiCALIB Nic/A 3aTBePAXEHHS. 3MiHN |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHsi BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bitouaroumn KOHTpob/BUNPoBYBaHHA cepii. JoaaBaHHsA
BMpO6HUKa - PoTTeHgopd ®apma M'vbX, OcTeHenbaep
LLTpacce 51-61, 59320 EHHirepnox, HimeuunHa,
Bi4NOBIAA/ILHOIO 3a KOHTPO/1b SIKOCTI, BK/IHOYA0UN
LOCNIMKEHHST CTabiNbHOCTI Ta BUMYCK cepil roTOBOro
nikapcbKoro 3aco6y. 3MiHM BHECEHO B iHCTPYKL,it0 ANS
MeAMYHOr0o 3aCTOCYBaHHS LOA0 HaliMeHyBaHHS Ta
MiCLie3HaxX0MKeHHS BUPOOHMKA 3 BIANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNaKkoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHN | TMRy - 3MiHK 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3mMiHU y BUPO6GHMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOI Ai/IbHULi BUpOOHULTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBUHHOMO
nakyBaHHs1). BBejleHHs1 a/ibTepHaTUBHOI BUPOOHUYOT
AinbHuui PotteHgopd ®apma TM6X, Am dnsiireHgans 3,
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

59320 EHHirepniox, HimeuunHa, BignosigaibHoOT 3a
NepBUHHY YNakoBKy FOTOBOrO NikapCcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTIi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEAEHHA A0AAaTKOBOI AiNIbHULI BUPOBGHMLTBA ANS
4acTUHK abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
nikapcbKoro 3acoby (4ibHULA 4515 BTOPUHHOIO
nakyBaHHs). BBefeHHs anbTepHaTVBHOI BUPOGHWNYOT
AinbHuui PotteHgopd ®apma Mv6X, Am dnsitreHgans 3,
59320 EHHirepnox, HimeuunHa, BignosigansHoi 3a
BTOPWHHY YNakoBKy Ta MapKyBaHHS rOTOBOrO JlikapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIOYAKUN [iNbHAL
Ana A®l, npomibKHOro NPoAYyKTy abo roToBOro /iKapCbKoro
3aco0by, AiNbHUL 418 NpoBeAEeHHs NaKyBaHHs, BUPOOHUKA,
BifiNOBIfa/IbHOTO 3a BUMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/IIO cepii) abo nocTavasibHNKa BUXigHOrO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBUHU (SIKLLLO
3a3HaYeHo y [OCbE).

BunyyeHHs anlbTepHaTUBHOT BUPOOHNYOT AiNbHULL
BepiHrep IHrenbxaiim ®apma MvbX i Ko. K,
BipkeHgopdep LWTpacce 65, 88397 bibepax/Pucc
BiAMOBIA&/TbHOI 3@ KOHTPO/Ib SAKOCTi FOTOBOTO J1iKapCbKOro
3aco06y, BK/IYauM goCNimKeHHs cTabinbHOCTI 3
matepianis peectpauiiHoro focbe. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMPOGHMKa/iMNopTepa roToBoro fikapcbKoro 3acoby,
BK/IO4AI0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIKO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IHOYAOUN BUMYCK
cepiii). 3MiHa Ha3BM BUPOOHWMKA BiAMOBIAA/IbHOIO 3a
KOHTPO/b SIKOCTi FOTOBOTO J1iKapPCLKOro 3acoby,
BK/IIOYA0UM JOC/IHKEHHS CTabiibHOCTi 3 dacT MTM6X Ha
EBpodpinc PACT N'M6X — NprBEeLEHHS Y BiANOBIAHICT A0
OHOBJ/IEHUX pEECTpaLiliHMX MaTepianis BUPO6HUKa
(NiyeHsia Ha BupobHuLTBO Ta CepTudikat GMP). Agpeca
Ta BCi BUPOGHMYI onepalii 3a/1MLWarTbCs HE3MIHHUMN.

217.

MIPAMEKC®
nA

TabneTtku
MPOJIOHroBaHoI fji
no 1,5 mr; no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHIA Kopoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLLHN

6X

HimeyunH
a

Bupo6bHMLTBO,
nepBrHHE Ta
BTOPVHHE MaKyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
OOCNioKEHHsS
cTabinbHOCTI Ta

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOOHULTBA AN15 YACTUHU abo BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULA, Ha ki
NpPoBOAATLCA OyAb-5Ki BUPOGHWYI CTagii, 332 BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBMHHOTO Ta
BTOPWHHOIO NMakKyBaHHS1, 1711 HECTEPU/IbHNX NTIKapPCbKUX

3a
peyenmom

UA/3432/02/03
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMNyCK cepii: bepiHrep 3aco06iB). BBeAeHHA 40AATKOBOI BUPOOHMYOT AibHNL,
PotteHgopd ®apma Mv6X, OcteHbenbaep LWTpacce 51-

IHrenbxaiim ®apma
rv6X i Ko. KT,
HimeyumnHa;
Brpo6HMLUTBO,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
OoCNioKEHHs
cTabinbHOCTI Ta
BMMYCK Cepil roToBOro
nikapcbKoro 3acoby:
PotTengopc ®apma
Mm6X, HimeuunHa;
lNepBuHHe Ta
BTOPVHHE MaKyBaHHS,
MapKyBaHHS:
PotTeHgopch ®apma
'm6X, HimeuyunHa

61, 59320 EHHirepnox, HimeuunHa, BignosigansbHoi 3a
BMPOGHMLITBO rOTOBOIO J1iKapCbKOro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB Nic/A 3aTBePMXEHHS. 3MiHN |
TUny - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuid 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANOBigae 3a BBe3€HHA Ta/abo Bunyck cepi) -
Bitoyaroumn KOHTposb/BUNPobYBaHHA cepii. JoaaBaHHsA
BMpOGHUKa - PoTTeHgopd ®apma M'v6X, OcTeHbenbaep
LLTpacce 51-61, 59320 EHHirepnox, HimeuunHa,
Bi4NOBIAA/ILHOIO 3a KOHTPO/Ib SIKOCTI, BK/IHOYA0UN
[OCnigpKeHHA cTabiNbHOCTI Ta BUMYCK Cepii roTOBOro
nikapcbKoro 3aco6y. 3MiHN BHECEHO B iHCTPYKL,it0 ANs
MeAMYHOr0 3aCTOCYBaHHS LOA0 HaliMeHyBaHHSA Ta
MiCLie3HaxXOMKEeHHS BUPOGHMKA 3 BIANOBIAHUMY 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 SKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMLTBI. 3amiHa abo
BBEJEHHSA 404aTKOBOI Ai/IbHULi BUpOOHULUTBA AN
YyacTvHy abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUSA 415 NEPBUHHOMO
nakyBaHHs1). BBefieHHs a/ibTepHaTUBHOI BUPOOHUYOT
AinbHuui PotTengopd ®apma MM6X, AM ®nsiirenaans 3,
59320 EHHirepniox, HimeuunHa, BignosigasibHoOT 3a
NepBUHHY YNakoBKy FOTOBOrO NikapCcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEpMKEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBEAEHHA A0AaTKOBOI AiNIbHULI BUPOBGHULTBA AN5
4acTUHK abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
nikapcbKoro 3acoby (4ibHULA 4515 BTOPUHHOIO
nakyBaHHs). BBefeHHs anbTepHaTVBHOI BUPOGHWNYOT
AinbHuui PotteHgopd ®apma Mv6X, Am dnsitreHgans 3,
59320 EHHirepnox, HimeuunHa, BignosigansHoi 3a
BTOPUHHY YNaKoBKy Ta MapKyBaHHS roTOBOrO /1ikapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPMKEHHSA. 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHWN.
BunyyeHHs BUPO6HMYOI AinbHUL (BKIOYAKUN [iNbHAL
Ana A®l, NpomibKHOro NPoAyKTy abo roToBOro /iKapCbKoro
3aco0by, AiNbHUL 418 NpoBeAeHHs NakyBaHHs, BUPOOHUKA,
BifiNOBIfa/IbHOTO 3a BUMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/IHO cepii) abo nocTavasibHNKa BUXigHOrO
mMaTtepiany, peareHTy abo 4ONOMDKHOI PEYOBUHU (SIKLLLO

3a3HaYeHo y 0CbE).
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby ynakoska) nocsi0O4YeHHs1
BunyyeHHs anibTepHaTUBHOT BUPOOHNYOT AiNbHULL
BepiHrep IHrenbxaiim ®apma MvbX i Ko. K,
BipkeHgopdep LWTpacce 65, 88397 bibepax/Pucc
BiAMOBIA&/TbHOI 3@ KOHTPO/Ib SAKOCTi FOTOBOTO J1iKapCbKOro
3aco0by, BK/IYaun AoCimKeHHs cTabinbHOCTI 3
matepianis peectpauiiHoro focbe. 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo
agpecu Micua NpoBaKeHHS AisNbHOCTI
BMPOGHMKa/iMNopTepa roToBoro fikapcbKoro 3acoby,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/IHOYAOUN BUMYCK
cepiii). 3MiHa Ha3BM BUPOOHWMKA BiAMNOBIAA/IbHOIO 3a
KOHTPO/b SIKOCTi FOTOBOTO J1iKaPCLKOro 3acoby,
BK/IIOYA0UM JOC/IMHKEHHS CTabiibHOCTi 3 dacT MTM6X Ha
EBpodpinc PACT N'Mb6X — NprBELEHHS Y BiANOBIAHICT A0
OHOBJ/IEHUX pEECTpaLiliHMX MaTepianis BUPO6GHUKa
(NiyeHsia Ha BupobHuLTBO Ta CepTudiikat GMP). Agpeca
Ta BCi BUPOGHMYI onepalii 3a/1MWarTbCsl HE3MIHHUMW.

218. | M-M- NopoLUoK Ans Mepk Wapn i LLiseiiuapi Bypo6HMK BakUuuHM in CWA BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/14950/01/01
PBAKCMNPO® cycnensii gns Joywm IOEA A bulk Ta nepBuHHe HigepnaHgm 3MiHu |l Trny - 3miHmn 3 akocTi. A®l. BUpoOHULTBO. 3MiHN peyenmom
BAKUVHA ONA | iH'ekuiin, 1 donakoH 3 v6X, nakyBaHHs: Mepk BMNPOGYyBaHb abo AOMYCTVMUX MeX Y NPOLECi
MPO®INTAKTUK | nopowukom (1 fo3a) LWapn i foym Kopn., BMpo6HULUTBa A®PI, L0 BCTaHOB/IEHI y cneuudikauisx (iHwi
N KOPY, Ta 1 donakoH 3 CLUA; BTopuHHe 3MiHK) - 3MiHM 40 aHaNiTUYHMX Npoueayp nig vac
ENIAEMIYHOI PO34YMHHMKOM (BOAA nakyBaHHs, BUMyCK BMPOGHMYOro npouecy in bulk akTmBHOI peyoBuHM Mumps
O NAPOTUTY Ans iH'ekuiin) no 0,7 cepii BakUMH/ Ta virus Jeryl Lynn™ [Level B] strain (live, attenuated) 3
TA KPACHYXU M1y KapPTOHHIN pOo34MHHMKa: Mepk METO AOCATHEHHS LifIbOBOT Ki/TIbKOCTI K/TITUH 3@ FYCTUHOM,

XXUBA Kopobui; 1 donakoH 3 LWapn i Joym B.B., a He 3a Macoto. [logaBaHHs HOBMX BUNPOOYBaHb 3
nopotwukom (1 fo3a) HigepnaHaun BiANOBIAHUMY KPUTEPIAMU NPUAHSATHOCTI B NpOLLECi
Ta 1 nonepegHL0 KoHTponto (Control Roller Process) npy BUPO6HULTBI
HarnoBHEHWIA LWNpWL, Ail0UMX PevyoBUH - BipyCy KOpy, BipyCcy napoTuTy Ta Bipycy
3 PO34YUMHHUKOM KpacHyxu. Peknacudikauiss OCHOBHUX KPUTUYHUX
(Boga gns iH'ekwii) napameTpiB npovecy (Critical Process Parameters, CPP)
no 0,7 mn B Ta (Critical Quality Attributes CQA) y BignosigHocTi go
KOMNeKTi 3 IBOMa Litounx kepiBHMX HactaHos ICH
roniKamu y KapTOHHI
kopo6ui; 10
oNakoHiB 3
nopotukom Ta 10
chnakoHiB 3
PO34MHHMKOM (BOAA
Ans iH'ekuin) no 0,7
MJ1 B OKpEMMUX
KapTOHHMX KOpOOKax

219. | MOMETA3OH- cnpeli HazanbHWiA, TOB «TeBa YkpaiHa BMPOBHMLTBO 3a Yecbka BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3mMiHa 3a UA/15611/01/01
TEBA cycneHsis, 50 Ykpaina» noBHVM Uukiom: TeBa | Pecny6nika/ | 3asBHWKa (B/laCHMKa peeCTpavliiiHoro noceigyeHHs). 3MiHu peyenmom

MKr/no3a, no 10 r Yex IHpacTpis c.p.o., Benuka BHECEHi B TEKCT MapKyBaHHS ynakoBku J13 (TUTynbHa
(60 003), y hnakoHi Yecbka Pecny6nika,; BputaHis CTOpiHKa) LWoA0 3asBHUKa. 3MiHK | TUNY - 3MiHM LWoAo
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3 [403Yy04MM crpei- KOHTpPO/b cepii 3a 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
Hacocom Ta NOKa3HUKOM a60 3MiHW [0 y3arasibHEHVX AaHNX Npo cuctemy
posnusitoBayem, "Bu3HayveHHA thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
3aKpuTUM MOMeTa30Hy dhypoary cuctemy hapmakoHarnsgy, 3MmiHa ynoBHoBaKeHoT ocobu,
KoBMmaykom; no 1 y Mannx BiNOBiAa/IbHOT 3a 34iICHEHHS dhapmakoHarnsagy;
chnakoHy B Kpannsx/yactkax": KOHTaKTHOI 0Co6Y 3 chapmakoHarnsagy 3asBHuka anas
KapTOHHI KopoobLi MenbbypH CaiiHTudiK 3pjiicHeHHs chapmakoHarnsgy B YKpaiHi, KO BOHA
NimiTen, Benvka BiIMiHHa Bif, yNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
BputaHis 3pjiicHeHHst hapmakoHarnagy (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHi MacTep-chaiina cuctemn
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0co6u
3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag,. firoya
pegakuis: Orit Stern-Maman. MponoHoBaHa pegakuis:
Buctposa OkcaHa BitaniiBHa.3MiHa KOHTaKTHUX JaHuX
YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
dhapMakoHarnsg.
220. | MOMETA3O0HY | nopoLok Yemo l6epika, IcnaHis IHaycTpiane Kimika, ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: - UA/15441/01/01
DYPOAT (cybeTaHuis) y C.A. c.p..
NOABINHUX 3MiHK |l TUNY — NogaHo oHoBNeHy Bepcito DMF Ha Ad|
NoNIETU/IEHOBMX MOMETa30Hy dypoarty Bif Bupo6Huka INDUSTRIALE
nakerax anA CHIMICA S.r.l., ITanis (3anponoHoBaHo: version
thapmauiesTryHoro 2020/0421), 3 BiANOBIAHUMM 3MiHAMU Y crieumdikawii i
3acTocyBaHHA METOZIaxX KOHTPO/NO, Y TOMY YUCHTi 3MiHA HUKHBLOT MeXi
KinbkicHoro BmicTy A®I (3anponoHoBaHo: Big, 98,0% a0
102,0% B nepepaxyHKy Ha Cyxy peyoBuHy), Ta 3MiHa yMOB
36epiraHHs
221. | MOHTEN TabneTku, BKPUTI My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny 3a UA/16297/01/01
N1iBKOBOIO akujioHepHe TOBapunCTBO "HaykoBo- - 3MiHK 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
o6onoHkoto, no 10 TOBapuCTBO BMPOGHWYNIA LLEHTP 3MiHa y TepmiHax npuaaTHoOcTi abo ymoBax 36epiraHHs
Mr; N0 7 TabneTok y "HaykoBo- "BopLyariBcbkuii roTOBOrO NikapCbKoro 3acoby (36iNbLUEeHHA TEPMiHY
6nicTepi; no 4 BVPOGHWYNIA XiMiko- npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [1na Toprosoi
6nicTepy B navw,i LeHTp hapmaLeBTUYHNIA ynakoBku (NigTBEPIAXYETbCA AaHUMU peaslbHOro Yacy) -
"BopLuariBcbk 3aBog" 36i/1bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
Ui XimiKo- YkpaiHa (chacyBaHHS 3ac0o6y Ha OCHOBI NO3UTUBHWX Pe3y/bTaTiB
thapmaueBTny i3 dhopmu "in bulk" [0BrocTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peanbHOMY
HWi 3aBoa” BUPOBHUKIB CaHiko yaci: 3atBepaKeHo: TepMiH NpUAATHOCTI 2 POKU.
H.B., Benbris; CiHTOH 3anponoHoBaHo: TepMiH NpuaaTHoCTi 3 pokn. 3MiHK
XicnaHis C.J1., IcnaHisi) BHECEHI B iIHCTPYKL,t0 A5 MeANYHOro 3acTocyBaHHA 13 y
p. "TepMmiH npuaaTHOCTI". BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS.
222. | MOP®IH po3unH ANs iH'ekyiin, | AT "Kanuyekc" Nartsis AT "I'piHgekc”, NaT.is Nartsis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/15322/01/01
KAJILEKC 10 mr/mn; no 1 mn B (BUPOGHUK, AKUI CnosayuyvHa 3MiHK | TURy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom

amnyni; no 5 amnyn
B KOHTYPHili
YapyHKOoBIli ynakoBLi
(niggoHi); no 1, 2
a60 20 KOHTYPHUX

Bignosigae 3a
KOHTpONb
cepii/sBunpobyBaHHs);
AT "Kanuekc", Nlatsis
(BUPOBHWK, SIKMIA

thapmakoHarnsigy. BeefeHHs abo 3MiHM 40 y3arasibHEHNX
[aHUX Npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3araslbHeHNX faHux Npo cUCTeEMy dhapMakoHarisay,
3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiga/IbHOI 3a
34ilicHeHHA dpapMakoHar/say; KOHTaKTHOT oco6u 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
YapyHKOBWX BiANOBIAAaE 3a BMMYCK hapmakoHarnsgy 3asiBHUKa 4115 34iCHEHHSA
ynaxkoBoK (NiggoHiB) cepii); XBM ®apma thapMakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Bif,
B nauuj c.p.o., CnosayunHa YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iCHEHHS
(Bci cTagji thapmakoHarnagy (BKIouyakum KOHTaKTHi AaHi) Ta/abo
BUPOBHMYOro 3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
npouecy, KpiM BUMYyCKy thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
cepii) YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmMakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
MapTuHuyk Oner Bonogmmuposuy. 3MiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0COOU 3asBHNMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsag YkpaiHi
223. | MOP®IHY PO34nH ANS iH'EKLIN TOB Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHux matepianis: 3MiHu | 3a UA/5174/01/01
rigPoOXnopPunp | 1%, no 1 mns "XapkiBcbke obmexeHo UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS peyenmom
amnyni; no 5 amnyn hapmaveBTny BiANOBIAANILHICTIO Ta/abo agpecu Micusa NPoBamKeHHs AiSIbHOCTI
y 6nicTepi; no 1 abo He “XapkiBcbke BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
2, abo 20 6nicTepi nignpveMCcTBO hapmaueBTUUHe BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
Y KOpOO6LUj 3 KApTOHY "3p0poB's nignpuUeMCcTBO NpoBeAeHHS KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
Hapoay" “3p0poB’s Hapoay” BiANOBiAae BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK CEpiid)
3miHa HaliMeHyBaHHS Ta agpecu BUpobHuka 13, 6e3
3MiHM MicLA BUPO6HULTBA. BBEAEHHS 3MiH NPOTAroM 6-Ti
MicsLIB MiCNSA 3aTBEPAKEHHS.
224. | MyYHWUU] nmectano50ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2260/01/01
nncT4d naykax 3 BHyTpilLHIM | ®apmavueBTuy $apmaneBTUYHA 3MiHK | TUNy - 3MiHK WoAao 6e3nekn/edekTUBHOCTI Ta peuyenma
nakeTom; no 2 ry Ha habpuka thabpuka "Biona" thapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHI B TEKCT
PiNbTP-NakeTi; No "Biona" MapKyBaHHS yMakoBOK NikapcbKkoro 3acoby (n.17) wopao
20 hinbTp-nakeTiB y HaHeCeHHs1 TOProBoi Mapku
nauuj
225. | HA COH TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/9512/01/01
06010HKOt0 No 10 "TexHonor" 3MiHM | TUNy - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; thapmakoHarnagy (iHwi 3MiHW) - 3MiHWU BHECEHI B TEKCT
no 2 6nictepun y MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
nauuj 3 KapToHy 3a3HayYeHHs OAMHULL BUMIpOBaHHSA y cuctemi Sl.
BBegeHHS 3MiH NpOTArom 6-Tu MicALiB nic/is
3aTBEPAKEHHS
226. | HABOHEKC® crnpei HasanbHUiA, OpraHoH LBeliuapi LWepiHr-Mnay Na6o Benebris/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/7491/01/01
[o3oBaHuit, 50 CeHtpan lct A H.B., Benbris; MC/, Cinranyp TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
MKr/go3y, no 18 r M6X IHTepHewHN MTv6X Ta/abo agpecy 3asiBHVKa (B/lacHUKa peecTpaviliHoro
(140 po3) cycnersii (chiniss Cinranyp), nocBeifyeHHs) 3miHa Ha3BM 3asBHUKa BifMNOBILHO A0
y nonieTuneHoBomy Cinranyp PiLLEHHA KOMNaHIT Ta YTOUHEHHS agpecu 3asBHUKa 415
hnakoHi 3 npuBeAeHHs y BiANOBIAHICTb O OHOB/IEHOIO BUTATY 3
[,03yH04MM HacoCcoM- Toprosoro PeecTpy KpaiHu 3asBHVKa. BBefeHHs 3MiH
posnuatoBayem, NPOTArom 6-Tu MIiCALLIB NiCNsA 3aTBEPMKEHHS
3aKpUTUM
KOBMaykom; no 1
chnakoHy y
KapTOHHI Kopoo6Li
227. | HASOHEKC® cnpeii HasanbHWiA, OpraHoH LLiseiiuapi LWepinr-Mnay Na6o Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/11264/01/01
CUHYC [030BaHuiA, 50 CeHTpan Ict Ll H.B., Benbria; MC/, CiHranyp - AOMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mkr/go3y, no 10 r (60 M6X IHTepHewHn M6 X agpecy 3asBHVKa (BNnacHvKa peecTpauiiHoro
[03) cycreHsii y (dinia Cinranyp), NOCBIJYEHHS) - 3MiHa Ha3BM 3asiBHUKA Ta YTOUHEHHS
nonieTnieHoBomy Cinranyp afipecy 3anBHVIKa (BBeAeHHS 3MiH NpoTArom 6 micsuis
chnakoHi 3 nicns 3aTBepaKeHHs)
[103YH04YMM HacCoCOM-
posnuoBayem,
3aKpuTUM
KoBnaukom, no 1
donakoHy y
KapPTOHHI KOpooLyi
228. | HEBAHAK® Kpansi O4YHi, Hosapric LLiseiiuapi AnkoH-KyBpbop Benbris 3MiHK, Lo NOTPebyoTb HOBOT peecTpauii: AoAaBaHHSA 3a
cycnensis, 3 mr/mn, Papma Al A HOBOT cvu dii/po3seeHHs (3 mr/mn) peyenmom
no 3 MmNy do1akoHi-
KpanenbHuui "Apon- MepiognyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOTO 3BITY 3
TeliHep®"; no 1 6e3neku, BignosigHO Ao MNopsaaky 34iiCHeHHA
chnakoHy B KOpOooOLi hapmakoHarnsgy, 3aTBepAxeHoro Hakasom MiHictepcTea
3 KapTOHY OXOPOHY 34,0p0B’SA YKpaiHnu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi ocTuLji YkpaiHu 29
ciyHsa 2007 poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3riAHO 3i CTPOKaMMK,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS peryasipHuX 3BiTiB
3 6esneku.
229. | HIBANIH PO34MH A1 iH'EKLIN, AT Bonrapis AT «Codhapma» Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/3335/01/01
1 mr/mn, no 1 mn B «Codpapma» - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
amnyni; no 10 afpecu 3asBHUKa (B1acHVKa peecTpaviiHoro
amnyn y énictepi; no nocBigyeHHs) - 3MiHa HaliMeHyBaHHS Ta aApecu 3asBHUKa
1 6nicTtepy B aHrNiNcbKo MOBOLD; 3MiHM | TNy - AAMIHICTPaTUBHI
KapTOHHI nayw,i 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
NpoBaf)KEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepil
ab0 Micue NpoBefeHHS KOHTPO/O AKOCTI. (4iS/IbHICTb, 3a
AKY BiAnNoBigae BUPOGHMK/IMNOpTep, BKIOYaUM BUMYCK
cepiii) - 3MiHa HanMcaHHA HaliMeHyBaHHS Ta agpecy Micus
NPOBaXEHHS AisS/IbHOCTI BUPOGHMKA /13 aHrNiiicbKo
MOBOHO, 6€3 3MiHM MicLs BUpobHULTBA
230. | HIBANIH PO34UH A5 iH'EKLLN, AT Bonrapis AT «Cothapmax» Bonrapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/3335/01/02
2,5mr/mnno 1 mn B «Cocthapma» - AOMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom

amnyni; no 10
amnyn y 6nictepi; no
1 6nicTepy B
KapTOHHIM nauui

agpecy 3asiBHMKa (BNnacHuKa peecTpauiinHoro
nocBifYeHHs) - 3MiHa HaliMeHyBaHHS Ta aipecu 3asiBHUKa
aHrNilicbkoo MOBOLO; 3MiHM | TUNY - AAMIHICTPATUBHI
3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu Micust
NPOBaKEHHS AisS/IbHOCTI BUPOGHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIoUaun AibHULi BUNYCKY cepil
ab0 Micue NpPoBeAEeHHS1 KOHTPOJIIO SKOCTI. (4isi/IbHICTb, 3a
SIKy BiANoBigae BUPOGHMK/IMNopTep, BKIOYAKUM BUMYCK
cepiit) - 3MiHa HanMcaHHs HaliMeHyBaHHs Ta afpecu Micus
NPOBaKEHHS AisS/IbHOCTI BUPO6GHUKA /13 aHrilicbKoto
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MOBOH, 6€3 3MiHM MicLs BUPOGHMLITBA
231. | HIBANIH PO34UH A5 iH'EKLLN, AT Bonrapis AT «Codchapmax» Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/3335/01/03
5wmr/mnno1wmns «Cochapma» - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
amnyni; no 10 BY afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
amnyn y 6nictepi; no nocBifUeHHs) - 3MiHa HaliMEHYBaHHS Ta afipecu 3asiBHUKa
1 6nicTtepy B aHrNiNCbKO MOBOLD; 3MiHM | TUMy - AAMIHICTpPaTUBHI
KapTOHHI navu,i 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHS Ai/IbHOCTI BUPOBGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepil
abo micue NpoBefeHHs KOHTPOSIO SKOCTI. (ZisNbHICTb, 3a
AIKY BiAnoBiJae BUPOOHUK/IMNOpTEpP, BKIOYAOUN BUMYCK
cepili) - 3MiHa HanMcaHHA HaliMeHyBaHHS Ta agpecy Micua
NPOBaXEHHS AiS/IbHOCTI BUPOGHMKA /13 aHrniiicbKo
MOBOH, 6€3 3MiHM MicLA BUPOBHULITBA
232. | HIKOPE/1Ib® Tabnetku no 10 mr, [Jekcenb I3painb BMNPOOYBaHHS I13painb BHECEHHS 3MiH 40 pPEeECTpaLiliHNX MaTepiasliB YTOUHEHHS 3a UA/17691/01/01
no 10 Tabnetok y Papma KOHTPOJHO SIKOCTI peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne peyenmom
6nictepi, no 3 abo 6 TexHonoaxms (mikpobionoriyHmit 60 Big 16.01.2021 B npoueci BHECEHHA 3MiH - 3MiHN |
6nicTepis B nra. KOHTpOnb): TOB TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
KapTOHHIi navw,i IHCTUTYT Xap4oBoTi KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
Mikpo6ionorii Ta napameTpiB cneuudikauiii Ta/abo AONYCTUMUX MEX
CNOXWBYUX TOBAPIB, rOTOBOrO /1iKapCbKOro 3acoby (iHLwi 3miHK) - MprBeaeHHs
13pains; cneundikauii y MKS 3a nokasHukom «laeHTudikauis» y
BUPOBHMLTBO, Bi4NOBIAHICTb 40 OpUriHaIbHUX MaTepiasiiB BUPOOHUKA
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(diznKo-XimMiuHWMi
KOHTPO/Ib) Ta BUNYCK
cepii: Oekcenb N14.,
13painb
233. | HIKOPE/b® Tabnetkv no 20 wmr, [Hekcenb I3painb BMNPOGYBaHHSA I13painb BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepiasiB yTOUHEHHSA 3a UA/17691/01/02
no 10 TabneTtok y Papma KOHTPOJO SIKOCTI peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne peyenmom
6nicTepi, no 3 abo 6 TexHonomxm3 (mikpobiosioriyHwmi 60 Big 16.01.2021 B npoueci BHECEHHA 3MiH - 3MiHN |
6nicTepis B nra. KOHTpOsib): TOB TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KapTOHHI nauw,i IHCTUTYT Xxap4oBoi KOHTpO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
Mikpob6ionorii Ta napameTpiB cneundikayii Ta/abo 4oNyCTUMUX MEX
CMoXnBYMX TOBApIB, rOTOBOrO /likapCbKoro 3acoby (iHLwWi 3miHK) - MprBeaeHHs
13pains; cneumdikauii y MKSA 3a nokasHukom «laeHTudikadis» y
BUPOBHMLTBO, Bi4MNOBIAHICTb 40 OpUTiHAIBHNX MaTepiasliB BUPOOHUKA
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
(piznKo-XimMiuHWMi
KOHTPO/b) Ta BUMYCK
cepii: dekcenb N114.,
I13painb
234. | HOBAPUHI® KinbLie BariHasibHe, OpraHoH LBeliuapi 3a NOBHUM LIMK/IOM: HigepnaHay | BHeCEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3mMiHW | Tuny 3a UA/9613/01/01
11,7 mr/2,7 mr, no 1 CeHTpan Ict A H.B. OpraHoH - AOMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHsi Ta/abo peyenmom
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby

Kinbuto y cae; no 1
calle B KapTOHHii
KopoobLi

m6X

agpecy 3asBHVKa (BNnacHvKa peecTpauiiHoro
NOCBIJYEHHS) - 3MiHa Ha3BM 3asiBHUKA Ta YTOUHEHHS
afipecy 3anBHVIKa (BBeAeHHS 3MiH NpoTArom 6 micsuis
nicsia 3aTBepIKEHHS)

UA/4883/01/02

235.

HOBOKAIH

pO34uH ANs iHy3iit
0,25%; no 200 mn
abo no 400 mn y
nAsLKax

MNpusatHe
aKuioHepHe
TOBapuCTBO

"IHcpy3isn”

YKpaiHa

MpuBaTHe akLjioHepHe
TOBapuUCTBO "lHY3ig"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT
AinbHUUI (BKAOYaoum AinbHuui ana A®l, npoMixHoro
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHUL ANns
NpoOBe/EeHHS NaKyBaHHS, BUPOGHWKA, BiANOBifaIbHOTO 3a
BWMYCK Cepiii, MicLie NpoBeAeHHS KOHTPOJIO cepil) abo
nocTavasibHVKa BUXigHOro martepiany, peareHty abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE)
BunyyeHHs1 BUPOGHMYOI AiNTbHNLi FOTOBOTO J1iKapCbKOro
3acoby HoBokaiH, po3unH ans iHgysiii 0,25 %, po3unH ans
iHcpysii 0,5 % An1a npoBeAeHHs NakyBaHHS, BUPOBHNKa,
BiANOBIAA/ILHOIO 3a BMNYCK Cepii, MicLie NpoBeAeHHS
KOHTPONIO cepii 3a agpecoto M. BiHHMUSA, Byn. BonoLukoBa
6.55. 3miHu BHeceHi B po3ain "MicLe3HaxomkeHHs
BMPOGHMKaA Ta agpeca Micus NpoBapKeHHS 1oro
LiSANbHOCTI" B IHCTPYKLiO 4151 MeAUYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y 3B'A3Ky 3 BUYYEHHSIM OfHI€ET 3
BMPOGHUUMX AinbHULb [N13, K HACMiIfOK - BIANOBIAHI 3MiHW
B TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.

3a
peyenmom

236.

HOBOKAIH

PO34nH ANs iHy3iit
0,5 %, no 200 mn
abo no 400 mn y
nAsLKax

MNpusatHe
akuioHepHe
TOBapUCTBO

"IHdy3is

YKpaiHa

MpuBaTHe akLjioHepHe
ToBapuncTBO "lHGY3isa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT
OinbHUUI (BKNOYa0ouM AinbHULI Ana APl TPOMKHOIo
npoaykTy abo roToBOro Nikapcbkoro 3acoby, AinbHuUL ANns
NpoBefEeHHs NakyBaHHS, BUPOGHWKA, BigNoBifaIbHOTo 3a
BWMYCK Cepiii, MicLie NpoBeeHHS KOHTPOJIO cepil) abo
nocTavasibHVKa BUXigHOro martepiany, peareHty abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HaYEeHO Y AOCHE)
BunyyeHHs BUPOGHUYOT fiNbHULI FOTOBOrO /1iKapCbKOro
3acob6y HoBokaiH, po3unH ans iHgysili 0,25 %, po3unH ans
iHcbysii 0,5 % AnA npoBeAeHHs NakyBaHHS, BUPOGHNKa,
BiANOBiAa/IbHOIO 3a BUMYCK cepii, MicLe NpoBeAeHHs
KOHTPONIO cepii 3a agpecoto M. BiHHMUSA, Byn. BonoLukoBa
6.55. 3miHu BHeceHi B po3ain "MicLe3HaxomkeHHs
BMPOGHMKa Ta afpeca MicLis NPOBapKEHHS 10ro
LiSNIbHOCTI" B IHCTPYKLiO 4151 MeAUYHOrO 3aCTOCyBaHHS
NiKapcbKOro 3acoby y 3B'A3Ky 3 BUYYEHHSIM OfHI€ET 3
BMPOGHUUUX AinbHULb 13, SK HACMifOoK - BIANOBIAHI 3MiHW
B TEKCTi MapKyBaHHA yrNakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPKEHHS.

3a
peyenmom

UA/4883/01/01

237.

