MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

13 kBiTHA 2026 pOKYy Ne 498

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTH3 pPeecTpalliiHuX MarepiaiiB TiKapchbKUX 3aco0iB (MeauyHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiaiiB, 1[0 HafilMIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «lep;kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa 0XOPOHU
310poB’a YKpainu» Bif 02 kBiTHA 2026 poky Ne 1100/5.2-26,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaT) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rigHO 3 JogaTkoM 1.



2

2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni
rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
€sreHida ['oHuapa.

MinicTp BikTop JIALIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Aopatok 1

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

BiA 13 KBiTHA 2026 poky Ne 498

BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne Hassa MiXXHapoOH Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HukK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | peyosUHU ynakoska) 20
oBaHa nocsio4eHHs
Hassa*
1. | BINQArOIOT Vildagliptin BingarninTuH - KpucTaniyHmi AT Ykpaina LizaHci CiHepris Kutai peecTpavuis Ha 5 - He UA/21226/01/01
MH NMOPOLLOK "papmak” dapmacbloTikas pokiB nionseae

(cybeTaHuis) y Ko., NiTa,.
noaBiiHMX
nonieTueHoBmx
nakeTtax Ans
dhapmaL,eBTU4HOro
3aCcTOCyBaHHSA

2. | BOKC30ro vosoritide Bocoputng, | MO5BX0 | nopoliok Ta BioMapuH IpnaHgis Mopowok HimeyunHa/ PeecTpauia Ha 5 3a He UA/21236/01/02

7 PO3YMHHVIK ONs IHTEepHeLHN Bupo6HULTBO Ipnangis/ pokiB peuyenmo nionseae

PO3UMHY A5 iH'eKLili Nimiteq nikapcbkoro CnonyyeHi M
no 0,56 mr (0,8 3acoby, 100 % LWratn IHCTpyKUis ana
mr/mn); no 0,56 mr Bi3yasIbHWiA Amepukn MeauyHoro
MOPOLLKY Y gdN1aKoHi KOHTPOSb, (CLLA) 3acToCyBaHHSA
(0,8 mr/mn) Ta 0,7 nepBuHHE nikapcbKoro
M1 PO3YMHHMKA Y nakyBaHHs, 3acoby Ta TekcT
nonepeaHbO BMNPOBYBaHHSA MapKyBaHHs
HanoBHEHOMY KOHTPOJHO SIKOCTI ynakoBku (eCTD
wnpwui; no 10 (KkOHTpPO/b B Bepcis 0006).
pNakoHiB 3 npoueci MeToan KOHTpOso
nopotukom, 10 BMPOGHMLTBA: AKOCTI JliKapCbKOro
nonepegHL0 nepe.ipka 3acoby (eCTD
HamoBHEHWX 06’emy Bepcis 0005). 3BiT
Lnpuyis 3 HanoBHEHHS, 3rigHo gopartky 29
PO34MHHMKOM, 10 pH, Mopsaky (eCTD
0iHOPa30BUX rof1oK OCMOJIS/IBHICTb, Bepcis 0000) 3siT
[ONA BIAHOBMEHHS Ta KOHUEeHTpauis 3rigHo gopatky 30
10 ogHopa3oBuMx nentuay, Mopsaky (eCTD
WwnpuYiB ans 30BHILLHIN Bepcis 0000 Ta
BBELEHHA Y BUrNAA, 0007) Pestome
KapTOHHIli Kopoobui BizyasIbHWi MNYP Bepcisn 3.4.



https://atcddd.fhi.no/atc_ddd_index/?code=M05BX07

4 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
KOHTPO/1b B (eCTD Bepcis
npoveci 0008).
BVMPOGHMLTBA,
6ioHaBaHTaXXeHH MepiognyHicTb
A, bakTepiasibHi nogaHHsA
€HA0TOKCUHU; perynsipHo
KOHTPO/b Npn OHOB/IIOBAHOrO
BUNYCKY: 3BITY 3 6e3sneku,
BOJIOra, BignoBigHO Ao
6akTepiasibHi Mopsiaky
€HL,0TOKCUHM, 34iiCHEeHHSA
CTEPUSIBHICTDb): thapmakoHarnsgy,
BeTTep ®apma- 3aTBepAXeHoro
®epTiryHr F'm6X Hakasom
i Ko. KT, MiHicTepcTBa
HimeyunHa OXOPOHW 340p0B’A
100 % Ykpainu Big 27
Bi3yasibHWiA rpyaHs 2006 poky
KOHTPONb, Ne 898,
BMNPOBYBaHHSA 3apeecTpoBaHoro
KOHTPO/I0 AKOCTI B MiHicTepcTsi
(KOHTpO/b B tocTuLii Ykpainu
npoveci 29 ciyHa 2007
BUPOBHMLTBA: poky 3a Ne
pH, 73/13340 (y
pepakuii Hakasy

OCMONS/BHICTb,
KOHLeHTpauis
nentuay,
30BHiLLHIl
BUINA4,
6ioHaBaHTaXXeHH
A, 6bakTepiancHi
€HJ,0TOKCUHU;
KOHTPO/Ib NpU
BUMYCKY:
BoOsiOra,
6akTepia/ibHi
€HA0TOKCUHU,
CTEPUSIBHICTD):
BeTTep ®apma-
®eptiryHr rméX
i Ko. KT,
HimeyunHa
100 %
Bi3yasibHWiA
KOHTPO/b!
BeTTep ®apma-

MiHicTepcTBa

OXOPOHM 3[10pOB'A

Ykpainu Bif 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHumn y
nepioguyHocCTi

nofaHHs
perynsapHux 3BiTiB
3 Gesneku.

PepTiryHr FTm6X




5 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
i Ko. KT,
HimeyunHa
MapKyBaHHsA Ta
BTOPVHHE
nakyBaHHs
(komnnekTHa
ynakoBka),
BUNPOBYBaHHSA

KOHTPO/IO AKOCTI
(koHTpO/b NpY
BUMYyCKY: JOT-

6no0T,
cniBnagiHHa
yacy

YTPUMYBaHHS,

30BHILLHIN

BUINAA, Konip Ta
npo30piCTb,
OLHOPIAHICTb
[,030BaHNX

OfMHULb, Yac

BiHOB/IEHHS,

MeXaHiuHi
BK/TIOUEHHS,
BMICT

MyNbTUMEPY,

neamifyBaHHs,

CynpoBigHi
OOMILLKN,
aKkTMBHa
hpakuis,

KOHLeHTpauis
nentnay,

IHTaKTHWi

Bocoputug, pH,

OCMOJISI/TBHICTb,

nonicop6ar 80;

KOHTPO/b Npn

CTabiNbHOCTI:

30BHILLHIN

BUINSAA, Yac

BiJHOB/IEHHS,

MeXaHiuHi

BK/THOUEHHS,

repMeTUYHICTb

ynakoBKU, BMICT

MyNbTUMEPY,

[eaMiflyBaHHs,




Ha3ssa

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

6
KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

ITpopoBxeHHs fojgaTKa 1

PeecmpayjitiHa
npoyedypa

Peknamys Homep
aHHs1 peecmpayitiHo
20

nocgio4YeHHs

Ymosu
Bionycky

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

diroyoi
pe4yosuHuU

ynakoska)

CynpoBigHi
LOMILLKN,
aKkTMBHa
hpakuis,
KOHLeHTpauis

nentuay, pH,
OCMOJIS/IBHICTb,
Konip Ta
Npo30piCTb),
BUNYCK cepil:
BiomapuH
IHTEepHeLHN
Nimites,
IpnaHgjs
MapKyBaHHsA Ta
BTOPUHHE
nakyBaHHs
(komnnekTHa
ynakoBka):
MinmayHT

Xenckea
Nimites,
IpnaHgjs

BunpobyBaHHs
KOHTPOJIO SKOCTi

(koHTpOnb B
npoveci

BMPOGHMLTBA:

pH,

OCMOSS/IbHICTb,

KOHUEeHTpauis
nentuay,
30BHILUHiIN
BUMNSAA,
6ioHaBaHTaXeHH
A1, 6bakTepianbHi
€HA0TOKCUHU;
KOHTPO/b Npn
BUMYCKY:
Bosiora,
6akTepiasibHi
€HA0TOKCUHM,
CTEePUSbHICTb):
Bettep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeuunHa

Bunpo6yBaHHs




7 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
KOHTPO/HO AKOCTI

(KkOHTpO/b NpK
BUMYCKY: JOT-
6no0T,
cniBnagiHHA
yacy
YTPUMYBaHHS,
30BHiLLHIl
BUINA4, Komip Ta
Npo30piCTb, Yac
BiIHOBNEHHSA,
MeXaHiyHi
BK/TIOUEHHS,
OfHOPIJHICTb
[030BaHNX
OAVHWLb, BMICT
MyNbTUMEPY,
OeamigyBaHHs,
CynpoBigHi
LOMILLKN,
aKkTMBHa
hpakuis,
KOHLeHTpauis
nentnay,
IHTaKTHWi
Bocoputug, pH,
OCMOJISI/TBHICTb,
nonicop6ar 80;
KOHTPO/b Npn
CTabiNbHOCTI:
30BHILLHIN
BUINSAA, Yac
BiJHOB/IEHHS,
MeXaHiuHi
BK/THOUEHHS,
repMeTUYHICTb
ynakoBKU, BMICT
MyNbTUMEPY,
OeamigyBaHHs,
CYnpOoBigHi
OOMILLKN,
aKkTMBHa
hpakuis,
KOHLeHTpauis
nentuay, pH,
OCMOSS/IbHICTb,
Konip Ta

npo30picTb):




8 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BioMapwvH
dPapmacbioTukan

IHK., CnonyueHi
Ltatn Amepukun
(CLLA)
BunpobyBaHHs
KOHTPO/O AKOCTI
(KkOHTpO/b NpK
cTabiNbHOCTI:
BO/Ora):
€BpodpiHC
NaHkactep
Na6opaTtopis
IHK., CnonyueHi
Ltatn Amepukn
PO34MHHMK
100 %
Bi3yasibHWiA
KOHTPO~b,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/IO AKOCTI
(KOHTpO/b B
npoueci
BVMPOGHMLTBA:
TAMC, TYMC,;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/b Npn
CTabi/IbHOCTI:
30BHILUHiIN
BUINIAA, PO3UMHY,
PEYOBMHM, LLO
OKMCHIOIOTBCS,
PeYOoBUHM, LLIO
BiZIHOBNIOIOTb
Kanito
nepmaHraHar,
CYXMiA 3a/ILLIOK,
HEeKOMMNeHCcoBaH
a
€/1eKTPOnpoBiAHi
ctb(25°C+1
°C), MexaHiuHi
BK/THOUEHHS,

006'eM, L0




9 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BUTArAeThCS,
6akTepiaibHi
€HL,0TOKCUHM,

CTEepPU/IbHICTb)
BeTTep ®apma-
®epTiryHr Frm6X

i Ko. KI,
HimeuunHa

Bupo6HMLTBO

PO3YMHHMKA Y
wnpuui, 100 %

Bi3yasibHWiA
KOHTPO~b,
nepBuHHe

nakyBaHHs,
BUNPOGYBaHHSA
KOHTPOJIO SIKOCTI
(koHTpOsb B
npoueci
BMPOGHMLTBA:
06’em
HanoBHEHHS Ha
NiHiT, BUTICHEHWIA
06’em,
NOSIOXEHHSA
4yacTuHK
3aKynoproBasibH
oro 3acoby V-
oVs,

MOSIOXKEHHS

npo6ku,

Bi3yaslbHUiA

KOHTPO/b B

npoueci
BMPOGHMLTBA,
cuna 3pyLIeHHs
Tacuna
KOB3aHHs,
TAMC, TYMC;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/b Npn
cTabinbHOCTI:
30BHiLLHIl
BUIIAZ, PO3UNHY,
PeYOoBUHM, LLIO
OKUCHIOIOTLCS,

PEYOBYHM, L0




10 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BiHOB/IOIOTb
Kanito
nepmaHraHar,
CYXMIA 3aSIMLLIOK,
HEeKOMMNeHCoBaH
a

€NeKTPonpoBigHi
cTb(25°C+1
°C), MexaHiyHi
BK/TIOUEHHS,
06’em, WO
BUTAracTbCs,
6akTepia/ibHi
€HA0TOKCUHU,
CTEPUSIBHICTDb):
BeTTep ®apma-
®eptiryHr rméX
i Ko. KT,
HimeuunHa
100 %
Bi3yasibHWiA
KOHTPO~b,
BUNPOBYBaHHSA
KOHTPO/IO AKOCTI
(koHTpO/b NpY
CTabi/IbHOCTI:
repMeTUYHICTb
ynakoBKK):
BeTTep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeuunHa
MapKyBaHHsA Ta
BTOPVHHE
nakyBaHHS:
BiomapuH
IHTEepHeLHN
Nimviten,
IpnaHgjs
BunpobyBaHHsA
KOHTPOJIO SIKOCTI
(koHTpOsb B
npoueci
BMPOGHMLTBA:
TAMC, TYMC;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/Ib Npu




11 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
cTabinbHOCTI:
30BHiLLHIl
BUIIAZ, PO3UNHY,
PeYOoBUHM, LLIO
OKMCHIOIOTbCS,
PEYOoBWHM, LLIO
BiHOB/IOIOTb
Kanito
nepmaHraHar,
CYXMiA 3aSIMLLIOK,
HEeKoMneHcoBaH
a
€NeKTPonpoBigHi
cTb(25°C+1
°C), MexaHiyHi
BK/TIOUEHHS,
06’em, WO
BUTAracThbCs,
6akTepia/ibHi
€HL,0TOKCUHM,
CTEPUSIBHICTD):
BeTTep ®apma-
®eptiryHr FrméX
i Ko. KT,
HimeuunHa
3. | BOKC30ro vosoritide Bocoputug | MO5BX0 | nopoliok Ta BioMapuH IpnaHgis MopoLuok Himeuunna/ PeecTpauist Ha 5 3a He UA/21236/01/03
7 PO3YMHHVIK ONS IHTepHeLwwHN Bupo6HULTBO Ipnangis/ pokiB peuyenmo nionsieae
PO34MHY A5 iH'eKuili Nimiteq nikapcbkoro Cnony4eHi M
no 1,2 mr (2,0 3acoby, 100 % WTatn IHCTpYKUis gns
mr/mn); no 1,2 mr BizyasIbHWI Amepukn MeauyHoro
MOPOLLKY Y do/1aKoHi KOHTPO/b, (CWA) 3aCTOCyBaHHA
(2,0 mr/mn) T2 0,6 nepBuHHE nikapcbKoro
M/1 PO3YMHHMKA Y nakyBaHHs, 3acoby Ta TekcT
nonepeaHLO BUNPOBYBaHHSA MapKyBaHHs
HarnoBHEHOMY KOHTPO/O AKOCTI ynakosku (eCTD
wnpwui; no 10 (KOHTpO/Ib B Bepcis 0006).
pNakoHiB 3 npoueci MeToan KOHTpOso
nopotukom, 10 BMPOGHMLTBA: AKOCTI NikapcbKoro
nonepegHbL0 nepe.ipka 3acoby (eCTD
HamnoBHEHWX 06’emy Bepcis 0005). 3BiT
LInpuuiB 3 HanoBHEHHS, 3rigHo goaaTky 29
PO34MHHMKOM, 10 pH, Mopsaky (eCTD
0iHOPa30BKX ros1oK OCMOJIS/IBHICTb, Bepcis 0000) 3siT
[ON151 BiAHOB/EHHA Ta KOHLeHTpauis 3rigHo gogatky 30
10 ogHopa3oBux nentuay, Mopsaky (eCTD
WwnpuiB ans 30BHILLHIN Bepcis 0000 Ta
BBEEHHSA Y BUrNA4, 0007) Pestome



https://atcddd.fhi.no/atc_ddd_index/?code=M05BX07

12 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
KapTOHHI Kopo6Lyi BizyaslbHWi MNYyP Bepcis 3.4.
KOHTPO/1b B (eCTD Bepcis
npoveci 0008).
BMPOGHMLTBA,
6ioHaBaHTaXeHH MepiognyHicTb
51, bakTepianbHi noAaHHs
€HA0TOKCUHU; perynsipHo
KOHTPO/b Npn OHOB/IIOBAHOTO
BUWMYCKY: 3BITY 3 6e3sneku,
BOJIOra, BignosigHoO oo
6akTepiasibHi Mopsaky
€HAO0TOKCUHN, 3[iACHEHHS
CTEePUSbHICTb): thapmakoHarnagy,
3aTBEPAXKEHOrO
Hakasom

Bettep ®apma-
®epTiryHr F'm6X
i Ko. KI,
HimeuunHa
100 %
BizyaslbHWi
KOHTPO/b,
BMMNPOGYBaHHSA
KOHTPO/O AKOCTI
(koHTpOnb B
npoveci
BMPOGHMLTBA:
pH,
OCMOJIASIBHICTb,
KOHUEeHTpauis
nentnay,
30BHILUHiIN
BUMNAA,
6ioHaBaHTaXeHH
51, bakTepianbHi
€HA0TOKCUHU;
KOHTPO/b Npn
BUMYCKY:
Bosiora,
6akTepiasibHi
€HA0TOKCUHM,
CTEePUSbHICTb):
Bettep ®apma-
®epTiryHr Frm6X
i Ko. KI,
HimeuunHa
100 %
BizyasIbHWI
KOHTPO/b:

MiHicTepcTBa
OXOPOHW 3[10POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
roCTuLiT YKpainu
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pOB's
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HavYeHUMn y
nepioguYHoCTI
nofaHHs
perynspHux 3BiTiB
3 6esneku.

BeTTep ®apma-




13 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
®epTiryHr FrM6X
i Ko. KT,
HimeuunHa
MapkKyBaHHs Ta
BTOPUHHE
nakyBaHHs
(komnnekTHa
ynakoBka),
BMNPOGYBaHHSA

KOHTPO/O AKOCTI
(KkOHTpO/b NpK
BUMYCKY: JOT-

6nor,
cniBnagiHHA
yacy

YTPUMYBaHHS,

30BHiLLHIl

BWUINA4, Komip Ta
npo30picTb,
OfHOPIJHICTb
[030BaHNX

ONHULb, Yac

BiIHOBNEHHSA,

MeXaHiyHi
BK/TIOUEHHS,
BMICT

MynbTUMEPY,

[eaMiflyBaHHS,

CYNpOBIifHi
LOMILLIKA,
aKkTMBHa
thpakuis,

KOHLeHTpauis
nentnay,

IHTaKTHWiA

BocopuTtug, pH,

OCMOSS/ILHICTb,

nonicop6ar 80;

KOHTPO/b Npn

CTabiNIbHOCTI:

30BHiLLHIl

BUMNAA, Yac

BiHOBNEHHS,

MeXaHiuHi

BK/TIOUEHHS,
repMeTuYHICTb

yNakoBKM, BMICT

MYNbTUMEPY,




Ha3ssa

Koo
ATX

(popMa Bunycky
(nixapcuka dropma,

3assBHUK

14
Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BupO6HuKa

TpogoBKeHHs JoAaTka 1

Peecmpayjitina

npoyedypa

Homep
peecmpayitiHo
20

nocsidyeHHs

n/n

Hassa
JliKapcbK020
3aco6y

MixHapodH
a
HernameHm
oBaHa
Hassa*

ditoyoi
pedyosuHU

ynaKosxa)

AeamifyBaHHs,
CynpOBi/Hi
LOMILLIKA,
aKTUBHa
dhpakuis,

KoHU'eHTpaLtiﬂ
nenTtuay, pH,
OCMOJIANLHICTb,
konip Ta
Npo30picTb),
BUMyCK Cepii:
BiomapuH
IHTEpHeLHA
Nimviten,
Ipnanais
MapkyBaHHsi Ta
BTOPUHHE
naKyBaHHs
(komnnekTHa
ynakoBka):
MinmayHT
Xenckea
Nimites,
Ipnanaist
BUNpo6yBaHHs
KOHTPO/I0 AKOCTi
(koHTposib B

B|/|pO6HV”-'|TBa:

OCMOIANBHICTD,
KOHUEeHTpauis

GioHaBaHTaXKEHH
A, GakTepianbHi

npoLeci

pH,

nentuay,
30BHiLLHil
BUrNAA,

€H/J0TOKCUHM;
KOHTPO/Ib Mpy
BUMYCKY:
BOJIOra,
GakTepiasibHi
€H/I0TOKCHHMU,
CTEPU/ILHICTb):
BeTTep ®apma-
®epTiryHr FM6X

i Ko. KT,
HimMeuunHa




15 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BunpobyBaHHsA

ynakoBKK, BMICT

[eaMiflyBaHHS,

o]

KOHTPOJHO SIKOCTI
(kOHTpO/b NpK
BWMYCKY: [1OT-

6nor,
cniBnagiHHs
yacy
YTPUMYBaHHS,
30BHILLHIN

BUMNAA, KoNip Ta

NpPO30piCTb, Yac
BiJHOB/IEHHS,

MeXaHiuHi

BK/THOUEHHS,
OHOPIZHICTb
[,030BaHuX
OAVHULb, BMICT
MynbTUMEpY,

[eaMiflyBaHHS,
CYNpOBIifHi
LOMILLIKA,

aKTuBHa
thpakuis,

KOHLeHTpauis
nentuay,
IHTaKTHWiA

BocopuTtug, pH,

OCMOSS/ILHICTb,

nonicop6ar 80;

KOHTPO/Ib NpU

CTabiNIbHOCTI:

30BHiLLHIl

BUIA4, Yac

BiHOBNEHHS,

MeXaHiyHi

BK/THOUEHHS,

repMeTuYHICTb

My/IbTUMEPY,

CYNpOBIifHi
[LOMILLIKA,
aKTuBHa
thpakuis,
KOHLeHTpauis
nentuay, pH,
CMONANBHICTb,

Koslip Ta




16 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*

Npo30piCTb):
BioMapuH
PapmacboTukas
IHK., Cnony4eHi
Ltatn Amepukn
(CLLA)
BunpobyBaHHsA
KOHTPOJIO SIKOCTI
(kOHTpO/Ib NpK
cTabinbHOCTI:
BOJIOra):
€BpodpiHC
NaHkactep
Nab6opaTtopi3
IHK., CnonyueHi
Ltatn Amepukun
PO34YMHHKK
100 %
BizyaslbHWi
KOHTPO/b,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs,
BMMNPOGYBaHHSA
KOHTPOO AKOCTI
(koHTpOnb B
npoveci
BMPOGHMLTBA:
TAMC, TYMC,;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/b Npn
cTabiNbHOCTI:
30BHILUHIi
BUINISAZ, PO3UUHY,
PEYOoBWHM, LLIO
OKMCHIOIOTBCS,
PEYOBMHM, LLO
BiJHOB/IOIOTb
Kaunito
nepmaHraHar,
CYXMIA 3aSIMLLIOK,
HeKOMMNeHCcoBaH
a
€1eKTPONnpoBIAHi
cTb (25°C+1
°C), MexaHiuHi

BK/TKOYEHHA,




17 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
06’eMm, WO
BUTATa€TbCA,
6akTepiasibHi
€HZL0TOKCUHM,

CTEPUSIBHICTD)
Bettep ®apwma-
®epTiryHr FrM6X

i Ko. KI,
HimeyunHa

Bupo6HMLTBO

PO34MHHMKA Y
wnpuui, 100 %

BizyaslbHWi
KOHTPO/b,
nepBuHHe

nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/IO AKOCTI
(KOHTpO/b B
npoueci
BVMPOGHMLTBA:
06’em
HanoBHEHHS Ha
NiHiT, BUTICHEHWIA
06’em,
MOSIOXEHHS
4acTUHN
3aKynoploBasIbH
oro 3acoby V-
oVvs,

NOSIOXEHHSA

npoo6ku,

Bi3yasibHWiA

KOHTPO/b B

npoueci
BVMPOGHMLTBA,
cuna 3pyLIeHHs
Tacuna
KOB3aHHS,
TAMC, TYMC,;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/b Npn
CTabiNbHOCTI:
30BHILUHiIN
BUINIAA, PO3UMHY,
PEYOBMHM, LLO

OKMCHKHOKTbLCA,




Ha3ssa

Koo

®opma surnycky

3assBHUK

18
Kpaina
3asB8HUKa

Kpaina

Bupo6Huk
BUPOGHUKa

[MpopoBxeHHs fojartka 1

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknavys
aHHs

Howmep
peecmpayitiHo
20
nocsio4YeHHs!

n/n

Hassa
JliKapcbKo20
3aco6y

MixxHapooH
a
HernameHm
oBaHa
HasBa*

ditoyoi
peyoBuUHU

ATX

(nikapcbka ¢hopma,
ynakoska)

PEUOBVHM, L0
BiZIHOB/IIOIOTb
Kanito

repmaHraHar,
CYXMiA 3a/IMLLIOK,
HeKOMMNeHCcoBaH
a
€/1eKTPONpPOoBiAHi
CTb (25°C+£1
°C), MexaHiuHi
BK/THOYEHHSA,
06’em, WO
BUTSracTbCs,
6aK-|—epiaJ'|bHi
€HA0TOKCUHU,
CTepUNbHICTb):
BeTTep ®apma-
®epriryHr Fm6X
i Ko. KT,
HimeuunHa
100 %
Bi3yasibHuii
KOHTPO/Tb,
BMMNPOGYBaHHSA
KOHTPOJHO SIKOCTI
(koHTPOIE MU
cTabinbHOCTI:
repMeTUYHICTb
yNakoBKm):
Betrep dapma-
depTiryHr TmM6X
i Ko. KT,
HimeuunHa
MapkyBaHHA Ta
BTOPUHHE
nakyBaHHS:
BiomapuH
IHTEpHELLHN
Nimites,
Ipnangis
BunpobysaHHsa
KOHTPOJII0 SIKOCTI
(koHTpOSbL B
npoueci
BMPOBHMLTBA:
TAMC, TYMC,;
KOHTPO/1b Mpu