OKCANMINNATA
H "EBEBE"

KOHLeHTpaT ans
po3unHy Anst

EBEBE
dPapma

ABCTpist

EGEBE dapma
lec.m.6.X. Hdpr. KT,

AscTpist
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis:

3a
peuyenmom

UA/6314/02/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
iHcpysin, 5 mr/mn no lec.m.6.X. ABCTpIS (MOBHWI LUK/ 3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
10 mn (50 mr), abo Hdpr.KI BMpo6HUUTBA); Jlabop hapMakoHarnagy - 3amiHa posginy «IpadivHe
20 mn (100 mr), abo NIC CE & Ko. KT, 0hopMNEHHA YNakoBKM» Ha po3ain «MapkyBaHHs» MKA
30 mn (150 mr), abo HimeuunHa N3; 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPXEHOro
40 mn (200 mr) y (koHTpob/BUNPOGYBa TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS
thnakoHi; no 1 HHSA cepii); YmdopaHa yNakoBKM NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmavii
chnakoHy B Na6op drop AHanITIK LLIOA0 3a3HaYeHHs OAVHWLb BUMIPIOBaHHS Y cucTemi Sl.
KapTOHHIlA KopooLi YHA BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
AyhTparcchopLuyHr 3aTBepKEeHHA
TM6X&Ko KT,
HimeuunHa
(koHTpoNb/BUNPODOYBA
HHs cepil)
238. | OKCANINNATI NopoLUoK ANns MicTpan AHrnis AxTasic ITania C.n.A. ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/13987/01/01
H-BICTA NPUroTyBaHHA Kenitan peyenmom
posqunHy AnA MeHemkmeHT 3MiHW | TURY - 3MiHVW WOA0 6e3neKn/edeKTMBHOCTI Ta
iHcpysilA (5 mr/mn) no Nimiteq thapMaKkoHarnsay - BHECEHHS 3MiH [0 po3ainy
50 mr, 1 donakoH 3 “MapKyBaHHs" MKS /13”;
NOPOLIKOM y ) 3anpornoHoBaHo: Mapkuposka. CornacHo yTBePXAeHHOMY
KapTOHHiiA kopobu TEKCTY MapKuUpoBK1. OHOB/IEHHS TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmavii
LLIOAO 3a3HaYeHHs OAMHWLb BUMIPIOBaHHSA Yy cuctemi Sl.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
239. | OKCANINNATI NOpPOLUOK A8 Mictpan AHrnis AkTasic ITanis C.n.A. ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/13987/01/02
H-BICTA NPUroTyBaHHSA Kenitan peyenmom
po34unHy AnA MeHeMKMEHT 3MiHM | TVNY - 3MiHK WO0 6e3nekn/eddeKTMBHOCTI Ta
iHcpysil (5 mr/mn) no Nimiteq thapmaKoHarnsAy - BHECEHHS 3MiH 0 po3iny
100 wr, 1 conakoH 3 “MapkyBaHHa” MK N3”:
NOPOLLIKOM y i 3anponoHoBaHo: MapkupoBka. COrnacHo yTBepXAeHHOMY
KapTOHHiiA KOpoGL TEKCTY MapKVUpOBK1. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby 3 BHECEHHAM iHchopmav,ii
LLOA0 3a3HaYeHHS OAUHULE BUMIPIOBaHHA Y cucTemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS
240. | OKTAFAM 10% | po34uH AN iHdysiii OkTtadhapma ABCTpIs BMPOGHMUK, LBsewis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15583/01/01
10 %, no 20 mn, 50 PapmaLeBTuK BiNOBIgaNbHWIA 3a ®paHuisa 3MiHK | TUny - 3MiHK 3 fKocTi. A®I. MpoekTHMIA NpocTip Ta peyenmom
M, 100 mn a6o 200 a BMPOBHMUTBO 3a ABCTpist nicnsipeecTpayiiHniA NPOTOKOA yNpaB/liHHA 3MiHAMU.
MJ1 PO34MHY ANA MpogaykTioHcre MOBHUM LMK/IOM, 38 BnpoBagpkeHHs 3MiH, WO nepefdayeHi y 3aTBepaKeHoMy
iHCy3ii1 y chnakoHi; cM.6.X BUKNHOYEHHAM NPOTOKOAI YNPaB/liHHA 3MiHaMK (BNPOBAXEHHS 3MiHU AN1A
no 1 chnakoHy B BTOPVHHOI YNaKOBKW: 6i0n10riYHOro/iMyHO0TIYHOTO NikapCbkoro 3acoby) -
KapTOHHIlA KopooLi Oktathapma Ab BukopucTtaHHsa dpakuii 1l, BifoKpeMneHol Wasxom

Napc dopccennc rata
23, CTOKrosibm,
11275, Weeuis

inbTpauii 6e3 BUKOpUCTaHHS dinbTpa Ha AiNbHULI
Octapharma Produktionsgesellschaft Deutschland mbH,
HimeyunHa ans BUpo6HULTBA rOTOBOIO NiKapCbKOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Octapharma AB 3acoby Ha ainbHuui Oktacapma AB, Lseuist; 3miHu | Tuny

Lars Forssells gata 23,
Stockholm, 11275,
Sweden
BUPOGHUK,
BiNOBIgabHWIA 32
BMPOGHMLITBO 3a
MOBHUM LIK/TOM:
OkTadapma
dPapmaLeBTnka
MpoaykTioHcrec M.6.X.
O6epnaaep LTpacce
235, 1100 BigeHb,
ABCTpis
Octapharma
Pharmazeutika
Produktionsges m.b.H.
Oberlaaerstrasse 235,
1100 Vienna, Austria
BUPOGHUK,
BiNOBIgabHWIA 32
BMPOGHMLITBO 3a
MOBHUM LMK/IOM, 38
BUK/TIIOYEHHAM
BTOPUHHOI YMNakKOBKW:
Oktadapma
72 pro o Mapuan
dou, 67380
NiHronbLueiim,
®paHuisa
Octapharma
72 rue du Marechal
Foch, 67380
Lingolsheim, France
BUPOGHUK,
BiNOBIgabHWIA 32

BTOPUHHE NaKyBaHHSA:

Oktadhapma [eccay
6X
OTTo-PeiiTep-
LWtpacce 3, fleccay-
Poccnay, CakcoHisi-
AHnxansT, 06847,
HimeuunHa
Octapharma Dessau
GmbX

Otto-Reuter-Strasse 3,

Dessau-Rosslau,

- 3MiHu 3 siKocTi. A®I. MpoeKTHWIA npocTip Ta
nicnspeecTpayiiiHnii NPOTOKON ynpaBiHHA 3MiHAMK.
BunyyeHHs 3aTBeppkEHOro NPOTOKOY YNpaB/iHHSA
3MiHamu ans A®I - BunydyeHHs 3aTBepyKeHOro npoToKoy
ynpaBniHHS 3MiHaMK 3i cknagy peecTpauiliioro focbe;
3MiHu | TURY - 3MiHK 3 sKocTi. A®l. BUpo6HULTBO. 3MiHN
BUNpobyBaHb abo AONYCTUMUX MEX Y NPOLLECi
BMpO6HMLTBA ADI, L0 BCTAHOBNEHI Y crieuudikayisx (iHLi
3MiHM) - Mogudpikauis MeToay BU3HauyeHHs1 3arasibHoro
6inka 6iypeToBMM MeToAoM ANs 3paskiB nnasmu FFP, S1,
IP1.; 3miHun Il TNy - 3MiHK 3 AKoCTi. A®l. BUpO6GHMLTBO.
3miHu B npoueci BUpobHuyTBa A®| (3mMiHa cTocyeTbes
aKTMBHOT pevyoBWHN 6i0N10r4YHOro/iMyHON0rYHOIO
NOXOPKEHHS ab0 BUKOPUCTaHHSA XiMiYHUX AD| Yy
BMPOBHULITBI NliKapcbKoro 3acoby
6i0/10r4YHOr0/iIMyHOOrYHOrO MOXOPKEHHS, SiKa MOXe MaTu
3HaYHWIA BN/IVB Ha AKICTb, 6e3neky Ta edeKTUBHICTb
nikapcbKoro 3acoby, i He CTOCYETbCA MPOTOKOY) -
BuikopucTaHHa ®pakuii |1, BUpo61eHoi Ha AinbHUL
OkTachbapma AB, LLBeLjisa sk BUXigHOro matepiasy ans
BMPOGHMLITBA KIHLLEBOrO NPOAYKTY Ha AiNbHUL
OkTadpapma ®apmaueBTuka MNpogykTioHcrec M.6.X.,
ABcCTpis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Sachsen-Anhalt,
06847, Germany
241. | OKTANNEKC MOPOLLOK Ta OkTachapma ABcCTpis Brpo6HuK HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/14313/01/01
500 MO PO3YMHHVK ANS dapmaveBTUK (anbTepHaTuBHWMI), ®paHuisa 3MiHW | TUNy - 3MiHK 3 AKOCTi. OTOBWMIA NTikapcbkuii 3aci6. peyenmom
pO34unHy Ans a BiANOBigaIbHUI 3a ABCTpist KOHTPO/1b rOTOBOro NiKapcbkoro 3acoby. 3MiHa y MeToAax
iHcbysiii no 500 MO; MpopykTioHcre BTOPVHHE NaKyBaHHsA BMMPOGYBaHHS FOTOBOTO JiKapCbKoro 3acoby (HesHayHa
[Bi KOPOOKM c m.6.X. Ta Bi3yaslbHy 3MiHa y 3aTBEpIKEHNX MeTogax BUNPOOyBaHHS) - 3MiHa
06’€eAHYIOTbCS MK iHCneku;to: TEeCT-CUCTEMU [/191 BU3HAYEHHS BMICTY hakTopy Koarynsauii
€060t NNaCTUKOBOK Oktadhapma [eccay KpoBi X xpomoreHHum metogom (Chromogenic Substrate
MN/1iBKOK: KApPTOHHA v6X , HimeuuunHa; Assay) y roToBOMy flikapcbkoMy 3acobi.TepmiH BBeEHHS
Kopo6ka Nel: no 1 BUpO6HUK, 3MiH - NPOTAroM 6 MicsALIB NicNsA 3aTBEPLKEHHS; 3MiHN |1
chnakoHy 3 BiANOBIAaIbHMI 3a TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
MOPOLLKOM A5 BUPOGHMLTBO 3a KOHTpO/b roTOBOro nikapcbKoro 3acoby. 3miHa y metofgax
PO34UHY A5 iH KLl NOBHUM LK/IOM: BMNPOBGYBaHHSA roTOBOTO JIiKapCbKOro 3acoby (cyTTeBa
Ta IHCTPYKUi€o Npo OkTadapma 3MiHa y 6ionoriyHOMy/iMyHOIOrYHOMY/iMYyHOXIMIYHOMY
3aCTOCYBaHHS; dapmMaueBTuka mMeTogi BUNpobysaHHA abo MeTogj, y AKomy
KapTOHHa Kopobka MpopykTioHcrec BMKOPWCTOBYETbLCA 6i0M10riYHUIA peareHT, abo ix 3amiHa,
Ne2: no 1 cpnakory M.6.X., ABCTpIS; abo 6ionoriyHOro npenapary NopiBHAHHSA (CTaHA4APTHOroO
i3 PO3UYMHHVKOM BUPOGHMK npenapary), Wo He 3a3HaYeHnn y 3aTBepaKeHoMy
(Boga ans iH'eKUil, BiANOBigaIbHUI 3a npoTokoni) - 3amiHa BMNpo6ysaHHA lMiporeHn (Pyrogens)
20 mn) y KapTOHHIl BMPOGHULITBO 3a Ha BMNPO6YBaHHSA 3 BU3HAYEHHS BMICTY 6akTepiasibH1X
KopobLi pasom 3 MOBHMM LMK/IOM 3a eHpoTokcuHiB (Endotoxins) y cneuudikauii npu BUnycky
KOMMNIEKTOM NSt BUK/IOYEHHAM roToBOro Nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH -
PO3YMHEHHS Ta BTOPUHHOI YNaKoBKK: npoTArom 6 micsuiB nicns 3aTBepikKeHHs
BHYTPILLUHLOBEHHOTO OxTadapma, ®paHuis
BBeeHHs (1 wnpwy
opHopasosuit; 1
KOMMNIEKT Ans
nepeHocy (1
[OBYXKiHLieBa roska,
1 ghinbTpoBasibHA
ronka); 1 komnnekr
Ans iHdysin (ronka-
MeTenuk); 2
NPOCOYEHUX
CNYPTOM TaMMOHiB)
242. | ONIMENDb N4E eMy/bCis Ans Bakctep C.A. Benbris BXigHWIA KOHTPOSIb, Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHSA 3a UA/17379/01/01
iHcpys3iiA; no 1000 mn KOHTPO/1b MPOMIXHOro HanMcaHHA ynakoBoK B Hakasi MO3 Ykpainu Ne 301 Bif, | peyenmom

y TprKamepHoMy
nnacT1KoBoMy
nakeTi B 3aXUCHIl
0060/10HL}j, Wo
MiCTUTb NOrNIMHaY
KUCHIO; NO 6 NakeTiB
Y KapTOHHIi kopobuy;

NPOAYKTY,
BMPOGHMLTBO,
nakyBaHHS, KOHTPO b
AIKOCTi Ta BUMYCK Cepii:
Bakctep C.A.

22.02.2021 B npoueci BHECEHHS 3MiH (3MiHM | Tuny -
[OMOBHEHHSA cneumaikauii ansa airoyoi peyosnHn Kanito
XN10pUA, e OAHMM NOKa3HMKOM YMCTOTK, a came
BM3HAUYEHHSM KiNIbKOCTi LOMILLK/ CBUHLIO, A5
3aTBepAXeHux BUpobHukiB K+S KALI GMBH, HimeuuunHa,
Klinge Chemicals Ltd, Benuko6putaHist Ta Merck KGaA,
HimeuunHa; 3miHW | TNy - OHOBAEHHSA po3ainy «Cuctema

no 1500 mny KOHTelHep/3aKynoptoBasibHWiA 3aci6, y BiANoBIAHOCTI 40
TpuKamepHomMy BMMOT [il04O0ro BUAAHHA €Bponeiicbkoi dhapmakonet
Nna1acTUKOBOMY (3arasibHa cTaTTsa 415 N1acTMKOBUX MaTepiasiie); 3MiHu |
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakeTi B 3aXMCHil TUMY - OHOBJ/IEHHS PO3AiNy «YNakoBka», a came
060/10HLj, Wo BUAANEHHS iHopMmauil Woa0 HasBHOCTI iHAVMKaTopa
MiCTUTb NOrAvMHay KMCHIO. 3MiHN BHECEHO B IHCTPYKLitO 4715 MeANYHOro
KUCHIO; M0 4 naketu nikapcbKoro 3acoby y p. "Ynakoska'. BBegeHHs 3MiH
Y KapTOHHIi1 kopobuy; NPOTArom 6-Tv MiCAILiB NicNs 3aTBepMKeHHs). Pefakuis B
no 2000 mny Hakasi: no 1000 mMn y TpykaMepHOMY N1acTMKOBOMY NakeTi
TprKaMepHoOMy B 3aXMCHi/i 060/10HL, L0 MICTUTb MOF/IMHAY Ta iHAMKaTop
nnacTMKoBOMy KMCHIO; MO 6 MakKeTiB Yy KapTOHHI kopobuj; no 1500 mn y
nakeTi B 3aXM1CHIit TPUKaMepHOMY NIacTUKOBOMY MakeTi B 3aXMUCHIi
060/10HL}j, Wo 060/10HLj, WO MICTUTb NOF/IMHAY Ta iHAWKATOP KUCHIO; No 4
MiCTUTb MOrNHaY nakeTy y KapTOHHIli kopo6Li; No 2000 MA y TpMkamepHOMY
KUCHIO; Mo 4 naketun N1acTUKOBOMY MakeTi B 3aXMCHIi 060/10HLj, L0 MICTUTb
Y KapTOHHIi1 kopobu,i noravHay Ta iHAMKaTop KUCHIO; N0 4 NakeTu Y KapTOHHIN
Kopo6ui. BipHa pegakuisi: no 1000 mn y TpukamepHomy
NacTUKOBOMY NakeTi B 3aXUCHili 060/10HLj, W0
MiCTUTb MOI/IMHAY KUCHIO; NO 6 nakeTiB Y KapTOHHiIi
Kopo6ui; no 1500 Mn y TpukamepHOMYy N1acTUKOBOMY
nakeTi B 3aXMCHili 060/IOHL, WO MICTUTb NOrNHAY
KMCHIO; MO 4 NakeTn Yy KApPTOHHi kopo6ui; no 2000 mn
y TPUKaMepHOMY N1IacCTUKOBOMY MakeTi B 3aXUCHIl
060/10HL, WO MICTUTb NOI/INHAY KUCHIO; NO 4 nakeTn y
KapTOHHIli KOpooGLi.
243. | ONIME/NIb N9E emynbCisa Ans Bakctep C.A. Benbris BXiIHUIA KOHTPO/b, Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: yTOHUHEHHA 3a UA/17381/01/01
iHdpy3ili no 1000 mn KOHTPO/1b NPOMiXXHOTO HanucaHHA ynakoBOK B Hakasi MO3 Ykpainu Ne 301 Big peyenmom

y TprKaMmepHoMy
n1acTMKOBOMY
nakeTi B 3aXUCHIM
060/10HL}j, Wo
MiCTUTb MOrNIMHAY
KWUCHI0; No 6 nakeTiB
Y KapTOHHI1 kopobuy;
no 1500 mny
TpVKaMepHoOMy
n1acTMKoOBOMY
nakeTi B 3aXUCHiii
060/10HL}j, Wo
MiCTUTb MOrNIMHaY
KUCHIO; No 4 nakeTtu
Y KapTOHHIi kopobuy;
no 2000 mny
TpYKaMepHoMy
nnacTykoBoMy
nakeTi B 3aXWCHili
060/10HLj, Wo
MIiCTUTb NOrAMHaY
KUCHIO; Mo 4 nakeTtu
Y KapTOHHIi1 kopobui

NPOAYKTY,
BUPOGHMLTBO,
nakyBaHHS, KOHTPO b
SKOCTi Ta BUNYCK cepil:
Bakctep C.A.

22.02.2021 B npoueci BHECEHHSA 3MiH (3MiHu | TNy -
3MiHU 3 AKkocTi. ADL. KoHTposb APl 3miHa y napameTpax
cneuudikaLin Ta/abo onyCTUMNX MEX, BUSHAYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AP (iHLUI 3MiHK) - AONOBHEHHSA creumdikavii
0N filoyoi pevoBrHK Kanito xnopug, we ogHum
MOKa3HUKOM YUCTOTK, & Came BU3HAYEHHAM KifIbKOCTi
OOMILLKM CBUHLIO, ANS 3aTBEPAKEHNX BUPOOHMKIB K+S
KALI GMBH, Himeuuunna, Klinge Chemicals Ltd,
BenukobputaHia Ta Merck KGaA, HimeuurHa; 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikart signosigHocTi/IE-cepTudikar
BiANOBiAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
3MiHUW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BIANOBIAHICTb A0 MoHorpadii APY abo Esponeiicbkoi
hapmakonei, abo iHLLIOi HalioHabHOT hapmakonei
aepxasu €C (iHWi 3MiHM) - OHOBJIEHHA po3ainy «Cuctema
KOHTeliHep/3akynopioBasibHUIA 3aci6», Y BignoBigHOCTI 40
BMMOT [il040ro BUAaHHA €Bponeicbkoi dhapmakonei
(3arasibHa cTarTa 419 NI1acTUKOBUX MatepiasiB); 3MiHN |
MRy - 3MiHU Woao0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS PO3finy «YnakoBka», a
came BuAasieHHs iHpopmaii Wwoao HasBHOCTI iHAMKaTopa
KMCHIO. 3MiHN BHECEHO B iHCTPYKLItO 471 MeANYHOro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3aCTOCYBaHHS NiKapCbKoro 3acoby y p. "YnakoBka'.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBepMxeHHs). Pepakuis B Hakasi: no 1000 mn y
TpYKaMepHOMY M/IaCTUKOBOMY NakeTi B 3aXUCHIi
060/10HLj, WO MICTUTb MOr/IMHAY Ta IHAUKATOP KUCHIO; No 6
NakeTiB y KAPTOHHIl kopobLi; no 1500 Mn y TpMkaMmepHoOMy
NaacTVKOBOMY MakeTi B 3aXMCHIli 06010HL, L0 MICTUTb
nornHaYy Ta iHAUKaTOP KUCHIO; MO 4 NakeTu y KapTOHHIi
Kopo6Lii; no 2000 MmN y TpMKaMepPHOMY M1aCTUKOBOMY
nakeTi B 3aXMCHIil 060/10HLj, L0 MICTUTb MOrMHaY Ta
iHOVKATOP KUCHIO; N0 4 NakeTu y KapTOHHI kopo6ui. BipHa
pepakuina: emynbcisa ans iHdysiii; no 1000 mn y
TpUKaMepHOMY N/IaCTUKOBOMY MaKeTi B 3aXMCHil
060M0HL, WO MICTUTb NOrMNHAY KUCHIO; NO 6 NakeTiB
Y KapTOHHili kopo6Li; no 1500 Mn y TpukamepHoMy
N/1aCTUKOBOMY NakKeTi B 3aXMCHili 060/10HL, WO
MICTUTb NOF/IMHAY KUCHIO; NO 4 NakeTn Y KApTOHHIl
Kopo6ui; no 2000 Mn y TpUKaMmepHOMY NJ1IaCTUKOBOMY
nakeTi B 3aXUCHili 060/10HLi, WO MICTUTb NOr/INHAY
KWUCHIO; MO 4 NaKeTu Yy KAPTOHHIi KOpooGLi.
244. | OMENPA30I/ - Kancynm TeBa I3painb Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: yTOUHEHHSA 3a UA/15152/01/01
TEBA racTpope3vCTEHTHI dapmavueBTika peecTpauiiiHoro Homepa B Hakasi MO3 Ykpaitu Ne 301 peyenmom
TBepAi no 40 wr, no n lHpacTpi3 BiA 22.02.2021 B npoueci nepepeecTpadii. Pefakuis B
10 kancyn y nra. Hakasi: Ansa gosysaHHsa no 20 mr - UA/15152/01/01; gnsa
6nicTepi; no 3 [o3yBaHHA o 40 mr - UA/15152/01/02. BipHa pepakuisi:
6nictepu B KOpO6L Ana posysaHHA no 20 mr - UA/15152/01/02; ansa
[o3yBaHHsA no 40 mr - UA/15152/01/01.
245. | OMENPA30/ - Kancynm TeBa I3painb Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHSA 3a UA/15152/01/02
TEBA racTpopesnCTeHTHI PapmavesTika peecTpauiiiHoro Homepa B Hakasi MO3 Ykpainu Ne 301 peyenmom
TBepai no 20 mr; no n lHgacTpis Bif, 22.02.2021 B npoueci nepepeecTpaduiii. Pegakuis B
10 kancyny nTa. Hakasi: Ana gosysaHHs no 20 mr - UA/15152/01/01; ansa
6nictepi; no 3 no3yBaHHs no 40 mr - UA/15152/01/02. BipHa pepakuis:
6nicTepy B KOPOOL Ana posysaHHA no 20 mr - UA/15152/01/02; ans
Ao3sysBaHHA no 40 mr - UA/15152/01/01.
246. | OM/oC Kancynu 3 AJIKANOIL AL | Pecny6nik BUNYCK cepil: Pecnybnika | BHECEHHs 3MiH 40 peecTpauiliHux maTtepianis: 3MiHu | Tuny 3a UA/17913/01/01
MOoANIKOBAHUM Ckon’e aMisHiuna | AJIKANOIQ ALl Ckorre, MiBHiYHaA - AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby. | peyernmom
BMBINIbHEHHSAM, MakefoHis Pecny6nika MiBHiuHa MakepoHis/
TBepAi, no 0,4 mr, no MakefoHist; Icnanis/ 3MiHV BHeceHi Wwoao Ha3su J13. 3atBepaxeHo: OMJ/TIOC
10 kancyny BMPOBGHULITBO HimeuunHa/ (OMLOS). 3anponoHoBaHo: OM/IOC (OMLOS®). 3miHu |
6nicTepi; no 3 Hepo3ghacoBaHoro Yecbka TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
6nictepu y NpoAykKTy, NepBuHHe Pecny6nika Ta/abo agpecu 3asBHUKa (BNaCHVKa peecTpaLiiHoro

KapTOHHI KOpoOLyi

Ta BTOpPVHHE
nakyBaHHS, KOHTPO/b
AKOCTi (CPi3NYHWIA,
XIMiYHWI Ta
MiKpOG6ioNoriYHNiA):
CIHTOH XICIMNAHIA C.
J1., IcnaHis;

nocBigYeHHs) - 3MiHa agpecu 3asBHuKa /13, 3miHn | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy Micus NPOBaKEHHNA Ai/IbHOCTI
BMpPOGHMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOMAK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefeHHs KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BinoBigae BUPOOHMK/iMNOpTEp, BKKOYAKUM BUNYCK Cepiit)
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBO - 3miHa agpecu BupobHuka 113, 6e3 3MiHn Micua
Hepo3dacoBaHoro BUPOGHMLTBA. 3MiHU | TUNY - 3MiHW WOA0
NPOAYKTY, NEPBUHHE 6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHN).
Ta BTOPVIHHE OHOB/IEHHS TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKOro
nakyBaHHS, KOHTPO b 3ac00y 3 BHECEHHAM iH(hopMaLii WoA0 3a3HauYeHHS
AKOCTi (Pi3nNuHMiA Ta OAVHVLb BUMIpIOBaHHA Y cuctemi Sl.
XiMIYHWI):
PotTeHgopch ®apma
'm6X, HimeuunHa;
KOHTPO/Ib SIKOCTI
(chiznuHwnii Ta
XiMiynni): KYIHTA-
AHAJITIKA c.p.o.
Yecbka Pecnybnika
247. | OPTAMETPUN Tabnetkv no 5 Mr no OpraHoH LLiseiiuapi 3a NMOBHUM LIMK/TOM: HigepnaHgy | BHECEHHSs 3MiH 40 peecTpaviiHuX MaTepiasiB: 3MiHu | Tuny 3a UA/2844/01/01
® 30 Tabnetok y CeHTpan Ict A H.B. OpraHoH - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
6nictepi; no 1 m6X agpecy 3asiBHMKa (BNacHuKa peecTpawiinHoro
6nictepy y NOCBiAYEHHS) - 3MiHA Ha3BM Ta YTOYHEHHS agpecu
KapTOHHIlA KOpooLi 3asBHMKa (BBeAEeHHS 3MiH NpOTAroM 6-T1 MicsLiB nicns
3aTBEPLKEHHS)
248. | OCMAMOKC AT | tabnetku, Wo CaHpos CnoBeHis CaHpo3 T'M6X — ABCTpIs BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Tuny 3a UA/3975/04/01
avcnepryoTbes, nNo $apmacbloTika Bupo6Huya ginbHuus - 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposib peyenmom
500 wmr, no 10 n3 a.a. AHTUIHGEKL,HI 13 rOTOBOrO JIiKApCbKOro 3acoby. 3miHa y MeTogax

TabneTok y 6nictepi,
no 2 6nictepu B
KapTOHHI Kopo6Lyj;
no 12 tabnetok y
6nictepi, no 1
6nictepy B
KapTOHHIlA KopoobLi

Ta XimiyHi Onepauii
KyHanb (AIXO M3
KyHanb)

BMNPOOYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHWi 3MiHN Y
MeTofax BunNpobyBaHb (BKOYaK4M 3aMiHy abo
[OOMNOBHEHHST)) - 3 ONUCY TECTY 3a NOKA3HUKOM «30BHILLHIN
BUNAA» BAJTYHEHO HAAJ/INLLKOBY iHGhOpMaLio Ta
CKOPOTUTU oNuc npoLeaypu A0 «OuiHKa 30BHILLHLOTO
BUrNaay Tabnetkv (Hanpukniag, BisyasibHo)» BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPKEHHS; 3MiHU |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
roTOBOrO J1iKapCbKOro 3acoby (BU/Ty4YeHHsI HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB YN CMaKOBUX
[o6aBoKk)) - BUNy4YeHHs 3i cneuugikaLii Ta meToais
KOHTpOs0 13 nokasHuka «3anax». BunyyeHHs
nokasHuka 3anax 06yMOB/IEHO ETUYHUMU NPUYNHAMM - €
PU3MK BUHUKHEHHS aneprivyHoil peakuii y aHanitika. Takox
napameTp 3anax YiTKo 3a3HaveHuii Sk 3acTapinuiny
PernameHTi Komicii (EC) Ne 1234/2008. BBeeHHs 3MiH
NpPOTAroM 6-T1 MiCALIB MiCNA 3aTBEpKEHHA. [loAaTKoBO
NPONOHYETHLCA NpUBECTM hopmaT cneumdikalii Ta meTogis
KOHTponto 13 4o opuriHanbHOI JOKYMeHTaL,i, a came
cneumagikaLia Bunycky Ta cneumdikaLis Ha TepMiH
npuaaTHOCTI NpefcTaBaeHa B 04HIV Tabnuui, AHaniTnyHi
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

METOAMKM Ta NOCW/IaHHA Ha BiAMOBIAHI CTaTTi Aitoyoi
pepakuii EP npeacTtasneHi y Burnagi okpemoi tabnuvuj, a
Takox 3arBepkeHHs MKA /13 yKpaiHCbKOH MOBOO; 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NMiKapcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKoro 3acoby (4ONOBHEHHS crevumdikawii
HOBWM MOKa3HUKOM 3 BifMOBIAHUM METOA0M
BMNpPoOYBaHHSA) - AONOBHEHHSA cneundikauii N3
nokasHUKoM «lgeHTundikauis AMOKCUMLWiIHY» METOAOM
UV-cnekTpockonii BignoBigHo fo ctarTi EP 2.2.25.
[Jonyctumi mexi y cneyudikauii 3asHauyeHo «BiAnosigae»;
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NTikapCbkuii 3aci6.
KOHTpOob roToBOro nikapcbkoro 3acoby. 3mMiHa y meTtofgax
BMNPOBYBaHHSA rOTOBOTO JliKAPCLKOro 3acoby (He3HauHa
3MiHa y 3aTBEpPMKEHNX MeTofax BUNpobyBaHHs) -
OHOBJIEHHA 3aTBEPPKEHOTO MeToAy BUNpobyBaHHs /13 3a
NoKasHUKOM «laeHTudikaLis amokcuuuniHy MeTogom
TLWX». MpUHLMN Ta yMOBM NPOBEAEHHS BUNPOOYBaHHS He
3MIHWANCS, NPUrOTYBaHHA CTaH4apPTHOro po3yunHy Ta Rf-
3HauYeHHs afanToBaHi Ao Ailunx cTaHaapTis naboparopii.
Onuc konbopy 6iNbL TOYHIWWA. JofaHo NOCUIaHHS, WO
BMNpOGYBaHHS BiANoBigHO A0 EP. 3aTBepakeHi
BaslifauiiiHi aaHi € gificHumn Ta gogatoTbes. Metos
ineHTudpikauii 3 BukopuctaHHam TLUX € anbTepHaTUBHUM
meTogom UV-igeHTudikauii; 3mMiHy | Tuny - 3MiHW 3 AKOCTI.
[oTOBWI1 NiKapCbKuMii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpoGyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPOOYBaHHS) - HE3HAYHI 3MiHU
B ONVCi METOAMKN BUNPOOYBaHHS /13 3a NOKa3HNKOM
«lgeHTudpikauis TMTaHy giokcuay» KosibopoBa peakuis.
3MiHM HecyTb (hopMasibHWIA xapakTep. Onuc 3a6apBeHHs
GiNbLU TOYHILLIA; 3MiHW | TURY - 3MiHK 3 AiKOCTi. [OTOBWMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeToax BUNPOGyBaHHS FOTOBOTO JiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEpKEHNX MeToAax
BMNPOGYBaHHS) - BUTYYEHHS HaJ/IMLLIKOBOI iHhopmau,i 3
onncy MeToAvKN BUNpPobyBaHHS /13 3a NOKasHWKOM
«CTyniHb AnCMepryBaHHs», OCKi/IbKN TECT BUKOHYETLCA
BiANOBIAHO A0 3aranbHoi cTaTTi EP «TabneTtkn. TabneTku
AVCneprosaHi: CTyniHb AVUCNepryBaHHs», HOPMyBaHHS
cneumdikauii 3a/mMweHo 6e3 3MiH; 3MiHK | Tuny - 3MiHn 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHs
roTOBOrO JlikapCcbkoro 3acoby (4718 NpuBeAeHHs y
BiAnoBigHicTL 3 dY abo EBponeiicbkolo hapmaKkoneeo
Ta BUIyYEHHSA NOCU/IaHHA Ha 3acTapinunii BHYTPILLHIl
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

MeToZ BMNpPoOyBaHHS i i0r0 HOMEp) - BUTyYEHHS
HaANMLWKOBOT iHGhopMaLil 3 ONUCy MEeTOANKN
BMNpo6yBaHHA /13 3a nokasHMkoM «OAHOPIAHICTL
[,030BaHVX OAMHNL» Ta CKOPOTUTW OMUC TECTy A0
nocunaHHsA Ha fitounii EP meTopg, ockinbku Tect
npoBOAUTLCA BigNoBiaHO fo ctatTi EP 2.9.40,
HOpMYBaHHs cneumdikaii 3anvweHo 6e3 3miH; 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMKX MEX
roToBOro Nikapcbkoro 3acoby (BUYy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauis 6apBHMKIB YN CMaKOBUX
[06aBoK)) - BUyYeHHs 3i cneyudikadii /13 nokasHuka
«Po3nafaHHs», AaHWii NOKasHUK He fa€e AOAATKOBUX
AaHux npo fAkicTe J13. Miarotoska 3paskiB A/19 BU3HAYEHHS
yacy posnagaHHsA aHanoriyHa npoueaypi Npy BU3HAYEHHI
PO3UYMHEHHS. TECT PO3UYMHEHHSA € BinbLl YyTANBUM A5
BUSIBNIEHHS MOX/IMBUX BiAXWNEHb, HDK TECT Ha
PO3YMHEHHS; 3MiHM | TUNY - 3MiHK 3 SIKOCTI. [0TOBWIA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby.
3miHa napameTpiB cneumdikauii Ta/abo AoNyCTUMUX MEX
roToBOro Nikapcbkoro 3acoby (BUYy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauis 6apBHMKIB YN CMaKOBUX
[06aBOK)) - BUMYYUTU HE3HAYHI MOKA3HUKU, LLIO 3a3HAYEHI
y cneumdikanii 13 3 iHhopmaLiiiHo MeTot Ans
napameTpy «PO3UYMHEHHS» - MIHIMYM, MakCUMyM, CepefHe
3HaYeHHs, BiHOCHe CTaHAapTHe BiaxuneHHs. TecT
PO3UYMHEHHSI BUKOHYETLCA BiAMoBigHO A0 MoHorpadii EP
2.9.3 i oTpumaHe yepes 15 XBMAMH 3HAYEHHS BK/OYAE BCi
[aHi o 3anponoHoBaHi 3 iHhopMaLiiiHOK METOH.; 3MiHM |
TUNy - 3MiHW 3 IKOCTi. FTOTOBWIA Nikapcbkuii 3acio.
KOHTpO/b roTOBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHU y
mMeTofax BunpobysaHb (BK/IOYaoun 3amiHy abo
[OMOBHEHHS)) - 3aMiHa 3aTBEPI)KEHOr0 MeToAY
BM3HAUYEHHS PO3YMHEHHS Ailo4oil peyoBuHU. MeTos
6a3yeTbCA Ha BU3HAYEHHI KifIbKOCTI PO34YMHEHOT PEYOBUHN
3 BUKOpUCTaHHAM UV-cnekTpockonii 3 HacTynHUMM
napametpamu 50 06/x8, npunag Tuny nonari, yac 15 xs,
Q=70 %. Hemae 3MiH y cepeoBULLi PO3YMHEHHS. JIIMITW y
cneuudikaLii He 3MIHUIUCS, anle ONUC OHOB/IEHO
BiANOBIAHO A0 cTaHzapTiB EP. jogaHo nimitv ons cragii
2 Ta 3. 3miHa Ha3BW TecTy 3 «PO3UYMHEHHA» Ha
«Po3unHeHHs (0,1 M HCIl)» BBegeHHs 3MiH NpoTarom 6-tu
MiCALiB MicNa 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHK 3
AKoCTi. FoTOoBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii

Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BYXKEHHSA [ONYCTUMUX MEX) - 3BYXKEHHSI AOMYCTUMUX MEX
Ansa napameTpy «Po3UnHEHHs» 3 «yepes 45 xB» [0
«yepes 15 XB» , L0 Y3roKYETLCA i3 3anpONOHOBaHUM
MeToLOM. 3HayYeHHs1 Q 3a/MLeHo 6e3 3MiH; 3MiHK | Tuny -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO J1iKapCbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO JlikapCbKoro 3acoby (ons
npuBeLeHHs y BignoBigHIiCTb 3 dY abo EBponelicbkoto
thapmakoneeto Ta BUyYeHHs MoCUIaHHA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOGYBaHHS i ioro Homep) -
BW/TyYEHHS HAA/IMLLKOBOT iH(hOpMaLiii 3 onncy MeToavKy
BunNpobysaHHA /13 3a nokasHnkom «BmicT Bogn» Ta
CKOPOTUTU ONWC TECTY A0 NOCUNAHHA Ha gitounii EP
MeTof, OCKiNIbKM TecT NpoBOAWTLCSA BIAMNOBIAHO A0 CTaTTi
EP 2.5.12, meTog A, HOpMyBaHHS cneumdikayii 3a/mweHo
6e3 3MiH; 3MiHK | TUny - 3MiHK 3 SKOCTi. FOTOBWIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHSA rOTOBOrO MiKapCbKOro
3acoby (o115 nprBefeHHs y BigNoBigHICTb 3 APY abo
€BpOoneicbKolo hapmakoneeto Ta BUIyYEeHHS NOCUIaHHSA
Ha 3acTapinuii BHYTPILLHIli MeTo BUNpoGyBaHHS i oro
HOMEp) - BUTYYEHHS HaA/IMLWKOBOI iHchopmal,ii 3 onucy
MeToAVKM BUNPOo6yBaHHA /13 3a NOKa3HMKOM
«MikpobiofnoriyHa YncToTa» Ta CKOPOTUTK ONUC TECTY 0
nocunaHHs Ha fitounii EP meTopg, ockinbku Tect
npoBoOAMTLCSA BiANOBIAHO Ao cTaTTi EP 2.6.12, 2.6.13
(aitove BuAaHHa)2.5.12, metog A, pefakLito KpuTepito
NPUAHATHOCTI 3a f@aHM NOKa3HWKOM afanToBaHO
BiAgnoBigHo Ao EP; 3miHu | Tvny - 3miHu 3 siKocTi. FoToBMiA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapcbKoro 3acoby.
3MiHa y MeToax BUNPOGyBaHHS rOTOBOTO JiKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BMNPOBYBAHHS) - BHECEHHS HE3HAYHMX 3MiH Y
3aTBEPAKEHY METOAMKY BU3HAYEHHS CYNYTHIX AOMILLOK
meTogom BEPX, a came: - 3MiHM y rpafi€eHTHii nporpami,
(Npu uboMy pyxoma chasa, Temnepartypa, WBUAKICTb
NOTOKY, Yac po3fiNeHHs, fOBXMHA XBUAI NpW AeTekuil, Tvn
Ta po3Mipy KOJTOHKM He 3MiHIOKTbLCS); - BK/IIOYEHO
NPUroTyBaHHA CTaH4apTHOro posumHy (LOQ 0.05 %) 3
Bi4NOBIAHVM 3pa3KoOM XpoMaTorpamu. - 40 Po3Ainy
MpuaaTHicTb xpomaTorpadivHol CMCTEMU BK/THOUEHI
[04aTKoOBi napaMeTpu, Taki K YCN0 TeOPEeTUUHUX
Tapinok, YyTnMBICTb Ta KoediLieHT cumeTpii -
po3paxyHKoBi (hopMynv afanToBaHi BignosigHo, -
OHOBJ/IEHO 3paskn XpomMartorpam; 3MiHu | Tuny - 3miHu 3

AKoCTi. FoTOoBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii

Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(BUNyYEHHA HE3HAYHOrO NoKasHuka (Hanpuknag
3acTapifioro NokasHvKa, Takoro sk 3anax Ta cMak, abo
ineHTUdiKaLis 6apBHMKIB UM CMaKOBUX 106aBOK)) -
BUyYEHHA 3i cneundikauii [/13 BU3HaYeHH:A CynpoBiAHNX
[OMILLOK 4-riApOKCUDEHINTILMH, 6-aMiHONeHiuun1aHoBa
KucnoTa, 4-rifipokCcueHinrniunn-aMmoKCULMIIH OCKINbKU
3a3HayeHi JOMILLKM KOHTpOoNoTLCA B AD| BignosigHoO [0
kepiBHuyTBa ICH Q6A. BBEAEHHS 3MiH NPOTAroM 6-Tn
MiCALiB Micna 3aTBEPMKEHHS; 3MiHU | TUNY - 3MiHKU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHA cnevmdikalii HOBUM NOKa3HMKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS) - AOMOBHEHHS
cneumdikauii /13 HOBUM NOKA3HUKOM — «TPUMEPHUIA
amoKCULUAiH» 3 NiMITOM» He Ginblie 0,5 %» npu BUNYyCKy
Ta ANa TepmiHy npuaaTtHocTi. BBegeHHSA 3MiH npoTsarom 6-
TN MICALIB Nic/1A 3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHK 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawin
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHA cnevmdikalii HOBUM NOKa3HWUKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS) - AOMOBHEHHS
crneundikavii IN13 nokazHukom «DC gomiwku K 1, 11, 111, IV
(cyma)» 3 BIiANOBIAHUM NIMITOM «He 6inbLue 1,0 %» npu
BMMYCKy Ta [/19 TEPMiHY NpuaaTHOCTi. BBeAeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPMKEHHS; 3MiHU | TUny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMUX MEX FOTOBOr0
niKapcbKoro 3acoby (BUIYyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpviknag 3acTapinioro nokasHuka, Takoro sik 3anax Ta
cMak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aBOK)) - BUNYyYeHHN 3i cneyudikallii nokasHuka «cyma
HeBigoMunx gomiwwok < 1,0 % Ha Bunyck, < 2,0 % Ha TepMiH
npuaaTHocTi». Bei HeBigoMi (HeifeHTUdIKoBaHi) AOMILLKK
BK/IIOYEHO [0 3arasibHOi Cymy AOMILIOK. BBEeAEeHHS 3MiH
NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /likapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
NiKapcbKoro 3aco6y (3BY)XEHHS J0MYCTUMUX MEX) -
3BYXXEHHSA [OMYCTUMUX MEX 1A NOKa3HUKa «CynyTHi
OOMILLKW: KOXHOI HEBIZOMOI AOMILIKW» y crieumdpikalii npu
BWMYCKy Ta TePMiHy npuaaTHocTi 3 < 0,4 % A0 He GinbLue

0,2 %; 3MiHW | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
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3aci6. KoHTposb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BY)XEHHS AONYCTUMUX
MeX) - 3BYXKEHHSI AOMYCTUMUX MEXi 3a MOKa3HNKOM
«CynyTHi AOMILLKX: cyMa AOMILLOK» A1 cnevuundikadii npu
BUNYCKy 3 < 4,0 % Ao He 6inbwe 3,0 % ans cneundikauii
Ha TepMiH npugaTHocTi 3 < 4,5 % fo He 6inble 4,0 %;
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
KOHTPO/1b FOTOBOro NiKapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y
MeTofax BunpobyBaHb (BKIOYarouM 3aMiHy abo
[OMNOBHEHHS)) - BBEAEHHA A04aTKOBOro MeToay
BU3HAYEHHS CYyMpPOBigHWX [OMILOK B /13 meToAoMm
ynbTpa-BEPX go Bxe 3arsepaxeHoro metogy BEPX.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3MiHa y MeToax BUNPOGyBaHHS FOTOBOTO JiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEepKEHNX MeToAax
BUNPOBYBAHHS) - BHECEHHS HE3HAYHWX 3MiH B
3aTBEPMAKEHUNIA MeToA, BUNPOBYBaHHSA /13 3a NOKa3HWUKOM
«KinbkicHe BM3HaueHHs» MmeTogoM BEPX, a came
3MiHMNacsa Npo6oniaroToBka BUNPo6yBaHOro po3unHy 6e3
3MiHM KiHLEBOT KOHLUEeHTpau,ii, AofaHi nocunaHHsa Ha EP,
BiANOBIAHO OHOBMEHa hopMyia po3paxyHkKy, iHLLi
XpomatorpadivHi yMoBY He 3MIHUAWCS; 3MiHW | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO /likapCbKOro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHS rOTOBOrO NiKapCbKOoro 3acoby (iHLi 3MiHU Y
mMeToax BunpobysaHb (BK/IOUaoum 3amiHy abo
[IOMNOBHEHHS)) - BBEJEHHA [0ATKOBOrO MeToAy
BU3HAYEHHS KifIbKiCHOro BMiCTy B /13 MeTof0M yNbTpa-
BEPX g0 Bxe 3arBepgxeHoro metosy BEPX. BeefeHHs
3MiH NPOTAroM 6-Tu MiCALIB NicNs 3aTBEPMAKEHHS; 3MiHU |
TMny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX MEX,
BCTAHOBJIEHVX Y cneumdikayisx, nig vyac BMpo6bHMLUTBa
roTOBOrO NiKapCcbKoro 3acoby (iHLi 3MiHK) - nig, vac
BMPOGHMLTBA /13 NPOMOHYETLCA 3aMiHUTW TECT Ha
OZHOPIAHICTb Macu TECTOM, NpY AKOMY BU3HAYaETbCA
maca Tabnetku. 3anponoHOBaHi 3MiHV NMPU3BOAATb [0
CNpOLLEHHS onucy Ta nposefeHHs IPC-BunpobyBaHHS.
TecTyBaHHA Macu 4518 TabeTok 3 NOKPUTTAM CrpsMOBaHe
Ha MOHITOPWHT MpoLiecy NOKPUTTS; 3MiHW | TUny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHU y NpoLieci BUPO6HMLITBA FOTOBOTO /1iKapCbKOro
3aco06y, BKIOYauy NPOMDKHUI NPOAYKT, L0
3aCTOCOBYETHLCA NPY BUPOBHULTBI TOTOBOrO NiKapCbKoro
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

3ac00y (He3HayHa 3MiHa y npoLeci BUpobHULTBA) -
onTuMmi3auis BUpobHuyoro npouecy MN3.

OCHOBHi 3MiHU:

- KifIbKICTb Nificepiit Ha eTani rpaHyNALii 3MiHeHo 3 4 Ha 5,
po3mip cepii He 3MiHMBCS;

- NPV NPUroTyBaHHI rpaHyNATy 3MiHEHO NOPSA0K
[0AaBaHHs IHrPefieHTiB; - 3MIHEHO pO3Mip cuTa Ha eTani
rpaHynauii;

- ONTUMI30BaHi po6oYi MapameTpu (Yac 3MillyBaHHS,
Temneparypa);

- a,an'ITOBaHi napameTpu HaHeCeHHA NOKPUTTA;

BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS;

3MiHU | TUny - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0NOMDKHMX PEYOBMHAX)
rOTOBOrO /liKapCbKOro 3acoby (iHLi LONOMKHI pe4oBUHM) -
Byfb-sika He3HayHa 3MiHa KiflbKiICHOro cknagy AONOMiIXKHUX
PEYOBUH Y rOTOBOMY NiKapCbKOMY 3ac06i - 3MiHa KifIbKOCTi
[OONOMDKHUX peyoBUH y cknagi 13 - marHito cteapaty Ta
LLeni1031 MiKpOKpUCTanivyHoi (KifibKicTb OCTaHHLOI
3MIHIOETBCA 415 36epeXxeHHs 3arasibHOT Macu TabneTku);
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0NOMKHUX peYOBUHAX)
roTOBOrO JIiKaPCbKOro 3acoby (iHLWi JOMOMKHI Pe4YOBUHM) -
3aMiHa ofHIiel JONOMDKHOT PEYOBMHN Ha iHLLY 3 TUMMK
caMUMKn OYHKLOHaIbHUMKW XapakTepucTukamu Ta Ha ToMy
camoMy piBHi - 3amiHa y cknagi /13 4onomMiXHOT pevoBUHN
«KpOXMaJslb PO3YMHHUIA» Ha «TigpPOKCUMPONiSIKpOXMaslb
rOPOXOBUIA NPOXeNaTuHi3oBaHuii» 3 TUMKU caMmum
dhyHKLiOHAaIbHUM XapakTepucTikamu. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB MicNs 3aTBEPIKEHHS

249.

OCMAMOKC AT

TabneTku, o
aucnepryloTbes, no
1000 wmr, no 6 abo
10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KopoobLi

CaHpos
$apmacbloTika
n3a.4a.

CnoBeHis

CaHpo3 T'M6X —
Bupo6Huya ginbHuus
AHTWIHdEKUiVHI T3
Ta XimiuHi Onepauii

KyHanb (AIXO M3
KyHanb)

ABcTpist

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 SIKOCTi. FOTOBUIA NiKapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN Y
MeTofax BunpobyBaHb (BKIOYa4M 3aMiHy abo
[OOMNOBHEHHS)) - 3 ONUCY TECTY 3a NOKA3HUKOM «30BHILLHIi
BUIA4» BUYYEHO HAZ/IULIKOBY iH(hOpMaLiiio Ta
CKOpOTUTU onNuc npoLeaypu A0 «OUiHKa 30BHILLUHLOTO
BUrNagy Tabnetkv (Hanpukniag, BisyasibHO)» BBegeHHs

3MiH NPOTAroM 6-TW MiCALB Nic/1A 3aTBePAXKEHHS; 3MiHM |

3a
peyenmom

UA/3975/04/03
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TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
roTOBOrO NKAPCbKOro 3acoby (BUTy4YEeHHS HE3HAYHOro
nokasHuka (Hanpukiag 3acTapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikawis 6apBHUKIB YN CMaKOBUX
[06aB0oK)) - BUTy4eHHs 3i cneuudikalii Ta MeTogis
KOHTpoOs1to /13 nokasHuKa «3anax». BunyyeHHs
nokasHuka 3anax 06yMOB/IEHO ETUYHUMUN MPUYNHAMY - €
PY3UK BUHUKHEHHS aneprivyHoi peakuii y aHastituka. Takox
napamMeTp 3anax YiTko 3a3HayeHunii Ak 3acTapinuii y
PernamenTi komicii (EC) Ne 1234/2008. BBeieHHS 3MiH
NpOTArom 6-Tn MicALiB nicnsa 3aTBepmkeHHs. [ofaTtkosBo
NPOMNOHYETLCA NPUBECTU chopMaT cneuudikauii Ta meTogis
KOHTponto 13 go opuriHanbHOT AOKyMeHTaLii, a came
cneumdikauis BUNycKky Ta cneuudikauis Ha TepMiH
npuaaTHOCTI NpefcTaBeHa B oAHil Tabnumui, AHaniTUYHI
METOAMKM Ta NOCUNAHHA Ha BIiANOBIAHI CTATTI Ajroyoi
pegakuii EP npeacTtaBneHi y BUrnsgi okpemoi Tabnuuj, a
Takox 3arsepmkeHHss MKS /13 yKpaiHCbKo MOBOLO; 3MiHN
| TMNy - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MEX
roTOBOrO /liKapCbKoro 3acoby (40NOBHEHHA crevumdikaLii
HOBWM MOKA3HWKOM 3 BifMOBIAHUM METOAO0M
BUNPOBYBaHHS) - AOMNOBHEHHSA crieundikauii 13
noKasHWKOM «lgeHTudikauis AMOKCULWAIHY» METOAOM
UV-cnekTpockonii BignoBsigHo go ctarti EP 2.2.25.
[onyctnmi mexi y cneundikau,ii 3a3HaveHo «BignoBifae»;
3MiHU | TUny - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro NikapcbKoro 3acoby. 3miHa y metogax
BUNPO6YBaHHA rOTOBOTO MikapCbKOro 3acoby (HesHayHa
3MiHa y 3aTBEPMXEHNX MeTofax BUNPoOyBaHHS) -
OHOBJIEHHA 3aTBEPPKEHOTO MeTody BUNpobyeaHHs /13 3a
NOKa3HNKOM «laeHTudikawis aMoKCULUNiHy METOA0M
TLWX». MpUHLMN Ta yMOBW NPOBEAEHHS BUNPOOYBaHHSA He
3MIHWAINCA, NPUTOTYBaHHA CTaHAAPTHOro po3unHy Ta Rf-
3HaYeHHs afanToBaHi A0 Ailounx cTaHaapTiB nadopartopil.
Onuc konbopy 6iNblW TOYHIWWIA. JofaHO NOCUIAHHS, WO
BMNpOGYBaHHS BiAgNoBigHO Ao EP. 3aTBepakeHi
BanigauiiiHi faHi € giicHiMn Ta gofatoTbes. MeTog,
ineHTudbikauii 3 BukopuctaHHam TLUX € anbTepHaTUBHUM
meTogom UV-igeHTudpikauii; 3mMiHu | Tuny - 3MiHu 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTpob rOTOBOr0
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHs
rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEpPKEHMX MeTofax BUNPOOYBaHHS) - HE3HaYHI 3MiHK
B OMUCi METOAMKN BUNPOBYBaHHA /13 32 NOKa3HUKOM
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«laeHTudikalis TTaHy Aiokcuay» KosibOpoBa peakuis.
3MiHM HecyTb thopMasibHWIA xapakTep. Onuc 3abapBeHHs
6iNbLL TOYHILLIN; 3MiHK | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y MeTogax BUNpobyBaHHSA rOTOBOTO MiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPAKEHMX MeTofax
BMMPOGYBaHHS) - BUTYYEeHHS Ha[/IMLIKOBOI iHhopmaw,i 3
onucy MeToAUKM BUNpobyBaHHsA /13 3a NOKa3HMKOM
«CTyniHb ANCNEPryBaHHs», OCKi/IbKN TECT BUKOHYETLCA
BigNOBIAHO A0 3arasibHOT cTaTTi EP «Tabnetkn. Tabnetku
AncneproBaHi: CTyniHb AycnepryBaHHs», HOPMyBaHHSA
cneumaikaLii 3a1mweHo 6e3 3MiH; 3MiHK | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOAb roToBOro
nikapcbkoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHSA
rOTOBOrO /iKapCbKoro 3acoby (419 NpuBeAeHHs Y
BiAgnoBigHicTb 3 PY abo €Bponeiicbkolo hapmaKkoneeto
Ta BUIyYEHHS NOCUIaHHA Ha 3acTapinuii BHYTPILLHIiA
MeToZ, BUNpOoOGYBaHHS i I0ro HOMep) - BUTYYEHHS
HaA/IMLWKOBOI iHhopMmaL,ii 3 onucy MeToauKN
BMNpo6yBaHHSA /13 3a nokasHnkoM «OHOPIAHICTb
[1030BaHNX OAVHULIb» Ta CKOPOTUTU ONWC TECTY A0
nocuaaHHA Ha gjtounii EP meTopa, OcKislbkn TecT
npoBOAUTLCA BigNoBigHO Ao cTatTi EP 2.9.40,
HOpPMYBaHHS cneumdikaii 3a/MweHo 6e3 3MiH; 3MiHK |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikauiii Ta/abo AoNyCTUMUX MEX
roTOBOrO NKAPCbKOro 3acoby (BUTy4YEeHHS HE3HAYHOro
nokasHuka (Hanpukiag 3actapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikawis 6apBHUKIB YN CMaKOBUX
[06aBoK)) - BUy4eHHs 3i cneyudikadii /13 nokasHuka
«Po3nagaHHs», AaHWii NOKasHUK He Aae AOAATKOBUX
AaHux npo AkicTb /13, TMigrotoBka 3paskis 419 BUSHAYEHHS
yacy posnafaHHs aHasoriyHa npoueaypi Npy BU3HAYEHHI
PO34MHEHHS. TecT PO3UMHEHHS € BiNbLL YyTANBUM ANS
BUSIBMIEHHS MOX/IMBUX BiAXWNEHb, HXK TECT Ha
PO3YMHEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa napameTpis cneuudikaliii Ta/abo foNyCTUMUX MEX
roTOBOrO NKAPCbKOro 3acoby (BUTy4YEeHHS HE3HAYHOIo
nokasHuka (Hanpukiag 3acTapinoro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB YN CMaKOBUX
[06aBOK)) - BUIyYUTU HE3HAYHI MOKA3HUKM, LLIO 3a3HAYeHi
y cneyudikadii 13 3 iHhopmaLiiiHo MeTot Anst
napameTpy «PO34YMHEHHSA» - MiHIMYM, MakCUMyM, cepefHe
3HaYeHHs, BiHOCHe CTaHAapTHe BiaxuneHHs. TecT
PO3UYMHEHHS BUKOHYETLCA BiANOBIAHO A0 MoHorpadii EP
2.9.3 i oTpumaHe yepes 15 XBUAVH 3HAYEHHS BKOYAE BCI
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[aHi o 3anponoHoBaHi 3 iHhopMaLiiiHOK METOH.; 3MiHW |
TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOro NiKapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y
MeTofax BunpobyBaHb (BKIOYar4uM 3aMiHy abo
[OMNOBHEHHS)) - 3aMiHa 3aTBEPKEHOr0 MeToAyY
BM3HAYEHHS PO3YMHEHHS Aitoyoi peyoBuHU. MeToa
6a3yeTbCs Ha BU3HAYEHHI KifIbKOCTi PO34MHEHOT peYOBUH
3 BUKOpUcTaHHAM UV-cnekTpockonii 3 HacTynHUMM
napameTtpamu 50 06/xB, npunag Tvny nonari, yac 15 xs,
Q=70 %. Hemae 3MiH y cepef0BU1LL PO3YUHEHHS. JTiMITV Y
cneuudikaLii He 3MiHUUCS, ane ONUC OHOB/IEHO
BiANOBIAHO A0 cTaHgapTie EP. fogaHo nimiTv ons cragii
2 Ta 3. 3MiHa Ha3BW TecTy 3 «PO34YMHEHHS» Ha
«Po3unHeHHs (0,1 M HCI)» BBefeHHs 3MiH NpOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHW | TUny - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnewmdikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro MiKapcbKoro 3acoby
(3BYXXEHHA [ONYCTUMUX MEX) - 3BYXKEHHSI AOMYCTUMUX MEX
Ons napameTpy «P0o34nHeHH:A» 3 «yepes 45 xB» 0
«yepes 15 xB» , L0 Y3ro[pKYETLCA i3 3anpONOHOBaHUM
MeTofOM. 3HaYeHHs Q 3a/mLIeHO 6e3 3MiH; 3MiHW | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposib
rOTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BMNPO6YBaHHSA roTOBOrO JliKapCcbKoro 3acoby (ons
npvBefeHHs y BiAnoBigHicTs 3 APY abo €Bponelicbkoto
thapmMakoneeto Ta BUyYeHHs MOCUIaHHA Ha 3acTapinuii
BHYTPILLHI MeToA BUNPOBGYBaHHS i H0ro Homep) -
BUNYYEHHS HAA/IMLLKOBOT iHChopMaLiii 3 onncy MeToauKu
BMNpo6yBaHHsA /13 3a nokasHukom «BmicT Bogn» Ta
CKOPOTUTU ONWC TEeCTY A0 NOCUNaHHA Ha gjtounii EP
MeTof, OCKiNbKM TeCT NPOBOAUTLCSA BIANOBIAHO A0 CTaTTi
EP 2.5.12, meTog A, HOpMyBaHHS cneuudikauii 3a/mMLweHo
6€3 3MiH; 3MiHK | TUNY - 3MiHK 3 SIKOCTi. F0TOBWIA

NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKOro
3acoby (4N NpuBeLEeHHs Y BignoBigHIcTb 3 AdY abo
€Bponeiicbkolo hapmMakoneetd Ta BUYyYEHHS NOCUNaHHS
Ha 3acTapinuii BHYTPILLHI/i MeTog, BUNPOGYBaHHS i 1oro
HOMep) - BUNYyYeHHS HaAMLWLKOBOT iHChopMalii 3 onucy
MEeTOANKMN BUNPOGYBaHHs 13 3a NOKa3HMKOM
«MikpobionoriyHa ynctoTa» Ta CKOPOTUTU OMUC TEeCTy 0
nocunaHHsA Ha gitounin EP meTopg, ockinbku Tect
npoBoAMTLCSA BIANOBIAHO Ao cTaTTi EP 2.6.12, 2.6.13
(aoitove BugaHHN)2.5.12, metoa A, pefakuito KpuTepito
NPUAHATHOCTI 38 f@HM NOKa3HWKOM afanToBaHo
BiANoBiAHO 10 EP; 3MiHW | TMNY - 3MiHK 3 AKocTi. FoToBwMiA
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

nikapcbknii 3aci6. KOHTPOb rOTOBOTO NikapCbKoro 3acoby.

3MmiHa y MeTogax BUNpobyBaHHSA rOTOBOrO MiKapCbKOro
3acoby (He3HayHa 3miHa y 3aTBEPKEHMX MeTofax
BMMNPOGYBaHHS) - BHECEHHA HE3HAYHUX 3MiH Y
3aTBEPAKEHY METOANKY BU3HAYEHHS CYNYTHIX JOMILLIOK
meTogom BEPX, a came: - 3MiHW y rpagieHTHii nporpami,
(npv uboMy pyxoma hasa, TemnepaTtypa, LWBUAKICTb
NOTOKY, Yac PO3AiNeHHs, AOBXUHA XBUMI Npy AeTekwil, Tun
Ta po3Mipy KOJTOHKM He 3MIHIOKTLCS); - BK/IIOYEHO
NPUroTyBaHHA CTaHAApTHOro posdnHy (LOQ 0.05 %) 3
Bi4NOBIgHMM 3pa3koM XpomaTorpamu. - 40 po3ainy
MpuaaTHicTb XpomaTorpadivHoi CMCTEMU BKHOYEHI
[04aTKOBI napaMeTpu, Taki K YACN0 TEOPETUUHNX
Tapinok, YyTNBICTb Ta KoeqiLieHT cumeTpil -
po3paxyHKoBi (QOpMy/iM afanToBaHi BiANOBIAHO, -
OHOBJIEHO 3pa3Kn Xpomartorpam; 3MiHu | Tuny - 3miiu 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnewmdikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro MiKapcbKoro 3acoby
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa (Hanpuknag,
3aCcTapisioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
iaeHTndikauis 6apBHVKIB UM CMaKoBUX J06aBOK)) -
BU/yYeHHs 3i cneuudikauii /13 BU3HaYeHHA CynpoBigHWX
[OMILLOK 4-riApOKCUDEHINTAILMH, 6-aMiHoNeHiuunnaHosa
KucnoTa, 4-rigpoKCcudeEHINTAiLMI-aMOKCULWITIH OCKINIbKM
3a3HayeHi AOMiLLKM KOHTpotoTLeA B A®I BignosigHo fo
KepiBHuyTBa ICH Q6A. BBEAEHHS 3MiH NPOTArOM 6-Tn
MiCALIB MiCNSA 3aTBEPAKEHHS; 3MiHW | TUny - 3MiHK 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnewmdikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro MiKkapcbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneumdikauii /13 HOBUM NOKA3HNKOM — «TPUMEPHUIA
aMoKCULMAIH>» 3 NiMiTOM» He binblue 0,5 %» npu BUMNYycKy
Ta 418 TepMiHy npugaTtHocTi. BBeAeHHA 3MiH NpoTarom 6-
TU MiCALIB NiCNs 3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHKM 3
AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbkoro 3acoby. 3miHa napameTpiB cnevmdikadiii
Ta/abo [oMyCTUMUX MEX roTOBOro MiKkapcbKoro 3acoby
(oonoBHeHHs cneumaikaLii HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS) - AONOBHEHHS
cneuudikauii MN13 nokasHmkom «DC gomiwkm K 1, 11, 111, IV
(cyma)» 3 BignoBigHUM NiMiTOM «He 6Ginblue 1,0 %» npu
BUMYCKY Ta [/19 TEPMiHY NpuaaTHOCTI. BBeAEeHH:A 3MiH
NPOTAroM 6-T! MICALIB MiC/IA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO JliKapCcbkoro 3acoby. 3miHa napameTpis
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cneundikauii Ta/abo JONYCTUMKX MEX FOTOBOr0
NiKapcbKOro 3aco6y (BUYYEHHSI HE3HAYHOIO MOKa3HMKa

nikapcbknii 3aci6. KOHTPONb roTOBOTO NiKapCbKoro 3acoby

3aTBEpAKeHUi MeTo BUNpo6yBaHHs 13 3a NOKa3HUKOM

3MiHWIacs Npo6oniaroToBka BUNPobyBaHOro po3ynHy 6e3
3MiHUM KIHLEeBOT KOHLLeHTpaLil, AofaHi nocunaHHs Ha EP,

(Hanpuknag 3acTapinioro NokasHvika, Takoro sk 3anax ta
cMak, abo igeHTudikalis 6apBHUKIB YN CMaKOBUX
[06aB0K)) - BUy4YeHHs 3i cneumaikaLii nokasHnka «cyma

npugaTHocTi». Bci HeBigoMmi (HeigeHTudikoBaHi) AOMILIKK
BK/IIOYEHO [0 3arasibHOT CyMU AOMILLOK. BBeAEHHS 3MiH
NPOTAroM 6-T1 MICALLIB MIiCNA 3aTBEPLKEHHS; 3MiHM | TUny -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BY)XEeHHS JOMYyCTUMUX MEX) -
3BY)EHHS AOMYCTUMUX MeX A/15 nokasHuka «CynyTHi
[OOMILLKW: KOXHOI HEBIAOMOI AOMILLKW» Y crieumdikalii npu
BWMYCKy Ta TepMiHy npuaatHocTi 3 < 0,4 % A0 He 6inblue
0,2 %; 3MiHu | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JONyCTUMKX MEX
roTOBOrO MiKapPCbKOro 3acoby (3BYXXEHHS [0NYCTUMUX
MEX) - 3BY)XXEHHS JONYCTUMUX MEXi 3a NOKA3HUKOM
«CynyTHi AOMILLKM: CymMa AOMILLIOK» AN cneuudikauii npy
Bunycky 3 < 4,0 % 1o He 6inbLe 3,0 % ans cneumdikau;i
Ha TepMiH npugaTHocTi 3 < 4,5 % A0 He 6inble 4,0 %;
3MiHW | TUny - 3MiHK 3 sKoCTi. FOTOBWMIA NTikapCbkunii 3aci6.
KOHTpOob roToBOro nikapcbkoro 3acoby. 3mMiHa y meTofgax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpoGyBaHb (BK/IOYakoum 3amiHy abo
[IONOBHEHHS)) - BBEJEHHA A0ATKOBOrO MeToAy
BM3HAYEHHS CYNpOBigHMX JOMIWOK B /13 MeToaoM
yneTpa-BEPX go Bxe 3arsepaxeHoro metogy BEPX.
BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPLKEHHS; 3MiHM | TUMy - 3MiHK 3 AKOCTi. FOTOBWIA

3MiHa y MeTogax BUNpo6yBaHHS FOTOBOrO NikapcbKoro

3acoby (He3HayHa 3MiHa y 3aTBEPKEHMX MeTofax
BMMNPOGYBaHHS) - BHECEHHS HE3HAYHMX 3MiH B

«KinbkicHe BM3HaueHHs» MeTogoM BEPX, a came

BiANOBIAHO OHOBMEHA hopMyna po3paxyHky, iHLLi

XpomaTorpadpiyHi yMOBU He 3MIHWANCS; 3MiHW | Tumy -
3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax

BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHN Y

MeTofax BunpobyBaHb (BKIOYao4umM 3aMiHy abo
[OMOBHEHHS)) - BBEIEHHA [0aTKOBOro MeToay

HesigoMunx fomiwok < 1,0 % Ha Bunyck, < 2,0 % Ha TepMiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BM3HAYEHHS KiNlbKiCHOTO BMIiCTY B /13 MeToAoOM ynbTpa-

BEPX no BXe 3arBepmxeHoro metogy BEPX. BeefieHHA
3MiH NPOTAroM 6-Tu MicALB NicNs 3aTBEPMKEHHS; 3MiHU |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikayisx, nig vyac BMpobHuLTBa
roTOBOrO NiKapPCbKOro 3acoby (iHwWi 3MiHW) - nig vac
BMPOGHMLTBA /13 NPONOHYETLCS 3aMiHUTY TeCT Ha
OAHOPIAHICTbL Macu TeCTOM, MNPV AKOMY BU3HAYaETLCS
maca Tabnetku. 3anponoHOBaHi 3MiHV NMPVU3BOAATL [0
CNPOLLEHHS onucy Ta npoBefeHHs IPC-B1NpobyBaHHS.
TecTyBaHHS Macu A1s TabneTok 3 NOKPUTTAM CnpsiMoBaHe
Ha MOHITOPWHT MPOLieCy NOKPUTTS; 3MiHW | TUny - 3MiHn 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULITBI.
3MiHU Y npoLieci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/OUaUY NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPV BUPOGHULTBI FOTOBOrO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHUUTBA) -
onTuMi3auis BupobHuyoro npouecy MN3.