BUNYyCKY Ta




19 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
KOHTPO/b Npn
cTabinbHOCTI:
30BHILUHiIN
BUINIAA, PO3UUHY,
PEYOBWHM, LLIO
OKMCHIOIOTBCS,
PeYOoBUHM, LLIO
BiZIHOBNIOIOTb
Kanito
nepmaHraHar,
CYXMiA 3a/ILLIOK,
HEeKOMMNeHCcoBaH
a
€1eKTPonpoBifHi
ctb(25°C+1
°C), MexaHiyHi
BK/THOUEHHS,
06’eM, L0
BUTAracThbCs,
6akTepiaibHi
€HA0TOKCUHM,
CTEePU/IbHICTb):
Bettep ®apma-
®epTiryHr Frm6X
i Ko. KT,
HimeuunHa
4. | BOKC30ro vosoritide socoputng | MOSBXO0 | nopoLuok Ta BioMapuH IpnaHgis MopoLuok Himeuwunna/ Peectpadist Ha 5 3a He UA/21236/01/01
7 PO3UYNHHVIK ANA IHTepHeLLHN Brpo6HMLTBO IpnaHgis/ pokis peyenmo nionsizae
PO3UMHY ANS iH'EKLN Nimiteq nikapcbKoro CnonyJeHi M
no 0,4 mr (0,8 3acoby, 100 % LWratn IHCTpyKLUis ans
mr/mn); no 0,4 mr Bi3yasIbHWi AmMepuKn MeAnYHoro
MOPOLLKY Y do/1aKoHi KOHTPO/b, (CWwA) 3acToCyBaHHS
(0,8 mr/mn) Ta 0,5 nepBuHHE nikapcbkoro
MJ1 PO3YMHHMKA Y nakyBaHHs, 3acoby Ta TekcT
nonepeaHbLO BUMNPOOYBaHHA MapKyBaHHS
HarnoBHeHOMY KOHTPOJIO SIKOCTI ynakoBku (eCTD
wnpwuui; no 10 (koHTpOnb B Bepcis 0006).
chakoHiB 3 npoveci MeToan KOHTpOosio
nopotukom, 10 BUPOGHMLTBA: AKOCTI JliKapCbKOro
nonepegHL0 nepesipka 3acoby (eCTD
HamnoBHEHNX 06’emy Bepcis 0005). 3BiT
LInpuuiB 3 HanoBHEHHS, 3rigHo goaaTky 29
PO34MHHMKOM, 10 pH, Mopsgky (eCTD
0HOPAa30BMX 00K OCMOJISTBHICTb, Bepcis 0000) 3siT
[ONS BiGHOBMEHHSA Ta KOHL,eHTpauis 3rigHo goaatky 30
10 ogHOpas3oBuX nentuay, Mopsaky (eCTD
wnpwvuis ans 30BHiLLHiIl Bepcis 0000 Ta



https://atcddd.fhi.no/atc_ddd_index/?code=M05BX07

20 ITpopoBxeHHs fojgaTKa 1
Ne Ha3ssa MiXHapoOoH Ha3ssa Koo ®dopma sunycky 3asasHuUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa YmosBu Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BBEEeHHA Y BUrNag, 0007) Pestome
KapTOHHIi Kopo6Lyi BidyasIbHWiA MYyP Bepcis 3.4.
KOHTPO/Ib B (eCTD Bepcis
npoueci 0008).
BMPOGHMLTBA,
GioHaBaHTaXeHH MepiognyHicTb
51, 6akTepianbHi nojaHHsA
€HA,0TOKCUHU, perynsapHo
KOHTPO/b Npn OHOB/IIOBAHOTO
BUMYCKY: 3BITYy 3 6e3neku,
BOJIOra, BiANoOBIgHO A0
6akTepiasibHi Mopsaaky
€HA0TOKCUHM, 3[iACHEHHS
CTEPUSIBbHICTD): thapmakoHarnagy,
3aTBEPAKEHOr0
Hakasom

Bettep ®apwma-
®epTiryHr FrM6X
i Ko. KI,
HimeyunHa
100 %
Bi3yasibHUiA
KOHTPO/b,
BUNPOGYBaHHSA
KOHTPOJIO SIKOCTI
(koHTpOsb B
npoueci
BMPOGHMLTBA:
pH,
OCMOJISI/IBHICTb,
KOHLeHTpauis
nentnay,
30BHILUHIi
BUMNSAA,
6ioHaBaHTaXKeHH
51, 6akTepianbHi
€HAO0TOKCUHU;
KOHTPO/b Npn
BUMYCKY:
Bofora,
6akTepiasibHi
€HA0TOKCUHM,
CTEPUSIBbHICTD):
Bettep ®apwma-
®epTiryHr FrM6X
i Ko. KI,
HimeyunHa
100 %
Bi3yasibHWiA

MiHicTepcTBa
OXOPOHU 30pPOB’A
YkpaiHu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTsi
HoCTULIT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa
OXOPOHW 30POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HayveHumn y
nepiognyHoCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

KOHTPOJ1b!:




21 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BeTTep ®apma-

®eptiryHr rméX
i Ko. KT,
HimeyunHa
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHs
(komnnekTHa
ynakoBka),
BUNPOGYBaHHSA
KOHTPOJIO SIKOCTI
(kOHTpO/Ib NpK
BUMYyCKY: JOT-
6n0T,
cniBnagiHHs
yacy
YTPUMYBaHHS,
30BHILLHIN
BUMNAA, KoNip Ta
npo30piCTb,
OAHOPIZHICTb
[030BaHNX
0fMHULb, Yac
BiJHOB/IEHHS,
MeXaHiuHi
BK/THOUEHHS,
BMiCT
MynbTUMEPY,
AeamifyBaHHs,
CynpoBigHi
[LOMILLKN,
aKkTMBHa
hpakuis,
KOHUEeHTpauis
nentnay,
IHTaKTHWI
BocopuTtua, pH,
OCMONSA/BHICTb,
nonicop6ar 80;
KOHTPO/b Npn
CTabiNbHOCTI:
30BHILLHIN
BUMNAA, Yac
BiIHOBNEHHSA,
MeXaHiuHi
BK/TIOUEHHS,
repMeTuyHICTb

yNakKoBKMW, BMiCT




Ha3ssa

Koo

dopma sunycky 3asBHUK

22
KpaiHa
3asiBHUKa

Kpaina

Bupo6HUK
BUPOGHUKa

ITpopoBxeHHs fojgaTKa 1
Pexknamys

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

aHHSA

Homep
peecmpayitiHo
20

nocsioYeHHs

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

diroyoi
pe4yosuHuU

ATX

(nikapcbka ¢hopma,
ynakoska)

MynbTUMEPY,
AeamifyBaHHs,
CynpoBigHi

[LOMILLKN,
aKkTMBHa
hpakuis,

KOHUEeHTpauis
nentuay, pH,
OCMOJIASIBHICTb,
Konip Ta
Npo30picTb),
BUMYCK Cepii:
BiomapuH
IHTepHeLHN
Nimiteq,
IpnaHgis
MapkyBaHHA Ta
BTOPVHHE
nakyBaHHs
(komnnekTHa
ynakoBKa):
MinmayHT
Xenckea
Nimiteq,
IpnaHgis
BunpobyBaHHs
KOHTPO/IO AKOCTI
(KOHTpO/b B
npoueci
BVMPOGHMLTBA:
pH,
OCMOJIS/IBHICTb,
KOHLeHTpauis
nentnay,
30BHiLLHIl
BUMNAA,
6ioHaBaHTaXXeHH
A, bakTepiasibHi
€HA0TOKCUHU;
KOHTPO/b Npn
BUMYCKY:
BOJIOra,
6akTepia/ibHi
€HL,0TOKCUHMN,

CTEPUSIBHICTDb):

BeTTep ®apma-

®epTiryHr Frm6X

i Ko. KT,




23 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
HimeyunHa
BunpobyBaHHs

KOHTPO/IO AKOCTI
(koHTpO/b NpY
BUMYCKY: JOT-

6n0T,
cniBnagiHHa
yacy
YTPUMYBaHHS,
30BHILUHiIi

BUINAA, Konip Ta

MpO30piCTb, Yac
BiHOBNEHHS,

MeXaHiuHi
BK/TIOUEHHS,
OLHOPIAHICTb
[,030BaHNX

OAVHWLb, BMICT

MynbTUMEPY,

AeamifyBaHHs,
CynpoBigHi
[LOMILLKN,

aKkTMBHa
hpakuis,

KOHUEeHTpauis
nentnay,
IHTaKTHWIA

BocopuTtua, pH,

OCMONSA/BHICTb,

nonicop6ar 80;

KOHTPO/b Npn

CTabi/IbHOCTI:

30BHILUHiIN

BUMNAA, Yac

BiIHOBNEHHSA,

MexaHiuHi

BK/TIOYEHHS,

repMeTuyHICTb
yMakoBKM, BMICT

MynbTUMEPY,

AeamifyBaHHs,

CynpoBigHi

[LOMILLKN,

aKkTMBHa

hpakuis,

KOHUEeHTpauis

nentuay, pH,

OCMOJISI/IbHICTb,




24

ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
Konip Ta
NpOo30piCTb):
BioMapuH
dapmacboTuKan

IHK., CnonyueHi
Ltatn Amepukn
(CLLA)
BunpobyBaHHs
KOHTPO/IO AKOCTI
(koHTpO/b NpY
CTabi/IbHOCTI:
BOJIOra):
€BpodoiHC
NaHkactep
NabopaTtopis
IHK., Cnony4eHi
Ltatn Amepukn
PO34MHHMK
100 %
Bi3yasibHUiA
KOHTPO/b,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPOJIO SIKOCTI
(koHTpOsb B
npoueci
BMPOGHMLTBA:
TAMC, TYMC;
KOHTPO/b Npn
BWMYCKY Ta
KOHTPO/b Npn
cTabinbHOCTI:
30BHILUHii
BUIIAZ, PO3UMHY,
PeYOoBUHM, LLIO
OKMCHIOIOTBCS,
PEYOoBUHM, LLIO
BiHOB/IOIOTb
Kanito
nepmaHraHar,
CYXMIA 3aSIMLLIOK,
HEeKoMMneHcoBaH
a
€NeKTPonpoBigHi
cTb(25°C+1

°C), MexaHiyHi




25 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HernameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BK/THOUEHHS,
06’em, WO
BUTATAETHCH,
6akTepia/ibHi
€HA0TOKCUHU,

CTEPUSIBbHICTD)
BeTTep ®apma-
®eptiryHr FrméX

i Ko. KT,
HimeuunHa

Brpo6HMLTBO

PO3YMHHMKA Y
wnpwui, 100 %

Bi3yaslbHUiA
KOHTPO/b,
nepBuHHe

nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(koHTpOnb B
npoveci
BMPOGHMLTBA:
06’em
HanoBHEHHSA Ha
NiHii, BUTICHEHWIA
06’em,
MOSIOKEHHS
4acTuHM
3aKynoproBasibH
oro 3acoby V-
OVS,

MOSIOXEHHS

npo6kwu,

BizyaslbHWi

KOHTPO/b B

npoveci
BMPOGHMLTBA,
cuna 3pyLIeHHs
Tacuna
KOB3aHHS,
TAMC, TYMC,;
KOHTPO/b Npn
BUMYyCKy Ta
KOHTPO/b Npn
cTabiNbHOCTI:
30BHILUHIi
BUINISA, PO3UUHY,

PEYOBYHM, L0




Koo

®opma surnycky

3assBHUK

26
Kpaina
3asB8HUKa

Kpaina

Bupo6HuK
BUPOGHUKa

ITpofoBKeHHs fofaTka 1

PeecmpayitiHa
npoyeodypa

Ymosu
Bionycky

Peknavys

aHHSA

Howmep
peecmpayitiHo
20
nocsioYeHHs

n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoOH

a

HenameHm
oBaHa
HasBa*

Hassa
ditoyoi
pe4yosuHU

ATX

(nikapcbka gpopma,
ynaKoskKa)

OKMCHIOKOThCS,
PEUYOBMHM, LLIO

BiIHOB/IOIOTb
Kanito
repmaHraHar,
CYXMIA 3aSIMLLIOK,
HEeKOMNeHCcoBaH
a
€/1eKTPOMNPOBIAHI
CTb (25°C=*1
°C), MexaHiuHi
BK/THOUEHHS,
06’em, Lo
BUTAraeThbCs,
6aKTepiasibHi
€HA0TOKCUHU,
CTEPUSIBHICTD):
Betrep dapma-
®epTiryHr TM6X
i Ko. KT,
HimevunHa
100 %
BiyanbHWiA
KOHTPOSb,
BUNPOGYBaHHSA
KOHTPOJIIO SIKOCTi
(KOHTPO/b MpK
cTabinbHOCTI:
repMETUYHICTb
yNaKkoBKu):
BeTTep dapma-
®epTiryHr TM6X
i Ko. KT,
HimeyunHa
MapkyBaHHsA Ta
BTOPVHHE
nakyBaHHS:
BiomapuH
IHTEepHeLHN
Nimites,
Ipnangis
BnnpobysaHHs
KOHTPOJHO SIKOCTI
(KoHTpOSIb B
npoLeci
BMPOGHMLTBA:
TAMC, TYMC,;
KOHTPO/1b Npn




ITpopoBxeHHs fojgaTKa 1

27
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
BUMYyCKy Ta
KOHTPO/b Npu
cTabiNbHOCTI:
30BHILUHIi
BUINAA, PO3UNHY,
PEYOoBWHM, LLIO
OKUCHIOIOTbCS,
PeyoBUHM, WO
BiJHOB/IOIOTb
Kaunito
nepmaHraHar,
CYXMIA 3aSIMLLIOK,
HeKOMMNeHCcoBaH
a
€/1eKTPONnpoBIAHi
cTb (25°C+1
°C), MexaHiuHi
BK/TIOUEHHS,
06’eMm, WO
BUTArAETHCH,
6akTepiasibHi
€HA0TOKCUHM,
CTEPUSIbHICTDL):
Bettep ®apwma-
®epTiryHr FrM6X
i Ko. KT,
HimeyunHa
5. | FIMNAB3I marstacimab |mapctauvma| BO2BX1 | po3umH Ans iH'exuin, Mdpaiizep CLIA BVMPOGHMLTBO, Benebris/ peecTpauis Ha 5 3a He UA/21237/01/01
6 1 150 mr/mn; 1 Eiiy.Ci.Mi. nepBuHHE IpnaHgjs pokiB peyenmom nionsizae
nonepeaHbLO Kopnopeiiu nakyBaHHs,
HarnoBHeHa pyuka, H cKnagaHHs Pestome nnany
O MICTUTb LUNPWL, nonepeaHL0 ynpasiHHA
Y KapTOHHili kopobLi HanoBHEHOI pusmkammn Bepcis
3 MapKyBaHHAM PYyYKu, BTOPUHHE 0.4 popaeTbeA.
YKpaiHCbKOlo Ta nakyBaHHs, MepiognyHicTb
aHrniicbkot MapKyBaHHS, nofaHHs
MoBaMu TecTyBaHHS, perynspHo
BUMYCK Cepii: OHOB/1OBaHOro
Mcpaiizep 3BiTYy 3 6e3neku,
MeHtodekuypuH BiANOBIAHO A0
r benbrisa HB, Mopsaaky
Benbris; 3iACHEeHHS
thapmakoHarnsgy,
TeCTyBaHHs 3aTBEPAKEHOr0
(nonepeaHbLO Hakasom
HaMoOBHEHWN MiHicTepcTBa
Lnpuw): OXOPOHU 30pOB’SA




28 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
Mdpaiizep Ykpainu Big 27
IpnaHgjs rpyaHa 2006 poky
dapmacbloTikan Ne 898,
3 AHnimiTeq 3apeecTpoBaHoro
KomnaHi, B MiHicTepcTsi
Ipnangis HoCTULIT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'S
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HayYeHumn y
nepiognyHoCTi
nofaHHs
perynsipHux 3BiTiB
3 6esneku.
6. | AIBAKAH - TeTparigpoka - pignHa (cybcTaHuis) TOB "lOpis- YkpaiHa MaHakcia ManbTta peecTpauis Ha 5 - He UA/21230/01/01
NAHAKCIP, HabiHoN Y CKNSIHWX Papm” dapmactoTikan pokiB nionsizae
EKCTPAKT (TrK) B hnakoHax ans ManbTa
PIAKWIA, eKCTpakTi; hapmavLeBTUYHOro (OnepeiilwHc)
CTAHOAPTU KaHabigion 3acTocyBaHHS Nimiteq
30BAHUIA (KBA) B KB/,
(BMICT TTK eKCTpaKTi
10 MI/MA :
KB/, 10
Mr/Mn)
7. | OIBAKAH - TeTparigpoka - pignHa (cybcTaHuis) TOB "tOpis- Ykpaina MaHakcia ManbTta PeecTpauia Ha 5 - He UA/21231/01/01
MAHAKCIP, HabiHoN Y CKISAHUX Papm” dapmactoTikan pokiB nionseae
EKCTPAKT (TrK) B TTK chnakoHax ans ManbTa
PIOKWIA, eKCTpaKTi hapmaueBTUYHOTO (OnepeiiwHc)
CTAHOAPTU 3acToCyBaHHsA Nimiteq
30BAHUN
(BMICT TTK
25 MriMn)
8. | OIBAKAH - TeTparigpoka - pianHa (cybcTaHuis) TOB "HOpis- Ykpaina MaHakcia ManbTa PeecTpauis Ha 5 - He UA/21232/01/01
MAHAKCIP, HabiHoN Y CK/ISIHUX Papm” dPapmactoTikau pokiB niosnsieae
EKCTPAKT (TrK) B TIK thnakoHax Ans ManbTta
PIAKWIA, eKCTpaKTi; hapmMaLeBTUYHOTO (OnepeLwHc)
CTAHOAPTU KaHabigion 3acTocyBaHHsA Nimitep
30BAHUIA (KB[) B KB/,
(BMICT TIrK eKCTpakKTi
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ITpopoBxeHHs fojgaTKa 1

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

25 MFIMA ;
KB, 25
MrIMT)

ME/TOKCUKA
M ABPUN

meloxicam

Me/1IoKCnKam

MO1ACO
6

PO3UuH NS iH'eKwii
10 mr/mn; no 1,5 mn
B amnyni, no 5
amnyn y énictepi, no
1 6nicTepy B
KapTOHHI Kopo6Lyi

Abpun
dopmynenww
H3 [BT. /114,

IHais

Abpun
NabopaTtopi3
MpaiiBeT
Nimitepn

IHais

PeecTpauis Ha 5
pokiB

Pestome nnaHy
ynpas/liHHA
pv3nkamu Bepcis
0.2 popaetbeA.
MepiognyuHicTb
nofaHHs
perynsipHo
OHOBJ1I0BAHOIO
3BITY 3 6e3neku,
BignoBigHO A0
Mopsaky
34iiCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOrO
Hakasom
MiHicTepcTBa
OXOPOHW 3[,0POB’'A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
HOCTULIT YKpaiHu
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pejakuii Hakasy
MiHicTepcTBa
OXOPOHW 34,0pOB'A
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguyHoCTI
nofaHHs
perynspHux 3BiTiB
3 6esnekw.

3a
peyenmo
M

He
nionsieae

UA/21233/01/01

10.

HEPOHEKC

meldonium

Me/b0HIl

CO1EB2
2

PO34UnH NS iH'eKLi
100 mr/mn, no 5 mn

Abpun
$opmyneiL

IHais

Abpun
JlabopaTtopi3

IHAis

PeecTpauis Ha 5
pokiB

3a
peyenmo

He
niosnsieae

UA/21234/01/01
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ITpopoBxeHHs fojgaTKa 1

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

B amnyni; no 5
amnyn y énictepi; no
1 abo 2 6nicTepu B
KapTOHHI Kopo6Lyi

H3 IMBT. NITA.

MpaiiBeT
Nimiten

Peslome nnaHy
ynpas/liHHA
pv3nkamun Bepcis
0.1 popaeTbes.
MepiognyHicTb
nofaHHs
perynspHo
OHOB/IIOBAHOTO
3BITYy 3 6e3neku,
BiANoOBIgHO A0
Mopagky
34iACHEeHHS
thapmakoHarnagy,
3aTBEPAKEHOr0
Hakasom
MiHicTepcTBa
OXOPOHU 30pPOB’A
YkpaiHu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTsi
HoCTULIT YKpaiHu
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa
OXOPOHW 30POB'SA
YkpaiHu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HayveHumn y
nepiognyHoCTi
nofaHHs
perynsipHux 3BiTiB
3 6esnekw.

11.

CYrAMAJEK
C HATPIIO

Sugammade
X

cyramagekc
HaTpito

MOPOLLIOK
(cybeTaHuis) y
noaBiiHMX
nonieTueHoBmx
naketax Ans
thapmaLeBTUYHOTO
3aCTOCYyBaHHSA

TOB "lOpis-
dapm"”

Ykpaina

YyHrxea
Kewmikan
CuHTesic &
BalioTek Ko.,
nra.

TaiiBaHb

peecTpavuis Ha 5
pokiB

He
nionsieae

UA/21227/01/01
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ITpopoBxeHHs fojgaTKa 1

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayitiHa
npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

12.

CYXUn
EKCTPAKT 3
9 POC/IVH

eKCTpakT
Cyxuii 3
NiKapcbKoi
POC/IMHHOT
CUPOBUHY (4-
5:1) uynbyni
pinyactoi
NYLUNWHHA
(Allium cepa),
6epesu
noBuCNOi
nucTs (Betula)
alba), nupito
noB3y4oro
KOpeHeBuLLa
(Agropyrum
repens),
neTpyLUKn
Ky4yepsasoi
KOPIHHSA
(Petroselinum
sativum),
ryHb0M CiHHOI
HaCiHHA
(Trigonella
foenum
graecum),
30/10TYLLUHUKA|
3BUYaHOIO
Tpasa
(Solidago
virgaurea),
XBOLUa
nosIbOBOro
cTebna
(Equisetum
arvense),
cnopuLly
3BUYAHOIO
TpaBa
(Polygonum
aviculare),
NBUCTKY
niKapcbKoro
KOpEHi
(Levisticum
officinale)

(5:10:12,5:17

NOPOLLIOK
(cybeTaHuis) B
MilKax noaBiiHNX
nonieTmneHoBux
ans
chapmaueBTUYHOro
3aCTOCyBaHHSA

AT
"papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

peecTpavuia Ha 5
pokis

He
nionsieae

UA/21228/01/01




32 ITpopoBxeHHs fojgaTKa 1
Ne Hassa MiXHapoOoH Hassa Koo dopma sunycky 3asBHUK Kpaina Bupo6HUK KpaiHa PeecmpayitiHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 a dito4oi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo
3acoby HemameHm | pe4yoBUHU ynakoska) 20
oBaHa nocsioYeHHs
Hassa*
5:15:5:10:15:
10)

(excTpareHT

eTaHon - 45

% 06/006) 3
BMiCTOM CyMU

chnasoHOIAiB

He MeHLe 2

%y

nepepaxysaH

Hi HA pyTWH

13. | TIOPOKC thiocolchicos |Tiokonxiko3n| MO3BX0 | po3uvH Ans iH eKLii Abpun IHgis Abpun IHais PeecTpauist Ha 5 3a He UA/21235/01/01
ide il 5 4 mr/2mn, no 2 mMnB | dopmyneiil Nab6opaTtopi3 pokiB peuyenmo nionsieae
amnyni, no 5 amnyn H3 MBT. /T4, MpaiiseT M
y bnicTepi Ta B Nimiten Pe3stome nnany

KapTOHHI Kopo6Lyi

ynpaBiHHSA
pu3nkammn Bepcis
0.2 popaetbCA.
MepiognyHicTb
nofaHHsA
perynsipHo
OHOB/IIOBAHOrO
3BiTYy 3 6e3neku,
BignoBigHO Ao
Mopaaky
3[iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOrO
Hakasom
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big 27
rpyaHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuLii Ykpainu
29 ciynga 2007
poky 3a Ne
73/13340 (y
pepakuii Hakasy
MiHicTepcTBa
OXOPOHU 30POB'sA
Ykpainu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBUTb: 3riHO
3i cTpokamu,
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ITpopoBxeHHs fojgaTKa 1

n/n

Hassa
JliKapcbKo20
3acoby

MiXHapoOoH
a
HernameHm
oBaHa
Ha3zsa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayitiHo
20
nocsioYeHHs

3a3HayveHumn y
nepioguyHocCTi
nofaHHs
perynsapHux 3BiTiB
3 6esneku.