OCHOBHi 3MiHW:

- KiNIbKICTb nigcepiit Ha eTani rpaHynaLii 3MiHeHo 3 4 Ha 5,
po3mip cepii He 3MiHMBCS;

- NPV NPUrOTYBaHHI rPaHy ATy 3MiHEHO NOpPAAOK
[OfaBaHHA IHrPefienTiB; - 3MIHEHO pO3Mip cuTa Ha eTani
rpaHynsauii;

- ONTUMI30BaHi po6oYi NapameTpu (Yac 3MillyBaHHS,
Temneparypa);

- afjlanToBaHi NapaMeTpn HaHECEHHS NMOKPUTTS;

BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS;

3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (A0NOMKHUX peYOBUHAX)
roTOBOrO JIiKaPCbKOro 3acoby (iHLWi JOMOMKHI Pe4YOBUHM) -
Byab-aKa He3HauyHa 3MiHa KinlbKiCHOro cknagy A0MOMKHUX
PEYOBUH Y TOTOBOMY JliKapCbKOMY 3ac06i - 3MiHa KifIbKOCTi
[OMOMDKHMX PEYOBWH y cknagi 13 - marHito cTeapaty Ta
LeNsa03u MiKpOKPUCTaNivyHoi (KiNbKiCTb OCTaHHbLOI

3MIHIOETLCA 151 36epeXEeHHS 3araibHOI Macu TabneTku);
3MiHW | TUnY - 3MiHK 3 sKOCTi. OTOBWMIA NTikapCbkunii 3aci6.
Onuc Ta cknag,. 3miHa y cknagi (40NoMiKHUX peyoBUHaX)
roTOBOrO /iKAPCbKOro 3acoby (iHLWi JOMOMKHI Pe4YOBUHM) -

3amiHa ofHi€l AONOMIXKHOI PEYOBMHU Ha iHLIY 3 TUMMU
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
caMuMmn DYHKLOHaIbHUMM XapakTepucTukamu Ta Ha ToMy
caMoMy piBHi - 3amiHa y cknagi 13 onoMiKHOT pevoBUHU
«KPOXMaJslb PO3UNHHUI» Ha «TiAPOKCUMMPONISIKPOXMaslb
rOPOXOBUIA NPOXENATUHI30BAHN» 3 TUMU camnM
(PYHKLOHA/TbHUM XapakTepucTukamu. BeegeHHs 3MiH
NpoTArom 6-Tn MiCALB NiCNA 3aTBEPAKEHHSA
250. | NAHTOrAP kancynu; no 15 Mepuy, HimeuunH AumnHo ®apma Al Llseiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 6e3 UA/10445/01/01
kancyn y bnictepi; dapmacbloTika a LlBeiiyapis (BUPO6HUK HimeuunHa peyenma
no 6 bnictepisy ne MmMeX in-bulk); Knoke 3MiHu | TNy - 3MiHKM WoA0 6e3nekn/edeKTUBHOCTI Ta
KapTOHHiiA KopoGL ®apma-Cepsic MM6X, thapmakoHarnsay - OHOBNEHHS TEKCTY MapKyBaHHS
Himeuumra (npoaykuis YNaKoBKM MIKApCLKOro 3acoby 3 BHECEHHAM iHchopmalii
in-bulk, BUPOGHIK, L0 LLOA0 3a3HAYEHHS OAMHULL BUMIDIOBaHHS y cucTeMi Sl
3[jICHIOE NEpPBMHHE Ta
BTOPVHHE
nakyBaHHs ); MepL,
dapma 'm6X i Ko.
KraA, HimeuunHa
(BUPOBHVIK, WO
3[jICHIOE NEepPBMHHE Ta
BTOPVHHE MaKyBaHHS,
BiANOBigaIbHUI 3a
BUMYCK Cepii)
251. | NAPALETAMO | kpucTanivyHuii MpAT Ykpaina ®apmcoH IHais BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | - UA/17153/01/01
n NopOLLOK "®apmaueBTu dapmac’ioTikan TUNy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHSsI
(cybeTaHuis) y YyHa chipma lympxapar MeT. /T4, Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
naketax "OapHuus” (FOHIT II) (Bkntovaroun, 3a HeOOXiAHOCTI, MicLle NPOBEAEHHS
nonieTuIeHoBMX KOHTPOJI SIKOCTi), @60 BnacHuka macTep-chaiina Ha Adl,
ans abo noctavanbHuka Adl/BuxigHoro
hapmaueBTUYHOIO marepiany/peareHTy/nNPoMiKHOIO NPOAYKTY, Lo
3aCTOCYyBaHHSA 3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[OCLE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponelickkili hapmakonei y
3aTBEpPXEHOMY [1OCbE, a60 BUPOGHMKA HOBOI LONOMIKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE) 3MiHa
HalimeHyBaHHsi BUpo6Huka APl napauetamorny, 6e3 3miHn
MiCLA BUPOGHULITBA.
252. | NAPAUETAMO | po3uuH ans iHdysii, B. bpayH HimeuumnH B. BpayH Megikan CA IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiais: 3a UA/17143/01/01
N Bb. BPAYH 10 10 mr/mn; no 10 mn Menb3yHreH a peyenmom
Mrimn y amnyni, no 20 Al 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta

amnyn y KapTOHHil
Kopo6ui; no 50 mn
a6o 100 mny
donakoHi; no 10
hnakoHiB y
KapTOHHi KOpO6L

thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me/JMYHOro 3aCTOCyBaHHSA Ha MigcTaBi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpayiiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BITY 3 lOCNIAKEHb, NPOBEAEHNX BifNOBIAHO [0 NAaHy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
negiatpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OPraHoM) - 3MiHW BHECEHI
[0 IHCTPYKUIT ANnA MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ain "3acTtocyBaHHs Y nepiog, BariTHOCTi abo
roflyBaHHs rpygao” BignosigHO 4O OHOBNEHOT iHchopmMaui
3 6e3neku Aiyoi peyoBnHU. BBefeHHs 3MiH npoTsarom 6-
TV MicsILiB nicns 3aTBepKEHHS
253. | NAPOKCVH TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3184/01/01
NNiBKOBOIO YKPAIHA" 3MiHK | TRy - 3MiHK WoA0 6e3nekn/eheKTUBHOCTI Ta peyenmom
o6onoHkoto, no 20 hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
Mmr; no 10 TabneTok nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
y 6nicTepi; no 3 abo MeAUYHOro 3aCToCyBaHHA Ha NigcTasi perysispHo
6 6ricTepiB y OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn nikapcbkoro 3acoby, abo
KapTOHHI nauwi nocnigpkeHb 3 6e3neky 3acTocyBaHHS /iKapCbKOro 3acoby
B nicnsipeecTpavinHuii nepiog, abo sk pe3ynbTar OLiHK/
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHVM OPraHOM) - 3MiHN BHECEHI
[0 IHCTPYKUIT 415 MEeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3ginu: "OcobanBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo roayBaHHs
rpyaato”, "TobivHi peakwyii” BignoBigHO A0 OHOBEHOT
iHbopmaii 3 6e3neku Aitoyoi pevyoBUHU. BBegeHHSA 3MiH
npoTArom 3-x MicsLiB 3 AaTWN 3aTBEPLKEHHS
254. | NEMETPEKCE KOHUeHTpaT ans MicTpan AHrNiA [bxi | dapmacbioTikanc Bonrapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/18044/01/01
A - BICTA nNpuUroTyBaHHA Kenitan Nnta., Bonrapis Yecbka peyenmom
conT pO34YuHy Ans MeHeKMeHT (BTOPUHHE Pecny6nika BUNPAB/IEHHS TEXHIYHOT NOMUAK y MKS Y po3gini
iHcpy3ii no 25 mr/mn Nimiten nakyBaHHs); ITECT IcnaHis

no 4 mn (100 wmr)
a6o no 20 mn (500
Mr), abo no 40 mn
(1000 mr) y
donakoHi, no 1

donakony y
KapTOHHIlA KopooLi

nnwc, c.p.o., Yecobka
Pecny6nika (KOHTpo/b
SAKOCTi (6i0NOriYHWNA,
MiKpO6ioIoriYHuiA));
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika (KOHTpoO/b
skocTi (disnko-
XiMiYHWi1)); OHKOMES,
MaHyaKTopiHr a.c.,
Yecbka Pecny6nika
(BUpO6HMLTBO,
nepBUHHE NakKyBaHHS,
KOHTPO/b SKOCTI);
CiHTOH c.p.o., Yecbka
Pecny6nika (KOHTpo/b
AKOCTI, BUNYCK cepil);
CiHToH Xicnanisa, C.J1.,
IcnaHis (KOHTpOsb

«Cknafg»: 3aTBepiKeHa pefakuis «kuciora ourosa
6e3B0AHa», 3anpoNOHOBaHa — «KUC/I0Ta JIMMOHHa.
3asBneHa npolieaypa BUNPaBieHHs TEXHIYHOT MOMUIIKM
Liof0 pegakuii cknagy M3 y MeTogax KOHTPOSO SIKOCTI,
pPeKOMeHA0BaHO [0 3aTBEPMKEHHS, OCKINbK/
3anponoHoBaHa pefakLis cknafy Bignosigae marepianam
peecTpavLinHOro Aocbe
BunpasneHo TeXHIYHY NOMWJ/IKY B iHCTPYKLT ANs
MeANYHOro 3acToCyBaHHSA MikapcbKoro 3acoby y po3gaini
"Cknaf" 3aTBepa)KeHo:

"ditoya peyoBuHa: nemeTpekces; 1 M KOHUEeHTpaTy
MICTUTb NemMeTpekceny 25 Mr; onomikHa peyoBuHa: L-
apriHiH, L-uncTein, nponineHrnikonb, kucaoTa ouTosa
6e3BoAHa, BoAa A5 iH’eKUiA"; 3anponoHoBaHo: "Ajtoya
peuyoBuHa: nemeTpekces; 1 Ma KOHLEHTpaTy MiCTUTb
nemeTpekceny 25 Mr; 4ONOMiXKHA pevyoBuHaA: L-apriHiH, L-
LMCTETH, NPONINeHrNikob, KNCNoTa IMMOHHA, Boja ANs
iH'eKLiA".
3a3HayeHe BuUNpaB/eHHs Bignosigae maTepianam
peecTpauiiHoro Aocbe
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
SIKOCTi, BUNYCK cepii)
255. | MNEHTAKCUM® NopoLLOK CaHodi PpaHuin NOBHWIA LIMKN dpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/13010/01/01
BAKUUHA AN1A | Haemophilus MacTep BMPOGHMLTBA, ITanis/ - 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3acib. Cuctema peyenmom
MPO®ITAKTUK | influenzae Tvny b Ta 3aMoBHEHHA Ta YropwuHa KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa NapameTpiB
N QUDTEPII, cycneHsis gns niocpiniszayis cneuudikauin Ta/abo gonNycTUMUX MEX NEPBUHHOT
NnPABLA, iH'ekuin (0,5 mn); no (cbnakoHu), BTOPUHHE yMakoBKN rOTOBOrO NikapCbKoro 3acoby (40NOBHEHHS
KALLUMKOKY 1 donakoHy 3 nakyBaHHs, KOHTPOJTb cneumdikauii HOBUM NOKA3HNKOM 3 BifMOBIAHM METOLOM
(ALENONAPH nopowukom Ta 1 SKOCTI, BUMYCK cepil: BMNPOB6YBaHHSA) - [JONOBHEHHS cneumdikalii 418 NopLUHSA
nn nonepeaHL0 CaHodi MacTtep, (Plunger stopper) noKkasHUKOM SKOCTi EHA0TOKCUHN.
KOMMOHEHT), | 3anoBHeHOMy ®paHuis; TepMmiH BBeA,EHHS 3MiH - NtoTuid 2022 poky; 3MiHK | Tuny -
nonioMIenITy | wnpuuy (0,5 mn) 3 3anoBHEHHA Ta 3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
IHAKTUBOBAH | npwkpinneHoto niogpinizauis KOHTeliHep/3aKkynopoBasibHWiA 3aci6. 3MiHa napameTpis
ATA ronkoto (abo 2 (dbnakoHm): cneuudikauin Ta/abo AoNyCTUMUX MEX NepPBUHHOT
BAKUWHA ANA | okpemMyMu ronkamu), CAHO®I C.I.A., yrnaKkoBKU rOTOBOr0 NiKapCbKoro 3acoby (BUIyYeHHS
MPO®PITAKTUK | w0 MicTuTb ITanis; HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapisioro
N IHOEKLLIIA, cycneHsito ans BTOPUHHE MaKyBaHHA, nokasHuka)) - BunyyeHHss BUNpobyBaHHSA Ha CTEPUSIBHICTb
CANPUYNHEHU iH'EKLil, B KAPTOHHIM BUNYCK cepil: 3i cneumdikayii gns nopwHs (Plunger stopper). TepmiH
X Kopo6ui; no 1 CaHochi-ABeHTic BBEJEHHS 3MiH - NtoTuiA 2022 poky; 3miHu | Tuny - 3miHn 3
HAEMOPHILUS | cnakoHy 3 MpaiBit Ko. NT4,, akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
TANY B nopowukom Ta 1 Mnatdpopma noricTnku BiANoBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
KOH’FOTOBAH nonepeaHL0 Ta AMcTpubywii y m. 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO MPUBEAEHHS Y
A, 3anoBHEHOMY Bypanewr, YropwmHa BiANOBiAHICTL A0 MoHorpadii 4dY abo EBponeiicbkoi
AACOPBOBAH | wnpuuy (0,5 mn) 3 thapmakonei, abo iHLWOT HalioHasIbHOT thapmakonei
A NPUKpPINIEHo0 nepxasun €C (3MiHa y cneymdikayisix, nos'sa3aHa 3i

ronkoto (abo 2
OKPEMUMM rofikamu),
LLIO MICTUTb
cycnexsito ans
iH'eKUil, y
CTaHAapTHO-
€KCMOPpTHIN
ynakoBLi, aka
MiCTUTbCA Y
KapTOHHI Kopobui (3
IHCTpYKUieo ans
MeAMYHOro
3acTOCyBaHHs)

3miHamu B 1Y, abo €Bponelickkiit hapmakonei, abo
iHLLI HawioHanbHIl chapmakonei fepxasn €C) -
[lopasaHHsA BUNpobyBaHHA Ha apceH (Arsenic test) ans
CKNa, WO BUKOPUCTOBYETLCA A/151 NEPBUHHOI YNaKoBKM
nikapcbKoro 3acoby, BiAnoBiAHO A0 BUMOr MoHorpadii Ph.
Eur. 3.2.1. TepMiH BBeAEHHS 3MiH - 110TUiIA 2022 poky;
3MiHM Il TUny - 3MiHK 3 AKOCTIi. [OTOBWIA NikapcbKuii 3aci6.
KOHTpPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikayii Ta/abo 4ONYCTUMUX MEX
roTOBOrO JlikapCcbKoro 3acoby (3MiHa 3HaxXoAUTLCA No3a
3aTBEPKEHUMN AONYCTUMUMUN MeXaMu cneuudikawli) -
apMoHi3auisi HanucaHHs KpUTepIiB NPUAHATHOCTI WOA0
KifIbKicCHOTO BMICTY audpTepiiHoro aHaTokcuHy (Diphtheria
potency assay) y cneumdikauii npu sunycky Final Bulk
Product Ta npu koHTponi ctabinbHocTi 4nsa Final Bulk
Product Ta Filled Product 6e3 3miHn y meToauui
BM3HAUYEHHS. Y3rofxeHHs iHhopmauii B po3gini 3.2.P.1 3
iHchopMmavieto, sika HAHOCUTBLCSA Ha NakyBaslbHI MaTepianu.
BunpasneHHs TeXHIYHOT MOMWUIIKN Y CKagi AOMOMDKHNX
PEYOBUWH - OAABaHHA eTaHo/y. 3MiHN BHOCATLCS [0
peecTpadiiHoro nocsigyeHHs, MKA, IHCTpykuii ans
MeZMYHOro 3acTocyBaHHs y p."Cknag" 3 BignosigHNMM
3MiHaMK Y TEKCTi MapKyBaHHS yYNakoBKU NiKapcbKoro
3aco6y. TepmiH BBEIEHHS 3MiH - iloTUiA 2022 poky
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
256. | NEHTAKCUM® | nopowiok CaHodi ®paHuisa CaHodpi MacTtep, ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13010/01/01
BAKUWHA ANnd | Haemophilus MacTep ®paHLis (NOBHWI LMK ITanis peyenmom
NPO®IIAKTUK | influenzae Tuny b Ta BAPOGHMLTBA, yropuwmxa 3MiHM | TUNY - fOAABAHHS NOKa3HWKA SKOCTI «Yac
N QJNOTEPII, CycrneHsis ans 3aroBHEHHA Ta PO3UMHEHHS» A0 crneumdikalii npu Bunycky BAKLIIHA
MPABLSA, iH'ekwiit (0,5 mn) no niodpinizavlis ONS MPOGITAKTUKN IHOEKLLIA, CIIPUYMHEHNX
KALL/TIOKY 1 chnakoHy 3 (chnakoHu), BTOPUHHe HAEMOPHILUS TUMY B KOH'KOrOBAHOI,
(ALENONAPH | nopowkom Ta 1 nakyBaHHs, KOHTPO/1b ACOPBEOBAHOI ans ainsHkn Sanofi Pasteur Marcy
nm nonepeaHbLo SKOCTI, BANYCK cepii); I'Etoile Ta Ha eTani «in process control» A5 AinsHKN
KOMIMOHEHT), | 3anosHeHomy CAHO®IC.IN.A, Sanofi Pasteur Val de Reuil, 3 kputepiem NpuitHATHOCTI «?
NONIOMIENITY | wnpuuy (0,5 mn) 3 ITanisi (3anoBHeHHs Ta 20 cekyHg». TepMiH BBEAEHHS 3MiH - ceprieHb 2021; 3MiHu
IHAKTUBOBAH | npukpinneHoto niocpinisauis | TUNY - pefaKLLiiiHi NpaBkn B ONUCI METOAMKM
ATA rosikoto (a6o 2 (tpnaxorn)); CaHodpi- BUNPOBYBaHHA BAKLIMHW 4151 MPO®ITAKTUKM
BAKUWHA ANS1 | okpemumu ronkami), AgeHric lNpainsiT Ko. IHOEKLIA, CIPUYUHEHNX HAEMOPHILUS TUMY B
NPO®IIAKTVK | w0 MicTUTL Jitp., Mnatchopma KOH'OrOBAHOI, ALLCOPBOBAHOI 3a nokasHukamm
N IHOEKLIN, cycneHsiio gna NorICTNKN Ta «Onuc nioginizaty» Ta «Onuc nicns BigHOBNEHHS», 6€3
CMPUYUHEHWN | iH'eKLiii, B KAPTOHHINA ANCTPNGYLT Y M. 3MiH Y MeToAj BUNpo6yBaHHA. TePMiH BBEAEHHSA 3MiH -
X kopo6uj; no 1 Bypanewr, YropwuHa cepneHb 2021; 3MiHu | TUNY - peaakLiiiHi NpaBk1 B ONuCi
HAEMOPHILUS | dnakoHy 3 (BTOpUHHE NakKyBaHHs, METOAUKM BUNPOoByBaHHs BAKLIVIHW AN
TANY B nopoLukom Ta 1 BUMYyCK cepii) MPO®INTAKTUKA IH<DEKL|,IIZ, CMPUNYMHEHNX
KOH'IOrOBAH | nonepeaHso0 HAEMOPHILUS TUMY B KOH'IOrOBAHON,
A, 3arnoBHEHOMY ACOPEOBAHOI 3a nokasHnkom «BMicT doocdhopy», 6e3
AACOPBOBAH | wnpudy (0,5 mn) 3 3MiH Y MeTo/ji BUNpO6YBaHHS. TePMiH BBEAEHHS 3MiH -
A NPUKpiNIeHo

ronkoto (a6o 2
OKPEMUMM rofikamu),
IO MICTUTb
cycnexsito ans
iH'EKUIN, B
CcTaHAapTHO-
€KCMOPTHIl
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHIiA KopobLi (3
iHCTpYKLUj€Et0 Ans
MeAMYHOro
3acTOCyBaHHs)

cepneHb 2021; 3MiHM | TUNY - pefakuiiiHi NpaBkX B ONUCI
MeToAuKM BUNpobyBaHHA npu Bunycky BAKUVHW ONA
MPO®ITAKTUKN IHOEKLLIA, CITPUYMHEHIX
HAEMOPHILUS TUMY B KOH'FOrOBAHOI,

A COPEOBAHOI 3a nokasHukom «BMICT caxaposu», 6e3
3MiH y MeToAi BUNpobyBaHHsA. TepMiH BBELAEHHS 3MiH -
cepneHb 2021; 3MiHM | TUNY - pefakuiiiHi NpaBkK B ONUCI
MeToAuK BUNpobyBaHHA npu Bunycky BAKUWHA 114
MPO®IIAKTUKN IHOEKLLIA, CITPUYMHEHIX
HAEMOPHILUS TUMY B KOH'FOrOBAHOI,

A COPEOBAHOI 3a nokasHukammn «lgeHTudikauis
Haemophilus» Ta «lgeHTudikauis npasuesoro
aHaTOoKCKHy», 6e3 3MiH y MeToAax BUNpoGyBaHHS. TepMiH
BBEJEHHS 3MiH - ceprieHb 2021; 3miHu | TUny - 3MiHa Y
MeToAMLi BUNPOBYBaHHSA 3a NOKa3HUKOM «TecT Ha
Li/NCHICTb 3aKPUTTA KOHTEHepa», L0 BUKOHYETLCS Npn
BMBYeHHI cTabinbHocTi BAKLWHW ANA MPO®INAKTUKA
IHOEKLIIA, CMIPUYMHEHX HAEMOPHILUS TUMY B
KOH'KOrOBAHOI, AICOPBEOBAHOI — 3amiHa 6apBHIKa
pubodnasiHy Ha thriyopecLeiH Ta BBeeHHS
iHCTpyMeHTaNIbHOro MeToAy AeTekuii. TepMiH BBeAeHHS
3MiH - ceprieHb 2021; 3miHu | TNy - OHOBNEHHSA
iHhopmaLii Wwoao BUpobHUYOro npouecy, HagaHHs
OHOBJ/IEHUX AaHMX LWOAO0 AOCNifKEHb CTabiNbHOCTI Ta
Y3ro[pKEHHS iHchopmMaLii M fliLeH3isMu 6e3 3MiH y
BMPOGHUYIl npakTui Ans BAKLUHW 0114
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MPOGINAKTUKA IHOEKLIIV, CNPUYNHEHWX
HAEMOPHILUS TUMY B KOH'FOrOBAHOI,
AJCOPBEOBAHOI. TepMiH BBEIEHHS 3MiH - CeprieHb 2021
257. | NEHTAKCUM® | nopowiok CaHodi ®paHuisa NOBHWIA LMKN ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13010/01/01

BAKUWHA And | Haemophilus MacTep BUPOGHMLTBA, ITanis 3MiHK | TUny - 3MiHK 3 AkocTi. APl KoHTponb AP, 3miHa y peyenmom
MPO®INTAKTUK | influenzae Tvny b Ta 3anoBHEHHA Ta YropwmHa napameTpax cneuudikauii Ta/abo AoNycTUMMX MEX,
N QUDTEPII, cycneHsis ans niodpinizauis BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
NMPABLSA, iH'ekuili (0,5 mn); no (thnakoHu), BTOpUHHE BUXIiAHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
KALLUJTHOKY 1 donakoHy 3 nakyBaHHs, KOHTPO/1b BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(ALENONAPH nopoLukom Ta 1 AKOCTI, BUNYCK cepil: (BUYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
nin nonepeaHsL0 CaHodpi MNacTep , BWU/TYYEHHS 3aCTapifioro nokasHuka)) - BuganeHHs tecty
KOMMOHEHT), 3arnoBHEHOMY ®paHLisa; 3an0BHEHHS Mycoplasma a1 cynepHaTaHTiB KOHTPOSIbHUX KNITUH Y
nonioMIeENITY | wnpwuyy (0,5 mn) 3 Ta niodpinizauis npoveci BUpobHULITBA iHAKTVBOBaHVX NONIOBIPYyCIB TUMNIB
IHAKTUBOBAH | npukpinneHowo (cbnakoHmn): CAHO®I 1, 2 Ta 3. TepMiH BBeleHHSA 3MiH - ciyeHb 2022; 3MiHu |
ATA ronkoto (a6o 2 C.MN.A., ITanis; Tnny - 3MiHK 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
BAKUVHA ONA | okpemymu ronkamm), BTOPUHHE NakyBaHHs, napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
MPO®INTAKTUK | WO MicTUTb BUnyck cepii: CaHoi- BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
N IHOEKLIIA, cycneHsito g ABeHrTic MpaisiT Ko. BMXiIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
CNPUYMNHEHUN iH'EKLA, B KAPTOHHIi Nrp., NMnatcopma BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®I (iHwwi
X Kopob6ui; no 1 NOriCTUKM Ta 3MiHK) - BU3HaueHHsa BMIiCTY 6akTepiasibHUX eHAO0TOKCUHIB
HAEMOPHILUS | chnakory 3 AVCTprbyLii y M. y NpOLLeCi BUPOGHMLTBA iHAKTMBOBAHUX MOJTIOBIPYCIB TUMIB
TAMNY B nopoLukom Ta 1 BypanewT, YropwuHa 1, 2 Ta 3 Ha cTagii KOHLLEHTPOBaHMX OYULLLEHVX BipYCHMX
KOH’FOTOBAH nonepeaHsL0 cycneHsiii (CPVS) Ta MOHOBaNeHTHUX BasikiB 3aMiCTb
A, 3arnoBHEHOMY KOHTPO/10 y npoteci BupobHuuTtea (IPC) Ha cTagii
AACOPBOBAH | wnpuuy (0,5 mn) 3 npomixHnx CPVS.
A NPUKpPINIEHo0 TepMiH BBEAEHHS 3MiH - cideHb 2022; 3MiHuW | TUNY - 3MiHK

ronkoto (abo 2
OKPEeMUMM rofikamu),
O MICTUTb
cycnexsito ans
iH'EKUIN, B
CTaHAapTHO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHI Kopo6ui (3
iHCTpYKLUj€l0 Ans
MeAMYHOro
3aCTOCyBaHHS)

3 AkocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA AD| (HE3HAYHI 3MIHM Y 3aTBEPAKEHNX
MeToAax BUMPOOYBaHHS) - 3MiHW Y BUMPOGYBaHHi npu
BU3HAYEHHI aKTMBHOCTi 3BOPOTHOT TPaHCKpMNTa3n
MEeTOA0M (h/TyOpeCLLeHTHO-MIYeHOT 3BOPOTHOT
TpaHckpunTtasm (FPERT, fluorescent product enhanced
reverse transcriptase), L0 BUKOPUCTOBYETLCA A5
KOHTPO/10 po60oy0i NOCIBHOT NapTii y npoueci BUpobHuLTBa
iHaKTMBOBaHMX MoniosipyciB TuniB 1, 2 Ta 3. TepMiH
BBEJEHHS 3MiH - CideHb 2022; 3MiHuM | TUny - 3MiHu 3
AkocTi. A®l. BUpo6bHMLTBO (iHLLI 3MiHK) - OHOBMEHHS
po3gainis CTD gocbke ans Aitovoi peyoBrHM Inactivated
Vero Trivalent Poliovaccine Bulk 3 MeTolo rapmoHi3adii
iHchopmauii Ta OHOBNEHHA AaHWX NS BiANOBIAHOCTI 3
NPOMMWC/OBOK AOKYMeHTaLiel. TepMiH BBEAEHHS 3MiH -
ciyeHb 2022; 3MiHu | TUny - 3MiHK 3 iKocTi. API. KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnewudikalisx Ha Adl,
a60 BUXigHWIA/NPOMIDKHWIA NPOAYKT/peareHxT, Lo
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(3BYXEHHSI IONYCTUMUX MEX, BU3HAUYEHUX y cneuudpikauii
Ha nikapcbki 3ac06u, 418 AKUX OTPUMYETLCS A,03BIN Ha
BWMNYCK Cepii Bifg, 0iLliiHOro perynsiTopHoOro oprany) -
3BY)XEHHSA [OMYCTUMUX MEX MPU BU3HAYEHHI
6akTepiasibHNX eHOO0TOKCUHIB y NpoLeci BUpo6bHULTBa
aitoyoi peyosrHM Inactivated Vero Trivalent Poliovaccine
Bulk 3 ? 50 IU/ml go < 50 IU/ml. TepmiH BBEEHHS 3MiH -
civeHb 2022; 3MiHn | TURY - 3MiHK 3 aKkocTi. A®l. KoHTponb
A®I. 3miHa y meTodax BunpobyBaHHs AD| abo BUxigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y npoLieci BUpobHuuTea AP (iHLi
3MiHM Y MeTogax BUNpobyBaHHsA (BK/IOUaoum 3amiHy abo
[0NOBHEHHS) AD| abo BKXiZHOro/NPOMIXHOrO NPOAYKTY) -
JofaBaHHA anibTepHaTtuBHoro metogy MJP 3
MikpomaTpuuHuM aHanisom (PCR and microarray) ans
BM3HauYeHHs Mycoplasma Ha cTagii 360py 0AUHUYHUX
BipyciB (Single Virus Harvest) y npoLeci BUpo6HuLTBa
iHaKTMBOBaHMX MoniosipyciB TuniB 1, 2 Ta 3. TepMiH
BBEEHHS 3MiH - CidyeHb 2022; 3MiHu Il Tuny - 3MiHn 3
akocTi. A®l. BupobHuuTBO. 3MiHM B npoueci BUpobHuLTBa
A®| (3mMiHa CTOCYETbCA aKTMBHOT PEYOBUHN
6i0/10ri4YHOro/iMyHO/OrYHOr0 MOXOKEHHS abo
BMKOPUCTaHHSA XiMiyHUX APl y BUPOBGHMLTBI NiKapCbKoro
3ac06y 6i0/10riYHOr0/iMyHOSI0TIYHOIO NOXOMXKEHHS, SKa
MOXe MaTu 3HaYHWiA BN/IMB Ha SKICTb, 6e3neky Ta
ed)eKTBHICTb NiKapcbKoro 3acoby, i He CTOCY€ETbCA
NPOTOKO/Y) - 3MiHU Y NpoLeci BUpo6bHULTBA Ha cTagil
Concentrated Trivalent Poliovaccine Bulk Ha ocHOBI
aHaUi3y KPUTUYHOCTI Npouecy, nepernsg napameTpis
BMPOGHULTBA. TEepMiH BBeEHHS 3MiH - CiyeHb 2022

258.

NEPLO
BOASAHOIO
EKCTPAKT

eKCTPaKT pigkuii no
25 mn 'y dhnakoHi; no
1 donakoHy B nauuj 3
KapToHy; No 25 Mmny
hnakoHax; no 25 mn
y hnakoHax,
YKyNOpeHux
npobkamu-
KpanenbHUUAMuY; no
25 Mn 'y donakoHi,
YKynopeHomy
npo6koto-
KpanenbHuueto, no 1
chnakoHy B nauwyj; no
50 mn y dhnakoHax,
YKyNOpeHux
npobkamu-

MpAT
PapmaneBTny
Ha habpuka
"Biona"

YKpaiHa

MpAT
PapmaneBTUYHa
thabpvka "Biona"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHWii 3aci6. 3MiHa dhopmu abo
PO3Mipy KOHTeHepa 4 3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBku) (HeCTepubHI Mikapcbki 3acobm) -
BBEJeHHA AOAATKOBMX YNakoBOK No 25 mn 'y hnakoHax 3
cknomacu mapku OC (PB-30-18), ykyrnopeHux npobkamu-
KpanensHuusamu 3 LDPE (2.2.E) Ta kpuwkamu (1.4 K) y
navui Ta 6e3 nayku, 3 BigNOBiAHNMM 3MiHAMM A0 p.
«YnakoBKa». 3MiHU SKICHOrO Ta KiNibKiCHOro cknagy
nakyBa/IbHOro Matepiasy He Bif6ynoch; 3miHu | Tuny -
3MiHM 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHS rOTOBOTO JliKAPCLKOrO 3acoby (He3HauHa
3MiHa Y 3aTBEpPAKEHVX MeToAaxX BUMPOOYBaHHS) -
BHECEHHS 3MiHM 40 MeTO/iB KOHTPO/IKO AKOCTI NikapCbKoro
3ac06y n. «O6’eM BMICTY yNakoBKv» (3MEHLUEHHS KiflbKOCTi

6e3
peyenma

UA/0365/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KpanenbHUUAMHY; No 3paskiB, 06'eM KX BU3HAYAETLCSA, A0 1 hnakoHy); 3miHu |
50 mMn y donakoHi, Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
YKyrnopeHomy KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3Mipy
npo6koo- yNakoBKM rOTOBOTO NiKapCbKoro 3acoby (3miHa
KpanensbHuueto, no 1 mMacwn/o6'eMy BMICTy KOHTelliHepa 6araTtoj030B0ro
donakoHy B nauui nikapcbKoro 3acoby a1s HenapeHTepasibHOro
3acTocyBaHHA (ab0 04HOL030BOr0, YaCTKOBOTO
BMKOPUCTaHHS)) - BBEAEHHS JOAATKOBOro po3mipy
ynakoBku rno 50 mn y donakoHax 3 cknomacu mapkn OC
(9B-50-18), ykynopeHux npobkamu-kpanenbHULsSMU 3
LDPE (2.2.E) Ta kpuwkamu (1.4 K), 6€3 3MiH1 nepBUHHOroO
nakyBa/IbHOro Matepiasy Ta 3 BiAnoBigHUMM 3MiHaMK [0
MKSA N3 p. «Cknag» Ta p. «YnakoBka» (3anponoHoBaHi
ynakoBku: no 50 mn 'y pnakoHax Ta no 50 My d1akoHi;
no 1 donakoHy B nayui) BeegeHHA 3MiH NpOTArom 6-Tu
MiCALIB NiCNsA 3aTBEPAYKEHHS; 3MiHW | TUny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsagy (iHwi 3miHu) -
3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBOK NikapCbKoro
3aco6y (N.17) Wwoa0 HaHECEHHS TOProBOT Mapku
(BBefeHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPLPKEHHS)
259. | NINeyAa cnpeii HaLKipHWIA, BocHanek BocHist i BocHanek g.4., BocHist i BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/1840/01/01
BOCHAJNEK® po34rH 2% no 60 mn a.a., lepuerosu lepuerosuH 3MiHM | TUMY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbKuii 3aci6. peuyenma
y thakoHi 3 Ha a 3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA A04aTKOBOI
po3nuiBaveM; no OiNbHULI BUPOBHMLTBA /18 YacTHM abo BCbOro
1 chnakoHy B BMPOBHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby.

KapTOHHI Kopoobui

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPXEHHS; CYMyTHS 3MiHa: - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHM Y NPOLIECi
BMPOOHULITBA FOTOBOTO MiKapCbKOro 3acoby, BKUaum

MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOrO NiKapcbkoro 3acoby. BBeeHHsA 3MiH MPOTArom 6-
TN MicALiB NicNs 3aTBEPMKEHHS. - 3MiHW 3 AKOCTI. [0TOBWIA
nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1toYaoun dianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs [0 10 pasis NOPiBHAHO i3
3aTBEPAKEHNM PO3MIpPOM). BBEAEHHS 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPXKEHHS. - 3MiHM 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynopoBasibHNI
3acib nepeHeceHHs BUPOBOHMLTBA PigKMX Ta HaniBTBepAnX
nikapcbknx hopmM 3 BUPOOHUYOI AiNbHULI 1 Ha BUPOBHUYY
AiNbHMLIO 2, L0 po3TalloBaHa 3a TIE X Camoto afpecolo:
71000, CapaeBo, tOkiueBa, 53, BocHis i MepuoroBuHa. Ak
HacnigokK 3MiHW MicUs BUPOBHULTBA: - 36i/bLUEHHS
po3mipy cepii /13 3 120 n (2 000 donakoHis) Ta 200 1 (3
333 dhnakoHis) Ha 400 n (6 666 chnakoHiB); - HE3HAYHI
3MiHM B ONWCI BUPOGHMYOro npoLecy, 3MiHU A0NyCTUMUX
MEX MapamMeTpiB TEXHONOrYHOIo NpoLecy; - He3HaYHe
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

36iNbLUEHHA PO3MIpY BTOPUHHOT YMaKoBKM (KapTOHHOT
KOpo6kK) 3 122 x 56,5 x 49 Ha 122 x 57 x 52. BBefeHHs
3MiH NpOTArom 6-T1 MicALiB Nicna 3aTBEPAKEHHS

260.

nineys,
BOCHAJEK®

cnpeii HaLKipHWIA,
po34uH 5% no 60 mn
y (hn1akoHi 3
posnuatoBayem; no
1 chnakoHy B
KapTOHHI Kopoobui

BocHanek
Aa.4.,

BocHis i
lepuerosu
Ha

BocHanek g.4.,

BocHis i
l'epuerosuH
a

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais:

3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA A04aTKOBOI
OiNbHULI BUPOBHMLTBA /18 YacTHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBEPKEHHS; CyMyTHS 3MiHa - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NPOLIEC]
BMPOOHULITBA FOTOBOTO fliKapPCbKOro 3acoby, BKOUaum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOrO NiKapcbkoro 3acoby. BBeAeHHsA 3MiH NPOTArom 6-
TN MicALiB NicNs 3aTBEPMKEHHS. - 3MiHW 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (Bk1toYaouM dianasoH po3mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs [0 10 pasis NOPiBHAHO i3
3aTBEPAKEHNM PO3MIpPOM). BBeAEeHHS 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPXKEHHS. - 3MiHM 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynopoBasibHNI
3acib nepeHeceHHs BUPOBOHMLTBA PigKMX Ta HaniBTBepAMX
nikapcbknx hopmM 3 BUPOOHUYOI AiNbHULI 1 Ha BUPOBHUYY
AiNbHMLIO 2, L0 po3TalloBaHa 3a TIEK X Camoto afjpecolo:
71000, CapaeBo, tOkiueBa, 53, BocHis i MepuoroBuHa. Ak
HacnigokK 3MiHWM MicLs BUPOBHULTBA: - 36i/bLUEHHS
po3mipy cepii 13 3 120 n (2 000 donakoHis) Ta 200 1 (3
333 dhnakoHis) Ha 400 n (6 666 chnakoHiB); - HE3HAYHI
3MiHM B ONWCI BUPOGHMYOro npoLecy, 3MiHU A0NyCTUMUX
MeX napameTpiB TEXHOMNONYHOIO MPOLEecy; - HE3HaYHe
36i/bLUEHHS PO3MIpY BTOPUHHOT YMaKoBKM (KapTOHHOT
KOpo6kK) 3 122 x 56,5 x 49 Ha 122 x 57 x 52. BBefeHHs
3MiH NPOTArom 6-TU MIiCALIB NiCNA 3aTBEPMAXKEHHS

6e3
peyenma

UA/1840/01/02

261.

NK-MEPL,

TabneTku, BKpUTI
nNiBKOBOIO
o060n0HkKot0, no 100
Mr, no 10 Tabnetok
y 6nicTepi, no 3 abo
no 9 6nictepis y
KapTOHHI KopoobLi

Mepy
$apmacbloTika
nec rméx

HimeyunH
a

Knoke ®apma-Cepsic
M6X, HimeyunHa
(nepBuHHe Ta

BTOPUHHE NakKyBaHHs);

Knoke ®apma-Cepsic
'm6X, HimeuunHa
(npoaykuis in-bulk);
Mepy, ®apma M'M6X i
Ko. KlaA, HimeuunHa
(BUPOGHWMK
BiANoBigabHUI 3a
BUMNYCK cepii); Mepy,
Papma 'm6X i Ko.

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta

hapmakoHarnsgy - OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopmaii
LLLOS10 3a3HAaYEHHA OAMHULB BUMIPIOBaHHSA Y cuctemi Sl

3a
peyenmom

UA/9031/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KraA, HimeuunHa
(nepBuHHe Ta
BTOPUHHE NakyBaHHS)
262. | NOAOPOXHUK | nuctano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/2263/01/01
A BE/IMKOIo naykax 3 BHyTpilLHIM | ®apmauesTuy PapmaueBTUyYHa peyenma
ncTa nakeTom; no 1,51y HaHQJ_a6p|I/I|Ka habpuka "Biona” 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/edpeKTMBHOCTI Ta
inbTp-naketi; no Biona thapmakoHarnsay - 3viHy BHECEHi B TEKCT MapKyBaHHS
20 dpinbTp-naketis y YNaKoBOK NiKapCbKOro 3acoby (M.17) WoAo HaHECEeHHS
naqul TOProBoi Mapku
263. | NONNHY Tpasa, no 50ry MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2264/01/01
riPKoOro naykax 3 BHyTpilLHIM | ®apmaueBTuy PapmaneBTUYHA 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta peyenma
TPABA nakeTom Ha thabpuka habpuka "Biona" thapmakoHarnagy (iHLwi 3MiHn) - 3MiHU BHECEHI B TEKCT
"Biona" MapKyBaHHs1 yNakoBOK JlikapCbkoro 3acoby (n.17) wopo
HaHeCeHHs TOpProsol Mapku
264. | NONIAEKCA 3 crnpei HasanbHUiA, Na6opaTopii ®paHuisa CodpapTekc ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiH1ux maTepianis: 3a UA/2831/01/01
DEHITE®PPUH poO34uH no 15 mny Bywapa peyenmom
oM tpnaxoni 3 Pekoppari 3MiHM | TUNY - 3MiHK WO0 6e3nekn/edpeKTMBHOCTI Ta
posnuniosasem, no thapmakoHarnsgy. BeegeHHs a6o 3MiHM [0 y3arasibHeHnX
1 chnakoHy B ) [laH1X Npo cucTemy hapmakoHarnsay (BBeaeHHs
KapTOHHii KopoGL y3ara/ibHeHVX AaHuX Npo cucTeMy dhapmakoHarnsay,
3MiHa YNoBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapmakoHarnisgy 3asBHUKa 4151 34iNCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLLO0 BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkio4akum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MIiLLEHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHoBaXeHoT ocobm
3as1BHMKA, BignoBigasibHOI 3a chapmakoHarnsag.
MponoHoBaHa pepfakuis: Paola Pirovano. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag.
3MiHa MicLs 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy
265. | NONDKNHAKC Kancysv BariHasibHi, NabopaTtopis ®paHuisa Brpo6HuK, ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu || 3a UA/10193/01/01
no 6 kancyny IHHOTEK BiANOBIgaIbHMI 3a Lseiiapis TMny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
6nicTepi, no 1 abo 2 IHTepHacbiioH nakyBaHHs, KOHTPO/Ib i thapmakoHarnsgy. 3MiHW y KOpOoTKili XapakTepucTuLi
6nictepu B anb BWMYCK Cepii: IHHOTepa nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans

KapTOHHilA KopooLi

Lysi, ®paHuis;
BUpO6HUK,
BignoBiga/IbHWiA 3a
BMPOGHMLTBO in bulk:
KataneHTt ®dpaHL,
BeiiHxeiim CA,
PpaHuis abo CBICC

MeAMYHOro 3aCTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUN JaHUMW Ta JaHUMK 3
thapmakoHarnagy - OHoBMEeHO iHchopMaLito y po3ginax
"Moka3saHHA" (pegaryBaHHsl TEKCTY 3 YTOYHEHHSAM
iHcpopmauii), "Mo6iuHi peakwuii" IHCTPYKUIT 4NS MegUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby BignoBigHO 40
Marepianis peecTpaLiiiHoro AoCbE.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KEMC Ar, LBeiiuapis BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHSI
266. | MPEBEHAP® cycneHsis gns MNOAN3EP CWA Baet CLWA BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/15864/01/01
13/ iH'ekwii o 1 fosi El7|H.CI.I'IJ. dapmaceyTrKasc, Benbris peyenmom
PREVENAR® 0,5mn)y KOPIMOPENLU Benuka EVpVITaHiFl; Ipnangis 3MiHU | TUMY - 3MiHK OO 6e3nekn/eeKTUBHOCTI Ta
13, BAKUMHA nonepeaHL0 H Mepaiisep Besmka chbapmakoHarnsgy. BeegeHHs a6o 3MiHM [0 y3arasibHeHnX
NMHEBMOKOKO HarnoBHeHomy MeH_rO(beKuprHr_ BpuTaHis JaHVUX NP0 CHCTEMY (hapMakoHarnsay (BBEAEHHS
BA wnpuyi; no 1 Benbria HB, benbris; y3ara/lbHeHNX [JaHnX Npo cUcTeMy dhapMakoHarnagy,
NONICAXAPUL, | nonepeaHb0 Mcpaiisep Ipneqs, 3MiHa yNOBHOBaXeHO| 0co6M, BiANOBIAaNbLHOI 3a
HA HanoBHEHOMY bapmaceyTmkac, 30j/iCHEHHS1 hapMaKoHarnsay; KOHTaKTHOT 0Co6M 3
KOH’'OTOBAH wnpuuy Ta O,IIZI,ﬁIM _ IpnaHgain; bakctep thapmakoHar/isigy 3asiBHIKA 4151 34iHCHEHHS
A BIAOKPEM/IEHIV rofui PapmaceyTukan hapMakoHarnagy B YkpaiHi, kL0 BOHa BifgMiHHA Bif,
(TPUHAQUATW | B iHAVBIAYyasbHOMY Coniowwmrc JIIC, YNOBHOBAXEHOT 0CO6M, BiANOBIAa/bHOI 33 3[jliCHEHHS
BAJIEHTHA HOX/I'y 3aKpUTOMY CLWA chapmakoHarnaay (BKI0HaK0UM KOHTaKTHI AaHi) Ta/abo
AACOPBOBAH | nnactikosomy 3MiHW Y PO3MILLIEHHI MacTep-thaiina cuctemm
A) KOHTeiiHepi; o 1 thapmakoHar/isidy) - 3MiHa yrNOBHOBaXEHOT 0COGH
N1ACTUKOBOMY 3a5BHUKA, BiNOBIAAILHOI 3a 3MiICHEHHA
KOHTenHepy'y thapmakoHarnagy: MponoHosaHa pefakuis: bapbapa [le
KapPTOHHiIlA KOpoBLi BepHapai/ Barbara De Bernardi. 3MiHa KOHTaKTHUX faHUX
YMNOBHOBaXXEHOT 0C06M 3a8BHUKA, BifMnoBigabHOT 3a
34ificHeHHs chapmakoHarnsgy
267. | NPEHECA® Tabnetkn no 8 mr, KPKA, o.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: yTOUHEHHSA 3a UA/5145/01/03
no 10 Tabnetok y HoBo mecTO mecTo, CrioBeHist HanucaHHA Ao3yBaHHA B Hakasi MO3 YkpaiHu Ne 347 peyenmom

6nictepi; no 3 abo
no 6, abo no 9
6nicTepis B
KapTOHHIlA KopooLi

(BUpO6GHMLTBO "in
bulk", nepenHHe Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/b cepii Ta
BMMYycK cepii); KPKA,
4.4a., Hoso mecTo,
CnoBeHis (KOHTPONb
cepii)

Bif 24.02.2021 B npoueci BHECEHHA 3MiH BignoBigHO
A0 peecTpauiiiHoro noceigyeHHA 3a Ne UA/5145/01/03
(3MiHuM | TMRY - 3MiHKW 3 SKOCTI. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPOGHULITBA
roTOBOrO NiKapCbKOro 3acoby, BKIUAKYN MPOMDKHNI
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHMLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLITBA) - 3MiHa y Mpoueci BUpobHMLTBa, a came
eTanis 3MiLLyBaHHSA CyXOro rpaHynaTy -4oAaBaHHs
LLeNto1031, MIKPOKpUCTaNivyHoI B ABa eTanu. 3araibHa
KiNIbKICTb YCiX iHTPeAiEHTIB 3aNWAETbCA HE3MIHHOLO; 3MiHU
| TNy - 3miHK 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHM BUNpobyBaHb abo [OMYCTUMUX MEX,
BCTAHOB/IEHVX Y cneumdikayisx, nig vyac BMpobHMLUTBa
roTOBOrO JlikapCcbkoro 3acoby (iHLWi 3MiHKM) - 3MiHa YacToTK
BHYTPILLHLOrO KOHTPO/I0 TabNEeTOK 3a NoKasHUKaMm
KOHTPO/b Barv, TBEpPAOCTI Ta AiaMeTpa LLOoA0 KOHTPO Y
na6opartopii. AKicTb NPoAYKUiT 3a/IMILAETLCA HE3MIHHOHO.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepAXeHHs). Pefakuisi B Hakasi: TabneTkun no 4 mr, no
10 TabneTok y 6nicTepi; no 3 abo no 6, abo no 9 6nictepis
B KapTOHHIi kopo6Li. BipHa pepgakuis: Ta6neTku no 8 mr,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 10 Ta6neTok y 6nicTtepi; no 3 a6o no 6, aGo no 9
6nicTepiB B KAPTOHHI KOpoo6L,i.
268. | MPUCUMKA nopowok no 50 ry AT YkpaiHa AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/4889/01/01
ANTAYA GaHui "BITAMIHWN" peyenma
niacTMacosiit; no 1 3MiHV | TUNY - 3MiHK 3 sIKOCTi. CepTudikar
GaHui B naui 3 BiANoBiAHOCTI/IE-cepTudikaT BignosiaHOCTI EBponeiickkili
kapToHy; no 50 1y thapmakonei/moHorpadii. MogaHHsa HOBOro abo
KOHTENHepax OHOB/IEHOTO cepTudikaTa BifANoBiAHOCTI a60 BU/YyYEHHS
noJiMepHNX cepTudikaTa BignosigHOCTI EBponelickkili hapmakonei:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; Ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - HoBuii cepTudikar Big
HOBOrO BMPO6HUKa (3amiHa abo JONOBHEHHS) - NOAAHHS
HOBOro cepTudikata BignoBiAHOCTI EBpoNeNiChKii
dhapmakonei Ne R1-CEP 2012-347-Rev 00 gns gjtouoi
peyoBuHM Zinc oxide Big HoBOro Bupo6Huka EVERZINC
NEDERLAND B.V., Netherlands
269. | NPUYENN TpaBano 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 6e3 UA/2265/01/01
TPABA naykax 3 BHyTpilLHIM | ®apmaueBTuy PapmaueBTUyHa peyenma
nakeTom; no 1,51y Ha"q)_a6p|:n<a habpuka "Biona" 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta
pinbTp-naketi; no Biona thapmakoHarnaay - aMmiHu 4o n. 17 «lHwe» TekcTy
20 nakeTiB y nauui MapKyBaHHS: BHECEHHS rpaddiuHOi Ta TEKCTOBOT
iHhopMawii LWoao ToproBoi Mapku, nig sikoto byae
peanizyBatucs nikapcbkuii 3aci6
270. | NPIOPUKC™ | niodpinisat ans FnakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepiais: 3a UA/13694/01/01
PRIORIX™ pO34uHy ans SH EkcnopT BpuTaHis Bionoaxikans C.A. 3MiHu |l Tuny - 3miHK 3 sKkocTi. A®l. KoHTponb A®IL. 3miHay | peyenmom
KOMBIHOBAH iH'ekuil, 1 Nimiten MeTofax BunpobysaHHa APl abo BuxigHoro
A BAKUVHA MOHOA,030BWUI Martepiany/npomikHOro NpoAayKTy/peareHTy, Wwo
ana hnakoH (1 nosa) 3 BMKOPWCTOBYETbLCS Y NpoLieci BUPo6HMLTBA AD| (CyTTEBA
MPO®ITAKTUK | niogpinizaTom y 3MiHa y 6ionoriyHoMy/iMyHOOrYHOMY/iMYyHOXIMIYHOMY
N KOPY, KOMMNJIEKTi 3 MeTOoAi BUnpobyBaHHS abo MeTogi, y KoMy
ENIAEMIYHOI PO34MHHMKOM (BOgA BMKOPUCTOBYETLCA 6GionoriyHnii peareHT Ans 6ionoriyHoro
O NAPOTUTY Ans iH'ekuii) y A®I, abo ioro 3amiHa) - 3MiHa MeToAy BUNPOBYBaHHA 3a

TA KPACHYXI

nonepeaHbL0
HarnoBHEHOMY
LnpuLi Ta soma
ro/ikamy B KapTOHHil
Kopo6ui; 100
MOHOZ,030BMX (1
[[03a) h/1aKkoHiB 3
niogpinizatom y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
ONs1 iH'EKLIN) B

nokasHnkom «lgeHtudikauis» (Identity), siknii BUKOHyeTbCA
ons measles, mumps and rubella monovalent bulks Ha
eTanax BMpPo6HMLITBA Ajtoumx pevosuH Single Harvest Ta
Virus pool. 3aTBepgxeHo: Identity: Seroneutralisation.
3anponoHoBaHo: ldentity: Reverse Ttanscription
Quantitative-Polymerase Chain Reaction (RT Q-PCR);
3MiHK |l TUnNy - 3MiHM 3 IKoCTi. FOTOBWMIA NiKapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOBGYBaHHSA rOTOBOrO JIiKapCbKOro 3acoby (cyTTeBa
3MiHa y 6ios10riYHOMY/iMyHOIOTIYHOMY/IMYHOXIMIYHOMY
MeTo/i BUNpobyBaHHa abo MeTofi, Y KoMy
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
amnynax Ne 100 B BMKOPWCTOBYETbLCA Bi0N0riYHUIA peareHT, abo ix 3amiHa,
oKpeMili ynakosui; 1 a6o 6ionoriyHoro npenapary NopiBHAHHA (CTaHAapTHOro
MybTUA030BMIA npenapary), WO He 3a3HayveHnii y 3aTBepaKeHoOMy
chnakoH (2 gosn) 3 NpOTOKOSI) - 3MiHa MeToAy BMNPOGYyBaHHSA roTOBOro
niogpinizatom y NiKapcbKoro 3acoby 3a NOKasHUKOM «laeHTuiKaLis»
KOMNEKTi 3 (Identity), siKMii BUKOHYETbCSI 4151 KOMMOHEHTIB measles,
PO34YMHHMKOM (BOAA mumps Ta rubella. 3aTBepmkeHo: Identity:
Ans iH'ekuiii) B Seroneutralisation. 3anponoHosaHo: ldentity: Reverse
amnyni; no 100 wTyk Ttanscription Quantitative-Polymerase Chain Reaction (RT
chnakoHiB Ta amnyn Q-PCR)
B OKpEMMX KOpobkax
271. | NPIOPUKC- niodpinisoBaHnii FnakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/16549/01/01
TETPA™ MOPOLLIOK ANs AH EkcnopT BputaHis Bionogxikan3 C.A 3MiHu Il TMny - 3miHu 3 AkocTi. A®I. KoHTponb A®L. 3miHay | peyenmom
KOMBIHOBAH iH'ekuili, 1 chnakoH 3 Nimiten MeTogax BunpobysaHHa APl ab6o BuxigHoro
A BAKUMHA NMOPOLLKOM Y marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
ansa KOMMEKTi 3 BMKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa AD| (CyTTEBA
MPO®ITAKTUK | po3urHHMKOM (BOoga 3MiHa y 6ios1oriyHoMy/iMyHONOTYHOMY/IMYHOXIMIYHOMY
N KOPY, Ans iv'exuin) no 0,5 MeTOoAi BUnpobyBaHHs abo MeTogi, y AKoMy
ENIAEMIMHOI mn (1 gosa) y BMKOPUCTOBYETHLCA 6GioNoriyHnii peareHT Ans 6ionoriyHoro
O MAPOTUTY, nonepeaHsL0 A®I, abo ioro 3amiHa) - 3MiHa MeToAy BUNPobYBaHHS 3a
KPACHYXU TA HanoBHEHOMY nokasHnkom «lgeHtudpikauis» (Identity), ssknii BUKOHYeTbCA
BITPAHOI wnpuui (y KOMNIeKTi ans measles, mump, rubella and varicella monovalent
BICNn, XKMUBA 3 IBOMa rosikamu bulks Ha eTanax BUpPOGHULTBA Ajt04MX pedyoBuH Single
ATEHYNOBAH ab6o 6e3 ronok) abo Harvest Ta Virus pool. 3atBepgxeHo: Identity:

A

y amnynax y
BaKyyMHilA
CTEepW/bHIl
ynakosui; no 1
BaKyyMHilA
CTEPW/IbHIN yNakoBLi
Y KapTOHHI1 kopobuy;
1 chnakoH 3
NOPOLLKOM Y
KOMMNIeKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuin) no 0,5
mn (1 gosa) y
nonepegHLo
HarnoBHEHOMY
wnpuui (y KOMNIeKTi
3 ABOMa rofikamu) y
BaKyyMHiii
CTepWUnbHIl
ynakosLi; no 10
BaKyyMHUX
CTepUIbHUX
ynakoBoOK Y
KapTOHHI Kopo6Lyj;

Seroneutralisation.
3anponoHoBaHo: ldentity: - Reverse Ttanscription
Quantitative-Polymerase Chain Reaction (RT Q-PCR) for
measles, mump, and rubella, - Quantitative-Polymerase
Chain Reaction (Q-PCR) for varicella; 3minu Il Tuny -
3MiHM 3 SIKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO /likapCcbKoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO fiKapCbKoro 3acoby (cyTreBa
3MiHa y 6ion1oriyHOMY/iMyHONOMYHOMY/iMYHOXIMIYHOMY
mMeToZi BUnpobyBaHHA abo MeTofj, y KoMy
BMKOPUCTOBYETHLCA 6i0N10riYHUIA peareHT, abo ix 3amiHa,
abo 6ion10rivHOro Npenapary NOopiBHAHHA (CTaH4apTHOro
npenapary), Wo He 3a3HayeHunii y 3aTBepaKeHoMy
NPOTOKOAI) - 3MiHAa MeToAy BMNPOOYBaHHSA rOTOBOrO
NikapcbKoro 3acoby 3a NoKasHWKOM «laeHTudikauis»
(Identity), SiKMin BUKOHYETbCS A1 KOMMOHEHTIB measles,
mumps, rubella and varicella. 3aTBepaxeHo: Identity:
Seroneutralisation.
3anponoHoBaHo: Identity: - Reverse Ttanscription
Quantitative-Polymerase Chain Reaction (RT Q-PCR) for
measles, mump, and rubella. - Quantitative-Polymerase
Chain Reaction (Q-PCR) for varicella
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiin) no 0,5
mn (1 gosa) y
nonepegHL0
HarnoBHEHOMY
LUMPWL Y BaKyyMHIiA
CTepWUnbHIl
ynakosui; no 1, 10,
20 abo 50
BaKyyMHWX
CTepUIbHUX
ynakoBoK Y
KapTOHHI kopo6Lyj;
1 chnakoH 3
NOPOLLKOM Y
KOMMN/IEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuiid) no 0,5
mn (1 gosa) B
amnyni y BakyyMHilA
CTEpPUNbHIl
ynakosui; no 1, 10
a60 100 BakyyMHMNX
CTepUIbHUX
yNaKkoBOK Y
KapTOHHI Kopoo6Li

272.

MPOXXEKTA®

PO34MH ANS iH e,
20BO/Mnno 1 mn B
amnyni; no 10
amnyn y nayui; no 1
M B amnysii; no 5
amnyn y 6nictepi; no
2 6nictepn B nayui 3
KapTOHY

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux matepianis: 3MiHu |
UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHVKA (B/lacHUKa peecTpaviliHoro
nocBifyYeHHs) 3MiHa Ha3BM Ta afpecu 3asBHYKA.
BBefeHHS 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPMKEHHS.
3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLsa NpoBafkeHHS
LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro J1ikapcbkoro
3ac06y, BKIOYAUN [ibHUL BUNYCKY cepii abo micue
npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
3MiHa Ha3Bu Ta agpecy BupobHuka M13. BBeAeHHS 3MiH
NpOTArom 6-Tu MicALIB Nic/A 3aTBEpMAXEHHS. 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
(iHwi 3miHK) 3amiHa po3giny "MapkysaHHs. Bignosigae
HaJaHOMy TEKCTY MapKyBaHHs" Ha po3ain «MapkyBaHHS.
3rifiHO 3aTBEPAKEHOro TEKCTY MapKyBaHHsA» B
3arsepgkeHnx MKA J13.OHOBIEHHA TEKCTY MApPKyBaHHSA

3a
peyermom

UA/12798/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

yMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopma,i
00 3a3HaYeHHS OAUHMLE BUMIPIOBaHHSA Y cucTemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepMKEHHS. 3MiHKM | Tuny - 3MiHKM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumndikauiii Ta/abo
[ONyCTUMUX MEX, BU3HaUeHuX y cnevudikadisx Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpOAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA cnevmdikalii HOBUM NOKa3HMKOM SKOCTI Ta
BiANOBIAHUM METOA0M BMNPOGYBaHHS) BHECEHHS 3MiH A0
Creundikanii A®1 BasonpecuH, 30Kkpema: JONOBHEHHS
po3giny "lgeHTucpikauis" Tectom Mac-cnektpomeTpii 3
BiANOBIAHUM MeToA40M BUNpPoOyBaHHA. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AOMNYCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/MPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BMPOGHMLTBA AD| (3BY)KEHHSA JOMYCTUMUX MEX,
BM3HAYEHNX Y cneuundikadii)

BHeCeHHS 3MiH go Cneuudpikauii APl BasonpecuH,
30KpEMA: 3BY)XXEHHS JONYCTVMUX MEX 3a NMOKa3HUKOM
"BakTepiasibHi eHAOTOKCMHW"; 4ONOBHEHHS BiANOBIAHUM
nocunaHHAM Ha fjtody pefakuito EP. 3atBepapkeHo: He
6inbwe 100 MO/mr 3anponoHoBaHo: MeHwe 10 MO/mr
3MiHn | TUny - 3MmiHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(3BY)XEHHSA AONYCTUMUX MEX, BU3HAYEHMX Y crieumdikadii)
BHeCEeHHS 3MiH go Cneuudikauii APl BazonpecuH,
30KpeMa: 3BY)XXEHHS JONYCTUMUX MEX 3a NMOKa3HUKOM
"TpudpTopovrToBa kncnota". 3miHu | Tmny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo [onyCcTUMMUX MeX, BUSHAUEHNX Y crieundikalisx Ha
A®I, ab0 BUXiAHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea A®| (iHwwi
3MiHW) BHeceHHs 3MiH g0 Cneuudikauii APl BasonpecuH,
30Kpema: 3a nokasHmkoM "KinbkicHe BU3Ha4YeHHs"
JofaBaHHA HOPMyBaHHS KifIbKICHOrO BMIiCTY Ba3ONPECHHY;
[OMOBHEHHS BiANOBIAHMM NOCUMAHHAM Ha fjtovy pefakLito
EP. 3MiHun | Tvny - 3MiHu 3 skocTi. FOTOBUIA Nikapcbkuii
3aci6. KoOHTposib roToBOro fikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO /liKapCbKoro 3acoby
(onsa npusefeHHs y BignoBigHICTL 3 PY abo
€BpOoneicbKolo hapmMakoneeto Ta BUIyYeHHS NOCUIaHHSA
Ha 3acTapinuii BHYTPILLHIli MeTo BUNpoGyBaHHS i oro
HOMep) BHECEHHA 3MiH Ao MeTogis BunpobysaHHs /13 3a
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

nokasHukoM "CTepu/bHICTL", 30KpemMa: BUTyUYEeHHS
MOBHOrO OMUCY NPOBEAEHHS METOANKN; AONOBHEHHS
BIANOBIAHMM NOCWMNAHHAM Ha fitouy pegakuito EP. 3miHu |
Tuny - 3MiHn 3 akocTi. CepTuddikaT BignosigHocTI/lIE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 He0bXiAHICTO
npyBeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonel, abo iHLWOoT HaLioHasIbHOI
thapmakonei aepxasu E€C (3miHa y cneuudikadisx,
noBs'aA3aHa 3i 3MiHamu B Y, abo EBponeiicbkii
thapmakonei, abo iHLWil HalioHanbHIl hapmakonei
fepxasun €C) BHeceHHs1 3MiH Ao Cneyudpikauii API
BasonpecwH, 30kpema: Kputepii NPUAHATHOCTI 3a
nokasHukom "MikpobiosnoriyHa yncToTa" NnpuBeAEHo y
BiANOBIAHICTL A0 BUMOr EP Ta fokymeHTauii BUpOoBHWKa.
3MiHn | TUny - 3miHn 3 akocTi. A®L. KoHTponb A®L. 3miHa y
mMeTogax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYETHLCA Y NpoLeci BUpo6HMuTBa AD| (HE3HAYHI
3MiHU Y 3aTBEPAKEHNX METoAax BUNPOOYBaHHSA) BHECEHHS
3MiH o MeTogis Bunpo6ysaHHs A®| BasonpecuH 3a
nokasHukoMm "TpudpTopoLToBa KMcoTa", 30KpemMa:
BWIYYEHHS iHopMauii Wwoa0 noctavyanbHUKIB
CTaHAAPTHUX 3paskiB, He3HaYHI 3MiHN B PO3PaxyHKOBUX
hopmynax.
3MiHu | TUNy - 3MiHK 3 AkocTi. APL. KoHTposnb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo BuUXigHOro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®| (iHLWi
3MiHM) BHECEHHSA 3MiH [0 MeTogis BUNpobysaHHs Ad|
BasonpecuH 3a noka3Hukom "KisibkicHe BU3Ha4YeHHs",
30Kpema: 3MiHa npo6oniaroToBKM PO3UMHIB; A0AAHO ONUC
NPUrOTYBaHHA PO3UMHY /19 NEPEBIPKV NPUAATHOCTI
cuctemu, A0AaHO KpUTEpii NPMAATHOCTI CMCTEMU, AOAAHO
po3paxyHKoBi DOPMY/IN A1 BUSHAYEHHSI BMICTY
Ba30MNpPECUHY.

273.

MPOXXECTOXE
Nb®

rens, 10 mr/r, no 80
ry Ty6i; no 1 1y6i y
KOMMAeKTi 3i
wnarenem-
[03aTopoM y
KapTOHHIW nayu,i

beseH
Xenckea CA

Benbris

Brpo6HMLUTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
BWMNYCK cepii Ta
KOHTPONb cepil (XiMiYHi
Ta (hisnyHi
BMNPOOYBaHHS):
Hendhapm AporeH6oc
CA, Benbris;
BunpobyBaHHs
KOHTPOJO SIKOCTI cepil
(mikpobionoriyHe

Benbrisi/
PpaHuis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/HOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa HallMeHyBaHHs Ta agpecu BupobHuka N3, 6e3
3MiHM Micus BUPO6HULTBA. 3MiHU BHECEHI Y po34in
"BMpPOGHMK" B IHCTPYKLitO 47199 MEAVNYHOIO 3aCTOCYBaHHS y
3B'AI3KY 3i 3MIHOO Ha3BM BMPOOHUKA Ta SIK HaciaokK -
BiANOBIAHI 3MiHM y TEKCTi MapKyBaHHS yNakoBKM

3a
peyenmom

UA/3839/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMMNPOGYBaHHS, nikapcbKoro 3acoby; 3miHu | Tuny - 3MiHM 3 AKOCTI.
HecTepunbHe): Kyani [oTOBWIA Nikapcbkunii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
KoHTpon, ®paHuis iMnopTepa/3aMiHn, LLLO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCcbKoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKi 34JiACHI0ETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) - logasaHHA BUPOOHMKa
Quali Controle, 9 rue Francois Truffaut, MERU, 60110,
France/ Kyani KoHTpon 9 pto ®paHcoic TproddayT, Mepy,
60110, ®paHuis, BignNoBiAaNbHOIO 3a BUNPOGYBaHHSA
KOHTPO/O AKOCTI cepii (Mikpob6ionoriuHe BUNPOGYBaHHS,
HecTepw/bHe) Ta 3a3Ha4YeHHs (OYHKLIN ANns BXe
3aTBepAKeHoro BupobHuka flendapm fporen6oc CA,
Benbria (BUpo6bHMLTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHs1, BUNYCK cepii Ta KOHTPOb cepil (XiMiuHi Ta
hi3n4Hi BUNPO6YBaHHS))
274. | NPOKCIYM® MOPOLLIOK ANsi MPODPAPMA ManbTa Na6opaTtopioc Icnanis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/13996/02/01
pPO34unHy Ana IHTepHeLLHN HopmoH C.A. peyenmom
iH exuiri no 40 mr; no TpeiiauHr 3MiHM | TUNY - 3MiHK 3 AKocTi. CepTudikat
1 pnakoryy Nimiteq BignosigHocTi/IE-cepTudikar BignosigHocTi EBponeichbkiii
KapTOHHIN na4l chapmakonei/moHorpadii. MogaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUTYUYEHHS
cepTugikaTa BignNoBigHOCTI €Bponenchkin hapmakonei:
ona A®l; ans BuxigHoro martepiany/peareHTy/npoMikKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHNLTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudikaT Big,
yXe 3aTBepKeHoro BUpobHuMKa -
noAaHHA OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkii hbapmakonei CEP Ne R1-CEP 2011-058-
Rev 03 Big 3aTBepmkeHoro BupobHuka UQUIFA, Mekcuka
Ait04OT PEYOBMHN NAaHTOMPa30/1y HATPIlo CeCKBirigpaT.
3anponoHoBaHo: CEP Ne R1-CEP 2011-058-Rev 03
275. | NPOCTATUNE cynosuTopii MpusaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7223/01/01
H-UMHK pekTasbHi no 5 akuioHepHe TOBapUCTBO "Jlekxim- peyenma
CynosnTopiie y TOBAPUCTBO Xapkis 3MiHW | TURNY - 3MiHVW WOA0 6e3neKun/edeKTUBHOCTI Ta
Gnicrepi; no 1 a6o 2 Nekxim- chapMaKoHarnsay - OHOB/IEHHS BXE 3aTBEPPKEHOIO
Gnictepn y nauui 3 Xapkis TEKCTy MapKyBaHHs: 3anponoHoBaHo: MAPKYBAHHS.
KapToHy BiiNOBIAHO [10 3aTBEPKEHOTO TEKCTY MapKyBaHHS. 3MiHN
BHECEHi B TEKCT MapKyBaHHSA yNakoBKM /likapCbKoro 3acoby
00 3a3HAYEHHS OAUHULE BUMIPIOBaHHSA Y cucTemi Sl.
BBeaeHHS 3MiH NpoTArom 3-X MiCALIB MiCNsA 3aTBEPAKEHHS
276. | NPOCTATUNE cynosuTopii MpusaTHe Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/13990/01/01
H-UMHK pekTasnbHi in bulk: no aKujioHepHe TOBapUCTBO "J1eKxim-
5 cynosuTtopiiB y TOBapuUCTBO Xapkis"
6nictepi, no 200 "JIekxiM-
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6nicTepiB y ALWMKY

Xapkis"

3MiHM | TURy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPAKEHOrO
TeKCTy MapkyBaHHs in bulk: no 5 cynosutopiis y 6nictepi,
no 200 6nicTepiB y AWMKY (BHECEHHS MO3HAYEeHb OANHULIb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOro
ancdasity, Ta Towo): 3anpornoHosaHo: MAPKYBAHHSA.
BignosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHSI.
MAPKYBAHHA
BignoBigHO [0 3aTBEPAYKEHOTO TEKCTY MapKyBaHHS, Lo
[00a€ETbCA. 3MIHN BHECEHI B TEKCT MapKyBaHHS yNakoBKW
NikapcbKoro 3acoby L0A0 3a3HaYeHHS OANHULb
BMMIiptoBaHHA y cuctemi Sl. BBegeHHa 3MiH npoTarom 3-x
MicALIB MiCNSA 3aTBEPAKEHHS

2717.