* gidnosidHo do iHghopmayii ogpiyitiHozo catimy Lienmpy BOO3 no cnisnpayi 8 Memodosioeii cmamucmuyHux docnidxens (https://www.whocc.no/atc_ddd_index/)

B.o. Haua/bLHUKAa
dapmareBTUYHOr0 YNpaB/IiHHSA

Onexkcanpap I'PIHEHKO



https://www.whocc.no/atc_ddd_index/

ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY

peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 13 kBiTHs 2026 poKy Ne 498

Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HukK Kpaina Peecmpayjitina Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka chopma, 3asiBHUKa BUPOOHUK npoyeoypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
1. | BOHANYP ibandronic | i6baHgpoHo | MO5BAO | TabneTtku, BKpUTI ToBapucTBO Ykpaina PAPMATEH CA peuis nepepeectpavis 3a He UA/18843/01/01
acid Ba 6 NAiBKOBOIO 3 Ha HeoOMEeXeHUiA peyenmom | niosnsieae
kmcnoTa ob6onoHkoto, no 150 0bMexeHoto TEpMiH.
Mr; no 1 TabneTuiy Bignosiganb OHoBNEHO
6nicTepi; no 1 HICTIO iHchopmawito B
6nictepy B «BYCT iHCTpYKLii gns
KapTOHHIlA KopooLi PAPMA» MeANYHOro
3acTocyBaHHsA

nikapcbKoro
3acoby y posginax
"PapmakoTepanes
TuyHa rpyna. Kog
ATX"
(peparyBaHHs
iHcpopmawii 6e3
3MiHun kogy ATX),
"dapMaKonorivHi
BN1acTBOCTI"
BiANoBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKoro
3acoby (Bonviva,
film-coated
tablets, 150 mg ),
a Takox y po3gini
"Mo6iuHI peakwi"
LLLOA0 BaXK/MBOCTI
3BiTYBaHHSA Npo
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

noGiyHi peakuiii.
Pestome nnaHy
yrpaBniHHA
pu3nkammn Bepcis
1.1 popaerbea.
MepiogunyHicTb
nofaHHa
perynsipHo
OHOBJ/1OBAHOIO
3BiTYy 3 6e3neku,
BiANOBIAHO A0
Mopagky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3oMm
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpaiuu Big 27
rpygHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'A
YKkpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifAHO
3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

B 12
AHKEPMAH

cyanocoba
lamin

LjaHoko6a
namix

BO3BAO
1

TabneTku, BKpUTI
060/10HKOI0 M0 1 Mr
(1000 wmkr); no 25
TabneTok y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopo6Lyi

Bbopsar
dapma
v6X i Ko.
K

HimeyunH
a

ApTesaH ®apma
v6X i Ko. KI

HimeyunH
a

MepepeecTpauin
Ha HeoBMeXeHWiA
TEPMiH.
OHoB/EHO
iHcbopmawito B
IHCTpYKUIT Ans
MeAMYHOro
3aCTOCYBaHHSA

3a
peyermom

He
nionsieae

UA/18177/01/01




36

[TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*

nikapcbKoro
3acoby y posgini
"Ocob6nuBocTi
3acTocyBaHHA"
oo 6esneku
3aCTOCYyBaHHSA
nikapcbKoro
3acoby, a Takox y
po3gain "MobiuHi
peaxuii”
[ONOBHEHO
3BiTyBaHHSAM PO
no6iyHi peakuji.

Pestome nnaHny
ynpas/iiHHA
pv3nkammn Bepcis
2.1 popa€eTbCA.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/IIOBAHOIO
3BiTY 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[jiCHEHHS
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuLii YkpaiHu
29 ciuna 2007
poky 3a Ne
73/13340 (y
pegakuii Hakasy
MiHicTepcTBa
OXOPOHW 340P0B'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rigHO
3i cTpokamu,




37 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
3a3HavYeHMn y
nepioguyHocCTi
nofaHHa
perynspHux 3BiTiB
3 6esneku.
3. | FTEKOKYP - Chionanth | Komnnek | kpanni opasibHi no MEKAHA HimeuuunH MEKAHA HimeuumnH MepepeecTpauis 6e3 nionszae | UA/13592/01/01
CNAT. NEKA us CHWiA 30 mn1, no 50 mny HATYPXAI a HATYPXA/IbM a Ha HeoOMeEXEeHMIA peyenma
virginicus romeona | chnakoHi; no 1 NIbMITTE/Ib ITTENb MM6X TEPMiH.
D2, Iberis TUYHWIA chnakoHy B M6X OHoBEHO
amara D6, | npenapa | KapTOHHii1 ynakoBLi iHhopmalito B
Lycopodiu | T IHCTpYKUiT Ans
m MeAMYHOro
clavatum 3aCTOCYyBaHHSA
D4, nikapcbKoro
Mandragor 3acoby y posginax
aerad. "MokasaHHsa "
sicc. spag. (yTOuHeHHS
Peka D12, iHchopmawii),
Phosphoru "Oco6nmBoCTI
s D10, 3acTocyBaHHA"
Peumus BiANOBIAHO A0
boldus iHhopmauii 3
spag. 6e3neku
Peka 3aCTOCYyBaHHSA
(=Boldo) nikapcbKoro
D6, 3acoby, a Takox y
Cynara po3gain "MobiuHi
scolymus peaxuii”
D8, [0MNOBHEHO
Taraxacu iHchopmalieto
m OO0 3BITYBaHHS
officinale npo no6iyHi
spag. peakuji.
Peka D8 Pestome nnaHy
ynpaBsniHHA

pu3nkammn Bepcis
1.1 popaeTbea.
MepiognuHicTb
nofaHHa
perynsipHo
OHOB/IHOBAHOIO
3BITY 3 6e3neku,
BiANoBIAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
Haka3oMm
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

MiHicTepcTBa
OXOPOHW 34,0pPOB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 3[,0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTis
3 6esneku.

ETOPA

etoricoxib

€TOPUKOKC
no6

MO1AHO
5

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKO0 10 60
Mr, N0 7 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHI Kopo6Lyi

dapmavnesT

WN4YHWIA 3aBOS

«[MONIb®AP
MA» C.A.

MonbLua

PoHTic Xennac
Megikan EHg
dapmacbloTikan
c Mpopakrtc C.A.

peuis

MepepeecTpauin
Ha HeobMeXeHuii
TEpPMiH
OHoB/EHO
iHchopmawito B
iHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y posgini
"Mo6iuHI peakwi"
BiANOBIAHO A0
iHchopmauii woao
MeAMYHOro
3aCTOCYyBaHHSA
pedrepeHTHOro
nikapcbKoro
3acoby
(APKOKCIA®,
TabneTkun, BKpUTI
N/1iBKOBOIO
060/10HKO10), a
TakoX y po3gini
"MMo6iyHi peakuji”

3a
peyenmom

He
nionsieae

UA/18682/01/01
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

LLOS0 BaX/IMBOCTI
3BiTyBaHHA Npo
noGiyHi peakuii.

Pestome nnaHy
ynpaBniHHA
pu3nkammn Bepcis
1.1 popaetbea.
MepiogunyHicTb
nofaHHa
perynsipHo
OHOBJ/1OBAHOIO
3BITYy 3 6e3neku,
BIANOBIAHO A0
Mopagky
3[iACHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3oMm
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpaiuu Big 27
rpygHa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuil Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'A
Ykpaiuu Big 26
BepecHs 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HayeHumn y
nepioguyHoCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

ETOPA

etoricoxib

€TOPUKOKC
noe

MO1AHO
5

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI No 90
Mr, No 7 TabneTok y
6nictepi, mo 1

PapmavuesT

N4YHWIA 3aBOA

«MNOJIb®AP
MA» C.A.

Monbwa

PoHnTic Xennac
Megikan EHp,
dapmacbloTikau
c MpopakTtc C.A.

pevis

MepepeecTpauin
Ha HeobMeXeHuiA
TepMiH
OHoB/IEHO
iHdhopmalito B

3a
peyermom

He
nionsieae

UA/18682/01/02




40 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
6nicTepy B IHCTPYKLT AnA
KapTOHHI Kopobuj MeLYHOro
3aCTOCYyBaHHSA

nikapcbKoro
3acoby y posgini
"Mo6iuHi peakwyji"
BiANoBiAHO A0
iHchopmawii Lwopao
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nNikapcbKoro
3acoby
(APKOKCIA®,
TabneTku, BKpUTI
nniBKOBOO
060/10HKO10), a
TakoX y po3gini
"Mo6iuHi peakwyii"
LLIOA0 BaXKIMBOCTI
3BiTyBaHHS Npo
noGiyHi peakuiii.

Pestome nnaHy
ynpas/iiHHA
pv3nkammn Bepcis
1.1 popaetbCs.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/IIOBAHOIO
3BiTY 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[jiCHEHHS
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om
MiHicTepcTBa
OXOPOHU 340POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
tocTuLii YkpaiHu
29 ciuna 2007
poKy 3a Ne
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 340PO0B'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rigHO
3i cTpokamum,
3a3HavYeHMn y
nepioguyHocCTi
nofaHHa
perynspHux 3BiTiB
3 6esneku.

ETOPA

etoricoxib

€TOPUKOKC
noé

MO1AHO
5

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0 M0 120
Mr, N0 7 TabneTok y
6nictepi, no 1
6nicTepy B
KapTOHHI Kopo6Lyi

dapmauesT

WYHWIA 3aBOf,

«MNOSIb®AP
MA» C.A.

Monbwa

PoHTic Xennac
Megikan EH,
dapmacbloTikas
¢ Npogaktc C.A.

pevis

MepepeecTpauis
Ha HeoBMeXeHWi
TEepMiH
OHoBrieHo
iHhopmalito B
IHCTPYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y po3gini
"Mo6iuHI peakuii™
BIANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby
(APKOKCIA®,
TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0), &
Takox y po3gini
"Mo6iuHI peakwi"
LLLOA0 BaXKMBOCTI
3BiTyBaHHSA Npo
noGiyHi peakLiji.

Pestome nnaHy
ynpaBsniHHA
pu3nkammn Bepcis
1.1 popaeTbea.
MepiognuHicTb
noJaHHsA

3a
peyenmom

He
nionsieae

UA/18682/01/03
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
roCTULiT Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB
3 6esneku.

ETOPIAKC®

etoricoxib

€TOPUKOKC
no6

MO1AHO
5

TabneTku, BKPUTI
N/1iBKOBOIO
o6onoHkoto, no 60
Mr; N0 7 TabNeTok y
6nictepi; no 1 a6o
no 4 6nictepu B
KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBseHis

BUPOGHMLTBO "in
bulk", nepsnHHa
Ta BTOPVHHA
ynakoBka,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;

BMPOGHMLTBO "in
bulk", nepBnHHa
Ta BTOPMHHA
ynakoBka:
lOHivem

CnoseHisi/
IHais

MepepeecTpauin
Ha HeobMeXeHuii
TEPMiH.
OHoB/eHO
iHchopmawito B
iHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y posginax
"B3aemogis 3
iHWMK
niKkapcbknumu
3aco6amu Ta iHwWi
BMAM B3aEMOSiin",

3a
peyenmom

He
nionsieae

UA/18612/01/02
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[TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
Na6opaTtopiec "Oco6nnBOCTI
Nimitea, IHAis; 3aCcToCyBaHHS",
"[iTn" (yTOUHEHHSA
nepBrHHa Ta iHhopmauit)

BTOPUHHA
yrnakoBKa:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4. Hoso
MecTo,
CnoBeHis

BiANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby (Arcoxia,
fiml-coated tablets
), @a TakoX y
po3gaini "Mo6iyHi
peakujii" woao
BavK/IMBOCTI
3BiTYyBaHHA Npo
noGiyHi peakuii.
Pestome nnany
ynpasniHHA
pu3nkammn Bepcis
2.2 popaeTbeA.
MepiognyHicTb
nofaHHa
perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0pPOB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A

YKpainu Big 26




44 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepiognyHocCTI
nofaHHa
perynsipHux 3BiTis
3 6e3neku.
8. | ETOPIAKC® etoricoxib eTopukokc | MO1AHO | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis | BUPO6GHULTBO "in | CrnoseHis/ MepepeecTpauin 3a He UA/18612/01/03
no6 5 NAiBKOBOIO HoBso mecTo bulk", nepsrHHa IHais Ha HeoOGMEeXeHUiA peyenmom nionseae
o6onoHkoto, no 90 Ta BTOpVHHA TEPMiH.
Mr; MO 7 TabNeTok y ynakoBka, OHoBNEHO
6nicTepi; no 1 abo KOHTPO/ib Ta iHchopmawito B
no 4 6nictepu B BUMYCK Cepii: iHCTpYKLUii gns
KopooLi KPKA, a.4., MeANYHOro
HoBo mecTo, 3aCcToCyBaHHA
CnoBeHis; nikapcbKoro

BMPOGHMLTBO "in
bulk", nepBnHHa
Ta BTOPWHHA
ynakoBka:
lOHivem
Nab6opaTtopiec
Nimiten, IHAis;

nepBuHHA Ta
BTOPUHHA
yrnakoBKa:
KPKA, a.4.,

HoBo mecTo,
CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4. Hoso
MecTo,
CnoBeHis

3acoby y posginax
"B3aemogis 3
iHWMK
niKkapcbknmu
3acob6amu Ta iHwWi
BMAMW B3aEMOSjin",
"Oco6nmBoCTI
3acToCyBaHHS",
"[iTn" (yTOUHEHHSA
iHhopMmaii)
BIANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby (Arcoxia,
fiml-coated tablets
), a TakoX y
po3gini "Mo6iyHi
peakujii" woao
BaXX/IMBOCTI
3BiTYyBaHHA Npo
noGiYHi peakuii.
Pestome nnaHy
ynpaBsniHHA
pu3nkammn Bepcis
2.2 popaeTbeA.
MepiognuHicTb
nofAaHHsa
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
roCTULiT Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB
3 6esneku.

ETOPIAKC®

etoricoxib

€TOPUKOKC
no6

MO1AHO
5

TabneTku, BKPUTI
N/1iBKOBOIO
ob6onoHkoto, no 120
Mr; N0 7 TabNeTok y
6nictepi; no 1 a6o
no 4 6nictepu B
KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBseHis

BUPOGHMLTBO "in
bulk", nepsnHHa
Ta BTOPVHHA
ynakoBka,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;

BMPOGHMLTBO "in
bulk", nepBnHHa
Ta BTOPMHHA
ynakoBka:
lOHivem

CnoseHisi/
IHais

MepepeecTpauin
Ha HeobMeXeHuii
TEPMiH.
OHoB/eHO
iHchopmawito B
iHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y posginax
"B3aemogis 3
iHWMK
niKkapcbknumu
3aco6amu Ta iHwWi
BMAM B3aEMOSiin",

3a
peyenmom

He
nionsieae

UA/18612/01/04
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[TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
Na6opaTtopiec "Oco6nnBOCTI
Nimitea, IHAis; 3aCcToCyBaHHS",
"[iTn" (yTOUHEHHSA
nepBrHHa Ta iHhopmauit)

BTOPUHHA
yrnakoBKa:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4. Hoso
MecTo,
CnoBeHis

BiANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby (Arcoxia,
fiml-coated tablets
), @a TakoX y
po3gaini "Mo6iyHi
peakujii" woao
BavK/IMBOCTI
3BiTYyBaHHA Npo
noGiyHi peakuii.
Pestome nnany
ynpasniHHA
pu3nkammn Bepcis
2.2 popaeTbeA.
MepiognyHicTb
nofaHHa
perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0pPOB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A

YKpainu Big 26




47 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepiognyHocCTI
nofaHHa
perynsipHux 3BiTis
3 6e3neku.
10. | ETOPIAKC® etoricoxib eTopukokc | MO1AHO | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis | BUPO6GHULTBO "in | CrnoseHis/ MepepeecTpauin 3a He UA/18612/01/01
no6 5 NAiBKOBOIO HoBso mecTo bulk", nepsrHHa IHais Ha HeoOGMEeXeHUiA peyenmom nionseae
obonoHkoto, no 30 Ta BTOpVHHA TEPMiH.
Mr; MO 7 TabNeTok y ynakoBka, OHoBNEHO
6nicTepi; no 1 abo KOHTPO/ib Ta iHchopmawito B
no 4 6nictepu B BUMYCK Cepii: iHCTpYKLUii gns
KopooLi KPKA, a.4., MeANYHOro
HoBo mecTo, 3aCcToCyBaHHA
CnoBeHis; nikapcbKoro

BMPOGHMLTBO "in
bulk", nepBnHHa
Ta BTOPWHHA
ynakoBka:
lOHivem
Nab6opaTtopiec
Nimiten, IHAis;

nepBuHHA Ta
BTOPUHHA
yrnakoBKa:
KPKA, a.4.,

HoBo mecTo,
CnoBeHis;

KOHTPO/b cepii:
KPKA, a.4. Hoso
MecTo,
CnoBeHis

3acoby y posginax
"B3aemogis 3
iHWMK
niKkapcbknmu
3acob6amu Ta iHwWi
BMAMW B3aEMOSjin",
"Oco6nmBoCTI
3acToCyBaHHS",
"[iTn" (yTOUHEHHSA
iHhopMmaii)
BIANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro
3acoby (Arcoxia,
fiml-coated tablets
), a TakoX y
po3gini "Mo6iyHi
peakujii" woao
BaXX/IMBOCTI
3BiTYyBaHHA Npo
noGiYHi peakuii.
Pestome nnaHy
ynpaBsniHHA
pu3nkammn Bepcis
2.2 popaeTbeA.
MepiognuHicTb
nofAaHHsa
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
roCTULiT Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB
3 6esneku.

11.

NOry®oEH®

levetiracet
am

neseTupa
ueTtam

NO3AX1
4

PO34YUH OpasIbHUIA,
100 mr/mn, no 200
M/TY CKNSiHOMY
(h1aKOHI 3 KPULLIKOKO
3 KOHTPO/IEM
NepLUOro BigKpUTTS;
no 200 mny
CKNsiHOMY p1akoHi 3
KPULLIKOIO,
HeJoCTynHoW ANns
BIAKPUTTA AITbMU;
no 1 dpnakoHy y
KapTOHHI ynakoBLi
pasom 3i WnpuLom-
£03aTOpPOM 06'€EMOM

TOB
"TNELOAP
M ATA"

YkpaiHa

TOB "KYCYM
PAPM", YkpaiHa
abo
TOB
«TNEJPAPM
NTO», YkpaiHa

YKpaiHa

MepepeecTpauin
Ha HeobMeXeHuii
TEPMiH.
OHoB/EHO
iHchopmawito B
IHCTpYKUIT Ans
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y posginax
«®dapmakonorivHi
BNACTVBOCTI»
(yTOYHEHHS
iHchopmawyii),
«[NokasaHHA»

3a
peyenmom

He
nionsieae

UA/18814/01/01
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[TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
5 Mn Ta agantepom (yTOYHEHHS
Ans wnpuua iHchbopmawyii),
«B3aemopis 3
IHWKMKN

niKapcbknmn
3aco6amu Ta iHwWi
BUAW B3aEMOI»,
«OcobnuBocCTi
3aCTOCYBaHHSA»,
«3aCcToCyBaHHA y
nepiog, BariTHoCTi
abo rogyBaHHSA
rpyanro»
(yTOuUHeHHS
iHchopmawii),
«Cnoci6
3acTocyBaHHs Ta
[031» (YTOYHEHHS
iHdhopmauii),
«Mob6iyHi peakwii»
BiANOBIAHO A0
iHdbopmauii
pedepeHTHOro
nikapcbKoro
3acoby Kennpa,
PO3UMH OpasIbHWIA,
100 mr/mn.

Pestome nnaHy
yrpaBniHHA
pu3nkammn Bepcis
5.1 gopaetbes.
MepiogunyHicTb
nofaHHa
perynsipHo
OHOBJ/1OBAHOIO
3BiTYy 3 6e3neku,
BiANOBIAHO A0
Mopaaky
3[jACHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3oMm
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpaiuu Big 27
rpyaHsa 2006 poky
Ne 898,
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifAHO
3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

12.

NAPIKANBbUIT
ONn-BICTA

paricalcitol

napvikasib
umTon

HO5BX0
2

PO34MH NS iH'EKLN
5 mkr/Mn no 1 mn
a6o no 2 mn B
amnynax; no 5
amnyn B KApTOHHIl
KopooLi

Mictpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrnis

®APMATEH CA

pevis

MepepeecTpauin
Ha HeoBMeXeHuiA
TepMiH
OHoB/EHO
iHchopmawuito y
po3aini
"®apmakoTepanes
TuyHa rpyna. Kog
ATX" iHCTpYKLiT
015 MenyHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby BifgnosigHO
[0 MiXHapogHOro
KnacugikaTopa
BOO3, tay
po3gaini
"Oco6nmBoCTI
3acTocyBaHHA"
oo 6e3nekn
3aCTOCYyBaHHSA
L,0MOMIDKHOT
PEYOoBVHM.

Pestome nnaHy
ynpaBniHHSA
pu3nkammn Bepcis
1.0 popaeTbeA.
MepiognyHICTb

3a
peyermom

He
nionsieae

UA/18806/01/01
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

nofaHHa
perynsipHo
OHOBJ/1OBAHOTO
3BiTYy 3 6e3neku,
BiANOBIAHO A0
Mopagky
3[iACHEHHS
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3oMm
MiHicTepcTBa
OXOPOHU 30POB’A
Ykpaiuu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuuii Ykpainm
29 ciuna 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHU 340POB'A
Ykpaiuu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3rifHO
3i cTpokamu,
3a3HayeHumn y
nepioguyHocCTi
noAaHHsA
perynsipHux 3BiTiB
3 6esneku.

13.

POOVHIP

cefdinir

uedanHip

JO1DD1
5

MOPOLLIOK A5
opasibHOT cycneHsil
no 250 mr/5 mn; no
60 mn1 a6o no 100

My doriakoHi; no 1
h1akoHy 3 MipHOI0
JIOXKOI0 B KOPOOGL

TOB
"YOP/I/
MEULIMH"

YkpaiHa

dapmaBixH
CaH. Be Tigx.
A.LL.

TypeyuunH
a

MepepeecTpauin
Ha HeoBMeXeHWiA
TEPMIH.
OHoB/EHO
iHchbopmawito B
IHCTpYKUIT Ans
MeLNYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby y posginax
«®apmakonorivHi
B/1aCTUBOCTI»
(yTOUHeHHS

iHdhopmauii),

3a
peyermom

He
nionsieae

UA/18546/01/01




52 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
«[lokasaHHA»
(yTOuUHeHHS
iHchopmawii),
«B3aemopis 3
IHWKMK

NiKapCbKUMmn
3acobamu Ta iHLi
BWAW B3aEMOSIli»,

«OcobnuBocTi
3aCTOCYBaHHS»,
«3acTocyBaHHA y
nepiog, BariTHoCTi
abo rogyBaHHS
TPyAato»

(yTOYHeHHS

iHdhopmauii),

«3partHicTb

BM/MBaTV Ha
LWBUAKICTb peakuil

npu KepyBaHHi
aBTOTPaHCNOPTOM
abo iHW1MK
MexaHiamamm»,
«Cnoci6
3acTocyBaHHA Ta
[03U» (YTOUYHEHHS
iHchopmawii),
«[iTn»

(yTOuHeHHS

iHchopmawii),
«MobiuHi peakwji»

BIANOBIAHO A0
iHchopmauii
pedrepeHTHOro
nikapcbKoro
3acoby Cefdinir for
oral suspension, a
TaKoX BHECEHO
YTOUYHEHHS Y
po3gin
"PapmakoTepanes
TnyHa rpyna. Kog
ATX" 6e3 3MiHu

Kogy ATX Ta

nposefeHo

peaaryBaHHs
po3ginis

«Jlikapcbka
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

chopma», «YMOoBU
36epiraHHs»,
«YnakoBKa,
«Kateropis
BiANycKy».

Pestome nnaHy
ynpasniHHA
pu3nkammn Bepcis
3.0 gopaetbea.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHW 34,0pPOB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHocCTI
noAaHHa
perynsipHux 3BiTis
3 6esneku.

14.

POSICTEP®

rosuvastati
n

posyBacTta
TH

C10AAO0

TabneTku, BKPUTI
NNiBKOBOO
0060/10HKOH, M0 10

AT
"KI/I'I'B“CI:KI/I
4l

YkpaiHa

AT
"KI/I'I'BCbKI/II/Iv
BITAMIHHWI

YkpaiHa

MepepeecTpauin
Ha HeobMeXeHuii
TEepMiH

3a
peyenmom

He
nionsieae

UA/18695/01/01




54 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
Mr; no 10 TabneTok BITAMIHHIN 3ABOA" OHoBeHO
y 6nicTepi; no 3 " 3ABOA" iHcdhopmaLlito B
6nictepn y nauui IHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA

nikapcbKoro
3acoby y posginax
"dapMaKonorivHi
BMacTueocTi",
"Moka3aHHA",
"MpoTunokasaHHA
, "B3aemogis 3
HLIMK
niKapcbknmu
3acobamu Ta iHLi
BMAM B3aemogii”,
"Ocob6nuBocCTi
3aCToCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BariTHoCTi
abo rogyBaHHsA
rpygato”, "Cnocié
3acTocyBaHHs Ta
nosun”, "fitn",
"Mo6iuHi peakwyji"
BiANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKoro
3acoby
(KPECTOP,
TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI0), &
Takox y posgini
"Mo6iuHI peakwi"
LLLOA0 BaXK/MBOCTI
3BiTyBaHHSA Npo
no6iyHi peakLiji.

Pestome nnany
ynpasniHHA
pu3nkammn Bepcis
1.3 popaeTbea.
MepiognyHicTb
noAaHHsA
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[TpomoBxeHHsT

nojatka 2

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
yrnakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOHUK
a

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiHo
20
nocsioYyeHHs

perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0
HakasoMm
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
roCTULiT Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB
3 6esneku.

15.

POSICTEP®

rosuvastati
n

posyBacTa
TH

C10AAO0

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 20
Mr; no 10 Tabnetok
y 6nictepi; no 3
6nicTepy y navui

AT
"KMIBCbKW
i
BITAMIHHI
" 3ABOA"

YkpaiHa

AT

"KUIBCbKWN

BITAMIHHUA
3ABOA"

YKpaiHa

MepepeecTpauin
Ha HeobMeXeHuii
TEpPMiH
OHoB/eHO
iHchopmawito B
iHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby y posginax
"dapMaKonorivHi
BnacTmMBoCTi",
"TMoka3aHHA",
"MpoTunokasaHHA"
, "B3aemogis 3

3a
peyenmom

He
nionsieae

UA/18695/01/02




56 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
IHWKMKN

niKapcbknmmn
3acobamu Ta iHLi
BMAM B3aemogii”,
"Ocob6nuBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BariTHoCTi
abo rogyBaHHSA
rpygato”, "Cnocié
3acTocyBaHHs Ta
nosun”, "fitn",
"Mo6iuHi peakwyji"
BIANOBIAHO A0
iHchopmawii Lwopao
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKoro
3acoby
(KPECTOP,
TabneTku, BKpUTI
nNiBKOBOO
060/10HKOI0), &
Takox y posgini
"Mo6iuHI peakwi"
LLLOA0 BaXK/MBOCTI
3BiTyBaHHSA Npo
no6iyHi peakLiji.

Pestome nnaHy
ynpasniHHA
pu3nkammn Bepcis
1.3 popaeTbea.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOB/IIOBAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27




57 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciyHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognyHocCTI
nofaHHa
perynsipHux 3BiTiB
3 6e3neku.
16. | TEO®INIH Theophylli | TeodiniH - NopOoLLOK TOB Ykpaina BAKYN IHais MepepeecTpauin - He UA/19072/01/01
ne (cybeTaHuis) y «®APMACE APOMATIKC & Ha HeobMeXeHuii nionsizae
naketax N» KEMIKAN TEpPMiH
nonieTnIeHoBux MPAMBET
ans NIMITEL,
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
17. | ®ONIEBA folic acid doniesoi - KpUCTanivyHui TOB "TK Ykpaina Xebeli Li3ixeH Kutaii MepepeecTpauin - He UA/19220/01/01
KNCNOTA KMCnoTu NMoOpPOLLOK "Aspopa” PapmacbloTikau Ha HeobMeXeHuii niosnsieae
FIAPAT rigpat (cybeTaHuin) y Ko., N1A4. TepMiH
noAaBinHMX
nonieTnIeHoBUx
Milkax ans
thapmavLeBTUYHOro
3aCTOCYBaHHSA
18. | ®PIBEN® Fenoterol inparponi RO3A po3uunH ansa AT YkpaiHa AT "®apmak” YkpaiHa MepepeecTpauis 3a He UA/18875/01/01
KOMBI and 10 6pomig, LO1 iHransyii, no 4 mn B "dapmak” Ha HeoOMeXeHui peyenmom | niossieae
HEBYNA ipratropiu heHoTepo Hebyni; no 10 a6o TEPMiH.
m bromide | ny 20 Hebyn y nayu,i OHoBneHo
rigpo6pom iHchopmauito y

in

po3gaini "MoGiyHi
peakuii" iIHCTpyKL,ii
ANA MeAuyHOro
3aCTOCYyBaHHSA
nikapcbKoro
3acoby woao




58 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
BaXX/IMBOCTI

3BiTyBaHHA Npo
noGiyHi peakuii.
YToyHeHo
iHchopmalito y
po3gaini
"GapmakoTepanes
TuyHa rpyna”
BiANOBIAHO A0
MiXXHapoaHOro
KnacugikaTopa
kogis BOO3
IHCTPYKLT Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro
3aco6y. YTOUHEHO
iHchopmauito y
po3aini
"Ynakoska"
IHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro
3acoby.
BHeceHo
KOPEKTOPChbKi
npaskv A0
HaCTYMHUX
po3ainiB iHCTPYKU,i
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro
3acoby:
"dapMaKonorivHi
BMacTueocTi",
"TMpoTunokasaHHA"
, "B3aemogis 3
iHWIMK
niKkapcbknmu
3aco6amu Ta iHLWi
BMAW B3aeMoSjin",
"Oco6nuBocTi
3acToCyBaHHS",
"3acTocyBaHHA y
nepiog, BaritTHoCTi
abo rogyBaHHs

rpyaar"(yTouHeHH




59 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HerameH | pe4yoBUHU yrnakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
A iHdpopmadii),
"3paTHicTb

BM/MBATV Ha
LWBUAKICTb peakuii
npu KepyBaHHi
aBTOTPaHCNOPTOM
a60 iHW1MK
mMexaHismamu',
"Cnoci6
3acTocyBaHHA Ta
fosu", "Aitn",
"Mo6iuHi peakwyji”,
"TepmiH
npugaTHocTi".

Pestome nnany
ynpasniHHA
pu3nkammn Bepcis
5 fofaetbes.
MepiognyHicTb
noAaHHsA
perynsipHo
OHOBJ/1H0BAHOIO
3BITY 3 6e3neku,
BiANoBiAHO A0
Mopsaky
3[iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om
MiHicTepcTBa
OXOPOHW 34,0POB’A
Ykpainu Big 27
rpyaHsa 2006 poky
Ne 898,
3apeecTpoBaHoro
B MiHicTepcTBi
rocTuLii Ykpainm
29 ciuHa 2007
poky 3a Ne
73/13340 (y
pefakuii Hakasy
MiHicTepcTBa
OXOPOHW 3[0POB'A
Ykpainu Big 26
BepecHsa 2016
poky Ne 996),
CTaHOBWTb: 3riAHO




60 [TpomoB>xeHHs fofaTKa 2
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Peknam Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOOHUK npoyedypa Bionycky yBaHHs1 | peecmpayiliHO
3acoby HermameH | pe4yoBUHU ynakoska) a 20
mosaHa nocsioYyeHHs
Hassa*
3i cTpokamu,
3a3HaveHuMn y
nepiognyHoCTI
nofaHHa
perynsipHux 3BiTiB
3 6e3neku.
19. | UATUKONIH Citicoline LUMTUKOMIH - KpucTanu abo AT Ykpaina 3eHoxi Kutaii MepepeecTpauin - He UA/18916/01/01
HATPIIO y Hatpito KpucTanivyHmi "®apmak” dapmac toTikan Ha HeobMeXeHuii nionsizae
MOPOLLOK (Cyuxoy) N7L. TEpPMiH
(cybeTaHuin) B
nakeTax noABiNHUX
nonieTnIeHoBUX
ans
hapmavLeBTUYHOro
3aCTOCYBaHHSA

* BionosidHo 0o iHghopmayii ogiyitiHozo calimy LieHmpy BOO3 rio criisnpayi 8 Memodosioaii cmamucmuyrux docnioxers (https://www.whocc.no/atc_ddd_index/)

B.o. Haua/IbLHUKA

dapMaieBTUYHOr0 yIIpaB/IiHHA Onekcanap I'PIHEHKO


https://www.whocc.no/atc_ddd_index/

ITEPEJIIK

Joparok 3

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 13 kBiTHA 2026 poky Ne 498

JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIO4O0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBbIB

Ne Hassa MixHapod Hassa Koo dopma sunycky 3asasHuUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapCbKO20 Ha diroyoi ATX (nikapcbka gpopma, 3asiBHUKa BUPOGH npoyedypa BionyckKy MyBaH | peecmpayiliHo
3acoby HerameH | pe4yosUHU ynakoska) uka HST** 20
mosaHa nocsioYeHHs1
Hassa*
1. | AABATPA®® tacrolimus | Ttakponimy | LO4ADO | kamcynu AcTtennac HinepnaH Actennac IpnaHgis BHECEHHS 3MiH 0 3a UA/9687/01/01
c 2 NPOJIOHIOBaHOT Aji ®apma om IpnaHg Ko. Jitg, peecTpauiiHnx peyernmom
no 0,5 mr; no 10 HOpon B.B. marepianis: 3minHu |

kancyn y 6nictepi;
no 5 6nictepis y
atoMiHieBOMY
nakeTi; no 1
antoMiHieBOMy
nakeTy B KaPTOHHIi
nauui

TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NiKapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3miHa napameTpis
cneundikauii Ta/abo
[ONyCTUMUX MEeX ANs
[ONOMDKHOT peqyoBMHN
(iHWi 3miHK). 3miHa B
cneumdikauii
[ONOMDKHOT peqyoBMHN
NakTo3n MoHorigparty
KpuTepiis
NPUAHSATHOCTI
MiKpOBHOro AimMiTy
BiAMNOBIAHO A0 YMHHOI
Bepcii hapmakonei
NF, EP 1a JP. 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT pEYOBUHN
(iHWi 3MiHW Y MeTogax
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BMNPOGYBaHHSA
(BKKOUAOUM 3aMiHY
abo gogasaHHs)).
3MiHa cneumdikayii Ta
mMeTogiB

BUNPOOYBaHHA 415
[LO0NOMDKHOT peqyoBUHN
eTUNLEeNtonosmn
BiAMNOBIAHO A0 YMHHOI
chapmakonei
NF/EP/JP . 3MiHn |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKkynoptos
anbHWi1 3aci6. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKM
roTOBOrO /liKapCbKOro
3aco06y (iHLi 3MiHN).
BupaaneHHsa
HeCcyTTeBOro
napameTpa
cneuudikawyii:-
MiLHICTb
TepMO3BapoBaHHs

ANA NNiBKn
MBX/NBAX ans
6nictepa Ta
antoMiHieBoi dhonbrn
ans 6nictepa,-
MiLHICTb
repMeTUYHOrOo LUBa
051 a/loMiHilo gns
nakeTta Ta Apyk ans
ocyLyBaya, OCKiflbKu
L BUNpobyBaHHs
NpoBOAATLCA CAMUM
nocravyasibHMKom. A
TakKoX BUAAIEHHS
napameTpy
cneuudikauii Apyky
0719 ocyLlyBaua,
OCKi/TbKW BiH
Bignosigae
BU3HA4YEHOMY
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ITpopoB>xeHHsT

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

ozarka 3
Pekna
myBaH

HS**

Homep
peecmpayiliHo
20
nocsioyeHHs1

rpagpiyHomy
0hopmMAEHHI0. 3MiHK |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. Cuctema
KOHTeliHep/3aKkynoptos
anbHuii 3aci6. 3miHa
napameTpis
cneundikaui Ta/abo
[0NyCTUMUX MEX
NnepBUHHOI YNakoBKM
roTOBOrO /liKapCbKOro
3ac006y (3BYXEHHS
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuundikauii) o USP
670. BHeceHHsa
pefakuiiHUX 3MiH: B
p.3.2.P.6 JoBigkosi
cTaHfapTh Ta
marepianu —
BUAANEHHA
pesynbTaTiB
BMNpobyBaHb
BTOPWHHWX [OBIAKOBUX
CcTaHAapTiB, OCKINbK/
BOHW BXE iCHYIOTb B
06MEeXeHil YacTuHi
DME.

AABATPA®®

tacrolimus

Takponimy
c

LO4ADO
2

Kancynu
NPOJIOHIOBaHOT Aji
no 1 mr; no 10
Kancyn y 6nicrepi;
no 5 6nictepis y
atoMiHieBOMY
nakeTi; no 1
antoMiHieBOMY
nakeTy B KapPTOHHIi
nauui

AcTtennac
®apma
KOpon B.B.

HinepnaH
an

AcTennac
IpnaHg Ko. Jitg,

IpnaHgis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MmiHa napameTpis
cneundikauii Ta/abo
[ONyCTUMUX MEeX ANs
[ONOMDKHOT peqyoBMHN
(iHWi 3miHK). 3miHa B
cneuudikauii
[ONOMDKHOT peqyoBMHN
NakTo3n MoHorigparty
KpuTepiis
NPUAHSATHOCTI
MiKpOBHOro AimMiTy

Bi4NOBiAHO A0 YMHHOI

3a
peyenmom

UA/9687/01/02




64 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

Bepcii hapmakoner
NF, EP 1a JP. 3MiHu |
TMny - 3MiHN 3 SKOCTI.

[OTOBWIA NlikapCbKuii

3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[OMOMDKHOT PEYOBUHN
(iHWi 3miHK y meTogax
BMNPOGYBaHHSA

(BK/THOHAKOUM 3aMiHY

abo gofaBaHHs)).
3MiHa cneyudikauii Ta

MeTOoAiB
BUNPOOYBaHHA AN1A
[ONOMDKHOT PEYOBUHU
eTUALENN03n
Bi4NOBIAHO 40 YMHHOI
thapmakonei

NF/EP/JP . 3miHu |
THNY - 3MiHU 3 AKOCTI.

[oTOBWIA NnikapcbKunii

3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHWi1 3aci6. 3miHa
napameTpis
cneuudikauii Ta/abo
[0NyCTUMUX MEX

NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro

3aco6y (iHLWi 3MiHK).

BuganeHhs
HecyTTeBOro
napametpa
cneuudikawi:-
MiLHICTb
TepMO3BaptoBaHHA
0151 NAiBKN
NBX/MBAX gnsa
6nictepa Ta
anoMiHieBoi doosnbru
ans 6nicrepa,-
MiLHICTb
repMeTUYHOro LuBa
4N anoMiHilo ans
naketa Ta gpyk ans
0CyLLYyBaya, OCKi/IbkM
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

L BUNpOGyBaHHs
NpoBOAATLCA CAMUM
noctadasibHMKOM. A

TaKoX BUAANEHHS

napameTpy
cneuudikauii ApyKy

ONA ocyLlyBaya,

OCKi/TbKW BiH
Bignosigae
BW3HA4YEHOMY
rpaciyHomy
ochopmneHHI0. 3MiHu |
THNY - 3MiHU 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHWi1 3aci6. 3miHa
napameTpis
cneuudikauii Ta/abo

[0NyCTUMUX MEX
NepBUHHOI YNakoBKK

roTOBOrO /liKapCbKOro
3acoby (3BY>XEHHS
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauii) flo USP

670. BHeceHHsA
pefakuiiHUX 3MiH: B
p.3.2.P.6 [osiakosi

cTaHfapTh Ta
mMartepianun —
BUAANIEHHS
pe3ynbTaTiB
BMNpobyBaHb
BTOPWHHMX [OBIAKOBUX
CTaHAapTiB, OCKiIbKK
BOHW BXE iCHYIOTb B
0BMEXEHII YacTUHi
DMF.

AOBATPA®®

tacrolimus

Takponimy
c

LO4ADO
2

Kancynu
MPOJIOHroBaHoI Aji
no 5 wmr; no 10
Kancyny 6nictepi;
no 5 6nictepis y
anoMiHieBoMy
nakeTi; no 1
atoMiHieBOMY

nakeTy B KAPTOHHIl

AcTtennac
dapma
tOpon B.B.

HigepnaH
an

AcTtennac
Ipnang Ko. ity

IpnaHgis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTponb
[LOMOMXXHUX PEYOBUH.
3miHa napameTpis
cneumdikauii Ta/abo

3a
peyenmom

UA/9687/01/03




66 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
nauuj [0NyCTUMUX MeX ANs

[ONOMDKHOT PEYOBUHU
(iHWi 3miHK). 3miHa B
cneuudikawii
[ONOMDKHOT PEYOBUHU
NaKkTo3n MOHorigpary
KpuTepiiB
NPUAHATHOCTI
MiKpo6HOro AimiTy
Bi4NOBIAHO 40 YMHHOI
Bepcii hapmakonei
NF, EP 1a JP. 3MiHu |
THNY - 3MiHU 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. KoHTposnb
[OOMOMiXXKHNUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHSA
[LONOMDKHOT peqyoBMHA
(IHWi 3mMiHW y MeToAax
BMNPOGYBaHHSA
(BKKOYALOUM 3aMiHY
abo gofasaHHs)).
3miHa cneyudikauii Ta
MeToAiB
BMNPOGYBaHHA ANs
[OMOMDKHOT PEYOBUHN
eTUALEeNno3n
BIANOBIAHO A0 YUHHOI
thapmakonei
NF/EP/JP . 3miHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akynoptoB
aNbHWi 3aci6. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO liKapCbKOro
3ac006y (iHLWi 3MiHN).
BupaneHHs
HecyTTEBOrO
napametpa
crneuudikawii:-
MiLHICTb
TEPMO3BaplOBaHHSA
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
4N NNiBKK
NBX/MBAX pgns
6nictepa Ta

aNOMIHIEBOT ¢hoNbru
ons 6nictepa,-
MiLHICTb
repMeTUYHOro LUBa
ANA aioMiHilo Ans
naketa Ta Apyk Ans
ocyLyBaya, OCKiNbku
L BUNpobyBaHHs
NPOBOAATLCA CAMUM
noctayasibHMKoOM. A
TaKOX BUAANEHHS
napameTpy
crneundikavii apyky
[ON15 ocyluyBava,
OCKiNbKW BiH
Bignosigae
BV3HAYEHOMY
rpacpiyHomy
ohopmneHH0. 3MiHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3akynoptoB
aNbHWi 3aci6. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOro NiKapCbKOro
3aco6y (3BYeHHS
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikayii) o USP
670. BHeceHHsA
peaakuiiH1X 3MiH: B
p.3.2.P.6 [JosigkoB.i
cTaHfapTh Ta
marepianu —
BUAAIEHHSA
pesynbTaTiB
BMnNpobyBaHb
BTOPUHHWX [OBIAKOBUX
cTaHAapTiB, OCKiNbKY
BOHM BX€ iCHYOTb B

06MEXEHiln YacTuHi




68 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
DMF.
4. | ADBATPA®® tacrolimus | Takponimy LO4ADO | kancynu AcTtennac HigepnaH Actennac Ipnangis BHECEHHS 3MiH 40 3a UA/9687/01/04
c 2 MPOJIOHrOBaHOI Aji dapma om IpnaHg Ko. Jtg, peecTpauiiHnx peyenmom
no 3 mr; no 10 HOpon B.B. marepianis: 3MiHu |

Kkancyny 6nictepi;
no 5 6nictepiB y
antomiHieBOMy
naketi; no 1
anoMiHieBoMy
nakeTy B KapTOHHIi
nauuj

My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
[,0MOMDKHMX PEYOBUH.
3miHa napameTpis
cneuudikauii Ta/abo
[ONyCTUMUX MEX ANS
[OMOMDKHOT pEYOBUHN
(iHWi 3miHW). 3miHa B
cneumdikauii
[OMOMDKHOT pEYOBUHN
NakTo3n MoHorigpary
KpuTepiis
NPUAHSATHOCTI
MIiKpOGHOro NimiTy
BIANOBIAHO A0 YUHHOI
Bepcii thapmakonei
NF, EP T1a JP. 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
[,0MOMDKHMX PEYOBUH.
3miHa y meTogax
BMNPO6YBaHHSA
[ONOMDKHOT PEYOBUHY
(iHWi 3miHW y MmeTogax
BMNPO6YBaHHSA
(BKKOUAOUM 3aMiHY
abo gofaBaHHs)).
3MiHa cneumdikayii Ta
mMeTogaiB
BUNPOOYBaHHA 4115
[ONOMDKHOT peqyoBMHN
eTULENN03n
BiANOBIAHO A0 YMHHOI
hapmakonei
NF/EP/JP . 3miHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKkynoptoB
anbHWi1 3aci6. 3miHa
napameTpis

cneumdikauii Ta/abo




ITponoB>xeHHs fofaTKa 3
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Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
[ONyCTUMUX MEX
NepBUHHOI YNakoBKM

roTOBOrO /liKapCbKOro
3aco06y (iHLi 3MiHN).
BupaaneHHsa
HeCcyTTeBOro
napameTpa
cneuudikawyii:-
MiLHICTb
TepMO3BaploBaHHs
ANA NNiBKn
MBX/NBAX ans
6nictepa Ta
antoMiHieBoi dhonbrn
ans 6nictepa,-
MiLHICTb
repMeTUYHOro LUBa
051 a/IloMiHilo gns
nakeTta Ta Apyk ans
ocyLyBaya, OCKiflbKu
L BUNpobyBaHHs
NpoBOAATLCA CAMUM
nocravyasibHMKom. A
TakKoX BUAAIEHHS
napameTpy
cneuudikauii Apyky
0719 ocyLlyBaua,
OCKi/TbKW BiH
Bignosigae
BU3HAYEHOMY
rpagpiyHomy
0hopmMAEHHI0. 3MiHK |
TMny - 3MiHK 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKkynoptos
anbHWi1 3aci6. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
NnepBUHHOT YNakoBKu
roTOBOrO /liKapCbKOro
3ac006y (3BYXEHHS
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneundikauii) o USP
670. BHeceHHsa
pefakUiiHMX 3MiH: B
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

p.3.2.P.6 JoBigkosi
cTaHfapTh Ta
marepianu —
BUAANIEHHS
pesynbTaTiB
BMNpobyBaHb
BTOPUHHMX AOBIOKOBUX
CcTaHAapTiB, OCKINbK/
BOHM BXe iCHYIOTb B
06MEeXEHill YacTuHi
DME.

ASAPIrA®

timolol,
combinatio
ns

6puH30Na
Mig,
Tmosnon

SO1ED5
1

Kpanni o4Hi; no 5 mn
y hnakoHi-
KpanesibHuuj; no 1
chnakoHy-
KpanesibHuLj y
KOpOO6L 3 KAPTOHY

HoBaprTic
®apma Al

LLiBefiuapi
|

HoBaprTic
MaHyakTypiHr
HB

Benbris

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TMny - 3MiHN 3 SKOCTI.
A®I. BupobHMUTBO.
3miHa BUpO6HYVKa
BWXiAHOro/MpOMiXXHOro
npoAayKTy/peareHTy,
Lo
BUKOPWCTOBYHOTLCH Y
BUPOGHMYOMY NpoLeci
A®l, abo 3mMiHa
BMPOGHMKa
(BKntovatoum, ae
HeobxigHo, MicLe
npoBefeHHs
KOHTPO/HO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
hapmakonei y
3aTBEPAKEHOMY
[ocke)(iHLWi 3MiHn) -
[opaxHa Qingdao
Kingway Pharmtech
Co., LTD., China, six
BMPOGHMKa
NPOMIKHOrO NPOAYKTY
3-(Bromoacetyl)-5 —
chloro-2-
thiophenesulfonamide(
BK) y Bupo6H1yomy
npoueci AdI
6puH3onamigy Big SCI
Pharmtech, Inc, sk
yacTtnHa ASMF

3a
peyenmom

UA/10400/01/01
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Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
6. | ASAUNTUONH azacitidine | asauutug LO1BCO | nopoliok ans Akkopa IcnaHis BMPOOHULTBO IHais / BHECEHHS 3MiH 10 3a UA/20889/01/02
AKKOPJ, VH 7 NPUroTyBaHHA Xenckea nikapcbkoro YropLum peecTpauiiHnx peyenmom
cycnexsii gns C.NY. 3acoby, Ha / marepianis: 3minHu |
iH'ekuii, 25 mr/mn no nepBuHHE Ta ManbTta THNY - 3MiHU 3 AKOCTI.
150 mr y donakoHi no BTOPUHHE / [oTOBWIA NikapcbKunii
1 donakoHy y nauui nakyBaHHs: Monbwa 3aci6. 3mMiHN Yy
IHTac / Tpevis BMPOGHMLTBI. 3amiHa

dapmacbloTikan
c Nliviteq, IHais

KOHTPO/b AKOCTI:
MiKpoGiosoriyHi
mMeToam
(cTepunbHi i
HECTEPW/IbHI):
dPapmaBanig
KdpT., YropwmHa

KOHTPO/b AKOCTI:
(XimMiuHi/i3nyHi
MeToam):
dapmagokc
Xenckea
NimiTen, Manbta

BiANoBigaIbHWI
3a BUMYCK cepii:
AkKoppg, Xenckea
Moncka Cn. 3
0.0. Cknap,
ImnopTepa,
MonbLa

BTOPUHHE
nakyBaHHA Ta
KOHTPO/1b AKOCTI
cepii:
Akkoppa Xenckea
CiHrn Membep
C.A., I'peuis

abo BBeiEHHSA
[04aTKOBOT AiNbHNLI
BMpOOHULTBA AN
YyacTuHu abo BCbOro
BMPOGHMYOro npouecy
roTOBOrO /liKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO
nakyBaHHs)
JonasaHHsA
BMPOGHMKa
BignoBigasIbHOro 3a
BTOPWHHE MaKyBaHHS:
Akkopp, Xenckea CiHrn
Membep C.A. (64-ii km
HaujioHanbHOI goporu
Adpitu, Namis, 32009,
I'peuif) / Accord
Healthcare Single
Member S.A. (64th
Km National Road
Athens, Lamia, 32009,
Greece). 3miHu | TURy
- 3MiHK 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo
[ofaBaHHA AiNbHUL,
Ha SKil 34jACHI0ETbCSA
KOHTpOnb/BUNpPOGYBaH
Hs cepii) JofaBaHHA
BMPOGHMKa
BignoBigasIbHOro 3a
KOHTPO/b AKOCTI
cepiit: Akkopg
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

Xenckea CiHrn
Mem6ep C.A. (64-1i km
HauioHanbHoi goporu
AdpiHn, Namis, 32009,

Ipeuis) / Accord

Healthcare Single
Member S.A. (64th
Km National Road
Athens, Lamia, 32009,
Greece).

AKAPL

acetylsalic
ylic acid

auetunca
niunnosa
Kucnota

BO1ACO
6

Tabnetkn
KMLUKOBOPO34MHHi,
no 75 wmr, no 10
TabneTtok y 6nictepi;
no 3 abo no 5
6nictepis B
KapTOHHI kopobuy;
no 20 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

dPapmauesT

N4YHWIA 3aBOA

"MOJNIb®AP
MA" C.A.

Monbwa

PapmaLeBTUYHN
1i 3aBofg,
"MO/IbOAPMA"
C.A.

MonbLla

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynoptoB
anbHuii 3aci6. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHN)
3MiHU JoNYyCTUMUX
MeX y creumdikai
NepBUHHOI YNakoBKK
3a NOKa3HNMKOM
«Onuc», BUnpasneHHsA
peAakuiiHoi NOMUSIKH.
[Litoua pepakuis:
PVC/PVDC
transparent foil for
primary packaging
Appearance:
PVC/PVDC
transparent foil,
coloured or colourless,
used for primary
packaging of solid
pharmaceutical
formulations. Uniform
surface: smooth,
clean, no spots,
cracks, folds,
scratches and blisters.
MponoHoBaHa
pegakuis PVC/PVDC

6e3
peyenma

UA/5687/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

film for primary
packaging
Appearance:
PVC/PVDC film,
coloured, used for
primary packaging of
solid pharmaceutical
formulations.
Uniform surface:
smooth, clean, no
spots, cracks, folds,
scratches and blisters.

AKAP[,

acetylsalic
ylic acid

aueTunica
niynnosa
kmcnoTa

BO1ACO
6

TabneTtku
KMLLKOBOPO34MHHI,
no 150 mr; no 10
Tabnetok y 6nictepi;
no 3 abo no 5
6nicTepis B
KapTOHHI kopobuy;
no 20 TabneTok y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

dapmavnesT

W4YHWIA 3aBOS

"MONb®AP
MA" C.A.

MonbLua

dapmaueBTUYHU
1 3aBofg
"MONb®APMA"
C.A.