MYPEMOH®

PO34MH ANS iH EKUi,
833 MO/mn no 0,420
mn (300 MO/0,36
M) abo 0,780 mn
(600 MO/0,72 mn) y
KapTpuaxi; no 1
KapTpuaXy y
BiAKpuTOMY
NNacT1KoBOMY NIOTKY
B KOMM/IEKTI 3
rosikamu, no 2
KOMMNIEKTW FroNoK — 2
KapTOHHI KOPOOKHM
(KOXeH KoMNIeKT no
3 roNKu, KoXxHa
rosika B
iHAVBIgyansHoOMy
nnacTykoBoMy
KOHTEliHepi) y
KapTOHHI navu,i

OpraHoH
CeHTpan Ict
6X

LLseiiuapi
a

Brpo6HMUTBO
Hepo3dacoBaHoi
npoAaykuii Ta
nepBrHHA yNakoBka,
KOHTPO/b SIKOCTI,
TeCTyBaHHs
CTepUIbHOCTI Ta
6akTepiasibHNX
€HAO0TOKCUHIB
roTOBOro NiKkapCbKoro
3acoby (KOHTponb
AKOCTi Ta TECTyBaHHS
cTabinbHoCTi),
Bi3yasibHa iHCnekuis:
BeTTep ®apma-
®epTuryHr M'v6X i Ko.
KI, HimeuunHa;
KOHTpO/b SIKOCTI,
TecTyBaHHSA
CTepuIbHOCTI Ta
6akTepiasibHUX
€HAO0TOKCMHIB
roTOBOrO /1iKapCbKOro
3acoby (KOHTpo/1b
AKOCTI Ta TeCTYBaHHSA
cTabinbHOCTI),
Bi3yasibHa iHCneKLis:
BeTTep ®apma-
®epTuryHr Nv6X i Ko.
KI, HimeyunHa;
BisyanbHa iHcnekuis:
BeTTep ®apma-

PepTuryHr rmé6X i Ko.

HimeuunHa/
HigepnaHngu

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
nocBig4eHHs) 3MiHa Ha3BM 3asiBHMKA BIAMOBIAHO A0
PiLLeHHA KOMNaHIT Ta YTOUYHEHHS agpecu 3asBHUKa 415
npvBeAeHHs y BiANOBIAHICTb 4O OHOB/IEHONO BUTATY 3
ToproBoro PeecTpy kpaiHu 3asiBHVKa. BBegeHHS 3MiH
npoTArom 6-Tu MicALiB Nicns 3aTBEpPMAKEHHS

3a
peyermom

UA/5023/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KI, HimeuunHa;
KoHTposb fkocTi Ta
TecTyBaHHSA
cTabinbHOCTI,
BTOPVHHA yMakoBKa,
[03BIiNT HAa BUMYCK
cepii:
H.B. OpraHoH,
HigepnaHgm
278. | NYCTUPHUKA HacToiika no 25 mn y MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 6e3 UA/6543/01/01
HACTOWKA donakoHi; no 1 PapmaueBTny PapmaueBTUyYHA TMny - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenma
chnakoHy B nauuj; no Ha habpuka chabpvka "Biona" hapmakoHarnsgy (iHwi 3MiH1) 3MiHW BHECEHI B TEKCT
25 mn abo no 50 mn "Biona" MapKyBaHHS YNakoBOK JlikapCbkoro 3acoby (n.17) wopao
y thnakoHax; no 25 HaHeCeHHs1 TOProBol Mapku.
My chakoHax BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB micns
YKYNopeHux 3aTBEPMAXKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
npobkamu- nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynopoBasibHNI
KpanesbHULAMY; Mo 3aci6. 3miHa dhopMu abo po3mipy KoHTelHepa un
25 Mn'y donakoHi 3aKynoprBasIbHOIo 3acoby (NepPBUHHOT yNakoBKK)
YyKynopeHomy (HecTepunbHi nikapcbki 3acobu) BeegeHHs foaaTKoBMX
npo6koto- yNakoBOK Nikapcbkoro 3acoby (no 25 mn abo no 50 mny
KpanenbHuueto; no 1 chnakoHax, yKynopeHux npobkamu-kpanensHuuamu; no 1
donakoHy B nauuj; no hnakoHy y nadui; no 25 mn abo no 50 mn y donakoHi,
50 mn 'y donakoHax YKYNopeHnx npobkamu-kpanesabHULAMK), 3 BignoBigHMY
YKyNOpeHux 3MiHaMu [0 p.YnakoBka, 6e3 3MiH1 NepBUHHOTO
npobkamu- nakyBaslbHOr0 MaTepiasly 3MiHM BHECEHI B pO34in
KpanenbHuuAmMn; no "YnakoBka" (BBeLleHHS 4OAATKOBMX YNaKkoBOK) B
50 My donakoHi IHCTPYKLi0 ANA MeAUYHOro 3aCTOCYBaHHS NiKapcbKoro
YyKynopeHomy 3ac00y, K HacnifokK - 3aTBEPMKEHHSA TEKCTY MapKyBaHHS
npo6koto- [0[,aTKOBMX YNakoBOK /ikapcbKoro 3acoby. BBegeHHs 3MiH
KpanenbHuueto; no 1 NPOTAroM 6-TW MicALiB Nicnsa 3aTBepMiKEHHS. 3MiHN | Tuny
donakoHy B nauui - 3MiHM 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHSA rOTOBOTO JIiKAPCLKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpAKEHNX MeToax BUNPO6yBaHHS) BHECEHHS
3MiH o Cneuudikauii/MeToAiB KOHTPO/IH SKOCTI
nikapcbKoro 3acoby 3a n. «06’eM BMICTY ynakoBKu», a
came 3MEHLLUEHHS KifbKOCTi 3paskiB, 06'eM SKMX
BU3HAYa€eTbCs, 0 1 diakoHy
279. | NYCTUPHUKA Tpasa, no 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/2266/01/01
TPABA no 100 r y naykax 3 PapmaneBTny PapmaneBTUYHA peyenma
BHYTPILLHIM Ha chabpuka thabpuka "Biona” 3MiHW | TURNY - 3MiHVW WOA0 6e3neKun/edeKTUBHOCTI Ta
naketom; no 1,5ry "Biona"

hinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauui

chapmakoHarnsgy - 3miHu o n.17 «lHwe» TekcTy
MapKyBaHHS: BHECEHHS rpaduiyHOl Ta TEKCTOBOI
iHdhopmauii npo Toprosy mMapky, nig, Ko 6yae
peanizyBaTtucs nikapcbkuii 3acio
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
280. | PABIMAK TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/3161/01/02
060/10HKOIO, dapmacboTUK $apmacbloTukanc 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
KMLLKOBOPO34YMHHI N0 aunc Nimiteq, NimiTen hapmakoHarnsay (iHwi 3MiHn) - BHECEHHS 3MiH 40 po34iny
10 mr no 7 TabneTok «MapkyBaHHsA» MKA J13: 3anponoHoBaHo:
y cTpuni; no 2 MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOro TEKCTY
CTPUNW B KAPTOHHIl MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHs yNakoBKu
ynakosLi; no 15 NikapCbKoro 3acoby LL0A0 3a3HaYEHHSA OANHULb
TabneTok y 6nicrepi; BUMIPIOBaHHSA y cuctemi Sl. BBeieHHS 3MiH NPOTAroMm 6-Tu
no 1 a6o 2 6nictepn MicALiB MiCNSA 3aTBEPAYKEHHS.
B KapTOHHIiA
ynakoBLi
281. | PABIMAK TabneTku, BKpUTI Makneoac IHAain Makneopc IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/3161/01/01
060/10HKOI0, dapmacboThK dapmacbloTrKanc 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KMLLKOBOPO34UHHI NO aunc Nimiteq, NimiTen hapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH 10 po34iny
20 mr no 7 TabneTok «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
y cTpuni; no 2 MAPKYBAHHSA. 3rigHo 3aTBEPAXEHOrO TEKCTY
CTpUNY B KAPTOHHIl MapKyBaHHS. 3MiH BHECEHi B TEKCT MapKyBaHHS ynakoBKW
ynakosui; no 15 NiKapCbKoro 3acoby o0 3a3HaYeHHA OANHULLb
TabneTok y 6nictepi; BVMIipIOBaHHSA y cuctemi Sl. BBeieHHS1 3MiH NpoTArom 6-u
no 1 abo 2 6nictepu MiCALIB MiCNsA 3aTBEPOAXKEHHS.
B KapTOHHIi
YNaKoBLii
282. | PANITYC cupon, 30 Mr/5 mn Makneopc IHais Makneopc IHAis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6153/01/01
no 120 mny PapmMacboThK PapmacbloTmKanc 3MiHKM | TURYy - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
donakoHi; no 1 avic Nimiteq, Nimiten hapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0 po34iny
doNakoHy 3 MipHUM «MapkyBaHHA» MKA N13: 3atsepaxeHo: MAPKPOBKA
KOBNa4kom y TeKkCcT MapKMpOBKY NMEPBUYHOW U BTOPWUYHON YNaKoBKM
KapTOHHIA ynakoBL,i npunaraetcs. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHi B
TEKCT MapKyBaHHS ynakoBKM NikapCbkoro 3acoby woao
3a3HavyeHHsA OAVHUL BUMIPIOBaHHA y cuctemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS
283. | PEMVKENA® niocpinizat ans TOB Ykpaina BUNYCK cepii: AHcceH HigepnaHnan BHECEHHS 3MiH 0 peecTpaLiiiHux matepianis: 3MiHu | 3a UA/4904/01/01
po3uuHy Ans "[IXOHCOH i Baiionoaxukc B.B., / Wseliyapis ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
iHdpysili no 100 mr; 1 L[DKOHCOH Higepnangy; Ta/abo agpecu 3asiBHUKA (BNacHUKa peectpauiiHoro
(0N1akoH 3 MOPOLLKOM YkpaiHa" BMPOGHULITBO 3a noceig4eHHs) BHeCEHHs 3MiH [0 aApecu 3asBHUKa B
Y KapTOHHiii Kopobuj noBHUM uyknom: Cinar 3B’A13KY 3i 3MIHOI0 MICLA NPOBAKEHHS AiS/IbHOCTI
Al, Wseliyapis
284. | PEHHI® 3 TabneTkv XyBaslbHi; Baviep LBeliuapi [Jenbthapm Mainapg, ®paHuisa BHECEHHS 3MiH [0 peecTpavljiiiHnux maTepianis: 6e3 UA/7798/01/01
MEHTO/TIOBUM | no 12 tabneTok y KoHcblomep A 3MiHM | TURY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs peyenma
CMAKOM 6nictepi 3 Kep Al BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,

nepcpopauieto; no 1
abo no 2 6nictepu B
KapTOHHI KopobLyj;
no 6 TabneTok y
6nictepi; no 2 abo

NPOMDKHOro NPoAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHULI A8 NPOBeAEHHS NakKyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
KOHTPO/IIO cepi) abo noctavasibH1Ka BUXigHOro
mMaTtepiany, peareHty abo AONOMIKHOI PeYOBMHU (SIKLLLO
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 4 6nictepu B 3a3HavyeHo y A0CbE) - BunyyeHHs anbTepHaTUBHOI
KapTOHHilA KopooLi BMPOGHMYOT AinbHULi Ana A®| KanbLito kapboHaTy
Mineraria Sacilese S.p.a., Italy
285. | PENNATAN KOHLeHTpaT Ans LWaviep Ipnangis Laviep IpnaHgjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/15890/01/01
pO34nHy Ans dapmacbloTika dapmacbloTikans peyenmom
iHcpysiid, 1 mr/mn, no n3 Ipnanais Ipnangis Jlivites, 3MIHU | TUNY - 3BYXKEHHS JOMYCTUMMX MEX, BUSHAUYEHNX Y
3,5 M/1 KOHLeHTpaTy Nimiteq (BignoBiaanbHmi 3a cneuydikauji npy BUNycky Ha A®| fn1s nokasHuka
y thnakoi, no 1 BUNycCK cepif) «KapTysaHHs rnikanie» (MeTog Glycan-2AB), nik rpynu 3: 3
thnaxoHy B ) «16,0% [0 21,7 %» 00 «16,1% 00 21,7%». BHECeHHs
KapPTOHHiIA KOpoBLi peAakuiiiH1X NpaBok B po3ain 3.2.S.2.3 Wo/40 BuaaseHHs
riNnoX/I0pUTY HaTPIt0, OCKI/TbKW BiH HIKOW He
BMKOPVCTOBYBABCS B NPOLIECi BUPOOHULTBA, a TakoX
BMMNPaBUTY JOMYCTVMY MEXY 3a MOKa3HWKOM
«BbioHaBaHTaXKeHHSA» Ha cTagji nonepeHboi dinbTpavji 3
«> 10 KYO /100 mn (Vetter)» Ha «? 1 KYO / 100 mn
(Vetter)» Ta mexy 3a NOKa3HWKOM «BiOHaBaHTAXEHHA» Ha
cTagii ctepunisytoydoi dinbTpauii 3 «? 1 KYO /100 mn
(CBI) a6o > 1 KYO / 100 mn (Vetter)» Ha «? 1 CFU / 100
mn (CBI Ta Vetter)» y po3gini 3.2.P.3.3; 3minn | Tuny -
JofaBaHHA NnokasHuka «MexaHiuHi BKIYEHHS» [0
cneuudikayiii ctabinbHocTi [N3, Mexi NPUIAHATHOCTI
cTaHoBNATbL ? 6000 yacTok, ?10 MKM / KOHTeliHep Ta ?600
YacTVHOK, ? 25 MKM / KOHTeliHep
286. | PMUBOKCUH TabneTku, BKPUTI Bigkpute Pecny6nik BigkpuTe akuioHepHe Pecny6nika BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10293/01/01
nAiBKOBOIO akuioHepHe a TOBapuCTBO Binopycb 3MiHKM | TURYy - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060n10HKot0, No 200 TOBapuCTBO Binopycb «BopucoBcbkuii 3aBof, hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
Mmr o 10 TabneTtoky | "BOpUCOBCHKM MeaNUYHUX MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
6nictepi; no 5 i 3aBOg npenapariB», uex Ne 4 nikapcbkoro 3acoby. BeeAeHHsi 3MiH NpoTArom 6-tu
6nicTepiB y navuj 3 MeANYHNX MicsILiB MicNs 3aTBePOYKEHHS
KapToOHY npenaparis"
287. | PUICNONENT® PO34MH OpasibHuiA, 1 TOB YkpaiHa AHCCceH Benbris BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/0692/02/01
mr/mn; no 30 mn abo "[IKOHCOH i $apmaueBTrka HB TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS peyernmom
100 mn 'y chnakoHi; [>XOHCOH Ta/abo aapecy 3asBHYKa (BlacHMKa peecTpaviliHoro
no 1 chniakoHy YkpaiHa" nocBig4eHHs) BHECEHHS 3MiH A0 aApecu 3asiBHUKa B
pasom 3 nineTkoto- 3B’A3KY 3i 3MiHOKO MiCLSi NPOBaMKEHHS Aisi/IbHOCTI
[103aTOpOM y
KapPTOHHI ynakoBLi
288. | PUCCET® pO34UH opasibHUiA, 1 TeBa I3painb Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3a UA/13379/01/01
mr/mn no 30 mn abo dapmaveBTika HimeuumnHa (ginbHuUA, 3MiHW | TUMY - 3MiHK 3 SIKOCTI. TOTOBWIA Nikapcbkuii 3acib. peyenmom
100 mn y chnakoHi; n lHgacTpis AKa Bignosigae 3a 3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6bHULTBA
no 1 cpnakoHy nra. BMPOBHULITBO roTOBOrO JlikapCbKOro 3acoby, BK/IOYakum NPOMIXHWIA
pasom i3 agantepom Hepo3dacoBaHOl NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOOHULTBI rOTOBOIO

i 4O3YHOUUM
NPUCTPOEM Y
KopoobLi

NpoAyKLii, NepBUHHY
Ta BTOPUHHY
ynakoBky); Mepkne
'm6X, HimeyunHa

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) - BHECEHHSA 3MiH 0 BUPOGHMYOro npoLecy,
30Kkpema: 1. BUKOpUCTaHHS KOHTelHepIB i3 HepXaBitouol

CTauli N1 NPUTOTYBaHHA MigroTOBYOr0 PO3YmnHYy;
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(minbHMUSA, AKa KOHTeliHepn Ans Hepo3dhacoBaHoro npoaykTy (in bulk) He
Bignosigae 3a fo3Bin 060B'A3KOBO NOBUHHI BYTN i3 HEPXaBiloYOoi cTani, ane
Ha BUMycK cepii); MOBWHHI 6yTK NpuaaTtHUMK (BigNOBIAHO [0 Banigauii). 2.
TpaHcdapm JloricTik PvicnepraoH siBNsie coboto BUXIAHY PEUYOBUHY, LLIO
'M6X, HimeuunHa BiAHOCUTLCA A0 4 Knacy Hebe3neuHnxX XiMiYHUX PeYOBUH.
(ainbHUUSA, Aka PucnepvaoH noBuHeH 6yTy nonepeaHb0 3MOYEHNI
BignoBigae 3a PO3UNHHVKOM [/151 YHUKHEHHSA Ny Ta 3a6pyAHEeHHs
BTOPVHHY YNaKoBKY) iHWoro o6naaHaHHA. 3. PefakuiiiHi 3mMiHW, NpuBeaeHi y
BiAnoBiAHICTb A0 BUMOr GMP
289. | PIHA3AN® cnpeii HasasbHWIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/1751/02/01
[o3oBaHuii 0,5 "®apmaueBTu "PapmaueBTUYHA 3MiHK | TUNY - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
mr/mn no 10 mny yHa chipma ipma "fapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHM J0 y3arasibHEHUX
chnakoHi, no 1 "NapHuus" AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHs
dhnakoHy 3 y3arasibHeHNX faHnx Npo cucTemy dapmakoHarnsgy,
[,03YH04MM HAcocom 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
y nauui 3piicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuka A1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-dalinia cuctemu
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOoT ocobm
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
MNMponoHoBaHa pepakuis: Typok B'auecnas B'syecnasosuy
290. | PIHA3AN® cnpeii HasasbHUIA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/1751/02/02
fo3oBaHuit 1,0 "®apmaueBTu "PapmaueBTnyHA 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
mr/mn no 10 mny yHa chipma ipma "JapHuus” thapmakoHarnsgy. BeegeHHs abo 3miHM J0 y3arasibHEHUX
donakoHi, no 1 "OapHuus” [aHuX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
dhnakoHy 3 y3arasibHeHUX faHnX Npo cucTemy dhapmakoHarnsgy,
[,03YH04MM HAcCoCoM 3MiHa YyNOBHOBaXXEHOT 0CO6M, BiANOBiAaIbHOI 3a
y nauui 3AilicHeHHA hapMakoHarnsAgy; KOHTaKTHoOT ocobu 3
thapmMakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLLEHHI MacTep-dialina cuctemu
thapmakoHarnsgy) - 3viHa ynoBHOBaXeHoT ocobm
3asBHVKa, BigNoBigasIbHOI 3a hapMakoHarnsag.
MponoHoBaHa pegakuis: Typok B'suyecnas B'ssuecnaBoBuy
291. | POBATIHEKC Kancynm PoBa IpnaHgis KataneHT HimeyunHa HimeyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3a UA/17341/01/01
KMLLKOBOPO3UUHHI, PapmachbloTika Epnep6ay IxiMOEY, IpnaHgis 3MiHM | TUny - 3MiHK Woo 6e3nekn/ethekTMBHOCTI Ta peyenmom
M’siki; mo 10 kancyn nc nira,. HimeuunHa (BUPOGHMK, PymyHist hapmakoHarnsgy (iHwi 3MiHN) - OHOBMIEHHST TEKCTY

B 6nictepi, no 5
6nicTepis B NayL;j 3
KapTOHY

BiANOBIAaIbHMI 3a
HamnoBHEHHSA Kancyn);
MMN® b.B.
(MaHyhakTypuHr
MakiHr ®apmaka),
Higepnanamn

MapKyBaHHs YNakoBK/ NikapcbKoro 3aco6y 3 BHECEHHSIM
iHchopMaii LoA0 3a3HAUEHHST OAMHULL BUMIPIOBAHHS Y
cuctemi Si
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(nepBuHHa Ta
BTOPWHHA yNakoBKa);
PoBa
dapmacbloTikanc
nta., lpnangis
(BignoBiganbHuii 3a
MOBHWIA LMKN
BUpPOGHMUTBA (KPiM
HanoBHEHHS Karcyn));
C.K. Csicc Kanc
PymyHia C.P.J1.,
PymyHis (BUPOGHUK,
BignoBiga/IbHWiA 3a
HanoBHEHHS Kancyn)
292. | POBAXON Kancynm Posa IpnaHgis KataneHT HimeuyunHa HimeyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/17342/01/01
KMLLKOBOPO3UMHHI, dapmacbloTika Epep6ay JxiM6EAY, Higepnavgy | 3minHw | TMny - 3MiHM 3 gkocTi. A®L. KoHTponb A®L. 3miHa y peyenmom
M ski; mo 10 kancyn nec nrp,. HimeyuunHa (BUPOBGHKK, IpnaHgis napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
B 6nictepi, no 5 BiANOBIAaIbHNI 3a PymyHis BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
6nicTepiB B Nayuj 3 HarnoBHEHHS Kancyn); BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
KapToHy MI® B.B. BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(ManydpakTypuHr (BUNYYEHHS HE3HAYHOrO NOKa3HMKa SKOCTI (Hanpuknag,
MNakiHr ®apmaka), BWJ/TyYEHHS 3aCTapifioro nokasHuka)) - BunyyeHHs tecty
HigepnaHaun «OnTuYHe obepTaHH:» i3 cneundikayii A®I - kamdeH.
(nepBuHHa Ta
BTOPWHHA yNakoBKa);
PoBa
dapmacbioTikanc
Ntp., lpnaHgis
(BUPOBHUK,
BiANOBIAaIbHNI 3a
MOBHWIA LMKN
BUpPOGHMUTBA (KPiM
HanoBHEHHS Karcyn));
C.K. Csicc Kanc
PymyHia C.P.J1.,
PymyHis (BUPOGHUK,
BignoBigasbHWiA 3a
HamnoBHEHHS Kancyn)
293. | PO3ATON Kpanni O4Hi, po3yumH AT "Apgaves Monbwa AT "Apaveg ®apma”, MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17942/01/01
no 0,3 mr/mn; no 3 dapma” Monbwa (Bunyck PymyHis 3MiHM | TUMY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6. peyenmom
M1 PO3YMHY Y cepii); K.T. 3MiHV Yy BUPOOHMUTBI. 3MiHM Yy NpoLeci BUPOGHULITBA
chnakoHi- POM®APM KOMIMAHI rOTOBOrO /iKapCbKOro 3acoby, BK/IOYaUM NPOMIKHWIA
KpanenbHuuj; no 1 C.P.J1., PymyHis NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHMLTBI FOTOBOTO
a60o 3 dhnakoHu- (BUpO6GHMLTBO "in niKapcbKoro 3acoby (iHLWi 3MiHM) - BHECEHHSI HE3HAUYHMX
KpanesnbHuLi B bulk", nakyBaHHs i 3MiH [0 BUPOBOHMYOro npoLecy, 30Kkpema: BUAASIEHHS
KapPTOHHI KOpooOLi KOHTPO/b cepil) Hag/mwky 2% A®I BimaTtonpocT
294. | PO3TOPOMLI nnogu; no 50 r, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 6e3 UA/13993/01/01
nnoan rabomno200ry dapmaueBTUy dapmaueBTUYHA 3MiHK | TMNy - 3MiHK Wopao 6e3nekn/edpeKTUBHOCTI Ta peuyenma
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nauuj 3 BHYTPILLHIM Ha habpuka chabpvka "Biona" thapmakoHarnagy (iHwi 3MiHu) - 3MiHM 8o N. 17 «lHwe»
nakeTom "Biona" TeKCTy MapKyBaHHS: BHECEHHS rpadivuHOi Ta TeKCTOBOT
iHchopmauii oo ToproBoi Mapku, nif skot byae
peastisyBatumcs fikapcbkuii 3acio
295. | POMALLUKN KBiTKM No 40 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/6610/01/01
KBITKW no 50 r y naukax 3 PapmaueBTny PapmaueBTUUYHA 3MiHuM | TURy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenma
BHYTPILLHIM Ha habpuka thabpvka "Biona" hapmakoHarnsgy (iHwi 3MiHN) - 3MiHW BHECEHI B TEKCT
naketom; no 1,5ry "Biona" MapKyBaHHS YNakoBOK JlikapCbkoro 3acoby (n.17) wopao
hinbTp-nakeTi; no HaHeCeHHs TOProBoi Mapku
20 dhinbTp-nakeTiB y
nauui
296. | CAH3NgUM MOPOLLIOK A5 CeHc IHAain CeHc Jlabopatopic IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17260/01/01
1000 pO34nHYy ANA iH'EKUil Na6opaTopic Met. 114. peyenmom
no 1000 mr 1 Met. JiTA, 3MiHM | TVNY - 3MiHK WO/0 6e3nekn/eddeKTMBHOCTI Ta
(hnaKoH 3 NOPOLLIKOM cbapmakoHarnsgy (iHwi 3MiHN) - OHOBIEHHS TEKCTY
Y KapTOHHIN MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby 3 BHECEHHSAM
ynakosty iHchopmalLlii LoA0 3a3HaYeHHs OAMHUL BUMIPIOBAHHS Y
cuctemi Sl. BHeceHHs 3MiH A0 po3ainy “MapkyBaHHs" MKA
N3: 3anponoHoBaHo: MAPKYBAHHA. BignosigHo ao
3aTBEPAPKEHOrO TEKCTY MapKyBaHHS.
TepMiH BBEAEHHS 3MiH: NPOTAromM 6 MicsLUiB 3 Aatu
3aTBEPMAKEHHS
297. | CAHOPUH- Kpanni Ha3asibHi No "KcaHTic Kinp TEBA Yex IHpgacTpi3 Yecbka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: UA/6611/01/01
AHANEPI'H 10 mn no 10 MmNy Papma c.p.o. Pecny6nika 3MiHK | TURy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
donakoHi; no 1 Nimiteg" hapmakoHarnsay (iHwi 3MiHK) - BHECEHHS 3MiH 4O po34iny
donakoHy B «MapkyBaHHs» MKA J13: 3anponoHoBaHo: MapKyBaHHS.
KapTOHHiA KOpO6L 3rigHo 3aTBEPAXEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS
TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHULLb
BUMIptOBaHHA y cuctemi Sl. BBefjieHHs1 3MiH NpoTSArom 6-tu
MicsILiB Mic/1A 3aTBEPAKEHHS.
298. | CAHOPUH- TabneTky wunydi no "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/16834/01/01
BPOHXO 200 mr no 6, abo no Papma dapmacbioTikans AT, Pecny6nika 3MiHK | TURy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
10, a6o no 20 Nimiten" CnoBaubka thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
Tabnetok y Ty6i, no Pecny6nika «MapkyBaHHs» MKA /13: 3anponoHoBaHo: MapKyBaHHS.
1 Ty6i B KAPTOHHY Saneca 3rigHo 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS
nauky; no 10 Pharmaceuticals a.s., TEeKCTy MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby 3
Tabnetok y Ty6i, no Nitrianska 100, 92027 BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHA OANHULL
3 Ty6u B KAPTOHHY Hlohovec BMMIptOBaHHA y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-tu
nayky MicsILiB Mic/1s 3aTBEPAKEHHS.
299. | CAHOPUH- TabneTky Wwunyyi no "KcaHTic Kinp CaHeka CnoBaubka BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 6e3 UA/16834/01/02
BPOHXO 600 mr no 6, abo no Papma dapmacbtoTikans AT, Pecny6nika 3MiHK | TRy - 3MiHK WoA0 6e3nekn/ehekTUBHOCTI Ta peyenma
10, a6o no 20 Nimiten" CnoBaubka thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po3ainy
Tabnetok y Ty6i, no Pecny6nika «MapkyBaHHs» MKA /13: 3anponoHoBaHo: MapKyBaHHS.
1 Ty6i B KAPTOHHY Saneca 3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHSA. OHOBEHHS

nayky; no 10

Pharmaceuticals a.s.,

TEKCTY MapKyBaHHS YNaKoBKM /likapcbKoro 3acoby 3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Tabnetok y Ty6i, no Nitrianska 100, 92027 BHECEHHSAM iHthopMalLii LLoA0 3a3HaYEHHS] OANHULB
3 Ty6U B KAPTOHHY Hlohovec BUMIPIOBaHHSA Y cuctemi Sl. BBeieHHS 3MiH NPOTArom 6-Tu
nayvky MicsLiB MiCNSA 3aTBEPAKEHHS.
300. | CEAAPUCTOH kancynu; no 10 Ecnapma HimeuunH | ApaBaHc ®apma M'M6X, HimeuunHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 6e3 UA/13150/01/01
® KANCynu Kancyn y énictepi; m6X a HimeyunHa 3MiHM | TUMY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbKuii 3aci6. peuyenma
no 3 a6o 6, a6o 10 (BMPOGHMLTBO KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y metogax
6nicTepiB y Hepo3dacoBaHoro BMNPO6YBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLWi 3MiHN Y
KapTOHHIlA KOpooLi NPOAYKTY, NEPBUHHE MeTofax BunpobyBaHb (BKIOYa4uM 3aMiHy abo
nakyBaHHs1, BTOPUHHE [OMOBHEHHS)) - 3MiHW Y METOAULI NepeBipka iAeHTUYHOCTI
nakyBaHHS, KOHTPO b Ta BU3HAYEHHS BMiCTY HATUBHOTO CyXOro eKCTpakTy
SAKOCTI, BUMYCK cepii); 38ep0o060I0 y FOTOBOMY MPOAYKTI LL/IAXOM
ecnapma dapma BMCOKpeheKTNBHOI pignHHOT xpomaTorpadii (BEPX) y
Cepsices 'M6X, nepepaxyHky Ha hnaBoHOIAW (MPUroTyBaHHSA TeCTOBOrO Ta
HimeyunHa (BTOpuHHE NOPIBHIOBAHOT0 PO34KMHIB); 3MiHW | TUNY - 3MiHW 3 SIKOCTI.
nakyBaHHs); Papma [oTOBWIA Nikapcbkmii 3aci6. KOHTPOb rOTOBOTO
BepHirepoge Mv6X, nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS
HimeyunHa rOTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHK y MeToAax
(BMPOGHMLTBO BMNpobyBaHb (BK/OYaUM 3amiHy abo AONOBHEHHS)) -
Hepo3dacoBaHoro 3MiHN y MeToAVLji NepeBipKN iAEHTUYHOCTI HATUBHOIO
NPOAYKTY, NepBUHHE CyXOro eKCTpakTy 3Bepo60t0 Yy roTOBOMY NPOAYKTi y
nakyBaHHs1, BTOPUHHE nepepaxyHky Ha HathTO4iaHTPOHM Ta BU3HAYEHHS BMICTY
nakyBaHHS, KOHTPO b 3ara/ibHOrO fiNepuLIMHY LLISXOM BUCOKOEdEeKTUBHOT
SAKOCTI, BUNYCK cepil) pianHHOT XxpomaTtorpadii (NpUroTyBaHHsA TeCTOBOrO Ta
NOPIBHIOBAHOIO PO3YMHIB, YMOBU XpoMaTorpadyBaHHs).
3MiHn | TURY - 3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpobyBaHb (BK/IOYaloum 3amiHy abo
[OMOBHEHHS)) - 3MiHW Y MeToAMLi NepeBipKX iAeHTUYHOCTI
Ta BU3HAYEHHSI BMICTY HATUBHOIO CYXOr0 eKCTPakTy
KOPEHI0 BasiIepuaHun y roToBoMy npoaykTi 3
BUKOPUCTAHHSIM BUCOKOE(EKTUBHOT PIAVHHOI
Xpomatorpadii (NpuroTyBaHHs TECTOBOTO Ta
NOPiIBHIOBAHOI0 PO34MHIB, 3MiLLyBaHHS €/TH0EHTIB)
301. | CEM/1IOMNIH® Tabnetkv no 2,5 mr TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9382/01/01
no 14 tabnetok y PAPM" 3MiHM | TURy - 3MiHK Woo 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 2, 4 abo hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
6 6nicTepiB y MapKyBaHHS YNakoBKM /iKapCbKOro 3aco6y 3 BHECEHHSIM
KapTOHHI ynakosL,i iHhopmauii LLOoA0 3a3HAYEHHS OAMHULb BUMIPIOBAHHS Y
cuctemi Sl. TepmiH BBEAEHHA 3MiH: NPOTArom 6 Micsuis 3
[1aTun 3aTBEPKEHHS
302. | CEMJ/1IOMNIH® Tabnetkm no5mrno | TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9382/01/02
14 TabneTok y DPAPM" 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

6nictepi, no 2, 4 abo
6 6nictepiB y
KapTOHHIA ynakoBL,i

thapmakoHarnagy (iHwi 3MiHu) - OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
iH(hopMaUii WoA0 3a3HaYEHHSA OAUHMLb BUMIPOBAHHS Y
cuctemi Sl. TepMiH BBEIEHHS 3MiH: NPOTAroM 6 micsuis 3
[aTn 3aTBepMKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
303. | CENTINIM 1000 | nopowlok Ans CeHc IHAaisa CeHc Jlabopatopic IHAjs BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: 3a UA/17278/01/01
pO34uHy ans Na6opaTtopic Met. N14. 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
iH exuili, no 1000 mr MneT. N114. hapmakoHarnsay (iHwi 3MiHK1) - OHOBMIEHHSI TEKCTY
no 1 donakoHy y MapKyBaHHS YNakoBK/ NikapCbKOro 3acoby 3 BHECEHHAM
KapTOHHIA ynakoBLi iH(hopMaUii WoA0 3a3HaYeHHSA OAUHMLb BUMIPOBAHHS Y
cucTeMi Sl. BHeceHHs 3MiH Ao po3ainy “MapkyBaHHsA" MKA
N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MicALIB MiCNs 3aTBEPLKEHHS
304. | CIHO)XAPAI® TabneTku, BKpUTI BepiHrep HimeuuunH BMPOGHMLTBO, HimeuunHa/ | BHeceHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHu | Trny 3a UA/15722/01/01
NNiBKOBOO IHrenbxaim a nepBuHHE Ta Ipeuis - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenmom
ob6onoHkoto, 12,5 IHTepHeLLHN BTOPVHHE NaKyBaHHS, afpecy MicLs NPOBaKEHHS Ai/IbHOCTI
mr/1000 mr, no 10 6X KOHTPO/b AKOCTI, BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

Tabnetok B 6nictepi;
no 6 6nictepis y
KapTOHHIA Kopoo6Li

BUMYCK cepii: bepiHrep
IHrenbxanm ®apma
rv6X i Ko. Kr,
HimeuumnHa,;
BMPOGHMLTBO,
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriuHa
yucrora"), NepBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUMYyCK
cepii: BepiHrep
IHrenbxaiim Ennac
A.E., Ipeuis;
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriuHa
yucrota"): A eHg Em
LtabTect MM6X,
HimeuumnHa; KOHTpOb
AKOCTI Npu
LOCAIMKEHHI
cTabinbHoCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"): EBpochiHc
®ACT M'mbX,
HimeuuunHa,;
anbTepHaTMBHA
na6opartopisa ans
KOHTPOIO TecTy
"Mikpob6ionoriuHa
yncrora": Clrc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa;

BK/HOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAaE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
cepiid). 3MiHa Ha3BM anbTepHaTMBHOI naboparopii Ans
KoHTponto M3 gns gosysaHHsA 5 mr/1000 mr 3a
nokasHukom"MikpobiosnoriyHa uncrorta”.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micusa NPOBaMKEHHS
AiSNbHOCTI BUPOBHUKa/iMnopTepa roToBOro /ikapCbKoro
3aco0by, BKIYa4mn AinbHULL BUNYCKy cepii abo micue
NpoBefEeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiid). 3MiHa Ha3BM anbTepHaTMBHOI naboparopii Ans
KoHTponto N3 ans gosysaHHA 12,5 mr/1000 mr 3a
nokasHukom "MikpobionoriyHa uncrora”. 3miHu | Tuny -
3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3aco6y (3amiHa abo AofaBaHHA AiNbHUL, Ha SKii
3[iICHIOETbCA KOHTPOL/BUNPOBYBaHHSA cepii). BBegeHHs
[04aTKOBOI AiNbHULI, SIKa 34jiACHI0E KOHTPO/Tb SKOCTi Npu
pocnimkeHHi ctabinbHocTi MN3 gna posysaHHA 5 mr/1000
Mr (3a BUHATKOM TecTy "MikpobionoriyHa uncrora”)
Eurofins PHAST GmbH / EBpocpiHc PACT 'm6X, Lo
3HaxoauTbea 3a agpecoto Kardinal-Wendel-Strasse 16
66424 Homburg, Germany / KapgiHan-Bengenb-LUTtp. 16
66424 Xombypr, HimeuurHa. 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHA
iMnopTepa/aMiHn, L0 CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO fliKapcbKoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha AKi 34iACHI0ETbCS
KOHTpONb/BMNPOGYBaHHSA cepii). BBeAeHHA JoaaTkosBoil
AiNbHULI, SiKa 34JCHI0OE KOHTPO/Ib AKOCTI NPU AOCiAKEHHI
ctabinbHocTi MN3 gnsa fosysaHHA 12,5 mr/1000 mr (3a
BVHATKOM TecTy "MikpobionoriyHa ynctoTa") Eurofins
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Na6op 1C CE eHg Ko. PHAST GmbH, Germany / EBpocpinc ®ACT 'm6X, Lo
KI', HimeuumnHa; 3HaxoauTbea 3a agpecoto Kardinal-Wendel-Strasse 16
66424 Homburg, Germany / KapgiHan-Bengens-LWTp. 16
66424 Xombypr, HimeuurHa. 3miHun | Tuny - 3MiHW 3 AKOCTI.

K toElCiEc EME,
Ipeuis

[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NpU
BVMPOGHMWLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuLTBa). BHeCeHHs 3MiH go po3giny
3.2.P.3. MNpouec BMpo6HULITBA NiKApCbKOro 3acoby,
30kpema: B po3gini 3.2.P.3.2. Cknag Ha cepito 3a3HavyeHHs
KOPEKTHOT Ki/IbKOCTi BOAM, L0 BUKOPUCTOBYETLCA AN
noKpuTTSA TabneTok Ans fo3yBaHHA 5 mr/1000 mr.
(BunpaBneHHs pefakLuiiiHoi NOMUIKK).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6bHULTBA
roTOBOrO MiKapcbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NPW BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMpOOHULTBA). BHeceHHs 3MiH o po3gainy 3.2.P.3.
Mpouec BUpobHMLTBA NiKapCbKoro 3acoby, 3okpema: B
po3gini 3.2.P.3.2. Cknag Ha cepito 3a3Ha4YeHHs KOPEeKTHOI
KiNbKOCTi BOAW, L0 BUKOPUCTOBYETLCA A1 NOKPUTTSA
Tabnetok Ansa fosysaHHs 12,5 mr/1000 mr. (Bunpas/ieHHs
pepakuiiHoi noMuakv). 3MiHn | Tuny - AgMiHICTpaTVBHI
3MiHW. BunydeHHs BUPOBHUYOT AiNbHULI (BKIOUYAOUM
AinbHUU Ana APl npomiXHOro NpPoAyKTy abo rotosoro
NiKapcbKoro 3acoby, Ai/bHNL A1 NPOBEAEHHS
nakyBaHHs, BUPOOHMKa, BigNOBifanIbHOr0 3a BUMYCK Cepil,
MiCLie NpoBEeAEHHSA KOHTPO/IIO cepii) abo nocTayasibHuKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
PEYOBVHM (SIKLLO 3a3HAYEHO Y [OCLE). BunyyeHHs aBOX
aNbTePHATUBHUX AiNbHULb 4151 BTOPUHHOIO NaKyBaHHS
N3 pna gosyBaHHa 5 mr/1000 mr PharmLong Pharma
Logistik GmbH, Germany Ta Stegemann

3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,
NPOMDKHOro NPoAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
KOHTPO/IIO cepi) abo noctavasibHNKa BUXigHOro
marepiany, peareHTy abo AONOMiKHOT PEYOBVHYM (SKLLO

12,5 mr/1000 mr PharmLong Pharma Logistik GmbH,

Lohnverpackungen & Logistischer Service e. K., Germany.

3a3HayeHo y A0CbE). BunyyeHHs ABOX aslbTepHATUBHUX
AiNbHULbB A8 BTOPUHHOIO nakyBaHHa 13 Ana Ao3yBaHHA

Germany Ta Stegemann Lohnverpackungen &

Logistischer Service e. K., Germany.
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
305. | CIHO)XAPAI® TabneTku, BKpUTI BepiHrep HimeuunH BVMPOGHMLTBO, HimeuunHa/ | BHeCEeHHs 3MiH A0 peecTpauiliHnx Martepianis: 3miHu | Trny 3a UA/15724/01/01
NNiBKOBOO IHrenbxainm a nepBuHHE Ta Ipeuis - AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKOI0, 5 IHTepHeLLHN BTOPVHHE NaKyBaHHS, afipecy MicLus NPOBa)KEHHS AiNIbHOCTI
mr/1000 mr, no 10 6X KOHTPO/1b SKOCTI, BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,

TabneTok B 6nicTepi;
no 6 6nictepis y
KapTOHHI KopoobLi

BUNYCK cepii: bepiHrep
IHrenbxaim ®apma
v6X i Ko. K,
HimeuuunHa,;
BMPOGHMLTBO,
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yucrota"), NepBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUMYCK
cepii: BepiHrep
IHrenbxaiim Ennac
A.E., Ipeuis;
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yucrota"): A eHg Em
LWtabTect MM6X,
HimeuuunHa; KOHTpPOb
AKOCTI Npu
LOCNIMKEHHI
cTabinbHoCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"): EBpochiHc
®ACT M'mbX,
HimeuuunHa,;
anbTepHaTMBHa
nabopartopia ans
KOHTPOIO TecTy
"Mikpob6ionoriuHa
yucrora": Clrc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa;
Na6op NIC CE eHg Ko.
KI, HimeuyunHa;

K oEiCiEc ENE,
Ipeuis

BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBefEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
cepiid). 3MiHa Ha3BM anbTepHaTMBHOI naboparopii Ans
KoHTponto M3 gnsa gosysaHHsA 5 mr/1000 mr 3a
nokasHukom"MikpobionoriyHa uncrora”.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy MicLs NPOBaKEHHS
AISNbHOCTI BUPOOHUKa/iMnopTepa roToBOro /ikapCbKoro
3aco0by, BK/IYaumn AinbHuUL BUNycKy cepii abo micue
NpoBefeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKYM BUMYCK
cepiid). 3MiHa Ha3BM anbTepHaTMBHOI naboparopii Ans
KoHTponto N3 ansa gosysaHHsa 12,5 mr/1000 mr 3a
nokasHukom "MikpobionoriyHa uncrora”. 3miHu | Tuny -
3MiHu 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3mMiHW y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AoaaBaHHA AiNbHUL, Ha SKii
3AiiCHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii). BBeaeHHs
[0[aTKOBOI AiNbHULI, SIKa 34iACHI0E KOHTPO/Tb SKOCTi NpK
pocnimkeHHi ctabinbHocTi MN3 gna gosysaHHA 5 mr/1000
Mr (3a BUHATKOM TecTy "MikpobionoriyHa uncrora”)
Eurofins PHAST GmbH / EBpocpiHc PACT 'm6X, Lo
3HaxoauTbea 3a agpecoto Kardinal-Wendel-Strasse 16
66424 Homburg, Germany / KapgiHan-Bengens-LWTp. 16
66424 Xombypr, HimeuurHa. 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/aMiHn, LLLO CTOCYIOTLCA BUNYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKi 34iACHI0ETbCS
KOHTpONb/BMNPOGYBaHHSA cepii). BBeAeHHA AoAaTkoBol
AiNbHULI, SiKa 34JCHIOE KOHTPO/Ib AKOCTI NPU AOCiAKEHHI
ctabinbHocTi MN3 gnsa fgosysaHHA 12,5 mr/1000 mr (3a
BVHATKOM TecTy "MikpobionoriyHa umctoTa") Eurofins
PHAST GmbH, Germany / EBpocpinc ®ACT 'm6X, Wwo
3HaxoauTbesa 3a agpecoto Kardinal-Wendel-Strasse 16
66424 Homburg, Germany / KapgiHan-Bengens-LWTp. 16
66424 Xombypr, HimeuurHa. 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHN Y
npoveci BUPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU
BVMPOGHMWLTBI FOTOBOrO NliKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpobHuLTBa). BHECEHHS 3MiH A0 po3giny
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n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

3acoby

3.2.P.3. MNpouec BMpo6HMLITBA NiKAPCbKOro 3acoby,
30kpema: B po3gaini 3.2.P.3.2. Cknag Ha cepito 3a3HavyeHHs
KOPEKTHOT KifIbKOCTi BOAY, L0 BUKOPUCTOBYETLCA AN151
noKpuUTTSA TabNeTok Ans fo3yBaHHa 5 mr/1000 mr.
(BunpaBneHHs pefakuiiiHoi NOMUIKK).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHU Y NpoLeci BUpo6bHULTBA
roTOBOrO MiKapcbKoro 3acoby, BKIOYaUN NPOMDKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMpOOHULTBA). BHeceHHs 3MiH o po3gainy 3.2.P.3.
Mpouec BUpobHMLTBA NiKapCbKoro 3acoby, 3okpema: B
po3gini 3.2.P.3.2. Cknag Ha cepito 3a3Ha4YeHHs KOPEeKTHOI
KiNbKOCTi BOAW, LLIO BUKOPUCTOBYETLCA A/151 NOKPUTTSA
Tabnetok Ansa fosysaHHs 12,5 mr/1000 mr. (Bunpas/ieHHs
pepakuiiHoi noMuakv). 3MiHn | Tuny - AgMiHICTpaTuBHI
3MiHW. BunydeHHs BUPOBHUYOT AiNbHULI (BKIOYAUn
AinbHUU Ana APl npomiXHOro NPoAyKTy abo rotosoro
NiKapcbKoro 3acoby, AibHNL A1 NPOBEAEHHS
nakyBaHHs, BUPOOHMKa, BigNOBifanIbHOr0 3a BUMYCK Cepil,
MiCLie NpoBEeAEHHSA KOHTPO/IIO cepii) abo nocTayasibHuKa
BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
PEYOBVHM (SIKLLO 3a3HAYEHO Y [OCLE). BunyyeHHs aBOX
aNbTePHATUBHUX AiNbHULb 4151 BTOPUHHOIO NakyBaHHSA
N3 pna gosyBaHHa 5 mr/1000 mr PharmLong Pharma
Logistik GmbH, Germany Ta Stegemann
Lohnverpackungen & Logistischer Service e. K., Germany.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,
NPOMDKHOro NPOAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
KOHTPO/IIO cepi) abo noctavasibHNKa BUXigHOro
marepiany, peareHTy abo AOMNOMiKHOI peYOBVHYM (SKLLO
3a3HayYeHo y f0CbE). BunyyeHHs ABOX anbTepHaTUBHUX
AiNbHULbB A8 BTOPUHHOIO nakyBaHHa 13 Ana Ao3yBaHHA
12,5 mr/1000 mr PharmLong Pharma Logistik GmbH,
Germany Ta Stegemann Lohnverpackungen &
Logistischer Service e. K., Germany.

306.

CNA3ro

TabneTku no 10
Tabnetok y 6nictepi,
no 1 a6o 10

6nicTepiB y kopobui

AHaHTa
Mepikeap T4,

Benuka
BpuTaHis

dnamiHro

PapmacboTrKanc

nrg.

IHais

BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: TeXHIiYHa
nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
BvinpaBneHHs TEXHIYHOT MOMUKU Y Ha3Bi BUPOGHMKA

(aHrniicbkoto MoBoto) B MKA 13 Ta iHCTpYKUiT Ans

MeAMYHOro 3acTocyBaHHsA. 3aTBepakeHo BUpo6HWK,

KpaiHa ®namiHro ®apmacbtotukanc 174., IHgia Flamingo
Farmaceuticals Ltd., India 3anponoHoBaHo Bupo6HuK,

KpaiHa ®namiHro ®apmacototukanc Nirg., IHgia Flamingo

Pharmaceuticals Ltd., India. 3a3HayeHe BuNpaBaeHHs

Ymosu Homep
Bionycky peecmpayitiHo2o
nocsioYeHHs
Ne 10 — 6e3 UA/4544/01/01
peuyenma;
Ne 100 — 3a
peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BiNOBiAA€E MaTepiasiam peecTpauiiHoro 4ochbe
307. | CynbniPna- Tabnetky no 50 mr TOB YkpaiHa ToBapucTtso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: yTOUHEHHA 3a UA/11476/01/02
3H no 10 TabneTok y "XapkiBCbke 0GMeXeHOo HanMcaHHA BUPOGHMKa B Hakasi MO3 YkpaiHu Ne 301 peyenmom
6nicTepi; no 2 abo 3 thapmavneBTuy BignoBiganbHicTIO Bif, 22.02.2021 B npoueci nepepeecTpadii. Pegakuis B
6nictepu y Kopobui He "XapkiBcbke Hakasi: TOB "XapkiBcbke hapmaLeBTuyHe nignpuemMcTBo
nignpMeEMCTBO hapmaueBTuyHe "300poB'a Hapody", YkpaiHa. BipHa pefgakuis:
"300poB's niANpPMEMCTBO ToBapucTBO 3 0GMEXEHOIO BiANOBIAANLHICTIO
Hapogay" "340poB'a Hapoay" "XapkiBcbke thapmaueBTMUYHE NiANPUEMCTBO
"3[0poB'a Hapoay", YKpaiHa.
308. | TAHTIBEPT TabneTku 3i cMakom ToBapucTBO 3 Ykpaina BCi cTagii uukiy YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu | 6e3 UA/16482/01/01
anesibCuHy no 3 mr, 06MmeXeHo BMPOBHULTBA, KPIM TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peuyenma
no 10 TabneTok y BiANOBIA&/bHI KOHTPOJIH0 SIKOCTI, BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
6nicTepi; no 1, 2 abo CTIO NepBKHHOTO Ta BMPOGHMLITBA A4/15 HACTUHM ab0 BCbOTO BUPOGHMYOTO
3 6nicTepu B nayui "®apmaueBTu BTOPWHHOIO npoLecy rotToBOro NikapcbKoro 3acoby (AinbHULSA, Ha siKil
YyHa chipma nakyBaHHs: NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 38 BUHATKOM
"BepTekc" ToBapucTso 3 BWMYCKY Cepiii, KOHTPOJIO SKOCTi, NEPBUHHOTO Ta
06MEXEHOI0 BTOPWHHOTO MakKyBaHHS, 719 HECTEPUTbHUX NIKapPCbKUX
BiANOBIAA/IbHICTIO 3aco6iB) BBeeHHA 00AaTKOBOI 4i/bHUL BUPOGHULTBA
"GapmaueBTnyHa ToBaprCTBO 3 0OMEXEHOI0 BiANOBIAA/ILHICTIO
thipma "BepTekc", “®apmaleBTnyHa hipma “BepTekc”, YkpaiHa (agpeca:
YkpaiHa; 61085, XapkiBCbka 06/1., MICTO Xapkis, BY/ LA

nepBuHHe Ta
BTOPUHHE NakyBaHHs,
BWNYCK Cepil:
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
thipma "BepTekc",
Ykpaina
BCi cTagii uukiy
BUPOGHMLTBA KpiM
BMnNycky cepii: TOB
"®APMEKC rPyr11",
YkpaiHa
KOHTPO/b AKOCTI:
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUNC", YKpaiHa

ACTpPOHOMIYHa, 6yanHOK 33, NiT. «H-2» Ans BUPO6GHMYOro
npoLiecy 3a BUHATKOM KOHTPOJIIO SKOCTi Ta MEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHA 6e3 3MiH po3mipy cepii /13. 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BUPOBHMLTBI. 3amiHa abo BBeAEeHHSA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOTO BYPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHUUA Ans
BTOPWHHOrO nakyBaHHA) CynyTHs 3MiHa - 3MiHV 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPO6GHULTBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOT fibHULI BUPOOHMLTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 NEPBUHHOMO
nakyBaHHs1) BBefeHHA AiNbHULI 15 BTOPUHHOIO Ta
NepBMHHOTO NakyBaHHS TOBapUCTBO 3 0OMEXEHO
BiANOBIgaubHICTIO “PapmaueBTnyHa dipma “BepTtekc”,
YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
ByNuLA ACTPOHOMIYHA, ByanHOK 33, NiT. «B-1» 6e3 3MmiH
po3wmipy cepii J13.3miHu | Trny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa
abo fofaBaHHSA BUPOOHMKA, LLO BiANOBiAAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - He BkIovaoun
KOHTPO/b/BMNPOGYBaHHSA cepil - BBeAeHH:A AinbHUUI Ans
BMMNYCKy cepii ToBapuCTBO 3 0GMEXEHOD
BignoBigasibHICTIO “PapmaleBTuyHa dipma “BepTekc”,
YKpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BY/MUS ACTPOHOMIYHA, 6yanHOK 33, niT. «H-2». 3MiHn |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHs 3miH go p.
«MapkyBaHHs». OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii LWwoao
3a3HayYeHHs OAVHULL BUMIpOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEpMAXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo fofaBaHHS AiNbHULI, Ha SKil 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) JofaBaHHsA AibHULI
ToBaprCTBO 3 0OMEXEHOI0 BiANOBIAA/LHICTIO «oCnigHWiA
3aBof «THLU1C», YkpaiHa (KOHTpO/ib AKOCTI).
309. | TAHTIBEPT TabneTku 3i cMakom ToBapucTBo 3 YkpaiHa BCi cTagii uykny YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 6e3 UA/16483/01/01
M ATK no 3 mr, no 10 06MeXeHo BUPOBHULTBA, KPIM TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peuenma
Tabnetok y 6nictepi; | BignosigasibHi KOHTPOJIH0 SKOCTI, BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
no1l,2a6o3 CTIO NepPBUHHOIO Ta BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
6nictepu B nauui "®apmaueBTu BTOPWHHOIO npoLecy rotoBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii
YyHa chipma nakyBaHHs: NPoBOAATLCA OyAb-AKi BUPOGHMYI CTagii, 38 BUHATKOM
"BepTekc" ToBapucTso 3 BWMYCKY Cepiii, KOHTPO/IO SKOCTi, NEPBUHHOTO Ta
06MeXeHOI0 BTOPWHHOTO MakKyBaHHS, A1 HECTEPU/TbHUX NiKapCbKUX
BiANOBIAA/ILHICTIO 3aco6iB) BBeeHHA 004aTKOBOI 4i/bHUL BUPOGHULTBA
"®apmaueBTUYHa ToBaprCTBO 3 0OMEXEHOI0 BiAMNOBIAA/IBLHICTIO
thipma "BepTekc”, “®apmaleBTnyHa hipma “BepTekc”, YkpaiHa (agpeca:
YkpaiHa; 61085, XapkiBCbka 06/1., MICTO Xapkis, BY/ LA

nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
BMNYCK Cepil:
ToBapucTso 3
obmexeHoto
BiANOBIAA/TLHICTIO
"®GapmaueBTnyHa
thipma "BepTekc”,
YkpaiHa
BCi cTagii uykny
BUPOGHMLTBA KpiM
BMnycky cepii: TOB
"®APMEKC I'PyT11",
YkpaiHa
KOHTPO/b AKOCTI:
ToBapucTso 3
obmexeHoto
BiANOBIAA/TLHICTIO
"[ocnigHnii 3aBog
«HUC", YKpaiHa

ACTpPOHOMIYHa, 6yanHOK 33, NiT. «H-2» Ans BUPO6HMYOro
npoLiecy 3a BUHATKOM KOHTPOJIO SKOCTi Ta MEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHA 6e3 3MiH po3mipy cepii /13. 3minu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTUHM abo BCbOTO BUPOGHNYOTO
npoLiecy roToBOro NikapcbKoro 3acoby (AinbHNUA Ans
BTOPWHHOrO nakyBaHHA) CynyTHs 3MiHa - 3MiHV 3 SIKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPO6HULTBI. 3amiHa
ab0 BBeAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 NEPBUHHOMO
nakyBaHHs1) BBefeHHs finbHUL 415 BTOPMHHOIO Ta
NepBMHHOTO NakyBaHHS1 TOBapUCTBO 3 0OMEXEHO
BiANOBIgaubHICTIO “PapmaveBTnyHa dipma “BepTtekc”,
YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
BYNuLA ACTPOHOMIYHA, ByanHOK 33, NiT. «B-1» 6e3 3MiH
po3wmipy cepii J13.3miHu | Tvny - 3MiHu 3 SKOCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJH0 SIKOCTi FOTOBOrO MikapchbKoro 3acoby (3amiHa




201

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsi0o4YeHHs

abo gopaBaHHA BUPOOHUKA, LLO BiAMoBiga€e 3a BBE3EHHS
Ta/abo Bunyck cepir) - He BkItovaoum
KOHTPONb/BUNPOGYBaHHSA cepil - BBeAeHH:A AinbHUUI AnA
BMMNYCKy cepii ToBapMCTBO 3 06GMEXEHOID
BignoBigasbHICTIO “PapmaleBTuyHa dipma “BepTekc”,
YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
BY/MUS ACTPOHOMIYHA, 6yanHOK 33, niT. «H-2». 3MiHn |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHs 3miH go p.
«MapkyBaHHs». OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii Lwoao
3a3HayYeHHs OAVHULb BUMIpOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEpMAXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHK, L0 CTOCYOTbCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
ab0 fofaBaHHSA AiNbHULI, Ha SKilA 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) JoAaBaHHs AibHULI
ToBaprCTBO 3 0OMEXEHOI BiANOBIAA/LHICTIO «ocnigHWiA
3aBof «THLU1C», YkpaiHa (KOHTpOsib AKOCTI).

310.

TAHTIBEPT

TabneTku 3i cMakom
eBkaninty no 3 mr,
no 10 TabneTtok y
6nicTepi; no 1, 2 abo
3 6nicTepu B navui

ToBapucTBO 3
06MexeHot
BiANOBIA&/bHI
CTIO
"®apmaueBTun
YyHa chipma
"BepTekc"

YkpaiHa

BCi cTagii uykny
BUPOBHULTBA, KPIM
KOHTPOJHO SIKOCTI,
MepBUHHOTO Ta
BTOPUHHOTIO
naxkyBaHHs:
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
thipma "BepTekc”,
YKpaina;
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
BMNYCK Cepil:
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
thipma "BepTekc”,
YkpaiHa
BCi cTagii uykny
BUPOGHMLTBA KpiM
BMnycky cepii: TOB
"®APMEKC I'PyT11",
YkpaiHa
KOHTPO/b SKOCTI:

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasnis: 3MiHu |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL

BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii

NPoBOAATLCA OyAb-AKi BUPOGHWYI CTagii, 38 BUHATKOM

BWMYCKY Cepiii, KOHTPO/IO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPUTbHUX iIKapCbKUX
3aco6iB) BBegeHHA 00A4ATKOBOI AiNIbHNL BUPO6HMLITBA

ToBaprCTBO 3 0OMEXEHOI0 BiAMNOBIAA/ILHICTIO

“®apmalieBTnyHa hipma “BepTekc”, YkpaiHa (agpeca:

61085, XapkiBCbka 06/1., MICTO Xapkis, BY/ LA

ACTpPOHOMIYHa, 6yanHOK 33, NiT. «H-2» Ans BUPO6HMYOro
npoLiecy 3a BUHATKOM KOHTPOJIO SKOCTi Ta MEPBUHHOIO Ta
BTOPUHHOIO NakyBaHHA 6e3 3MiH po3mipy cepii /13. 3minu |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3aMiHa abo BBeAeHHA A0AATKOBOI AiNbHULL

BMPOGHMLTBA A4/15 YACTUHM abo BCbOrO BYPOGHNYOTO

npoLiecy roToBOro NikapcbKoro 3acoby (AibHNLA Ans
BTOPWHHOrO nakyBaHHA) CynyTHs 3MiHa - 3MiHV 3 SIKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHN Y BUPO6HULTBI. 3amiHa

ab0 BBeAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA AN1S
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWUA 415 NEPBUHHOMO
nakyBaHHs1) BBefeHHs AinbHUL 415 BTOPMHHOIO Ta
NepBMHHOTO NakyBaHHS TOBapUCTBO 3 0OMEXEHO
BiANoBigasbHICTIO “PapmaueBTnyHa dipma “BepTtekc”,

6e3
peyenma

UA/16484/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

311.

TAHTIBEPT

ToBapucTso 3
06MeXeHo
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUC", YKpaiHa

YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
BYNuLA ACTPOHOMIYHA, 6yAnHOK 33, NiT. «B-1» 6e3 3MiH
po3mipy cepii /13.3MiHu | TMny - 3miHKn 3 AKoCTi. FoTOBUIA
nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHUKA, LLIO BiAMoBigae 3a BBE3EHHS
Ta/abo Bunyck cepir) - He BkIovaoun
KOHTPONb/BUNPO6YBaHHSA cepil - BBeAeHH:A AinbHULUI AnA
BMMNYCKy cepii ToBapMCTBO 3 0GMEXEHOID
BignoBigasbHICTIO “PapmaleBTuyHa dipma “BepTekc”,
YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
BY/MUS ACTPOHOMIYHA, 6yanHOK 33, niT. «H-2». 3MiHn |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeceHHs 3miH go p.
«MapkyBaHHs». OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii Lwoao
3a3HayYeHHs OAMHULL BUMIpPOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 3-x MicAuiB micns
3aTBEpMAXEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3MiHa
iMnopTepa/aMiHK, L0 CTOCYOTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo fofaBaHHSA AiNbHUL, Ha SKilA 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) JofaaBaHHsA AibHULI
ToBapuCTBO 3 0OMEXEHOI BiANOBIAA/LHICTIO «oCcnigHWiA
3aBof «THLU1C», YkpaiHa (KOHTpOsib SKOCTI).

PO34MH ANA POTOBOI
NOPOXHWUHWY, 1,5
mr/mn; no 120 mny
chnakoHi 3i ckia abo
nnacTuky; no 1
chnakoHy B
KOMM/IEKTI 3 MipHUM
CTaKaH4MKoM Y
KapTOHHI Kopoobui

ToBapucTBO 3
06MexeHot
BiANOBIA&/bHI
CTIO
"®apmaueBTun
YyHa chipma
"BepTekc"

YkpaiHa

BCi cTagii uykny
BUPOBHULTBA, KPIM
KOHTPOJHO SIKOCTI,
MepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHs:
ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
thipma "BepTekc”,
YKpaina;
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,

Ykpaina

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny
- 3MiHK 3 sIKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHSA AOAATKOBOI AibHUL
BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SiKii
NPoOBOAATLCA OyAb-AKi BUPOGHMYI CTagii, 38 BUHATKOM
BWMYCKY Cepiii, KOHTPO/IO SKOCTi, NEPBUHHOTO Ta
BTOPWHHOTO MakKyBaHHS, A719 HECTEPU/TbHUX IKapCbKUX
3aco6iB) - BBefeHHA 4OAATKOBOI Ai/TbHNL BUPOGHMLTBA
BiANOBiAabHOT 32 BUPOOHULTBO - TOBApUCTBO 3
06MeXeHOo BiANoBIAa/LHICTIO “PapmManeBTuYHa ipma
“BepTekc”, YkpaiHa (agpeca: 61085, XapkiBcbka 06/1.,
MiCTO XapkiB, Bynmus ACTpOHOMIYHa, 6yanHok 33, niT. «H-
2»(nepLunii noBepx); 3MiHu | TUNy - 3MiHK 3 AKOCTI.

BWNYCK Cepil: [oTOBWIA NikapcbkWii 3aci6. 3MiHN Y BUPO6HULTBI. 3amiHa
ToBapucTBo 3 ab0 BBeAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA AN1S
06MeXeHOI0 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy roToBoro

BiANOBIAA/ILHICTIO nikapcbKoro 3acoby (AinbHWLA 415 BTOPUHHOIO

"®apmaueBTUYHa nakyBaHHs). CynyTHS 3MiHa - 3MiHu 3 AKOCTi. [0TOBWMIA

thipma "BepTekc”, nikapcbkuii 3aci6. 3mMiHW y BUPOGHMLTBI. 3amiHa abo
YKpaiHa,; BBE/EHHSA A0AAaTKOBOI AifIbHULI BUPOBGHMLTBA 415

6e3
peyenma

UA/16355/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

BCi cTagii uykny
BUPOGHMLTBA KpiM
BUMYCKY Cepii:
ToBapucTso 3
06MeXeHOI0
BiANOBIAA/LHICTIO
"apmaueBTnyHa
KoMnaHis "3gopos's”,
YkpaiHa

4acTUHK abo BCbOro BUPOOHNYOrO NPoLEecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA 415t NEPBUHHOMO
nakyBaHHs) - BBeieHHs [,O0AaTKOBOI AiNbHUL
BMPOGHMLITBA BifNOBifa/IbHOT 38 NePBMHHE Ta BTOPVHHE
nakyBaHHs - ToBapnCTBO 3 06MEXEHOH0 BiAMNOBIA&/IbHICTIO
“®apmaueBTnyHa hipma “BepTekc”, YkpaiHa (agpeca:
61085, XapkiBCcbka 06/1., MICTO XapkiB, BY/ LA
ACTpOHOMIYHA, 6yanHOK 33, NiT. «B-1»); 3MiHu | TUNy -
3MiHu 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
BiANOBIAaE 3a BBE3€HHSA Ta/abo Bunyck cepii) - He
BK/THOHAI0UN KOHTPO/Ib/BUNPOGYBaHHSA cepii - BBeeHHA
[04aTKOBOI AiNbHULI BiANOBIfa/IbHOT 3a BUNYCK cepil
roTOBOrO /liKapCbKOro 3acoby - ToBapncTBO 3 06MEXEHO0
BignoBigasbHICTIO “PapmaleBTuyHa dipma “Beptekc”,
YkpaiHa (agpeca: 61085, XapkiBcbka 06/1., MiCTO XapkiB,
BY/IMUSA ACTPOHOMIYHA, 6yanHOK 33, iT. «H-2»(nepLuwii
nosepx)). 3MiHWM BHECEHO B iHCTPYKLi0 4151 MEAUYHOIO
3aCTOCYBaHHSA LLOAO MiCLe3HaXOKEHHA BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby

312.

TAHTYM
PO3A®

rpaHynu ans
BariHasIbHOro
po34unHy no 500 mr;
no 10 cawwe B
KapTOHHIA Kopoo6Li

AsieHge Kimike
PiyHiTe
AHXeNiHi
®paHyecko -
AKP.AOD. -
C.n.A.

ITanisa

AsieHge Kimike PiyHiTe
AHxeniHi dpaHuecko
AKP.A®. C.nA.

ITanisa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: yTOYHEHHA
HanucaHHA peecTpaliiiHoro Homepa B Hakasi MO3
YkpaiHu Ne 301 Big 22.02.2021 B npoLeci BHeCEHHSA

3MiH (3MiHN | TUNY - 3MiHK WoAo 6e3neku/ehekTnBHOCTI Ta

dhapmakoHarnsgy. BeefeHHsa abo 3MiHM [0 y3arasibHEeHNX
AaHuxX nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX faHux Npo cuctemy dpapmakoHarnisgy,
3MiHa YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHH:
hapmakoHarnsgy B YkpaiHi, SKLWo BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
hapmakoHarnsay (Bknyarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y PO3MiLLEHHI MacTep-daiina cuctemm
hapMakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHux
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3[jiCHeHHs dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisaNbHOCTI 3 hapmakoHarnsgy. 3MiHa micus
3HaxXOKEHHA MacTep-haiina cnuctemm hapmakoHarnsgy).
Pepakuis B Hakasi: UA/4012/02/01. BipHa pepakuisi:
UA/4012/01/01.

6e3
peyenma

UA/4012/01/01

313.