MonbLa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHuii 3aci6. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK)
3MiHU JONYCTUMUX
MeX y creuudikavii
NepPBUHHOT YNakoBKW
3a NOKa3HNMKOM
«Onuc», BUNpaB/IEHHS
pefakuiiHol MOMW/IKK.
[itoua pepakuis:
PVC/PVDC
transparent foil for
primary packaging
Appearance:
PVC/PVDC
transparent foil,
coloured or colourless,
used for primary
packaging of solid
pharmaceutical
formulations. Uniform
surface: smooth,
clean, no spots,
cracks, folds,
scratches and blisters.

6e3
peyenma

UA/5687/01/02




74

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

lponoHoBaHa
pegakuis PVC/PVDC
film for primary
packaging
Appearance:
PVC/PVDC film,
coloured, used for
primary packaging of
solid pharmaceutical
formulations.
Uniform surface:
smooth, clean, no
spots, cracks, folds,
scratches and blisters.

ANMAKOP

eTuIMeT
nrigpokeun
nipuanHy
CyKupHaT

NO7XX

PO3YMH ANS iH'EKLH,
50 mr/mn; no 2 mn B
amnyni; no 5 amnyn
y 6nicTtepi; no 2
6nictepu B nauLi

ToBapucTtso
3
06MexeHo
BignoBigasib
HiCTIO
"®APMAXE
nc

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"lekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis: 3miHa
3aaBHuka /13 (MIBI)
(BnacHuka
peecTpauiinHoro
nocsigyeHHs) (3rigHo
Haka3y MO3 Big
23.07.2015 Ne 460).
TepmiH BBEA,EHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepKeHHS.
3MiHu | TUNY - 3MiHK
oo
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBepneHHs a60 3MiHU
[0 y3arasibHeHnx
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHMKa 414
3[iACHEHHS
hapmakoHarnsay B
YKpaliHi, AKL0 BOHa

3a
peyenmom

UA/18493/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BigMiHHA Bif
YNOBHOB&XXEHOT

ocobu, BignoBiganbHOI

3a 34jiCHEHHS
thapmakoHarnagy

(BK/IHOHYAKOYMN KOHTAKTHI

OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa YNOBHOBaXXEHO
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
[itoua pepakuis:
NebeguHelb IHHa
BacunisHa.
[ponoHoBaHa
pepakuis: MNasnosa

HOnis CepriiBHa. 3miHa

KOHTaKTHUX gaHnxX

yNOBHOBaXeEHOT 0cobm

3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3miHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cuctemm
thapmakoHarnsgy Ta
oro Homepa. 3MiHa
MiCLs 34jACHEHHS

OCHOBHOI AisiNIbHOCTI 3

chapmakoHarnsgy.

10.

ANEP3VH

Levocetiriz
ine

nesoueTn
pu3nHYy
avrigpoxn
opvg,

ROGAEO
9

Kpanni opaJsibHi,
pO3uuH, 5 mr/mMn no
20 Mn y donakoHi 3
KpanesibHuUeto; no 1
chnakoHy 3
KpanenbHuLEe B
KapTOHHI Kopo6Lyi

3AT
dapmaueBT
WYHWIA 3aBOf,

ErIC

YropmHa

3AT
dapmaueBTUYHU
i 3aBog ETIC

Yropum

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BVMPOGHWLTBI. 3MiHN
BMNpoGyBaHb abo
[OMYyCTUMUX MEX,
BCTAHOB/IEHUX Y
cneuudikauisx, nig
yac BUPOGHMLTBA
roTOBOrO /liKapCbKOro
3aco6y (40MOBHEHHS

6e3
peyenma

UA/9862/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

abo 3amiHa
BUNPOGYyBaHHA B
npoveci BUpobHuuTBa
3a pesynbTatamu
nocnipkeHb 3 6e3neku
abo sKocTi)
OHOB/IEHHS
BHYTPILLHbOBUPOOHNY
Oro TecTyBaHHs, Lo
BUKOPVCTOBYETLCA
NS KOHTPOO
3aKpUTTA yNakoBku Nif
yac BMpo6HMUTBA. LI
3amiHa CTOCcyeTbCs
nviwe cnocoby
npoBefeHHs
BHYTPILIHLOrO
KOHTPOJIO | He
BN/MBaE Ha
TEXHOJOTi0
BUrOTOB/IEHHS, AKICTb,
cneumaikauii um
yMOBM 36epiraHHs
npenapary.

11.

ANNb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b
pekombiHa
HTHWUIA
NIOANHN

LO3ABO
5

cynosuTopii
pekTanbHi no 250
mc. MO; no 5
cynosuTopiiB y
CTpuni; N0 2 cTpunm
B KapTOHHIi Kopo6Lyi

TOB
"BAJIAPTIH
PAPMA"

YKpaiHa,
YKpaiHa,
YkpaiHa

TOB "HaykoBo-
BMPOBHMYA
KOMnaHis
"IHTepdapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis:
YTOUYHEHHS
peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
sKocTi. FoTOBWMIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36iNbLUEHNX 06'eMIB
cepiii rotoBOro
nikapcbKoro 3acoby
06YMOB/IEHO

3a
peyenmom

UA/15128/01/01




77 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BMPOGHMYO-

€KOHOMIYHOI
HEeob6XigHICTHO.
3arBepaKeHo:
Ons fosysaHHsA 250
Tmc.MO, 500 Tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
ouiKyBaHWiA BUXig, Bif,
5800 o 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ons fosysaHHsA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
TEOpeTUYHIli BUXig,
7000 cynosuTopiis;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOro NiKapCbKOro
3aco0y, BK/IoYaoun
NPOMIKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCSA
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOOHMLTBA) -
HesHauHi 3miHn B
npoLeci BUpoGHMLTBA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
posginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
06n1agHaHHS.

12.

ANb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b
pekombiHa
HTHWUIA
NIOANHN

LO3ABO
5

cynosuTopii
pekTanbHi no 500
mc. MO; no 5
cynosuTopiiB y
cTpuni; N0 2 cTpunM
B KapTOHHIi Kopo6Lyi

TOB
"BAJIAPTIH
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOBHUYA
KOMnaHis
"IHTepdapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis:
YTOUYHEHHS
peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKocTi. FoTOBUIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepili rotoBOro
nikapcbKoro 3acoby
0bymoBieHo
BMPOBHUYO-
€KOHOMIYHOI
HEeob6XigHICTHO.
3arsepaKeHo:
Ans fo3ysaHHA 250
Tmc.MO, 500 Trc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,

3a
peyenmom

UA/15128/01/02




79 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

ouiKyBaHWiA BUXig, Bif,
5800 o 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ons fosysaHHsA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
TEOpeTUYHIli BUXig,
7000 cynosuTopiiBs;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOro NiKapCbKOro
3aco0y, BK/IoYaoun
NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOOHMLTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
po3ginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOJI0




80 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLLeHHS Ta
o6n1agHaHHS.
13. | A/Ib®APEKIH® interferon IHTEpdhep LO3ABO | cynosutopii TOB Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 0 3a UA/15128/01/03
alfa-2b OH anbtha- | 5 pekTanbHi no 1 MaH "BAJTAPTIH BMPOBHMYA peecTpauiiHnx peyenmom
2b MO; no 5 DAPMA" KOMMaHis marepianis:
pekombiHa cynosuTopiiB y "IHTepdapmbioT YTOUHEHHSA
HTHWUIA CTpwni; No 2 cTpunu ex" peecTtpauiiiHoi
NOANHN B KapTOHHIi kKopo6Lyi npoueaypv B Hakasi

MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKocTi. FoTOBUIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36iNbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHNM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepili rotoBOro
nikapcbKoro 3acoby
0bymoBieHo
BMPOBHUYO-
€KOHOMIYHOI
HEeob6XigHICTHO.
3arsepaKeHo:
Ans fo3ysaHHA 250
Tmc.MO, 500 Trc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
ouiKyBaHWiA BUXig, Bif,
5800 fo 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ans fo3ysaHHA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae

7000 mn,




81

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

TEOpeTUYHIli BUXig,
7000 cynosuTopiis;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHKM y npoueci
BMpOOHULTBA
roTOBOrO /liKapCbKOro
3aco0y, BK/IoYaoun
NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOOHMLTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
po3ginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagiii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
06n1afHaHHS.

14.

ANb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b

LO3ABO
5

cynosuTopii
pekTanbHi Mo 3 M/IH
MO; no 5

TOB
"BAJIAPTIH
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOBHUYA
KOMMaHis

YKpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
Martepianis:

3a
peyenmom

UA/15128/01/04




82 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
pekombiHa CynosuTopiiB y "IHTepdapmbioT YTOUHEHHSA
HTHWIA CTpwni; No 2 cTpunu ex" peecTtpauiiiHoi
NOANHN B KapTOHHIi Kopo6Lyi npoueaypv B Hakasi

MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(BrNtovaroun aianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLUeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepiii rotoBOro
nikapcbKoro 3acoby
0bymoBrieHo
BMPOGHMYO-
€KOHOMIYHOI
HEeob6XigHICTHO.
3arBepaKeHo:
019 [,03yBaHHA 3 MH
MO po3wmip cepii
cknagae 4500 mn,
OuiKyBaHUiA BUXiZ, Bif,
3600 fo 4000
Cyno3nTopiis;
3anponoHoBaHo:
ANA f03yBaHHA 3 M/H
MO
po3mip cepii cknagae
4500 mn,
TEOpeTUYHIli BUXig,
4500 cynosuTopiis
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOPETUYHIN BUXig,




83

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

28000 cyno3uTopiis.
3MiHn | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOrO /liKapCbKOro
3aco0y, BKIoyaoun
NPOMDKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHMLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOOHMLTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
posginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
o6n1agHaHHS.

15.

ANb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b
pekombiHa
HTHWUIA
NIOANHN

LO3ABO
5

cynosuTopii
pekTanbHi no 250
™c. MO; in bulk: no
5 cynosuTtopiis y
cTpvni; no 100
CTPUNIB B KAPTOHHIl
KopooLi

TOB
"BAJIAPTIH
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOBHMYA
KOMnaHis
"IHTepdapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis:
YTOUYHEHHS
peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
sKocTi. FoTOBWMIA
nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepii
(Brntovaroun gianasoH
po3mipy cepii)

UA/15129/01/01




84 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

roTOBOrO /liKapCbKOro
3acoby (36iNbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepiii rotoBOro
nikapcbKoro 3acoby
0bymoBrieHo
BMPOGHUYO-
€KOHOMIYHOI0
HEeob6XigHICTHO.
3arBepaKeHo:
Ons fosysaHHsA 250
Tmc.MO, 500 Tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
ouiKyBaHWiA BUXig, Bif,
5800 o 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ons fosysaHHsA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
TEOpeTUYHIli BUXig,
7000 cynosuTopiiBs;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOro NiKapCbKOro
3aco0y, BKIYa4n




85

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOOHULTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
po3ginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
o6n1agHaHHS.

16.

ANNb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b
pekombiHa
HTHWUIA
NIOANHN

LO3ABO
5

cynosuTopii
pekTanbHi no 500
™c. MO; in bulk: no
5 cynosuTtopiiB y
cTpuni; no 100
CTPUNIB B KAPTOHHIl
KopooLi

TOB
"BAJIAPTIH
PAPMA"

YKpaiHa,
YKpaiHa,
YkpaiHa

TOB "HaykoBo-
BMPOBHMYA
KOMnaHis
"IHTepdapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis:
YTOUYHEHHS
peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
sKocTi. FoTOBWMIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36iNbLUEHNX 06'eMIB
cepiii rotoBOro
nikapcbKoro 3acoby
06YMOB/IEHO

UA/15129/01/02




86 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BMPOGHMYO-

€KOHOMIYHOI
HEeob6XigHICTHO.
3arBepaKeHo:
Ons fosysaHHsA 250
Tmc.MO, 500 Tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
ouiKyBaHWiA BUXig, Bif,
5800 o 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ons fosysaHHsA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
TEOpeTUYHIli BUXig,
7000 cynosuTopiis;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOro NiKapCbKOro
3aco0y, BK/IoYaoun
NPOMIKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCSA
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOOHMLTBA) -
HesHauHi 3miHn B
npoLeci BUpoGHMLTBA




87

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
posginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
06n1agHaHHS.

17.

ANb®APEKIH®

interferon
alfa-2b

IHTEpdhep
OH anbpa-
2b
pekombiHa
HTHWUIA
NIOANHN

LO3ABO
5

cynosuTopii
pekTanbHi No 1 MaH
MO; in bulk: no 5
cynosuTopiiB y
cTpuni; no 100
CTPUNIB B KAPTOHHIl
KopooLi

TOB
"BAJIAPTIH
PAPMA"

YkpaiHa

TOB "HaykoBo-
BMPOBHUYA
KOMnaHis
"IHTepdapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis:
YTOUYHEHHS
peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKocTi. FoTOBUIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepili rotoBOro
nikapcbKoro 3acoby
0bymoBieHo
BMPOBHUYO-
€KOHOMIYHOI
HEeob6XigHICTHO.
3arsepaKeHo:
Ans fo3ysaHHA 250
Tmc.MO, 500 Trc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,

UA/15129/01/03




88 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

ouiKyBaHWiA BUXig, Bif,
5800 o 6300
Cyno3uTopiis;
3anponoHoBaHo:
Ons fosysaHHsA 250
Tnc. MO, 500 tuc. MO,
1 maH. MO
po3mip cepii cknagae
7000 mn,
TEOpeTUYHIli BUXig,
7000 cynosuTopiiBs;
abo
ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOro NiKapCbKOro
3aco0y, BK/IoYaoun
NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOOHMLTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
po3ginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOJI0




89 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLLeHHS Ta
o6n1agHaHHS.
18. | A/Ib®APEKIH® interferon IHTEpdhep LO3ABO | cynosutopii TOB Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 0 - UA/15129/01/04
alfa-2b OH anbtha- | 5 pekTasnibHi No 3 M/H "BAJTAPTIH BMPOBHMYA peecTpauiiHnx
2b MO; in bulk: no 5 DAPMA" KOMMaHis marepianis:
pekombiHa cynosuTopiiB y "IHTepdapmbioT YTOUHEHHSA
HTHWIA cTpwvni; no 100 ek" peecTpauiiiHot
NOANHN CTPUNIB B KAPTOHHIl npoueaypv B Hakasi

KopooLi

MO3 YkpaiHu Ne 401
Bif, 26.03.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKocTi. FoTOBUIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa po3mipy cepil
(Brntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36iNbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHNM
po3mipom) - BBefeHHs
36i/bLUEHNX 06'EMIB
cepili rotoBOro
nikapcbKoro 3acoby
0bymoBieHo
BMPOBHUYO-
€KOHOMIYHOI
HEeob6XigHICTHO.
3arsepaKeHo:
019 [,03yBaHHA 3 MJIH
MO po3wmip cepii
cknagae 4500 mn,
ouiKyBaHWUii BMXig, Big,
3600 fo 4000
Cyno3uTopiis;
3anponoHoBaHo:
ANA Ao3yBaHHA 3 M/H

po3mip cepii cknagae
4500 mn,
TEOpeTUYHIli BUXig,
4500 cynosuTopiis
abo
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ANA BCiX A03yBaHb
po3mip cepii cknagae
17000 mn,
TEOpeTUYHIli BUXig,
17000 cyno3uTopiis,
abo
po3mip cepii cknagae
28000 mn,
TEOpeTUYHIli BUXig,
28000 cyno3uTopiis.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOrO JliKapCbKOro
3aco0y, BK/Ioyaoun
NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOOHULTBA) -
HesHauHi 3miHn B
npoveci BUpobHuuTBa
B 3B'A3KY 3
MoZepHi3aLjieto
o6nagHaHHA ans
BMpOOHULTBA
36iNbLUEHNX 06 EMIB
cepili - 3MiHM B
po3ginax: 3.2.P.3.3.
Onuc BMPOBHUYOro
npoLecy Ta KOHTPOsIo
npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
npoaykuii, foaatok.
MpuMiLLeHHs Ta
o6n1agHaHHS.

19.

AMAHTWUH

amantadin
e

amaHTaau
HYy
cynbghat

N04BBO
1

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKO10, Mo 100
Mmr; no 10 TabneTtok
y 6nicTepi; no 3 abo
no 6 6nicTepis B

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [10
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta chapmakoHarsagy.

3a
peyenmom

He
nionsie
ae

UA/6991/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KapTOHHIN nayui

3MiHN Y KOpPOTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ribpuaHNX
/6ionoAibHmx
nikapcbKunx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHu Ha
pedhepeHTHUIA
npenapar (3miHa He
noTpebye HagaHHsA
XOLHNX HOBUX
[0[AaTKOBUX AaHWX).
3MiHV BHECEHOo [0
IHCTPYKLT AnA
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ginu "Ocobnmsi
3axoau 6esnekn”,
"Oco6nuBocTi
3acToCyBaHHS",
"Mo6iuHi peakwyi"
3rigHO 3 iHhopmaLieto
LL0A0 MEANYHOrOo
3aCTOCYyBaHHSA
pedrepeHTHOro
nikapcbKoro 3acoby
(MK-MEPL, Tabnetku,
BKPWTI NNiBKOBOIO
060710HKo0, 100 Mmr).
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepmkeHHs

UA/15470/01/01

20.

AMIKALUUNHY
CYNb®AT

Amikacin

amikauvHy
cynbhat

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuis) y
NnoABiHMX NakeTax 3
nosnieTuneny, ki
BMiLLleHi B
antomiHieBuii
KOHTeliHep, Lo
NOMILLEHWIA B

KapTOHHY KOpO6KY

MNpuBatHe
akuioHepHe
TOBapUCTBO

“Nekxim —

Xapkis”

YkpaiHa

LWaHaoHr
AHbCiHb
dapmacbloTikas
Ko., Jita.

Kutaii

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
hapmakonei/MoHorpa




92 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
ans tpii. MogaHHsA HOBOTrO
hapmaLeBTUUYHOTO a60 OHOBNEHOTO
3acTocyBaHHs ceptudpikata

BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBrEeHWiA
cepTudikar Big yxe
3aTBEPAKEHOTO
BMPOGHMKA.
OHOBEHHs
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei gna Adl
amikauyuHy cynbcar
Bif, BXe
3aTBEPAXEHOTO
BMpO6HUKa Shandong
Anxin Pharmaceutical
Co., LTD, China, y
3B'A3KY 3
npvBeAeHHAM [0
B/MOT OHOBJIEHOT
MoHorpadii
€Bponeiicbkili
chapmakonei, a came:
BUAA/IEHHSA MOKa3HMKa
«[iporeHu», 3a
NOKa3HNKOM
«KinbkicHe
BU3HAYEHHA» Y
MeToAuLi BuaaneHo
KoedpilieHT cumeTpil
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky

(nikapcbka ¢hopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

21.

ons «Mepesipku
npuaaTHocTi
XpomaTorpadpivHol
CUCTEMMY.
MpuBeaeHHs
cneuudikauii Ta
MeTOZjiB KOHTPO/IO
Ai04O0T pevoBUHN A0
BMMOT AOKyMeHTauil
BMPOGHUKa, Lo 6yN0
3aTBEPIAKEHO
oHoBnexnum CEP, a
came: 3MiHeHO

KpuTepii NPUAHATHOCTI

3a NoKa3Hukamu
«BbakTepianbHi
€HOOTOKCUHN» Ta
«3arabHi KiflbKoCTi
opraHiyHnx
PO3UYNHHUKIB»
(3aTBepmxeHo: R1-
CEP 2010-308-Rev
01, 3anponoHoBaHo:
CEP 2010-308-Rev
02)

AMIKALUUHY
CYNb®AT

amikacin

amikauvHy
cynbghat

JO1GBO
6

PO34MH A5 IH'EKLA,
50 mr/mn no 2 mn B
amnyni; no 1 amnyni
B OHOGIYHOMY
6nicTepi; no 1
04HOGIYHOMY
6nicTepy B nauui 3
KapTOHy; Mo 2 MN B
amnyni; no 5 amnyn
y 6nictepi, no 1 abo
2 6nictepn B navui 3
KapTOHY

MpusaTHe
akujioHepHe
TOBapUCTBO

"Nekxim -

XapkiB"

Ykpaina

MpusatHe
akKujioHepHe
TOBapuCTBO

"Nlekxim -

Xapkis"

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |

My - 3MiHK 3 SKOCTI.

[oTOBWIA NikapcbKuii
3aci6. KoHTposb

roTOBOro NiKapCbKOro
3aco06y (iHLWi 3MiHN).
OHOB/EHHs MeTOAIB

KOHTPO/O SKOCTi Ha
nikapcbki 3acobm

AMikauuHy cynbar,
PO3umnH ANs iH'ekuin 50
Mr/Ma Ta AMikaumHy
cynbdaT, po3ynH Ans
iH'ekuini 250 mr/mn y

3B’A3KY 3
npuBefeHHsaM [0
Cy4yacHuX BUMOT.

3MmiHu | TUNYy - 3MiHK 3

SIKOCTi. FoTOBWIA
nikapcbknii 3aci6.

KOHTpO/1b TOTOBOr0O

3a
peyerimom

UA/12356/01/01
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

niKapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK Y
meToAax B1NpobysBaHb
(BKKOYALOUM 3aMiHY
ab0 [ONOBHEHHS)).
CynyTHSA 3MiHa- 3MiHN
3 AKOCTi. FoTOBWIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3mMiHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHN).
3amiHa MmeToauK
KOHTPOJII0 3a
nokasHuKkamm
«lpeHTudikauis.
AMiKaunH»,
«CynpoBigHi
OOMILLKM» Ta
«KinbkicHe
BU3HAYEHHSA» Y 3B'A3KY
3 BiICYTHICTIO Ha
PUHKY Ta
HEMOX/IMBICTIO
npuadaHHs peakTnBy
2,4,6-
TPUHITPO6EH301CYNbK
OHOBOI KMCNotTn Py
BUINAAI KPUCTaTIYHOrO
MOPOLLKY, & TaKoX 3
ornsay Ha nigsuLleHy
Hebe3neky Lboro
peareHTy
(B1bYxoHEOE3NEUHWIA,
TOKCUYHWIA). 3MiHW |
TMny - 3MiHK 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili

chapmakonei/MoHorpa




95 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBrEeHWiA
cepTudikar Big yxe
3aTBEPKEHOr0
BMPOGHMKA.
OHOBEHHs
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei gitoyoi
PeyoBMHN amikaunHy
cynbar Big, Bxe
3aTBEPKEHOr0
BMpO6HUKa Shandong
Anxin Pharmaceutical
Co., LTD, China, y
3B'A3KY 3
npvBeAeHHAM [0
B/MOT OHOBJIEHOT
MoHorpadii
€Bponeiicbkili
chapmakonei, a came:
BUAA/IEHHSA MOKa3HMKa
«[iporeHu», 3a
NOKa3HNKOM
«KinbkicHe
BU3HAYEHHA» Y
MeToAuLi BuaaneHo
KoedpilieHT cumeTpil
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ons «Mepesipku
npuaaTHocTi
XpomaTorpadpivHol
CUCTEMMY.
MpuBeaeHHs
cneuudikauii Ta
MeTOZjiB KOHTPO/IO
Ai04O0T pevoBUHN A0
BMMOT AOKyMeHTauil
BMPOGHUKa, Lo 6yN0
3aTBEPIAKEHO
oHossieHum CEP, a
came: 3MiHeHO
KpuTepii NPUAHATHOCTI
3a NoKa3Hukamu
«BbakTepianbHi
€HOOTOKCUHN» Ta
«3arabHi KiflbKoCTi
opraHiyHnx
PO3UYMHHVKIB»,
3arBepaKeHa
pepakuis: R 1-CEP
2010 — 308 — Rev 01
3anponoHosaHa
pepakuis: CEP 2010 —
308 — Rev 02

22,

AMIKALUUNHY
CYNb®AT

amikacin

amikauyHy
cynbhat

JO1GBO
6

PO3YMH ANS iH'EKLNA,
250 mr/mn no 2 mn
abono4 mns
amnyni; no 1 amnyni
B OHOGIYHOMY
6nictepi; no 1
0AHOGIYHOMY
6nictepy B navui 3
KapTOHY; MO 2 MN
abono4 mnB
amnyni; no 5 amnyn
y 6nictepi; no 1 a6o
2 6nictepn B navui 3
KapTOHY

MNpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MpuBartHe
akuioHepHe
TOBapUCTBO

"JTekxim -

Xapkis"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3aco06y (iHLi 3MiHN).
OHOB/EHHS METOAIB
KOHTPO/O AKOCTi Ha
nikapcbki 3aco6um
AwmikauuHy cynbdar,
PO34mnH ANs iH'exuin 50
Mr/mn Ta AmikaluHy
cynbhaT, po3unH s
iH’ekuid 250 mr/mn y
3B'A3KY 3
NpUBEAEHHAM [0
Cy4yacHVX BUMOT.
3MiHu | TNy - 3MiHK 3
AKocTi. FoToBWMiA
niKapcbkuii 3aci6.

3a
peyenmom

UA/12356/01/02




97 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPOGYBaHHSA
roTOBOro NiKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax B1NpoGyBaHb
(BKKOUAOUM 3aMiHY
ab0 [OMOBHEHHS)).
CynyTHSA 3MiHa- 3MiHN
3 IKOCTi. FOTOBMIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHN).
3amiHa MeToauk
KOHTPOJTI0 3a
nokasHuKkamm
«lgeHTudikauis.
AMiKaLuH»,
«CynpoBigHi
LOMILLKM» Ta
«KinbkicHe
BU3HAYEHHS» Y 3B'A3KY
3 BiJCYTHICTIO Ha
PUHKY Ta
HEMOX/IMBICTHO
npuabaHHsa peakTusy
2,4,6-
TPUHITPO6EH301CYNbX
OHOBOI KMcnotn Py
BUIIA4I KPUCTasTIYHOTO
MOPOLLKY, & TaKoX 3
ornsay Ha nigBuLLeHy
Hebesneky Lboro
peareHTy
(BrGYxoHEGE3NEUHWIA,
TOKCUYHWIA). 3MiHuM |
TMNYy - 3MiHU 3 AKOCTI.
Ceptucpikar
BignosigHocTI/TE-
cepTudikar
BiANOBIAHOCTI

€Bponenchkii




98 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA.
OHoOB/IEHHA
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei gitoyoi
PeyoBMHN amikauuHy
cynbgart Bif BXe
3aTBEPAKEHOr0
BMpo6HUKa Shandong
Anxin Pharmaceutical
Co., LTD, China, y
3B'A3KY 3
npuBeLeHHsAM A0
BUMOT OHOBJIEHOT
MOHorpadit
€Bponeiicbkili
hapmakonei, a came:
BUAA/IEHHSA MOKa3HKKa
«[liporeHn», 3a
NOKa3HNKOM
«KinbkicHe
BMU3HAYEHHA» Y
mMeToAuLi BUAAIEHO
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KoediuieHT cumeTpil
ana «lMepe.ipku
npuaaTHocTi
XpomarorpadivyHol
CcncTtemm».
MpuBeneHHA
cneundikauii Ta
MeTOoZIB KOHTPO/O
L0401 peYOBUHN A0
BMMOT AOKyMeHTau,T
BMPO6HMKa, Lo 6yno
3aTBepAKeHo
oHosneHum CEP, a
came: 3MiHEHO

KpuTepii NPUAHATHOCTI

3a nokasHmkamu
«bakTepianbHi
E€HI0TOKCUHU» Ta
«3arasbHi KiIbKOCTi
opraHiyHnx
PO3UYNHHVIKIB»,
3arsepaxeHa
pepakuis: R 1-CEP
2010 — 308 — Rev 01
3anponoHoBaHa

pegakuis: CEP 2010 —

308 — Rev 02

23.

AMMNILANIH

ampicillin

amniunniH

JO1CAO
1

MOPOLLIOK ANs
PO3UUHY NS iH'EKLiA
no 0,5 r; 1 dpnakoH 3
nopoLukom; 10
(pNakoHiB 3
MOPOLLKOM Y
KOHTYpHilA
YapyHKOBIli
ynakosuj; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
B nauuj

MAT
"Knismegnp
enapar”

YkpaiHa

NAT
"KviBmegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. 3mMiHn Yy
BUPOGHMLTBI. 3MiHU
BMNpO6yBaHb abo
[OMYyCTUMUX MEX,
BCTaHOB/IEHUX Y
cneuudikavisx, nig
yac BUPOGHMLTBA
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK)
3MiHN KpUTEpito
NPUIAHSATHOCTI 3a
NoKa3HUKOM «SKICTb
MapKyBaHHS»

NPOMDXHOI NPOAYKLUIT B

KOPOTKOMY OMMCi
TEXHONOTYHOro

3a
peyenmom

UA/2950/02/01




100 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
npowecy B po3gini
3.2.P.3.4.
24. | AMOIUANIH ampicillin amniyuniH JO1CAO | mopowok ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 3a UA/2950/02/02
1 PO3umnHy ANns iH'ekuin | "Kuismeanp "Kuismegnpenap peecTpauiiHnx peyenmom
no 1,0 r; 1 donakoH 3 enapar" ar" martepianis: 3MiHu |
nopotukom; 10 My - 3MiHN 3 SKOCTi.
chakoHiB 3 [OTOBWIA NikapcbKuii
NMOPOLLKOM Y 3aci6. 3MiHn y
KOHTYpHIl BVMPOGHWLTBI. 3MiHK
YapyHKOBIl BMNpo6yBaHbL abo
ynakosui; no 1 [0NYCTUMNX MEX,
KOHTYpHIl BCTAHOBJIEHVX Y
YapyHKOBIli ynakoBLii cneundikauisx, nig,
B nauuj yac BMpobHULTBA
roTOBOrO /liKapCbKOro
3aco6y (iHLi 3MiHK)
3MiHW KpUTepito
NPUAHSATHOCTI 3a
MOKa3HNKOM «SKICTb
MapKyBaHHs»
NMPOMiXXHOI NpoAyKLUii B
KOPOTKOMY OnuCi
TEXHO/OrYHOro
npouecy B po3gini
3.2.P.3.4.
25. | AHOPOXE/b testostero | Tectoctep | GO3BAO | renb ans BeseH Benbris BMPOGHMLUTBO 3a | Benbris/ BHECEHHS 3MiH 0 3a He UA/5301/01/02
ne OH 3 30BHILIHLOIO Xenckea CA NOBHUM UMKIOM: | PpaHuis peecTpauiiHnx peuyenmom | niosse
3acTocyBaHHs, 16,2 BeseH marepianis: 3MiHu | ae
mr/1r; no 88 r rento MeHbtothekuypiH MRy - 3MiHM LWOA0
y thnakoHi 3 r benpxiym, 6e3nekun/epekTBHOCT
[03yo4nm Benbrist; i Ta chapmakoHarnagy.
npucTpoem, no 1 BMPOGHMLTBO 3a 3MiHa y KopoTKiii
donakoHy y MOBHUM LK/TOM: xapakrepuctuj
KapTOHHI Kopo6Lyi Nab6opaTopii niKapcbKoro 3acooby,
beseH TEKCTi MapKyBaHHS Ta
IHTepHeLuHN, IHCTPYKLT AnA
dpaHuis; MeAMYHOro
BMNPOBYBaHHSA 3aCTOCYBaHHSA Ha

KOHTPO/O AKOCTI
(mikpobionoriyHm
1 KOHTPO/Ib):
Kyani KoHTpon,
dpaHuin

nigcrasi perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
pocnipkeHb 3 6e3neku
3aCTOCYyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiinnii
nepiog, abo sk




ITpopoB>xeHHsT

ozarka 3

101
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioYyeHHs1
Hassa*
pe3ynbTaT OLiHKK

niKkapcbKoro 3acoby Ao

3BiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO [0 NnaHy
negjaTpuyHux
nocnimkens (PIP)
(3MiHy y3roxeHo 3
KOMMETEHTHUM
YMNOBHOB&XXEHUM
opraHom) 3MiHu
BHECEHO A0 IHCTPYKLii
ANA MeuyHoro
3aCTOCYyBaHHSA

po3gainy "Oco6nmnBocCTi
3acTocyBaHHs" LWoao
6e3neku
3aCTOCYBaHHS Ajiloyoi
PeYoBWHM
TECTOCTEPOH
BiANOBIAHO A0
pekomeHaauiin PRAC.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHWi 3MiHW) 3MiHK
BHECEHO 10 IHCTpyKU;iT
ON5 MeyyHOro
3aCTOCYyBaHHSA
nikapcbkoro 3acoby [0
posainis:
"dapmakonoriyHi
B/1acTMBOCTI",
"Moka3aHHsA"(yTOYHEH
HS iHdbopMmaLii),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamMu Ta iHLi
BMAM B3aemogii”,
"Oco6nuBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BaritTHocTi abo

roflyBaHHsa rpygaro”,




102 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

"Cnoci6 3acTocyBaHHs
Ta gosun",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
oo 6esneku
3aCTOCYyBaHHSA
niKapcbKoro 3acooby.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHn Il TUny - 3MiHK
o0
6e3nekun/edeKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMU
OaHnumu 3 SKOCTI,
OOKNIHIYHUMN,
KNIHIYHUMUW faHuMKn Ta
AaHvMu 3
chapmakoHarnsgy -
3MiHV BHECEHO [0
IHCTPYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3ginis:
"PapMaKonorivHi
BNacTUBOCTI",
"B3aemogis 3 iHWyMmn
niKkapcbknumu
3acobamMu Ta iHLi
BMAMW B3aemMogjin",
"Oco6nuBocTi
3acToCyBaHHS",
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflyBaHHs rpyaato”,
"3paTHiCTb BNMBaTh
Ha WBUAKICTb peakuji
npu KepyBaHHi
aBTOTPaHCNopToM abo




103 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
HLIMK
MexaHiamamu",
"Cnoci6 3acTocyBaHHs
Ta o3n", "Tob6iuHi
peakuii”. BBegeHHs
3MiH NPOTAroM 6-Tu
MicauiB nicns
3aTBEPKEHHS
26. | APTIHEKC arginine apriHiHy BO5XBO0 | KOHUeHTpaT Ans Abpun IHAjs Abpun IHAis BHECEHHS 3MiH 0 3a He UA/21093/01/01
hydrochlor | rigpoxnop 1 pPO34nHy Ans dopmyneii Nab6opaTtopi3 peecTpauiiHnx peuenmom niosnse
ide na iHdpy3in, 420 mr/mn; H3 MBT. /IT4. MpaiiseT marepianis: 3minHu | ae
no 10 mn B amnyni; Nimiteq UMy - 3MiHM LWoA0
no 3 abo no 5 amnyn 6e3nekun/edeKTBHOCT
B 6nicTepi Ta B i Ta hapmakoHarnsagy
KapTOHHI ynakoBLi (iHLWi 3MiHW) - 3MiHK
BHECEHO B IHCTPYKLiO
015 MenyHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3gin "Cnocib
3acTocyBaHHA Ta
nosn", a came:
peparysaHHs
iHchopmawii Lwopao
PO3UMHHYKIB. TepMiH
BBEEHHS 3MiH -
npoTsArom 6 micsyis
nicns 3aTBepaKeHHs
27. | APIOA® CYXA combinatio | anteiiHoro | RO5CA1 | nopowok no 19,55 r TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 40 6e3 UA/8738/01/01
MIKCTYPA BIA, ns KOpeHs 0 y chnakoHi; no 1 "TepHodpap "TepHodhapm” peecTpauiiHnx peyenma
KALUMKO Ana eKcTpakT dhnakoHy B nauui 3 m" marepianis: 3MiHu |
OITEA CyXuii KapTOHY TMny - 3MiHK 3 SKOCTI.
(Althaeae [oTOBWIA NikapcbKuii
radix extra 3aci6. KoHTposb
ctum siccu roTOBOrO NiKapCbKOro
m); HaTpito 3acoby. 3miHa 'y
rigpokap6 mMeTofax
oHar, BMNPOGYBaHHSA
CO/10[1KOB roTOBOrO /liKapCbKOro
oro 3acoby (He3HayHa
KOpeHs 3MiHa y 3aTBEpPAKEHNX
eKCTpaKT meToAax
CyXuii BUNPOBYBaHHS)
(Glycyrrhiz YTOUYHEHHA Ha3Bun
ae PO34MHY
radix extra METUIEHOBOTO
ctum CUHbOTO, KW
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
BiOnycKy

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

siccum);
aMOHIto

X/10pnA;
aHicoBa
onis

BUKOPVCTOBYETLCA
npu KinbKicHOMY
BM3HAYEHHI HaTPItO
6eH30aTy B METOAaxX
KOHTpO/to skocTi M3
Ta CynyTHS 3MiHa, B
po3gini 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX
cTagii i NpOMiXHOT
NPOAYKLT, OCKINbKN
npu NPoBeLEHHI
BUMPOOYBaHHA 3a
NOKa3HNKOM
«KinbkicHe
BM3HaYeHHs. Hatpito
6eH3oary»
BMKOPUCTOBYETHLCA
METWNEHOBOro
CWHBOrO po3umH P N

(3aTBEPAXKEHO: PO3YMH

METWNEHOBOro

CUHbOro P), a Takox
BHOCATbCSA HE3HAYHI
pefakuiiiHi npasku.

CynyTHA 3MiHa - 3MiHU

3 IKOCTi. FOTOBMIA
nikapcbknii 3aci6.
3MiHV Y BUPOOHULTBI.
3MiHn BUNpobyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y
cneuudikavisx, nig
yac BUPOGHMLTBA
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK)

’

28.

APTEDKA®
KOMIMJIEKC

rIoKo3aMi
Hy
rigpoxnop
na,
XOHAPOITN
Hy HaTpito
cynbghat

MO9AX

kancynu, no 30 abo
60 kancyny
KOHTeliHepi; no 1
KOHTeWHepy B naulyj;
no 6 kancyny
6nictepi; no 5 abo
10 6nicTepiB y nauui

JenbTa
Megiken
MpomoyLH3
Al

LLiBeiuapi
|

Brpo6HWK,
BiANOBigaIbHUI
3a
BVMPOGHMLTBO,
nepBuHHe,
BTOPVHHE
nakyBaHHs1,

KOHTPO/1b AKOCTI:

MPAT
"®ITOPAPM",
YkpaiHa
Bupo6HuK,
BiAnoBiganbHWI

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NiKapCbKuii
3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa
iMnopTtepa/amiHu, o
CTOCYIOTbCS BUMYCKY
cepil Ta KOHTPO/IH0
AKOCTi FOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo

6e3
peyenma

nionse
ae

UA/4461/01/01




105 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3a [0AaBaHHA
BVMPOGHMLTBO, BMPOGHMKA, WO
nepBUHHE, BignoBigae 3a
BTOPWHHE BBE3€eHHA Ta/abo
nakyBaHHs, BUNYCK cepii) - He
KOHTPO/b SIKOCTI: BK/THOHAI0UM
TOB KOHTPO/b/BUNPOOYBaH
"AcTpachapm”, HS cepii - 3MiHa
YkpaiHa aapecy BUPOGHMYOI
Brvpo6HuK, OiNbHUL 4NS BUNYCKY
BiZJNOBIfAbHWIA cepii MPAT

3a BUNycCK cepii,
He BK/IOYaOUN
KOHTPO/b/BUNPO
6GyBaHHs cepii:
MPAT
"PITOPAPM",
YKpaiHa
BUPOGHUK,
BiZJNOBIfAbHWIA
3a
BMPOGHMLTBO,
nepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
AT
"Nly6Hnchapm",
Ykpaina

"®ITOPAPM". npoekT
MK$ 13 0000. 3miHu
BHECEHO B iIHCTPYKLiO

LNt MEAUYHOTO
3aCTOCYBaHHS

nikapcbKoro 3acoby y

po3gin

"Micue3HaxomKeHHs
BUPOGHMKA Ta agpeca
MiCLisi NPOBa/KEHHS
oro gisnbHocTi" 3
BiANOBIAHUMY 3MiHaMVU
B TEKCTi MapkKyBaHHS
yNakoBOK. IHCTPYKL,is

ANA MeauyHoro
3aCTOCYBaHHS

nikapcbKoro 3acoby
(eCTD Bepcis 0000).

TekCT MapKyBaHHS
yNakoBOK /iKapCbKoro
3acoby (eCTD Bepcist
0000). BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepipkKeHHs.

3MiHn | Tuny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa

HalilMeHyBaHHs Ta/abo

agpecu micus
NPOBaKEHHS

[iSNbHOCTI BUPOOHMKa

(BKntoyatouu, 3a

HeobXxigHOCTI, Micue

npoesefeHHA

KOHTPOSIO SIKOCTI), abo
B/lacHWKa macTep-
chaiina Ha A®l, abo
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

noctavasibHuKa
Adl/BuxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
LLL0 3aCTOCOBYIOTLCA Y
BMPOGHMLTBI ADI
(AKLW0 3a3Ha4eHo y
[l0Cb€ Ha nikapcbkuii
3acib) 3a BigcyTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBepKEHOMY
[ocbe, abo BUPOOHUKaA
HOBOI ONOMiXHOT
PeyoBUHM (SIKLLO
3a3HayYeHo y [JOCbE)
3MiHa Ha3Bu Ta
afpecy BUpobHMKa
A®| XOHAPOITUHY
HaTpito cynbgiarty i3
Jiaxing Hengjie
Biopharmaceutical
Co., Ltd (No. 20
Tongyi Road, Xinfeng
Industrial Park,
Jiaxing, Zhejiang,
314005 China) Ha HS
NUTRA CO., LTD.
(No. 300 Xinhe Road,
Xinfeng Town, Nanhu
District, Jiaxing,
Zhejiang,
314005China), 6e3
3MiHK Micus
BUPOGHMLITBA. MPOEKT
MK#A 13 0000

29.

ATEHONON-
ACTPA®APM

atenolol

areHoson

CO07ABO
3

TabneTku no 50 mr,
no 10 TabneTok y
6nictepi, no 2, 6, 9
abo 10 6nictepiB y
KOpOOLLi 3 KAPTOHY

TOB
"ACTPADA
PM".

YkpaiHa

TOB
"ACTPAGAPM".

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN BHECEHO B
TEKCT MapKyBaHHs
nepBuHHOI (M. 6) Ta
BTOPVHHOI (N. 17)

3a
peyenmom

He
nionsie
ae

UA/4941/01/01




107 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

YMNakoBOK NiKapCbKoro
3acoby; - BUNy4YeHo
iHhopmawlito,
3a3HayeHy pocilicbKoto
MOBOIO; - TAKOX 3MiHU
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ain "Ynakoska', a
came BHeceHi
YTOUHEHHS. BBeAeHHs
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHSA. 3MiHN
I Tvny -
AAMiHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
ajipecy 3asBHVKa
(BnacHvika
peecTpadiiHoro
NOCBiJYEHHS).
BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB
nicns 3aTBepipkKeHHs.
3MiHn | Tuny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NpOoBaXXEHHS
OisNbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO NiKapCbKOro
3aco0y, BK/Ioyaoun
OinbHULU BUNYCKY cepil
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(AisnbHICTb, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAIOUM BUNYCK
cepiii). 3miHa agpecun
BMpo6HuKa N3
BiANOBIAa/ILHOIO 3a
NOBHWIA UMK
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BMPOGHMLITBA.
3MiHWN BHECEHO B
iHCTpYKLito Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3gin
«MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLisi NPOBaKEHHS
oro gisnbHoCTi» 3
BigNOBIAHMMMN 3MiHAMMN
y TEKCTi MapKyBaHHA
yNakoBKW NikapcbKoro
3acoby. BBegeHHs
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHS

30.

ATEHONON-
ACTPA®APM

atenolol

areHosnon

CO7ABO
3

Tabnetky no 100 wmr,
no 10 TabneTtok y
6nicTepi, no 2, 6, 9
a6o 10 6nicTepiB y
KOpOO6L 3 KAPTOHY

TOB
"ACTPADGA
PM".

YkpaiHa

TOB
"ACTPA®APM".

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHW1 BHECEHO B
TEKCT MapKyBaHHs
nepBuHHOI (M. 6) Ta
BTOPVHHOI (. 17)
yNakoBOK /likapCbKoro
3aco0y; - BUny4eHo
iHchopMmawtito,
3a3HayeHy poCilicbKoto
MOBOIO; - TAKOX 3MiHU
BHECEHO B IHCTPYKLiO
015 MenyHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ain "Ynakoska', a
came BHeCeHi
YTOUHEHHS. BBeaeHHs
3MiH NpOTArom 6-Tn
MicsyiB micns
3aTBEPAKEHHSA. 3MiHU
I Tmny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo
afpecu 3asaBHUKa

3a
peyenmom

He
nionsie
ae

UA/4941/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(BnacHuka
peecTpauiiHoro
MOCBiJYEHHS).
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKeHHs.
3MiHu | TUny -
AAMiHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS
LOisNIbHOCTI
BMpOoGHUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BkIoyatoun
AiNbHWL BUNYCKY cepii
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKY
Bignosigae
BMPOGHMK/iMNopTeEp,
BK/THOHAKOUM BUNYCK
cepiid). 3miHa agpecu
BMpO6HUKa M3
BiANoBiga/IbHOrO 3a
NOBHUIA LMKN
BMPOOHULITBA.
3MiHM BHECEHO B
IHCTpYKLit0 oNns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
pos3zin
«Micue3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLil NPOBa)KEHHSA
oro AjsinbHOCTI» 3
BigNoBIgHMMMN 3MiHAMUN
y TEKCTi MapKyBaHHs
yMNaKoBKW NiKkapCbKoro
3acoby. BBeaeHHs
3MiH NPOTArom 6-Tn
MicsiliB micns
3aTBEPAKEHHSA

31.

ATPAKYPIYM
BECUNAT

atracurium

aTpakypiy

My

MOPOLLIOK
(cybeTaHuis) y

TOB
«BOPBAPT

Ykpaina

JIAAHBbIOHbIaH
['yiike

Kutai

BHECEHHS 3MiH 40
peecTpaLinHmX

UA/17242/01/01




110 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
6ecunar noaBinHMX C PAPMA» PapmactoTikas marepianis: 3miHu |
nonieTnieHoBmx Ko., N14. My - 3MiHK 3 SKOCTI.
naketax gns A®|. KoHTposnb A®I.
dhapmaL,eBTUYHOro 3miHa y napameTpax
3acTocyBaHHsA cneumdikauii Ta/abo

[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXIigHWA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (AONOBHEHHSA
cneuudikavii HOBUM
NMOKa3HMKOM SKOCTi Ta
BiANOBIAHMM METOL0M
BMNPOOYBaHHS)
[IOMOBHEHHSA
cneuudpikanii APl
NOKa3HNKOM
«BbakTepiancHi
eHA0TOKCUHM» (Ph.
Eur. 2.6.14) 3
[0nyCTUMUMK
Mexamu «He 6GinbLie
Hix 3,0 EO/mr» 3
BignoBigHOW
METOAMKO
BMNPOGYBaHHSA. 3MiHU
| TMNy - 3MiHK 3 AKOCTI.
A®|. KoHTposib A®I.
3MiHa y napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
A®I (3ONOBHEHHSA
cneumdikauii HoBUM
MOKa3HMKOM SKOCTi Ta
BigNoBigHMM METOA0M
BUNPOOYBaHHSA)
[ONOBHEHHSA




111 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
crneundikauii APl
NOKa3HUKOM
«Solubility»
(«PO3unHHICTb») 3
[0nyCTUMUMK
mMexamu: «PO34NHHNI
y BOAj, Nerko
PO34YMHHWI B
aueToHITpuAI, eTaHoni
(96 %) i
METUEHXTOPUAi»
BiANOBIAHO A0
MOHorpadit
«Atracurium
besylate».
32. | BOPHOI Boric Kucnota DO8AD | po3uuH ans ToBapucTso YKkpaina MPAT YKkpaina BHECEHHS 3MiH [10 6e3 niosnse UA/8197/01/01
KUCNOTN acid 60opHa 30BHiLUHbOIO 3 "OITOPAPM" peecTpauiiHnx peyenma ae
PO34MH products 3acTocyBaHHs, 06MeXeHoI0 marepianis: 3miHa
CMPTOBUIA cnupToBuiA 2 %; no Bignosiganb 3asBHVKa 13 (MIBI)
10 mn, no 25 mny HICTIO (BnacHuika
thnakoHax; no 25 mn | «®apmaues peecTpauiiHoro
y dhnakoHi; no 1 TUYHa nocBigyeHHs) (3rigHo
dpnakoHy B nauui 3 KOMNaHis Haka3y MO3 Big
KapTOHY «Biona» 23.07.2015 Ne 460):

TepMiH BBEAEHHS 3MiH
npoTArom 6 micsuis
nicnsa 3aTBepKeHHs.
3MiHY | TNy - 3MiHK
00
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasbHeHunx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobw, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa A1
3iiCHEHHSA
dhapmakoHarnsgy B



https://atcddd.fhi.no/atc_ddd_index/?code=D08AD&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=D08AD&showdescription=no
https://atcddd.fhi.no/atc_ddd_index/?code=D08AD&showdescription=no

dopma sunycky 3assHuUK

112
KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH

ITpopoB>xeHHsT

PeecmpayjitiHa
npoyedypa

Ymosu

Bionycky

ozarka 3
Pekna
myBaH

HS**

Homep
peecmpayiliHo
20

nocsioyeHHs1

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

(nikapcbka ¢hopma,
ynakoska)

uka

YKpaliHi, K0 BOHa
BiAMiHHA Bif

YNOBHOB&XXeHOT
ocobwu, BignoBiganbHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
hapmakoHarnagy)
3MiHa yNnoBHOBaXKeHOT
0COo6U 3asBHMKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
[Litova pepakuis:
[limakosa MaHHa
CraHicnasiBHa.
lponoHoBaHa
pegakuisi: Masnosa
KOnis CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
yNOBHOBaXeHOT 0cobm
3aABHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YkpaiHi. 3MiHa
MiCLIe3HaXOKEeHHS
macTep-gaiina
cuctemm
thapmakoHarnsgy Ta
ioro Homepa.
3MmiHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHY | TNy - 3MiHK
o0
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy
(IHLWi 3MiHK)
OHOB/IEHHS TEKCTY
MapKyBaHHsI
NnepBUHHOT Ta
BTOPWHHOI YNaKoBKK
niKapcbKoro 3acooby.
Takox Buy4eHo

ayéniotouy




113 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
iHbopmaLtito
pocilicbkoto MoBOI Ta
BHECEHO He3HauHi
npaBKuW Mo TEKCTY.
TepmiH BBEAEHHSA 3MiH
npoTsArom 6 micsyis
nicnsa 3aTBepKeHHS.
33. | BPYTA®/IAM®- etoricoxib Etopukokc | MO1AHO | TabneTku, BKpPUTI MaHkaiHg, IHAis MaHkaliHg, IHAis BHECEHHS 3MiH [0 3a UA/20581/01/03
120 16 5 MN/1iBKOBOIO dapma dapma JlimiTes, peecTpauiiHnx peyenmom
060/10HKO10, No 120 Nimiteq HOHiIT-II marepianis: 3MiHu |

mr, no 10 TabneTok
y 6nicTtepi; mo 3
6nictepu B
KapTOHHI ynakoBLi

™ny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecy Micus
NpPOBaXEHHS
[iSNbHOCTI BUPOOHMKa
(Bktovatoun, 3a
HeobXifHOCTI, MicLue
npoBeLEeHHS
KOHTPO/I0 SIKOCTi), abo
B/laCHVKa mMacTtep-
tharina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro
mMaTtepiany/peareHty/n
POMIKHOTO MPOAYKTY,
LLL0 3aCTOCOBYHOTbLCS Y
BMPOGHULTBI API
(AKW,O 3a3Ha4eHo y
[0Cbe Ha nikapcbkuii
3acib) 3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeicbkii
hapmakonei y
3aTBEPAKEHOMY
Aocbe, abo BUPOOHUKaA
HOBOI OMNOMiXHOT
peYOBUHM (AKLLO
3a3HaYeHo y [OCbLE).
3MiHa Ha3BK
BMPOGHUKa ADI|
eTopuKoKcmby 3 Shree
Jee Laboratory Private
Limited, India Ha
MaHkaiiHg Papma

NimiTeq, IHAjs/
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

Mankind Pharma
Limited, India, 6e3
3MiHK Micus
BMPOGHMLTBA. 3
BiANOBIAHUMY 3MiHaMU
o posginy 3.2.5.2.1.
Bupo6Huk(n) Ta MKA
(po3gin Cknagn) ans
KOXHOTO A,03YBaHHS.
3arBepaxeHo: Shree
Jee Laboratory Private
Limited, India.
3anponoHoBaHo:
MaHkaliHg ®apma
Nimiteq, IHais/
Mankind Pharma
Limited, India

34.