TEMOJAN®

Kancynu no 20 mr,
no 1 kancyniy
cauwle; no 5 abo no

Mepk Wapn i

Joym IAEA
6X

LLiBeiiuapi
A

Brpo6HMUTBO
Hepo3dghacoBaHOl
npoaykuii, NnepBrHHa

diHnanpis/
Benebrisi/

BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHu |
TUNy: AAMIHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
agpecy 3asBHMKa (BNacHMKa peecTpaLiinHoro

3a
peyenmom

UA/4893/01/02
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
20 cawey yMakoBKa Ta KOHTPO/Ib noceigyeHHs). 3MiHa Ha3BM 3a8BHUKA BifMoBigHO A0
KapTOHHilA KopooLi AKocTi: OpioH ®apwma, pilLeHHA KOMNaHiT Ta YTOYHEHHS aApecu 3asBHUKa ANs
®iHnaHgia; MepBrHHA npuBELEHHS Y BiANOBIAHICTb 4O OHOBNEHOIO BUTATY 3
Ta BTOpPUHHA Toprosoro PeecTpy kpaiHu 3asBHVKa. BBegeHHs 3miH
ynakoBka, [03Bifn Ha NpOTArom 6-Tv MicAILiB Micnsa 3aTBepaXeHHs. 3MiHa
BUNycK cepii: LLepiHr- 3asiBHUKA (BNacHWKa PeeCTPaLiiiHoOro nocBig4yeHHs ) (3rigHo
Mnay Na6o H.B., Hakaly MO3 Big 23.07.2015 Ne 460).
Benbris; BBefeHHA 3MiH NpOTAroM 6-Tu MicALiB nicas
AnbTepHaTUBHWIA 3aTBEPKEHHS.
KOHTPO/Tb AKOCTI:
OpioH ®apma,
PiHNAHAIA
314. | TEMOAAN® Kancynu no 100 wr, Mepk Wapn i LLiseiiuapi Bupo6bHuuTBO PiHnaHpin/ BHECEHHS 3MiH [J0 peecTpaLjiiiHMx maTepianis: 3MiHu | 3a UA/4893/01/03
no 1 kancyniy Joywm IOEA A Hepo3chacosaHoi Benbrisa TUny: AOMIHICTpaTUBHI 3MiHN. 3MiHa HallMeHyBaHHA Ta/abo | peyernmom
cawe; no 5 abo no 6X npoaykuii, nepBnHHa afpecy 3asBHVKa (BNacHvKa peecTpauiiHoro
20 cawey ynakoBka Ta KOHTPO/1b noceifyeHHs). 3MiHa Ha3BW 3asiBHUKA BiANOBIAHO A0
KapTOHHI Kopoobui akocTi: OpioH ®apwma, piLLEHHA KOMNaHIl Ta yTOYHEHHS afpecy 3asBHVKa ANs
®iHNaHgiA; MepBuHHA npuBELEHHS Y BiANOBIAHICTb 4O OHOB/IEHOTO BUTSATY 3
Ta BTOpPUHHA Toprosoro PeecTpy kpaiHv 3asiBHWKa. BBegeHHS 3MiH
ynakoBka, [103BiN Ha NpoTArom 6-Tn MiCALB NiCNa 3aTBEPMKEHHS. 3MiHa
BUNyckK cepii: LLepiHr- 3asBHUKa (BNacHMKa peecTpaviiiHoro nocBeig4yeHHs) (3rigHo
Mnay Na6o H.B., Haka3y MO3 Big 23.07.2015 Ne 460).
Benebris; BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
AnbTepHaTUBHWIA 3aTBEPAKEHHS.
KOHTPO/b SKOCTI:
OpioH ®apwma,
diHNsAHAIA
315. | TEMOAAN® NMopoLUOK ANs Mepk Wapn i LLiseiiuapi Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | 3a UA/4893/02/01
pO34uHy Ans Ooywm IOEA A Hepo3dhacoBaHol Benbris TUny: AOMiHICTpaTUBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo | peyenmom
iHcpy3iii no 100 mr, 1 m6X npoaykLii, nepsrHHe agpecy 3asBHKKa (BnacHvKa peecTpauiiHoro
h1akoH 3 NOPOLLKOM nakyBaHHA Ta noceigyeHHs) - 3MiHa Ha3BMW 3asiBHUKA BifMoBigHO A0
Y KapTOHHiii Kopobui KOHTPO/b SIKOCTI: piLLeHHA KOMNaHIT Ta YTOUYHEeHHS agpecu 3asBHUKa 415
BakcTep OHKONOAXi npvBeAEHHS y BiANOBIAHICTb 1O OHOB/IEHOO BUTATY 3
mM6X, HimeyunHa; Toprosoro PeecTpy KpaiHu 3asBHvKa (BBefeHHs 3MiH
BTopuHHe nakyBaHHs NPOTATOM 6-TW MICALIB NIiCNA 3aTBEPIXKEHHS); 3MiHA
Ta [03BiN Ha BUNYCK 3asiBHUKA (BN1aCHMKA PEECTPaLiiHOro NocBigYeHHs ) (3rigHo
cepii: WepiHr-Mnay Haka3y MO3 Big 23.07.2015 Ne 460) BBegeHHs 3MiH
Na6o H.B., Benebris NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
316. | TEPU3NA0OH Kancynu TBepgi no MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpaviiHnx maTtepiasis: 3MiHn | 3a UA/12302/01/01
250 wmr, no 10 "TexHonor" TMNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom

Kancyn y énictepi;
no 1 6nictepy B
naJi 3 KapToHy

KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikayiii Ta/abo AoNyCTUMUX MEX
roTOBOrO /likapCbKOro 3acoby (iHLUi 3MiHK)
He3HauHi 3MiHM y cneumndikauii 13 3a nokasHukamu
«CynpoBigHi 4OMILLKM» (3BY)KEHHSA AOMYCTUMMX MeX) Ta
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

«KinbKicHe BU3Ha4YeHHs» (pegakuiiHi 3MiHun). 3MiHKn
BHeCeHi [0 IHCTPYKLIiT 415 MEeJVYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "fikapcbka dpopma/OCHOBHI
dhi3nko-XiMiuHi BnacTmBocTi". 3MiHW | TMny - 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkuii 3aci6. KOHTpoIb rOTOBOr0
nikapcbkoro 3acoby. 3miHa y MeToax BunpobyBaHHS
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/THOYaOUM 3aMiHy ab0 AOMNOBHEHHS))
He3HauHi 3MiHM y MeTogukax BunpobysaHHsa 13 3a
nokasHnkammn «CynpoBifHi AOMILKM», « KiflbkicHe
BU3HAUYEHHS», «PO3UMHEHHS», «MiKpOoGiosoriyHa YncToTa»
3MiHN BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
nikapcbKkoro 3acoby y po3gin "Jlikapcbka thopma/OCHOBHI
hi3nKo-XiMiuHi BnacTnsocTi”. 3MiHM | TUNY - 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acib. 3MiHa y NepBUHHIl
ynakoBLi FOTOBOro NMikapCbKoro 3acoby (SKicHWi Ta
KinbKicHuiA cknag) - TBepai nikapcbki hopmu - BBEAEHHS
[04aTKoBOT NepBUHHOT ynakosku MN13. 3mikm | Tuny -
3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
roTOBOrO JIiKapCcbkoro 3acoby (3MiHa B yMoBax 36epiraHHs
roToBOro fikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBNEHHSA) 3MiHa YMOB 36epiraHHs M13 ,
Lo o6ymoBneHa pekomeHgauismi BOO3 wwono ymos
36epiraHHA Nikapcbknx 3acobiB A1 KniMaTUYHKX 30H Il Ta
IV. 3MiHuW | TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) — 3MiHU [0 TEeKCTY
MapKyBaHHS YNakoBOK rOTOBOrO JiKapCbKro 3acoby
3areBepmxeHo: MAPKYBAHHA. BignosigHo Ao
3aTBEPAXXEHOIO TEKCTY, WO A0AAETHCA. 3anpOnoHOBaHO:
MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. 3MiH/ BHECEHI [0 TEKCTY MapKyBaHHS
YNakoBKM /1iKapCbKOro 3acoby L0A0 3a3HaYeHHs Ha
yNaKoBLji MiXXHapOAHMX NMO3HAYEHb OAWNHULIb BUMIPIOBAHHS
BiAnoBigHO Ao cuctemun Sl. 3miHu Il Trny - 3MiHK 3 AKOCTI.
oToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
(ZonomikHMX pevyoBrHax) roToBOro NikapcbKoro 3acoby
(IHLWIi [OMOMIXHI pevyoBUHK) - 3MiHa, SKa NigTBEPAKYETLCA
OOCNiMKEHHAMM 3 GiOEKBIBa/IEHTHOCTI - 3MiHa SIKICHOro Ta
KiNbKiCHOTO cknagy AOMNOMDKHUX PEYOBMH 3yMOB/ieHa
npuBELEHHAM Y BiANOBIAHICTb A0 cknagy pedepeHTHOro
npenaparty Tepu3uaoH, kancynm no 250 mr, BUpo6HMLTBa
Riemser Pharma GmbH, Germany (pekomeHzoBaHWiA
BOO3). Ak Hacnifok, BHeCeHi 3MiHM A0 cneuudikauii Ta
mMeTogiB koHTposnto /13 3a nokasHukom Onuc Ta CepefHs
Maca BMICTY Kancyn. 3MiH1 BHeCeHi 0 IHCTPYKLUii Ans
MEeAMYHOro 3aCTOCyBaHHSA NikapCcbKoro 3acoby y po3gin
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYeHHs

"Cknag/[onoMkHi pe4yoBuHKW", 3 BiAMOBIAHAMY 3MiHAMU [0
TEKCTY MapKyBaHHSA yNakoBKW NikapCbKoro 3acoby. 3minu Il
UMy - 3MiHK WoAo 6e3nekn/edpeKkTUBHOCTI Ta
thapmakoHarnagy. [Hwi 3MiHn, Ski He BBIALLAN Y Lel
po34in, AKi BKIYaloTb NOAAHHSA pe3y/bTaTiB A0C/iAKeHb
[,0 KOMMETEHTHOrO opraHy - 3mMiHW BHECEHI A0 IHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby y
po3ain "Moka3aHHA" Ta po3ainu: "dapmakonoriyHi
BnactmsocTi", "MpoTunokasaHHs", "Bzaemogis 3 iHWmMu
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMOSIn",
"Oco6nmBOCTI 3acTOCyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocib 3actocyBaHHs
Ta gosun", "MNepenosysaHHs", "Mo6iyHi peakuii” BignoBigHO
[0 iHhopMmauii pedhepeHTHOro nikapcbKoro 3acoby
Terizidon, 250 mg capsule, Bupo6HuLTBa Reimser Pharma
GmbH, Germany (B YkpaiHi He 3apeeTpoBaHuii).

317.

TIAPA TPIO®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 10
mr/12,5 mr/160 wr,
no 14 tabnetok y
KOHTYPHIl
YapyHKOBIW
ynakosLi, no 1 a6o
Mo 2 KOHTYpHI
YapyHKOBI YNaKOBKU
B nauui

MpAT
"®apmauesTn
yHa chipma
"AapHnus”

Ykpaina

MpAT
"®GapmaueBTnyHa
chipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiniHux matepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [0TOBWMIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa po3mipy cepii (BK/oUaroum giana3oH
pO3Mipy cepii) roTOBOro NikapcbKoro 3acoby (36iNbLUeHHs

[0 10 pasiB NOPIBHSAHO i3 3aTBEPAXKEHM PO3MIPOM) -

BBE/leHHs1 J0AATKOBOro PO3Mipy cepii roToBOro
nikapcbkoro 3acoby. 3aTBepaxeHo: 83,20 kr.
3anponoHoBaHo: 83,20 kr - 266,666 Tuc. Tabn. (19,0 T. yn.

Nel4 a60 9,50 T. yn. Ne28); 332,80 kr — 1066,664 TuC.

Ta6bn. (76,19 1. yn. Nel4 a6o 38,0 1.yn. Ne28). 3miHu | Tuny
- 3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHa po3mipy cepii (BK/oUaroum giana3oH
pO3Mipy cepii) roTOBOro AikapCbKoro 3acoby (iHLWi 3MiHK) -
BHECeHHS 3MiH fo 3.2.P.3.2. Cknag, Ha cepito, 30Kpema:
[ONOBHEHHS 3a3Ha4YeHnX po3Mmipis cepiii [N13
iHchopmauieto LWoA0 KiTbKOCTI TabNeToK Ta ynakoBOK.
3MiHn | TURY - 3MiHK 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHV Y BUPOGHMUTBI. 3MiHM Yy NpoLLeci BUPOGHULITBA
roTOBOrO NiKapCbKOro 3acoby, BKIYAKYM MPOMDKHNN
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI FOTOBOTO

niKapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH 40 p.

3.2.P.3. Npovec BMpo6GHULITBA FOTOBOrO NiKapCbKoro
3aco0by, 30kpema:

- BHECEHHS HE3HAYHMX 3MiH A0 p.3.2.P.3.4. KoHTponb
KPUTUYHWIA CTagili Ta NPOMIXHOT MPOAYyKLi: Ha cTagii 4
"HaHeceHHs nniBKOBOT 060/I0HKM" 3MiHA NapameTpiB
LIBUAKOCTI 06epTaHHA KoTNa 3 «3-15» 06/XB Ha «2-15x»
06/xB y Ta 3MiHa napameTpiB BUTPAT M/iBKOYTBOPHOOYOT
cycnensii 3 «25-100» Mn/xB Ha «25-300» MA/XB; - HE3HAYHI
pepakLuiiiHi npasku B p. 3.2.P.3.3. On1c BMpPO6HUYOro
npoLecy Ta KOHTPO/IK0 Npouecy A5 YCYHEHHS

3a
peyermom

UA/15069/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Pi3HOUNTaHHS MK onepauisiMu B CXeMi Ta Onuci
BMPOGHMYOro npoLecy
318. | TIAPA TPIO® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiiHux matepiasis: 3MiHu | 3a UA/15070/01/01
NNiBKOBOO "®apmaueBTu "PapmaueBTUYHA TMNy - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
060/10HKO0, N0 5 YyHa chipma ipma "AapHuus" BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn giana3oH
mr/12,5 mr/160 wmr, "NapHuus" po3Mmipy cepii) roToBOro Mikapcbkoro 3acoby (36i/bLIeHHS
no 14 tabneTtok y 00 10 pasiB NOpPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
KOHTYPHIi BBEJEHHS A04aTKOBOro PO3Mipy cepii roToBoro
YapyHKOBIl nikapcbkoro 3acoby. 3aTBepakeHo: 83,20 kr.
ynakosLi; no 1 a6o 3anponoHoBaHo: 83,20 kr - 266,666 Tuc. Tabn. (19,0 T. yn.
M0 2 KOHTYPHI Nel4 a6o 9,50 T. yn. Ne28); 332,80 kr — 1066,664 TuC.
YapyHKOBI YNakoBOK Tabn. (76,19 1. yn. Nel4 a6o 38,0 1.yn. Ne28). 3miHu | Tuny
y nauuj - 3MiHK 3 sIKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3miHM y
BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIoYatoumn giana3oH
pO3Mmipy cepii) roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHu) -
BHeceHHs 3MiH o0 3.2.P.3.2. Ckiag Ha cepito, 30kpema:
[ONOBHEHHS 3a3HaYeHMX po3Mipis cepiii N3
iHchopMmalLieto LWOoAO KiTbKOCTI TabNeToK Ta yNakoBOK.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHU Y NpoLeci BUPO6HULTBA
rOTOBOrO JliKkapCbKOro 3acoby, BK/IOYakUn NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH A0 p.
3.2.P.3. lNpouec BMPO6HULITBA FOTOBOTO /iKapCbKOro
3aco0y, 30KpemMa: - BHECEHHS HE3HAYHMX 3MiH [0
p.3.2.P.3.4. KOHTPO/Ib KPUTUYHWIA CTaAji Ta NPOMKHOT
NpoAyKuii: Ha cTagji 4 "HaHeceHHs nNiBKOBOT 060/10HKN"
3MiHa NapameTpiB WBWUAKOCTI 06epTaHHA KoTna 3 «3-15»
06/xB Ha «2-15» 06/xB y Ta 3MiHa napameTpis BUTpaT
NiBKOYTBOPIOKOYOI cycrneHsii 3 «25-100» Mn/xB Ha «25-
300» MA/XB; - HE3HAUHI pefakuiiiHi npasku B p. 3.2.P.3.3.
Onuc BUPOBGHMYOro NpoLecy Ta KOHTPOSII NpoLecy A
YCYHEHHS Pi3HOUNTAHHSA MK orepauisMn B CXeMi Ta onuci
BMPOGHMYOro npoLecy
319. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- Ykpaina BCi eTanu Yecbka BHECEHHS 3MiH IO peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15927/01/01
KPUCTAN nNiBKOBOO ABeHTIC BUPOOHMLTBA, Pecny6nika - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
o060n0Hkoto, no 10 YkpaiHa" nepBuHHE Ta hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui

mr Ne 30 (15x2), Ne
90 (15x6): no 15
TabneTtok y 6nictepi,
no 2 a6o 6 6nictepis
B KapTOHHIi Kopo6Lyi

BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepin TN3: TOB
"3eHTiBa", Yecbka
Pecny6nika; BTOpuHHE
nakysaHHs: OITA
BMPOGHUYUIA
KoonepaTtus iHBanigiB,
Yecbka Pecny6nika

nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuYHUX/ribpuaHNx/6ionodibHMX Nikapcbknx 3aco6is
nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI

npenapar (3mMiHa He NOTpebye HafaHHS XOAHUX HOBUX
[0AATKOBUX AaHWX) - 3MiHW BHECEHI [0 IHCTPYKLUii Ans

MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby y po3ginu:

"®apmakonoriyHi BnactnsocTi”, "MNokasaHHsa", "B3aemogis

3 iHWMMW fTiKapcbKMMK 3acob6amu Ta iHLWi BUAn
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHsA", "3acTocyBaHHS
y nepiof BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocié
3acTocyBaHHsa Ta gosu", "[itn", "Mob6iuHi peakyii”.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS.
320. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa BCi eTanm Yecbka BHECEHHS 3MiH 0 peecTpaljiiiHuX maTepianis: 3MiHu | Tuny 3a UA/15927/01/02
KPUCTAN NNiBKOBOO ABeHTIC BUPOGHMLTBA, Pecny6nika - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060n0HkKot0, No 20 YkpaiHa" nepBuHHE Ta hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
mr Ne 30 (15x2), Ne BTOPUHHE NakyBaHHs, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
90 (15x6): no 15 KOHTPO/b Ta BUMYCK MeMYHOro 3acToCyBaHHA
Tabnetok y 6nictepi, cepii 'N3: TOB reHepuyHUX/ribpMaHNX/6ionoaibHNX NikapCcbkux 3acobis
no 2 a6o 6 6nictepis "3eHTiBa", Yecbka nicns BHECEHHs Tiel camoi 3MiHU Ha ped)epeHTHWIA
B KapTOHHIi Kopo6Lyi Pecny6nika; BTOpUHHE npenapar (3MiHa He NoTpebye HafaHHA XOLAHUX HOBUX
nakysaHHsa: OITA [0AAaTKOBUX AaHWX) - 3MiHW BHECEHI [0 IHCTPYKLUii Ans
BMPOGHUYMIA MeJMYHOro 3aCTOCYBaHHS MlikapcbKoro 3acoby y po3ainu:
Koonepartus iHBanigis, "®apmakonoriyHi BnactnsocTi”, "MNokasaHHsa", "B3aemogis
Yecbka Pecnybnika 3 iHWKMK NTiKapcbkMMK 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHsA", "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocié
3actocyBaHHs Ta gosu", "[itn", "Mob6iuHi peakyii”.
BBefeHHS 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
321. | TOPBAKAPA® TabneTku, BKpUTI TOB "CaHodi- Ykpaina BCi eTanu Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHK | Tuny 3a UA/15927/01/03
KPUCTAN nNiBKOBOIO ABeHTIC BUPOOHMLTBA, Pecny6nika - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
06010HKOt0 No 40 YkpaiHa" nepBuHHE Ta thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
mr: Ne 30 (10x3): no BTOPWHHE NakKyBaHHS, nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
10 TabneTok y KOHTPO/b Ta BUMYCK MeAMYHOro 3aCTOCyBaHHSA
6nicTepi, no 3 cepii TN3: TOB reHepuyHUX/ribpuaHMX/6ionoaibHNX NikapCcbKUX 3aco6is
6nicTepy B "3eHTiBa", Yecbka nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI
KapTOHHIl KopooLi Pecny6nika; BTOpuHHE npenapar (3MiHa He NoTpebye HafaHHA XOLHUX HOBUX
nakysaHHs: AITA [0AATKOBUX AaHWX) - 3MiHW BHECEHI [0 IHCTPYKLUii Ans
BUPOGHNUNIA MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby y po3ginu:
Koonepartus iHBanigis, "®apmakonoriyHi BnactnsocTi”, "MNokasaHHsa", "B3aemogis
Yecbka Pecnybnika 3 iHWVMK NiKapcbKMMK 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHA", "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHsa rpyaar”, "Cnocié
3acTocyBaHHsa Ta gosu", "[itn", "Mob6iuHi peakuii”.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS.
322. | TPUAEPM® Masb Mo 15 r a6o 30 OpraHoH LLIBeliyapi LepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny 3a UA/2022/02/01
ry Ty6i; no 1 Ty6i B CenTpan Ict A H.B. - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
KapTOHHIlA KOpooLi m6X afpecy 3asBHKKa (BNacHvKa peecTpauiiiHoro

NOCBI4YEHHS) - 3MiHa Ha3BM 3asiBHUKA BiAMOBIAHO A0
pilLeHHA KOMNaHiT Ta YTOYHEHHS afpecu 3asBHUKa ANns
npuBeAEeHHS Y BiANOBIAHICTb JO OHOB/IEHOIO BUTATY 3
ToproBoro PeecTpy kpaiHu 3asiBHMKa (BBeAEHHS 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npoTArom 6 MicsLiB MicNsA 3aTBEPAYKEHHS)
323. | T-TPIOMAKC PO34NH A1 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: UA/13848/01/01
25 mr/mn, no 2 mn "®apmaveBTu "®apmaueBTUYHa 3MiHM | TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
abono 4 mn B yHa chipma chipma "JapHuus” hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
amnyni; no 5 amnyn "AapHnus” MapKyBaHHS! yNakoBKMN MiKapCbKOro 3ac00by 3 BHECEHHAM
Y KOHTYpHili iHhopMaUii LLoA0 3a3HAYEHHS] OAMHUL BUMIPIOBAHHS Y
YapyHKOBIl cuctemi Sl. BHeceHHs 3MiH A0 po3gainy “MapkyBaHHs" MKA
ynakosLi; no 2 N3. 3anponoHoBaHo: MAPKYBAHHSA BignosigHo Ao
KOHTYPHi YapyHKOBI 3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS
yNaKkoBKW y nayui 3MiH: NPOTArom 6 MicALiB MicNs 3aTBEPIKEHHS
324. | YKMIM-1000 NMopoLUoK AN CeHc IHais CeHc Jlabopatopic IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/17279/01/01
pO34unHy Ans Na6opaTtopic Met. N14. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
iH ekuji, no 1000 mr MeT. N114. hapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHS TEKCTY
1 dpnakoH 3 MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3 BHECEHHAM
NOPOLLKOM Y iH(hopMaLii WoA0 3a3HAYEHHS OAUHWLb BUMIPOBAHHS Y
KapTOHHIi ynakoBLi cuctemi Sl.
BHeceHHs 3MiH f0 po3giny “MapkyBaHHA” MKA N3:
3anponoHoBaHo: MAPKYBAHHA. BignosigHo Ao
3aTBEPLXEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MiCALiB MicNA 3aTBepKEeHHs
325. | PEPPO/JIEK- Kancynu m'siki, no 10 | ToBapucTso 3 YkpaiHa KOHTPO/b SIKOCTI, Ykpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny 3a UA/17772/01/01
340POB'A Kancyn y 6nictepi; 06MexeHo BUNYCK cepil: - 3MiHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta peyenmom
no 2 a6o no 3, abo BiANOBiAA/bHI ToBapucTBO 3 cknag. 3miHa y cknagi (4onoMiKHMUX peyoBUHaX) roTOBOro
no 6 6nictepis y cTHo 06MEXEHO NiKapcbKoro 3acoby (CMakoBi f06aBkM abo 6GapBHUKK) -
KOpPOO6LLi 3 KApTOHY "®apmaueBTu BiANOBIAA/ILHICTIO [opasaHHs, BUIyYeHHs1 abo 3amiHa
YHa KoMnaHisi "dPapmaLieBTnyHaA CynyTHsA 3miHa
"3p0poB'a” KoMnaHis "3gopoB'a”, - 3MiHM 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob

YKpaiHa; Bci ctagji
BMPOOHULITBA, BUMYCK
cepii: ToBapnCcTBO 3
06MexeHo
BiANOBIAALHICTIO
"®apmaueBTuyHa
KoMnaHis "3gopos'a”,
YKpaiHa; KOHTPO/1b
AKOCTi: TOBapuUCTBO 3
06MexeHo
BiANOBIAALHICTIO
"®APMEKC I'Pyr1",
Ykpaina

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNYyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHK);

- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTporsb
roTOBOrO JIiKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOGYBaHHS TOTOBOTrO MliKapCbKOro 3acoby (iHLWi 3MiHN y
MeToAax BUNpobyBaHb (BK/IOYakoum 3amiHy abo
[OMNOBHEHHS)) - 3MiHa Y cknafi 060/I0HKM Y 3B'A3KY i3
3aMiHOK GapBHYIKIB 471 MiABULLEHHS SIKOCTIi JTiKApCbKOro
3acoby: 6apBHUKM NOHCO 4 R nak (E124), xoBTuii 3axig,
FCF nak (E110) Ta TutaHy giokeng (E171) 3aMiHeHo Ha
6GapBHVKM 3as1i3a okcug YopHuii (E172) Ta 3auisa okeug
yepBoHUiA (E172). Ak Hacnigok BHECEHO 3MiHM A0
cneumdikaLii 3a nokasHukamu "Onuc","lgeHTudikauis®,
"KinbkicHe BM3HaueHHs. (3anizo I1)". 3MiHn BHeCEeHI B
IHCTPYKLil0 ANs MeAnYHOro 3acTocyBaHHS NiKapCbKoro
3acoby y po3gin "Cknag" (4ONoMiKHI peyoBUHN) Y 3B'A3KY
i3 3aMiHOI0 6APBHUKIB Ta SIK HAC/TIAOK BUYYEHHS i3
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3giny "OcobnnBOCTi 3aCTOCyBaHHS" BigNOBIAHOI
iHdbopmawii. BignoBifHi 3MiHM BHECEHI y TEKCT MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTArom 3-x MiCALIB MiC/1A 3aTBEPAKEHHS
326. | POPTYNIH NMopoLUOK ANs MEJOA ®apma HimeuunH BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: TexHiuHa 3a UA/14364/01/01
iHranauin, 12 'vM6X eHg Ko. a nakyBaHHs, KOHTPOJTb IpnaHgjs nomwunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) peyenmom
MKr/,03Y; KI Ta Bunyck cepii: MEOA BunpaBneHHs TeXHIYHOI NOMW/IKW, A0NYLLEHHOI Npu
no 60 [03 NOpPOLLKY MeHblodhekyepuHr npoueaypi BHeCeHHs 3MmiH b.11.6.2. (B)-2.,I1AHN ((3amiHa abo
y KapTpuaxi; no 1 'm6X, HimeuunHa,; [0faBaHHA BUPOOHMKA, LLO BiAMNoBigaE 3a BBE3EHHS
KapTpuoxy y anbTepHaTBHE MicLe Ta/abo Bunyck cepii) - Bkntovatoum
KOHTeliHepi; no 1 BTOPUHHOTIO KOHTPO/b/BMNPOGYBaHHSA cepii) A0 NikapcbKoro 3acoby B
KOHTEliHepy 3 nakyBaHHs, KOHTPOJTb po3gaini "Bupo6Huk (1) nikapcbkoro 3acoby"”
KapTpuaKoMm y Ta BMNyCK cepil:
KOMMNEKTi 3 MakJepmoT
iHransTopom B Na6opaTtopi3 T/A
ynakosLi; no 60 o3 Maiinax Oy6niH
MOPOLLKY Y PecnipeTopi, IpnaHais;
KapTpuaxi; no 1
KapTpUaXy y anbTepHaTuBHE MicLe
KOHTeliHepi; no 1 BTOPWHHOIO
KOHTeliHepy 3 nakyBaHHs: PoLu-
KapTpuaxom B [enbta I'M6X eHg Ko.
ynakoBLi KI, Himeuunxa
327. | UENECTOAEP masb 0,1 %; no 151 OpraHoH LLiseiiuapi LWepinr-Mnay Na6o Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny 3a UA/9500/01/02
M-B® abo 301 B TYy6i; no 1 CeHTpan Ict A H.B. - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
Ty6i B KQPTOHHIlA m6X agpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
Kopoobui noceigyeHHs) - 3MiHa Ha3BMW 3asiBHUKA BifMoBigHO A0
piLLeHHA KOMNaHIT Ta YTOUYHEeHHS agpecu 3asBHUKa 415
npvBeAEHHS y BiANOBIAHICTb 1O OHOB/IEHONO BUTATY 3
ToproBoro PeecTpy kpaiHu 3asiBHVKa (BBeAEHHS 3MiH
NPOTArom 6-Tu MiCALIB MiC/A 3aTBEPKEHHS)
328. | LE®A3O/NMIH NMopoLIOK ANns MpuBaTHe YkpaiHa BMPOBHMUTBO Ta Ykpaina/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3a UA/18375/01/02
KOMBI pO34nHYy ANS iH'eKUil akuioHepHe nepBUHHE NaxkyBaHHSA KnTalicbka BMNPAaB/IEHO TEXHIYHY NOMUIKY B iHCTPYKLUIT - rpamatmuyHa peyenmom
nolr, nola6ob, TOBapucTBO PO3UYMHHVIKIB, HapogHa nomuska y posginax "Cknag", "®apmaxonoriyHi
a60 50 chiiakoHiB y "Jlekxim - BTOPWMHHE NaKyBaHHS, Pecny6nika BnacTuBocTi”, "Cnocib 3acTocyBaHHA Ta go3un", "MoobiyHi
nadui, 1 dpnakoH 3 Xapkis" KOHTPO/b Ta BUMYCK peakuii®, "YnakoBka", "MicL,e3Haxom|KeHHs1 BUPOGHMKa Ta

nopoLukom Ta 1
avnyna 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii no 10
M/ B amnyni) B
6nicTepi, 1 6nictep
y nauui

cepii roToBoro

NiKapcbKoro 3acoby:
MprBaTHE aKLioHepHe
TOBapuCTBO "J/IEeKXiM -

Xapkis", YkpaiHa;

BMPOGHULITBO Ta
nepBUHHE NaKyBaHHS

NOPOLLKY: PeroHr

oro agpeca Micus NpoBaKeHHs AisnbHOCTI"
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dapmacbiotukan Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika
329. | LE®A30NIH NopoLUoK ANns MpusaTHe YkpaiHa BMPOGHMLTBO Ta YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/18375/01/01
KOMBI PO3unHy A5 iH'eKUi aKuioHepHe nepBrYHHE NakyBaHHsA KuTalicbka BMMNpPaB/IEHO TEXHIYHY NOMUIIKY B IHCTPYKLT - rpamaTuyHa peyenmom
no 0,5r, no 1 a6o TOBapUCTBO PO34YUHHVIKIB, HapopHa nomuska y posginax "Cknag", "®apmakonoriyHi
10, a6o 50 "Jlekxim - BTOPWHHE NakKyBaHHS, Pecny6nika BnacTtusocTi”, "Cnoci6 3acTocyBaHHA Ta fo3un", "MobiyHi
thnakoHis y nayu, 1 Xapkis" KOHTPO/b Ta BUMYCK peakuii”, "Ynakoska", "MicLe3HaxomKeHHs BUPOGHMKa Ta
h/1aKoH 3 MOPOLLKOM cepil rotoBoro oro agpeca Micus NpoBafpKeHHs Ais/IbHOCTI"
Ta 1l amnyna 3 nNiKapcbKoro 3acoby:
PO34YMHHMKOM (BOAA MprBaTHE aKLioHepHe
ONs1 iH'EKUi no 5 mn TOBapUCTBO "“J1eKXiM -
B amnyni) B 6nictepi, Xapkis", YkpaiHa;
1 6nicTep y nayui BMPOGHULITBO Ta
NepBUHHE NakKyBaHHS
NopoLuUKy: PetoHr
PapmackioTrkan Ko.,
Nita., Kntaiicbka
HapopgHa Pecny6nika
330. | LMBOP 2500 PO34UH A5 iH'EKLIN, MeHapiHi Tokcemby Brpo6HMUTBO IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianis: 3MiHu | Tuny 3a UA/6624/01/01
12500 MO IHTepHeLoHan pr nikapcbKoro 3acoby "in - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
aHTudakTopa-Xa/Mn OnepeiioHc bulk", kiHueBe afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
no 0,2 mn (2500 MO NMokcembypr nakyBaHHs1, KOHTPO/1b BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

aHTUakTopa-Xa) y
nonepeAHL0
3anoBHEHOMY
wnpu1uj; no 2
nonepeAHbL0
3anoBHEHI LWNpuUUy B
6nictepi; no 1, abo
no 5, a6o no 50
6nicTepiB y
KapTOHHIlA KopooLi

Ta BUNYCK cepiit:
POBI ®APMA
IHOACTPIAN

CEPBICE3, C.A,,

IcnaHis;
BTOPVHHE MaKyBaHHS:
POBI ®APMA
IHOACTPIAN
CEPBICES3, C.A,,
IcnaHis

BK/IHOYA0UN AiNbHULI BUNYCKY cepii abo micue
NpoBefeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAa€e BMPOGHMK/IMNOPTEp, BKIOYAUM BUMYCK
cepiii). 3miHa Ha3BW Ta agpecy BUPOGHMKA,
BiANoBigasIbHOro 3a BUpo6HMLUTBO "in bulk", kiHLeBe
nakyBaHHS, KOHTPO/Ib Ta BMMYyckK cepiii 3 POBI KOHTPAKT
MEHIO®PEKYEPIHT, C./1., IcnaHia Ha POBI ®APMA
IHOACTPIAN1 CEPBICES, C.A., IcnaHis, 6e3 3MiHn micus
BMPOGHMLITBA.
3MiHM BHECEHO B IHCTPYKLiIO AN MeaUYHOro
3aCTOCYBaHHS LLOAO HaliMeHyBaHHSA Ta
MiCLe3HaxX0AKeHHS1 BUPOGHMKa 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHs yNnakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nmicns
3aTBepMKEHHSA
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA A48 YacTuHU abo BCbOro
BMPOGHMYOro MPOoLLeCy roToBOro JliKapcbKoro 3acoby
(8inbHULSA NS BTOPUHHOIO NakKyBaHHS).
BBefeHHA f[o4aTKoBOI AiNbHULI A1 BTOPUHHOIO
nakysaHHs 113 POBI ®APMA IHOACTPIAN CEPBICES,
C.A., IcnaHis (Bia KomnnyTeHse, 140, Ankana ae leHapes,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Maapua, 28805, IcnaHis). BBegeHHS 3MiH NpOTArom 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.

FeHepanbHU AUpeKTop

AvpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs

OnekcaHgp KOMAPIOA
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