BPYTA®/TAM®-
60

etoricoxib

ETopuKokc
16

MO1AHO
5

TabneTku, BKpUTI
NAiBKOBOIO
0060/10HKOI0, N0 60
mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

MaHKainHg
®apma
Nimiten

IHgis

MaHkaiiHg,
dapwma JimiTen,
HOHIT-II

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
™ny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
ajpecu Micus
NPOBaXEHHS
[iSNbHOCTI BUPOOHMKa
(BKntovatouu, 3a
HeobXxigHOCTI, Micue
npoBefeHHs
KOHTPOJIO SIKOCTI), abo
B/laCHMKa MacTep-
thaiina Ha Adl, abo
noctavasibHuKa
Adl/BuxigHoro
marepiany/peareHTy/n
POMIKHOTO MPOAyKTY,
LLI0 3aCTOCOBYIOTLCSA Y
BMPOGHMLTBI ADI
(AKL,0 3a3HaYeHo y
[OCbE Ha NiKapCbKuii
3acib) 3a BigCyTHOCTI
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBEpLKEHOMY
[ocbke, abo BUPOOHMKA

3a
peyenmom

UA/20581/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

HOBOI ONOMiXHOT
PeyoBUHM (SIKLLO
3a3HayeHo y [OCbE).
3MiHa Ha3Bu
BMPOOGHUKa AdDI
eTopurKoKcmby 3 Shree
Jee Laboratory Private
Limited, India Ha
MaHkaliHg ®apma
NimiTes, IHais/
Mankind Pharma
Limited, India, 6e3
3MiHM MicuA
BMPOGHMLTBA. 3
BigNOBIAHMMMN 3MiHAMMN
no po3giny 3.2.5.2.1.
Brpo6Huk(n) Ta MKA
(po3gin Cknag) ans
KOXHOTO A03yBaHHs.
3arBepoxeHo: Shree
Jee Laboratory Private
Limited, India.
3anponoHoBaHo:
MaHkaliHg ®apma
NimiTes, IHais/
Mankind Pharma
Limited, India

35.

BPYTA®/IAM®-

20

etoricoxib

ETOpuKOKC
16

MO1AHO
5

TabneTku, BKPUTI
NAiBKOBOIO
ob6onoHkoto, no 90
Mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepu B
KapTOHHI ynakoBLi

MaHkaiiHg,
dapma
Nimiteq

IHais

MaHkaliHg
dapma JlimiTeq,
tOHiIT-1

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
™ny -
AAMiHICTpaTUBHI
3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOoBaKEHHS
LiSiNbHOCTI BUpOOHUKaA
(BKkntovaroum, 3a
HeobXigHOCTI, Micue
npoBefeHHs
KOHTPOO SIKOCTI), a6o
B/laCHVKa macTtep-
(paiina Ha Adl, abo
nocTavasibHvKa
Adl/BnxigHoro
mMatepiany/peareHty/n
POMDKHOTO MPOAYKTY,
LL|O0 3aCTOCOBYHOTbCSH Y

3a
peyenmom

UA/20581/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BUPOGHMLTBI ADI
(AKLLLO 3a3HaYeHo Yy
[OCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBepKeHOMY
[ocbe, ab0 BUPOOHMKa
HOBOT AONOMDKHOT
PEeYOBUHM (SKLLO
3a3HayeHo y JOCbE).
3miHa Has3Bu
BMPO6HUKa AdI
eTopukokcnby 3 Shree
Jee Laboratory Private
Limited, India Ha
MaHkaliHg ®apma
Nimitea, IHais/
Mankind Pharma
Limited, India, 6e3
3MiHW micus
BMpPO6HMLTBA. 3
Bi4NOBIAHMMMN 3MiHAMUN
bo posginy 3.2.S.2.1.
Brpo6Huk(n) Ta MKA
(po3gin Cknapn) ans
KOXHOTO A,03yBaHHs.
3aTtBeppkeHo: Shree
Jee Laboratory Private
Limited, India.
3anponoHoBaHo:
MaHkaliHg ®apma
Nimitea, IHais/
Mankind Pharma
Limited, India

36.

BAJICAPTAH
160/r'1APOX/TIOP
OTIA3NA 12,5
MAKNEOAC

Valsartan
and
diuretics

BasicapTaH
Ta
rigpoxnop
oTiasng,

CO09DA0
3

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKOIO MO
160/12,5 wr, no 90
Tabs1eToK y hnakoHi,
no 1 chnakoHy B
KapTOHHIN ynakoBL,
no 10 Tabnetok y
6nictepi, no 3 a6o 9
6nictepiB y
KaPTOHHII ynakoBLi

Makneozc
dapmacboT
nkasc
Nimiten

IHgis

Makneopc
dapmacboTuKan
¢ Niviteq,

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTPYKLIi ans

3a
peyerimom

He
nionse
ae

UA/19988/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

MeAMYHOro
3aCTOCYyBaHHA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 OCNIMKEHD,
npoBeAeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3ainn "OcobnBOCTi
3aCTOoCyBaHHSA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitouol
peyoBuHU. TepPMIH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepmkeHHs

37.

BA/ICAPTAH
160/r14POX/OP
OTIA3WA 25
MAKNEOAC

Valsartan
and
diuretics

BasicapTaH
Ta
rigpoxnop
oTiasng,

CO09DAO0
3

TabneTku, BKpUTI
N/1iBKOBOIO
060/I0HKOIO M0
160/25 mr, no 90
TabneTok y h1akoHi,
no 1 dpnakoHy B
KapTOHHI ynakoBLi,
no 10 TabneTok y
6nictepi, no 3 a6o 9
6nicTepiB y
KapTOHHI ynakoBLi

Makneoac
dapmacboT
nkanc
Nimiteq

IHgis

Maxkneogc
dapmacboTuKan
¢ Nimiteq,

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeAMYHOro
3aCTOCYyBaHHA Ha

3a
peyenmom

He
nionsie
ae

UA/19988/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nigcrasi perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO A0 NnaHy
negjaTpuyHux
nocnimkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMNETEeHTHUM
YNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3ginu "OcobamBocTi
3aCToCyBaHHSA",
"Mo6iuHI peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopMaui
3 6e3neku gitoyoi
peyoBuHU. TepMiH
BBEJEHHS 3MiH
npoTArom 6 micsiuis
nicns 3aTBepKeHHs

38.

BA/ICAPTAH
320/M1APOX/NOP
OTIA3NA, 12,5
MAK/EOAC

Valsartan
and
diuretics

BasicapTaH
Ta
rigpoxnop
oTiasug,

CO9DAO
3

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOO MO
320/12,5 mr, no 90
TabneTok y dh1akoHi,
no 1 dpnakoHy B
KapTOHHII ynakoBLi,
no 10 TabneTtok y
6nicTepi, no 3 abo 9
6nictepiB y
KapTOHHI ynakoBLi

Makneogc
dapmacboT
nKasic
Nimiteq

IHais

Makneopc
PapmacboTuKan
c Nimitepq,

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KOpOTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BITY 3

3a
peyenmom

UA/19988/01/03




119

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

6e3neku Nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 OCAIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxeHs (PIP)
(3MiHy y3rogKeHo 3
KOMNETEHTHUM
YNOBHOB&XXEHNM
opraHom) - 3miHn
BHECEHO [0 IHCTPYKL,i
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3gainu "OcobnmBocTi
3aCcToCyBaHHS",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
OHOB/1EHOI iHhopMaLii
3 6e3neku aitoyoi
peyoBUHU. TepMmiH
BBE/EHHSA 3MiH
npoTsArom 6 micsyis
nicns 3aTBepaKeHHs

39.

BAJ/ICAPTAH
320/M14POX/OP
OTIA3U1A 25
MAKNEOAC

Valsartan
and
diuretics

BasicapTaH
Ta
rigpoxnop
oTiasng,

CO09DA0
3

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0 NO
320/25 wmr no 90
Tabs1eToK y hnakoHi,
no 1 chnakoHy B
KapTOHHI ynakoBL,
no 10 Tabnetok y
6nictepi, no 3 a6o 9
6nicTepis y
KapTOHHI ynakoBLi

Makneozc
dapmacboT
nkasc
Nimiten

IHgis

Makneopc
dapmacboTuKan
¢ Niviteq,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo

3a
peyerimom

He
nionse
ae

UA/19988/01/04
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa

JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIMKEHD,
npoBeAeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3ainm "OcobnBOCTi
3aCToCyBaHHSA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitouol
peyoBuHU. TepMIH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepmkeHHs

40.

BAJICAPTAH A-

TEBA

valsartan
and
amlodipine

amnoauniH
y 6ecunat
Ta

BasicapTaH

C09DBO
1

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, 10 5
mr/160 wmr; no 7
Tabnetok y 6nictepi,
no 2 abo 4 6nictepu
y kopobuj; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis
y Kopobuj

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHdapwva-
AynHnusa AT

Bonrapi
A

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
™ny -
AOMiHICTpaTVBHI
3MiHW. BunyueHHs
BVMPOGHMYOT AiNbHUL
(BKKOYAKOUM OiNbHULL
ans A®l, npomixHoro
npoaykty abo
roTOBOrO /liKapCbKOro
3aco6y, AinbHULUI Ans
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BiAnoBiga/IbHOro 3a
BUMYCK Cepiid, micue
npoBefEeHHS
KOHTPO/0 cepii) abo

3a
peyenmom

UA/16612/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa

JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

noctavasibHuKa
BMXigHOro martepiany,
peareHTy abo
[LONOMDKHOT peqyoBUHN
(AKLLLO 3a3HaYeHo Yy
[0Cbe) Bunyyenns
BMPO6HUKa AdI
amnogunivy 6esunary
Mylan Laboratories
Limited, India.
3arBepaKeHo:
MYLAN
LABORATORIES
LIMITED (India)
CIPLA LIMITED
(India)
3anponoHoBaHo:
CIPLA LIMITED
(India)

41.

BAJICAPTAH A-

TEBA

valsartan
and
amlodipine

amioauni
y becunar
Ta

BasicapTaH

C09DBO
1

TabneTkn, BKPUTI
nNiBKOBOIO
06010HKOt0, Mo 10
Mr/160 mr; no 7
TabneTok y 6nictepi,
no 2 abo 4 6nictepu
y Kopo6ui; no 10
TabneTok y 6nictepi;
no 3 abo 9 6nictepis
y Kopobui

TOB «TeBa
Ykpaina»

Ykpaina

BankaHtapwva-
AynHnua AT

Bonrapi
A

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
™ny -
AAMiHICTpaTUBHI
3MiHW. BunyyeHHs
BVMPOGHMYOT AiNbHUL
(BK/THOYAIOUM AiNbHUL
ons A®l, npoMixXHOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BiANOBIAa/IbHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BUXIAHOIO MaTepiany,
peareHTy abo
[OMOMDKHOT pEYOBUHN
(AKLL,0 3a3HAYeHo Yy
[0CbE) BunyyeHHs
BMPO6HUKa AdI
amnoauniHy 6esunary
Mylan Laboratories
Limited, India.

3a
peyerimom

UA/16612/01/03




122 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3arBepaeHo:
MYLAN
LABORATORIES
LIMITED (India)
CIPLA LIMITED
(India)
3anponoHoBaHo:
CIPLA LIMITED
(India)
42. | BAJICAPTAH A- valsartan amnoguniH | CO9DBO | Tabnetku, BKPUTI TOB «TeBa Ykpaina BankaHdapma- Bonrapi BHECEHHS 3MiH 0 3a UA/16612/01/01
TEBA and y 6ecunart 1 NAiBKOBOIO YkpaiHa» [ynHnus AT a peecTpauinHmx peyenmom
amlodipine | Ta obonoHkoto, no 5 marepianis: 3minHu |
BasicapTaH Mmr/80 mr, no 7 mny -

TabneTok y 6nictepi,
no 2 a6o 4 6nictepn
y kopo6uj; no 10
TabneTok y 6nictepi;
no 3 a6o 9 6nictepis
y KOpoo6uji

AAMiHICTpaTUBHI
3MiHW. BunyueHHs
BUPOGHWYOT AiNTbHULL
(BrrOM@OUN finbHUL
ons A®l, npomixHoro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUUI Ans
npoBefeHHs
nakyBaHHS,
BMPOGHMKA,
BignoBigabHOro 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BMXifHOro martepiany,
peareHTy abo
[ONOMDKHOT PEYOBUH
(AKW,O 3a3Ha4eHo y
[0Cbe) Bunyuenns
BMPOGHUKa AdI
amnoauniy 6esunary
Mylan Laboratories
Limited, India.
3arBepaKeHo:
MYLAN
LABORATORIES
LIMITED (India)
CIPLA LIMITED
(India)
3anponoHoBaHo:
CIPLA LIMITED
(India)




123 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
43. | BAHOEP® dapoxetin panokcetn | GO4BX1 | Tabnetku, BKpUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 10 3a UA/15230/01/01
e Hy 4 N1iBKOBOIO "TNEQPAP XENTXKEP MNBT peecTpauiiHux peyenmom
rigpoxnop o6onoHkoto, no 30 M AaTa” nTa marepianis: 3minHu |
ng, Mmr, no 1 a6o no 4 THNY - 3MiHU 3 AKOCTI.

Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

[oTOBWIA NikapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
nepeknag MKA 3
pocilicbKoi MOBY Ha
YKpaiHCbKy MOBY A9
npviBefeHHs y
BifNOBIAHICTb i3
BUMOraMmyt YNHHOT
pepakuii Hakazy MO3
Ykpainu Ne 426 Big
26.08.2005. 3miHu |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKkynoptos
anbHWi1 3aci6. 3miHa
pO3Mipy ynaxkoBku
roTOBOrO /liKapCbKOro
3aco6y (iHLi 3MiHK) -
BBE[EHHSA [04aTKOBOI
ynakoBkun y doopmi in
bulk y 3B'A3ky 3
BMPOGHMYOIO
HEeoO6XiAHICTHO. 3MiHN |
THNY - 3MiHU 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKNtOYaKOUN AianasoH
po3mipy cepii)
roTOBOrO liKapCbKOro
3aco6y (iHLWi 3MiHK) -
BUAAIEHHA PO3Mipy
cepii 500 000
Tabnetok ans
[o03yBaHHA 30 Mry
3B’A3KY 3
onTumizauiero
BUKOPWCTaHHSA
o6nagHaHHs npu
BMpo6HMUTBI /13 (6e3




124 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHU TexHonoril
BMPOGHULTBA Ta
NPOMWVCI0BOrO
06/1aHaHHSA)
44. | BAHOEP® dapoxetin panokcetn | GO4BX1 | Ttabnetku, BKpUTI TOB YkpaiHa KYCYM IHAis BHECEHHS 3MiH 0 3a UA/15230/01/02
e Hy 4 MN/1iBKOBOIO "TNEQPAP XENTXKEP MBT peecTpauiiHnx peyenmom
rigpoxnop 060/10HKOI0, M0 60 MnaTa" iyt marepianis: 3MiHu |
na mr, no 1 a6o no 4 My - 3MiHN 3 SKOCTI.

Tabnetkn y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
nepeknag MKA 3
pOCificbKOi MOBM Ha
YKpaiHCbKy MOBY A/1A
npvBeAeHHs y
BiAMNOBIAHICTD i3
B/MOraMu YMHHOI
pepakuii Hakazy MO3
YkpaiHu Ne 426 Big
26.08.2005. 3MiHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHUii 3aci6. 3miHa
pO3Mipy ynakoBku
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
BBEEHHS 0,04aTKOBOT
ynakoBku y chopmi in
bulk y 3B'a3ky 3
BMPOGHMYOIO
HEOoO6XiAHICTIO. 3MiHN |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKIOYalOUM gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHK) -
BWAASIEHHS PO3MIpY
cepii 250 000
Tabnetok ans
[,03yBaHHA 60 Mry
3B'A3KY 3




125 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
onTumisauieto
BUKOPWCTaHHS
o6nagHaHHS npu
BMPOGHULTBI /13 (6e3
3MiHW TexHonorii
BMPOGHMLTBA Ta
NPOMWCNIOBOrO
061a4HaHHSA)
45. | BAHOEP® dapoxetin [Aanokcetun - TabneTku, BKpUTI TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 40 - He UA/21229/01/01
e HYy NAiBKOBOIO "TNEQ®AP XENTXKEP MNBT peecTpauiiHnx niosnse
rigpoxnop o060n0Hkoto, no 30 M AaTa" nTa marepianis: 3minHu | ae
na mr, in bulk: Ne2400 TMny - 3MiHN 3 SKOCTI.
(1x2400): no 1 [OTOBWIA NiKapCbKuii
Tabnetyi y 6nictepi; 3aci6. Cuctema
no 2400 6nicTepiB y KOHTeliHep/3aKkynoptos
KapTOHHI kopobuy; anbHWiA 3aci6. 3miHa
Ne9600 (4x2400): no pO3Mipy ynakoBku
4 TabneTtkn y roTOBOrO /liKapCbKOro
6nictepi; no 2400 3aco06y (iHLWi 3MiHK) -
6nicTepis y BBE/EHHSA 40AaTKOBOT
KapTOHHI Kopo6Lyi ynakoBkuM y doopmi in
bulk y 3B'A3ky 3
BMPOGHMYOIO
HEeoOXiHICTIO
46. | BAHOEP® dapoxetin aanokcetun - TabneTku, BKpPUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 0 - He UA/21229/01/02
e HY NAiBKOBOIO "TNELAPAP XENTXKEP MBT peecTpauinHmx nionse
rigpoxsiop o6onoHkoto, no 60 MnaTa" nTa marepianis: 3MiHu | ae
ng, Mr, in bulk: Ne2400 My - 3MiHU 3 AKOCTI.
(1x2400): no 1 ["oTOBWIA NiKapcbkuii
Tabnetyi y 6nictepi; 3aci6. Cuctema
no 2400 6nicTepis y KOHTeliHep/3aKkynoptoB
KapPTOHHI KOpO6Lyj; aNbHUIA 3aci6. 3miHa
Ne9600 (4x2400): no pO3Mipy ynakoBku
4 TabneTkn y roTOBOrO /liKapCbKoro
6nicTepi; no 2400 3aco6y (iHLi 3MiHK) -
6nicTepiB y BBE/lE€HHA A04aTKOBOI
KapTOHHI KopobLyi ynakoBku y chopmi in
bulk y 3B'a3ky 3
BMPOGHMNYOIO
HEOB6XiHICTIO
47. | BAHKOMIUVH vancomyci | BaHkomiuM | AO7AAQ | niogoinisat gns K.T. PymyHist K.T. POM®APM | PymyHis BHECEHHS 3MiH 40 3a UA/20227/01/01
POM®APM n HY 9 KOHLIeHTparty ans POM®APM KOMTIAHI peecTpauiiHnx peyenmom
rigpoxnop iHcpysiii, 1000 mr, no KOMIMAHI C.P.J1., PymyHis marepianis: 3miHu |
ng, 1 conakoHy B C.P.N. (BMPOGHNLTBO TMNy - 3MiHK 3 AKOCTI.
KapTOHHIN nayui Ta NepBUHHE [oTOBWIA NikapcbKuii
nakyBaHHs 3aci6. 3MiHM Y

niKkapcbKoro

BMPOBHMUTBI. 3amiHa




126 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3acoby; abo BBeAEHHA
KOHTPO/b [04aTKOBOI fibHAL
Pi3NKO-XiIMIYHMX BMPO6HMLTBA A1
MOKa3HWKIB 4yacTuHK abo BCbOro
nikapcbKkoro BMPOGHMYOro npouecy
3acoby Ta roTOBOrO JliKapCbKOro
BUNYCK Cepil; 3acoby (ginbHUUs ans
BTOPUHHE BTOPUHHOroO
nakyBaHHs, nakyBaHHs). 3amiHa
KOHTPO/b BMPOGHMYOT AiNbHUL

6ionoriyHnx Ta
MiKpO6iooriyHm
X MOKa3HUKIB
nikapcbkoro
3acoby)

BTOPWHHOTO
nakysaHHsA M3
BUpobHuka K. T.

POM®APM KOMMAHI

C.P.N.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.

3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBUIA

nikapcbknii 3aci6.
3MiHV Y BUPOOHULTBI.

3miHa

iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY

cepii Ta KOHTPO/IO

AKOCTi FOTOBOTO
nikapcbKoro 3acoby
(3amiHa abo

[oAaBaHHSA finbHWLI,

Ha SIKiil 34jicCHI0ETbCS

KOHTpONb/BUNpPOOYBaH
Hs cepii). 3amiHa
OiNbHULI Ha AKil

3[jiCHI0ETbCS
KOHTPO/b SIKOCTI
(KOHTpO/b BioNOriYHUX
Ta MiKpo6ioNorivYHMX
NOKa3HWKIB
nikapcbKoro 3acoby)
N3 BupobHuka K.T.
POM®APM KOMIMAHI
C.P.N.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHn | Tuny -
AIMiHICTpaTVBHI
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3MiHW. 3MmiHa
HaliMeHyBaHHs Ta/abo
agpecy Micus
NpoBaXEHHS
AiSNbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
AiNbHWL BUMYCKyY cepii
abo micue
npoBefEeHHs
KOHTPO/HO AKOCTI.
(BiANbHICTb, 3a AKY
Bignosigae
BMPOGHMK/iMNopTep,
He BK/10Yatoun BUMycK
cepiit). 3miHa agpecu
BVMPOGHMYOT AiNbHUL
BUpo6HuKa K.T.
POM®APM KOMMAHI
C.P./1. BignoBiganbHoi
3a "BMPOGHMLTBO Ta
NepBUHHE MakKyBaHHS
nikapcbKoro 3acoby”, y
3B'A3KY 3
NpVBeAEHHAM [10
OHOBJ/IEHOr0
cepTudpikata
EudraGMP.
Brpo6Huya ainbHuus,
Ha3Ba Ta yci
BMPOGHUUYI onepauii
3a/MwaTbes
HEe3MiHHUMMU.

48.

BINNATE 1000 MO

Von
Willebrand
factor and
coagulatio
n factor
VIl in
combinatio
n

hakTop
3ropTaHHs
kposi VIII
Ta thakTop
Binne6paH

na

B02B
D06

MOPOLLIOK Ta
PO3YMHHWK ANs
PO3UMHY ANS iH'EKLiA
no 100 MO/mn;
KapTOHHa Kopobka
Nel: no 1 pnakoHy 3
MOPOLLKOM AnA
NPUroTyBaHHA
PO3UMHY NSt iH'EKLiN
(1000 MO);
KapTOHHa Kopobka
Ne2: no 1 dpnakoHy 3
PO34MHHMKOM (BOAA
Ons iv'ekuin 30,1 %

OkTadhapma
dapmaueBT
nka
MpoayKTioHC
rec. Mm.6.X.

AscTpis

Bunpo6HuK,
BiANoBigaNbHWI
3a in bulk
BVMPOGHMLTBO,
NepBUHHY
yMaKoBKy,
KOHTPO/b SIKOCTI,
BK/IOYAK0UM
Bi3yasibHy
IHCNeKL,ito
NOPOLLKY AnS
PO34unHy ans
iH'eKujn,
Bi3ya/ilbHy

AscTpist
/
Himeuyun
Ha /
LLiBeuis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
3MiHa yacToTn Ta/abo
TepMiHiB NofgaHHsA
perynsipHo
OHOB/IIOBAHNX 3BITIB 3
6e3nekn Nikapcbknx
3aco6is - 3MiHa
4acToTV NofJaHHs
perynsipHo

3a
peyerimom

UA/17518/01/02




128 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nonicop6arom 80) iHCneKujito OHOB/IOBAHOIO 3BITY 3
no 10 mn pasom 3 PO3UMHHMKA Ta 6e3neku: ditova
KOMMNJ/IEKTOM A5 BTOPVHHE pepakuisi: YactoTa
BHYTPILLHbOBEHHOIO nakyBaHHs, nofaHHa perynsapHo
BBEJEHHS, 2 MapKyBaHHS, OHOB/IHOBAHOTO 3BITY 3
MPOCOYEHi CNNPTOM BWMYCK cepii Ans 6e3neku - 3 poku.
TaMMOHU; KOMNIEKT KiHL,eBOro MponoHoBaHa
ans NpoAyKTY pepakuisi: YactoTa
BHYTPILUHEOBEHHOTO (nopowok gns nofaHHA perynspHo
BBEJEHHSA PO34nHyY Ans OHOB/IIOBAHOTO 3BITY 3
cKnapaetbes 3: 1 iH ek Ta 6e3neku - 5 pokis.
Lnpuy PO3UYNHHVIK): PekomergoBaHo fj0
ofHopasoswii, 1 OkTadhapma 3aTBEPAKEHHS,
KOMMNAEKT 418 PapmaueBTMKa BiANOBIAHO A0
nepeHeceHHs, 1 MpopaykTioHcrec. nepiognyHocCTI
KOMMNAEKT ans M.6.X., ABCTpiIs; nofaHHa perynsapHo
iHCDy3iit; KapTOHHA B1po6HuK, OHOB/IIOBAHNX 3BITIB 3
Kopo6ka Nel Ta BiANOBIAAbHNI 6e3nekn Nikapcbknx
KapTOHHa KOpobka 3a Bi3ya/lbHy 3acobiBy EC
Ne2 06’eHyIOTbCA iHCnekwujto
M co60to PO34YUHHKKA,
nNacTVKoBOO BTOPVHHE
nNiBKOK nakyBaHHs Ta
MapKyBaHHsI
KiHLLeBOro
NpoAykTy
( nopowwuky ans
PO34nHY Ans
iH ek Ta
PO3YUHHNIKA):
OkTathapma
[leccay Mmb6X,
HimevunHa;
Brvpo6HuK,
BiZJNOBIfAbHWIA
3ain bulk
BMPOGHMLTBO,
NepBUHHY
ynakoBky Ta
KOHTPO/b SKOCTI
PO3UMHHYKA:
OxTadapma Ab,
LBeuis
49, | BINATE 500 MO Von thakTop B02B MOpPOLLOK Ta OkTadapma AscTpis Brpo6HuK, AscTpist BHECEHHS 3MiH 0 3a UA/17518/01/01
Willebrand | 3ropTaHHs D06 PO3YMHHWK ANA dapmaueBT BiANOBIAaIbHNI / peecTpauiiHnx peyenmom
factor and kposi VIII PO3UMHY ANS iH'EKLiA nka 3a in bulk Himeyun marepianis: 3MiHu |
coagulatio | Ta dpakTop no 100 MO/wmn; MpoayKTioHC BUPOOGHMLTBO, Ha / MRy - 3MiHK WoA0
n factor Binne6paH KapTOHHA KOpobKa rec. Mm.6.X. NepBUHHY LLIBeuist 6e3nekn/edekTBHOCT




129 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
VIl in na Nel: no 1 pnakoHy 3 ynakoBKY, i Ta chapmakoHarnagy.
combinatio NMOpOLLUKOM A5 KOHTPO/b AKOCTI, 3miHa yacToTn Ta/abo
n NPUroTyBaHHA BK/THOHAI0UM TepMiHiB NoAaHHsA
PO3UMHY NS iH'EKLil Bi3yasibHy perynspHo
(500 MO); KapTOHHa IHCNeKu,ito OHOB/IOBaHMX 3BITIB 3
Kopo6ka Ne2: mo 1 NOPOLLKY A4S 6e3nekn Nikapcbknx
hnakoHy 3 po34nHy Ans 3aco6iB - 3MiHa
PO34YMHHMKOM (BOAA iH'eKwLi, 4acToTK NoAaHHA
ans iH'ekuii 30,1 % BisyaslbHy perynsipHo
nonicop6arom 80) iHCneKujito OHOB/IOBAHOTO 3BITY 3
no 5 mn pasom 3 PO3UMHHMKA Ta 6e3neku: ditova
KOMMNJ/IEKTOM NS BTOPVHHE pepakuis: YactoTa
BHYTPILLHbOBEHHOrO nakyBaHHs, nofaHHa perynsapHo
BBEJEHHS, 2 MapKyBaHHS, OHOB/IIOBAHOrO 3BITY 3
MPOCOYEHi CNNPTOM BWMYCK cepii Ans 6e3neku - 3 poku.
TaMMOHU; KOMNIEKT KiHL,eBOro MponoHoBaHa
ans NpoAYyKTY pepakuis: Yactota
BHYTPILLHEOBEHHOTO (nopowok gns nofaHHA perynspHo
BBEJEHHSA PO34nHY Ans OHOB/IIOBAHOTO 3BITY 3
cKnapaetbes 3: 1 iH ek Ta 6e3neku - 5 pokis.
Lnpuy PO3UYNHHVK): PekomergoBaHo fj0
ofHopasoswii, 1 OkTachapma 3aTBEPAKEHHS,
KOMNAEKT An1a PapmaueBTMKa BiANOBIAHO A0
nepeHeceHHs, 1 MpopaykTioHcrec. nepiognyHocCTI
KOMMNAEKT ans M.6.X., ABCTpis; nofaHHsa perynsapHo
iHCDy3iit; KapTOHHA Brpo6HuK, OHOB/IIOBAHNX 3BITIB 3
Kopo6ka Nel Ta BiANOBIAAIbHNI 6e3nekn Nikapcbknx
KapTOHHa KOpobka 3a Bi3ya/lbHy 3acobiBy EC
Ne2 06’eHyIOTbCA iHCnekujto
M co60to PO34YUHHKKA,
nNacTVKoBOO BTOPVHHE
nNiBKOK nakyBaHHs Ta
MapKyBaHHsI
KiHLLeBOro
NpoAykTy
( nopowwuky ans
PO34nHY Ans
iH ek Ta
PO3YUHHNIKA):
OkTathapma
[leccay M'm6X,
HimevunHa;
Brvpo6HuK,
BiZJNOBIfAbHWIA
3ain bulk
BMPOGHMLTBO,
NepBUHHY

YNaKoBKy Ta
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Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KOHTPO/b SKOCTI
PO3UMHHYKA:
OxTadapma Ab,
LBeuis
50. | BIHNOLUETWUH- vinpocetin | BiHMoueTH NO6BX1 | TabneTku no 5 wmr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 3a He UA/5622/01/01
ACTPA®APM e H 8 no 10 Tabnetok y "ACTPAGA "ACTPA®APM" peecTpauiiHnx peyenmom | nidnse
6nictepi; no 2, abo PM" marepianis: 3MiHu | ae
no 3,abono5 MRy - 3MiHK WoA0
6nicTepiB y kopobui 6e3nekun/ehekTBHOCT
3 KapTOHY i Ta chapmakoHarnagy
(iHWi 3MiHW).
OHOBNEHO TEKCT
MapKyBaHHs

NepBUHHOT Ta
BTOPWHHOI YNaKoBKK
nikapcbKoro 3acoby, a
came BW1y4YeHo
iHchopmadiito,
3a3HayeHy pociiicbKoto
MOBOIO, Ta BHECEHO
3MiHM y M. 6 TeKcTy
MapKyBaHHsI
nepsuHHOI Ta n. 17
BTOPWHHOI YNaKoBKK
niKapcbKoro 3acooby.
BBefeHHs 3miH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHS.
3MiHn | Tuny -
AAMiHICTpaTUBHI
3MiHW. 3MmiHa
HalilMeHyBaHHs Ta/abo
afpecu 3asaBHUKa
(BnacHuka
peecTpauinHoro
noceigyeHHs). 3miHa
afpecu 3asBHUKa
(BnacHuika
peecTpauiiHoro
nocBifYeHHs). 3MiHN
BHeceHo B Nn. 11
«HalimeHyBaHHS i
MiCLIe3HaXOKEHHS
BMPOGHMKa Ta/abo
3aABHUKa» TEKCTY
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby
LLOA0 3MiHN agpecu
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3asBHUKa. BBegeHHs
3MiH NPOTArom 6-Tn
MicsiliB micns
3aTBEPMAKEHHSA. 3MiHU
I Tmny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo
agpecy Micus
NpoBaXEHHS
AiSNbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaum
AiNbHWL BUMYCKY cepii
abo micue
npoBefEeHHs
KOHTPO/IO AKOCTI.
(BiANbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAK0UM BUNYCK
cepiit). 3miHa agpecu
BMpO6HUKa M3
BignoBigasIbHOro 3a
MOBHWIA LMK
BMPOGHMLTBA. 3MiHM
BHECEHO B pPO34in
«MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLisi NPOBaKEHHS
oro fisnbHoCcTi» B
iHCTpYKLito Ans
MeAMYHOro
3aCcTOCyBaHHS LLOA0
3MiHM agpecu
BMPOGHMKa Ta siK
HacnigokK - y TekcT
MapKyBaHHS YNakoBK/
niKapcbKoro 3acooby.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHS.

51.

BITAKCOH®

6eHdpoTia
MiH,
nipuaokcu
Hy
rigpoxaop

A11DB

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 10
TabneTok B 6rictepi;
no 3 abo 6 6nictepis

AT
"®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHK 3 SKOCTI.
CepTudikar

6e3
peyenma

UA/10507/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

na

y nauli 3 KapToHy

BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBMHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHMKA NoAaHHSA
OHOBJ/IEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne R1-
CEP 2013-165-Rev 01
(3aTBepmxeHo: R1-
CEP 2013-165-Rev
00) gnsa aitoyoi
peyoBunHM Pyridoxine
hydrochloride Big Bxe
3aTBEPKEHOr0
BMPOGHMKa Jiangxi
Tianxin
Pharmaceutical Co.,
LTD.

52.

BITALUEPTUH

Vitamin B1
in

combinatio

TiaMiHy
rigpoxnop
na,

A11DB

PO34MH ANS iH'EKLi
no 2 mn B amnyi;
no 5 amnyny

ToBapucTso
3
0bMexeHot

YkpaiHa

MpuBatHe
akujioHepHe
TOBapUCTBO

YKpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
mMartepianis: 3miHa

3a
peyenmom

UA/16965/01/01




133 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
n with nipuaokcu 6nicTepi, no 1 Bignosiganb "JlekxiMm-Xapki" 3asBHVKa 13 (MIBI)
vitamin B6 | Hy 6nicTepy B nauui HICTIO (BnacHvika
and/or rigpoxnop "OAPMAXE peecTpauiiHoro
vitamin na, nee nocBigYeHHs) (3rigHo
B12 LiaHoKo6a Haka3y MO3 Big
namiH 23.07.2015 Ne 460).

TepMiH BBEAEHHS 3MiH
npoTsArom 6 micsiuis
nicnsa 3aTBepKEHHS.
3MiHY | TNy - 3MiHK
o0
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy.
BBegeHHs a60o 3MiHN
[0 y3arasibHeHnx
[JaHux npo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobwu, BignoBigansLHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT
0COo6V 3asBHMKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
[Litova pepakuis:
NebeguHeub IHHA
BacunisHa.
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

lponoHoBaHa
pegakuisi: Masnosa
KOnis CepriiBHa. 3miHa
KOHTaKTHUX AaHnX
yMNOBHOBaXeHOT 0cobm
3aABHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
3miHa
MiCLIe3HaxX0KeHHS
macTep-gaiina
cuctemu
thapmakoHarnsgy Ta
oro Homepa. 3miHa
MicUs1 34jACHEHHSI
OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

53.

BO/NbTAPEH
DOPTE

diclofenac

avknodeH
ak

MO02AA1

emynbrenb s
30BHILUHLOIO
3acTocyBaHHA 2,32
% no 50 r abo 100 r
B Ty6i; no 1 Ty6i y
KapTOHHI Kopo6Lyi

XaneoH KX
CAPN

LLiBefiuapi
|

BMPOGHMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUWMYCK Cepiii:
XaneoH KX
C.a.p.n.,
LBeiiyapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUWMYCK Cepiii:
XaneoH Itani
MaHyhekuypiHr
C.p.J1, Itania

LLiBeiiya
pis /
ITanis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnsagy
(iHLWi 3MiHW) - 3MiHK
BHECEHO 10 TEKCTY
MapKyBaHHs
BTOPWHHOI YNaKoBKK
nikapcbKoro 3acoby
n.3, n.5,n.9, n.15,
n.16 Ta fo TekcTy
MapKyBaHHsI
NepPBUHHOT YNakoBKW
nikapcbKoro 3acoby
n.6. TepmiH BBeZeHHSA
3MiH npoTarom 6
MicsyiB micns
3aTBEPMAKEHHSA. 3MiHU
| TMRy - 3MiHKn Woa0
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo

6e3
peyenma

nionse
ae

UA/1811/01/02




135 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbLKoro
3acoby, abo
pocnigpkeHb 3 6e3neku
3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIMKEHD,
npoBefeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT
ON5 MefnyHOro
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby [0
posginy
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflysaHHs rpyaar"”
BiANOBIAHO A0
OHOB/EHOT iHhopMaui
oo 6esneku
3aCTOCYBaHHS Ajiloyoi
peyoBUHU. TepMmiH
BBE/EHHSA 3MiH
npoTsArom 6 micsyis
nicnsa 3aTBepKeHHs.
3MiHn Il TUny - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiit
xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMU
OaHnumu 3 SKOCTI,
OOKNIHIYHUMU,
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KNIHIYHUMUW faHuMKn Ta
AaHvMu 3
chapmakoHarnsgy -
3MiHV BHECeHO [0
IHCTPYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3ginis "Oco6aMBOCTI
3aCToCyBaHHSA",
"Cnoci6 3acTocyBaHHs
Ta gosn”,
"MNepepo3yBaHHA",
"YMOoBU 36epiraHHA".
TepmiH BBEAEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepmkeHHs

54,

BOPUKOHA3ON
3EHTIBA

voriconazo
le

BOPUKOHa3
on

JO2ACO
3

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, N0 50
Mr, N0 7 TabneTok y
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHIN nayui, no
10 TabneTok y
6nictepi, no 3
6nictepu y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTpPO/b cepii,
Bignosigae 3a
BUMYCK Cepii:
PAPMATEH
C.A., peuist;
BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTpPO/b cepii,
Bignosigae 3a
BUMYCK Cepii:
PAPMATEH
IHTEPHELUHN
CA, 'peuis

Ipeuis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3arasibHeHux
[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cmuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobwu 3
thapmakoHarnagy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3miHN y

3a
peyenmom

UA/15524/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

pO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
[itoya pepakuis:
®dininosa Miogmuna,
MD / Ludmila Filipova,
MD. lMNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
papmakoHarnsg.

55.

BOPUKOHA3ON
3EHTIBA

voriconazo
le

BOPUKOHa3
on

JO2ACO
3

TabneTku, BKpUTI
N/1iBKOBOIO
00607/10HKOI0, N0 200
Mr, N0 7 TabneTok y
6nictepi, no 2 a6o 4
6nictepn y
KapTOHHIN nayui, no
10 TabneTok y
6nictepi, no 3
6nictepu y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTpPO/b cepii,
Bignosigae 3a
BUMYCK Cepii:
SAPMATEH
C.A., peuist;
BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpPO/b cepii,
Bignosigae 3a
BUMYCK Cepii:
SAPMATEH
IHTEPHELUHN
CA, 'peuis

Ipeuis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3arasibHeHux
[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cmuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
thapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBsiganbHOI
3a 3fiiCHEHHS

3a
peyenmom

UA/15524/02/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy).
3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,
MD. lMNponoHoBaHa
pegakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
dpapmakoHarnsga.

56.

BOPUKOHA3ON
3EHTIBA

voriconazo
le

BOPUKOHa3
on

JO2ACO
3

MOPOLLIOK AnS
pO34KHyY Ans
iHdpysiin no 200 wr; 1
dhnakoH 3 NOPOLLKOM
B KapTOHHIiA nauu,i

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
BignoBsigae 3a
BMNYCK cepil:
SAPMATEH
C.A,, lpeuis;
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib cepii:
PAPMATEH
IHTEPHELUHN
CA, lpeuis;
BUPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepil,
BignoBsigae 3a
BUNYCK cepil:
AHnchbapm Ennac
C.A., I'peuis

Ipeuis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3arasibHeHux
[aHux nNpo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHux
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif

3a
peyenmom

UA/15524/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy).
3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOI 32
hapmakoHarnsag.
[itoya pepakuis:
®dininosa Miogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
dpapmakoHarnsg.

57.

FAAOBICT 1,0

gadobutrol

ragobyTpo
n

VO8CAO
9

PO3YMH ANS iH'EKLNA,
1 Mmonb/Mn,

no 5 mn a6o no 7,5
mn, abo no 10 mny
CK/ITHOMY LUNPUL,
BKNafeHomy y
npo3opy NAacTyKoBy
KOPOOKY, 3aKpuTy
nonietTuseHom; no 5
LINpuLiB y
KapTOHHI kopobuy;
no 5 mn a6o no 7,5
mn, abo no 10 mny
nNacTyKoBOMYy
wnpuui; no 5
LnpuLiB
PO3MiLLEeHNX B
KapTOHHOMY Tpumadi
Y KapTOHHI kopobuy;
no 7,5 mn a6o no 15
M1y CKNSIHOMY
donakoHi; no 1

Baiiep Al

HimeuumnH
a

Baiiep Al

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnsagy
(iHLWi 3MiHK).
3MiHW BHECEHO B
IHCTpYKLit0 Ans
MeAMYHOro
3aCTOCYyBaHHSA
niKapcbKoro 3acoby Ao
po3ginis "OcobnuBi
3axoan 6e3nekn”,
"Cnoci6 3acTocyBaHHs
Ta [o3n” Wwono
6e3neku
3acTocyBaHHsA
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npotsArom 4 micsiuis
nicnsa 3aTBepKeHHs

3a
peyenmom

He
nionsie
ae

UA/6664/01/01




140 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
hnakoHy y 3MiHu | TNy - 3MiHK 3

KapTOHHI Kopobuj

AKOCTi. FoTOBUIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptos
anbHWi1 3aci6 (iHwWi
3MiHW) BHECEHHS 3MiH
[,0 MPOMIXXHOTO
nakyBaHHs 13, skuii
BUMYCKaETbCH Y
nonepegHL0
HanoBHEHWNX
NNacTUKOBUX
wnpuuax, a came:
3amiHa nNpo3opoi
NnacTKoBOT KOPOOKU
Ha KapTOHHWIA TpUMav.
3MiHM BHECEHO B
IHCTpYKLit0 oNns
MeLYHOro
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby [0
posgainy "Ynakoska" 3
BigNOBIAHMMMN 3MiHAMMN
y TEKCTi MapKyBaHHA
ynakoBOK LLOA0
BUJTyYEHHSA
NPOMIXHOro
nakyBaHHS
(BUNYyYeHHSA
nnacTMKoBOI KOPOOKN)
Ta fAofaBaHHA
KapTOHHOro TpyMaua.
BBeneHHs 3MiH
npoTsArom 4 micsiyis
nicnsa 3aTBepKEHHS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptoB
anbHWi1 3aci6 (iHwWi
3MiHW) BHECEHHS 3MiH
[,0 MPOMIXXHOTO
nakyBaHHs 13, skuii
BUMYCKaETbCA Y
nonepegHL0
HanoBHEHWX CKISHWX
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

wnpuuax, a cave:
3aMmiHa nNpo3opoi
N1acTMKOBOI KOPOGKM,
3aKpuUTOl nanepom, Ha
AAKOMY HaHeCeHo
MapKyBaHHS1, Ha
npo3opy NaacT1kosy
KOpPOOKY 3akpuTy
nonieTnneHom 6e3
HaHeceHoro
MapKyBaHHS. 3MiHN
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ainy "Ynakoska" 3
BiANOBIAHUMY 3MiHaMVU
y TEKCTi MapKyBaHHS
yNakoBOK LLI0AO0
3aKpUTTA NPO30pPOoi
naacTKoBOT KOPOOKM
nonieTuneHom (4ns
CK/ISHOTO LWnpuLa).
BBegeHHs 3MiH
NpOTArom 4 Micsiis
nicns 3aTBepipkKeHHs.
3MmiHu | TUnYy - 3MiHK
oo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHW). 3MiHK
BHECEHO B iIHCTPYKLiO
ANA MeuyHoro
3aCTOCYyBaHHS
niKkapcbKoro 3acoby Ao
po3ginis "BMpobHUK"
Ta
"Micue3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLis NPOBaKEHHS
oro gisnbHocTi", a
came: BUJTyYeHHs
TEKCTY, BUKNAAEHOr0
aHrNilicbkoo MOBOHO.
BBegeHHs 3MiH
NpPOTArom 4 Micsiis
nicns 3aTBepmkeHHs

58.

FANNbBIHIA-M

metformin

BingarninT

A10BDO

TabNeTKn, BKPUTI

3eHTiBa, K.C.

Yecbka

NepBUHHE Ta

peuist

BHECEHHS 3MiH Ao

3a

UA/20209/01/02




142 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
and WH Ta NAiBKOBOK Pecny6nik BTOPWHHE peecTpauiiHnx peuenmom
vildagliptin | meTchopmi 060n0HkKot0, 50 a nakyBaHHs, marepianis: 3minHu |
HYy mr/1000 mr, no 10 KOHTPO/Ib SKOCTI, UMy - 3MiHM LWoA0
rigpoxnop TabneTok y bnictepi; pisunko/ximiuHe 6e3nekun/edheKTBHOCT
ng no 3 abo 6 6nictepis Ta i Ta chapmakoHarnagy.
Y KapTOHHI kopobu MikpobionoriyHe BBeneHHs1 ab0 3MiHu
TeCcTyBaHHs, [0 y3aranbHeHunx
Bignosigae 3a [aHuX Npo cuctemy
BUMYCK Cepii: thapmakoHarnsgy
PAPMATEH (BBEAEHHSA
C.A,, lpeuis; y3arasibHeHUX AaHux
BUPOBHMNLITBO, npo cuctemy
nepBuHHe Ta thapmakoHarnsgy,
BTOPUHHE 3MiHa YNOBHOB&XeHOI
nakyBaHHs, ocobu, BignoBiganbHOI

KOHTPO/b SKOCTI,
hizmKo/ximiyHe
Ta
Mikpo6ionoriyHe
TecTyBaHHs,
Bignosigae 3a
BUNYCK cepil:
PAPMATEH
IHTEPHELUHN
C.A,, Ipeuis

3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 415
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KLLO0 BOHA
BigMiHHA Bif
YNOBHOBaXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYUM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy).
3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
®dininosa Miogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX yroBHOBaXKEHOT
0cobu 3asBHUKA,




143 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BiANOBIAA/ILHOT 3a
dhapmakoHarniag,
59. | TANIbBIHIA-M metformin | Bingarnint | A10BDO | Tabnetku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta Ipeuis BHECEHHS 3MiH 0 3a UA/20209/01/01
and WH Ta 8 NAiBKOBOIO Pecny6nik BTOPWHHE peecTpauiiHnx peuenmom
vildagliptin | meTchopmi 060n0Hkot0, 50 a nakyBaHHs, marepianis: 3minHu |
Hy mr/850 wr, no 10 KOHTPO/Ib AKOCTI, TUny - 3MiHM LWoA0
rigpoxnop Tabnetok y 6nictepi; pisnko/ximiuHe 6e3nekun/edheKTBHOCT
ng no 3 abo 6 6nictepis Ta i Ta chapmakoHarnagy.
Y KapTOHHI kopobuj MikpobiosnoriyHe BBeneHHs1 ab0o 3MiHu
TeCcTyBaHHS, [0 y3aranbHeHUx
Bignosigae 3a [aHuX Npo cuctemy
BUMYCK Cepii: thapmakoHarnsgy
PAPMATEH (BBEAEHHSA
C.A,, lpeuis; y3arasibHeHuX AaHux
BUPOBHMNLITBO, npo cuctemy
nepBuHHe Ta thapmakoHarnsgy,
BTOPUHHE 3MiHa YNOBHOB&X€EHOI
nakyBaHHs, ocobu, BignoBiganbHOI

KOHTPO/b SKOCTI,
hizmko/ximiyHe
Ta
Mikpo6ionoriyHe
TecTyBaHHs,
BignoBsigae 3a
BUNYCK cepil:
SAPMATEH
IHTEPHELUHN
C.A,, lNpeuis

3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava

Nykodemova, MD.




144 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
dhapmakoHarniag,
60. | TEMA®EP-C Iron, 3anizo (y BO3AC | po3uuH gns Mictpan AHrnis OHI-dAPMA Ipeuis BHECEHHS 3MiH 0 3a UA/20517/01/01
parenteral | Burnsgi BHYTPILLUHbOBEHHMUX Kenitan KNEOH LIETIC peecTpauiiHnx peuenmom
preparatio | 3aniza (lll) iH'ekujn, 20 mr/mn; MeHexmeH PAPMACBIOTIK martepianis: 3MiHu |
ns rigpokcug, no 5 mn B amnyri, T NimiTepq, AN TUny - 3MiHM LWoA0
caxapo3Ho no 5 amnyny NABOPATOPIE 6e3nekun/edheKTBHOCT
ro 6nicTepi; no 1 CCA i Ta hapmakoHarnagy.
KOMMieKcy 6nictepy B BHeceHHs abo
) KapTOHHI Kopo6Lyi 3MiHa(n) fo
3060B'A3aHb Ta yMOB
Bugaui

peecTpadiiHoro
NOCBIAYEHHS,
BKIOYatoun MnaH
ynpaBniHHA pu3vKamm
(3acTocyBaHHS TEKCTY,
SIKWIA NOTOKEeHN 3
KOMNETeHTHUM
opraHom). 3asiBHMKOM
Mictpan Kenitan
MeHexMeHT JlimiTes,
AHrnisA, HagaHo
OHOB/iEeHUIA MnaH
ynpaBniHHA pu3vKamm
Bepcis 1.1
3MiHV BHECEHO [0
yacTuH: | «3aranbHa
iHchopmavis» - Il
«Cneuudoikauis 3
6e3neku» moayni - Cl
«Enigemionoris
rokasaHb A0
3acTocyBaHHs Ta
uinbosa(i)
nonynsuia(i)», Cll
«JJoKniHiYHa YacTnHa
cneuudpikaui 3
6e3nekun», CllI
«Ekcnosuuin
naujieHTiB, 3aUTy4eHnx
[0 KNiHIYHNX
BUNpobyBaHb», CIV
«[Monynsuji, aki He
BMBYa/IUCH Nif Yac




145

KpaiHa

ITpopoB>xeHHsT

Peecmpayjitina

ozarka 3

Ymosu Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa

Hasga
diroyoi

pe4yosuHU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

BUPOGH
uKa

npoyedypa

MyBaH
Hs**

Bionycky

peecmpayiliHo
20
nocsioyeHHs1

Ha3zsa*

ITanis

KNiHIYHUX
BunpobysaHb», CV
«MicnapeecTpaviiiHnii

pocsig», CVI
«[logatkosi BUMOTM
Ykpainu, €C no
crneundikauii 3
6e3nekn», CVII
«lgeHTudpikoBaHi Ta
NOTEHLiVHI pU3NKN»,
CVIIl «Pe3tome
npo6nem 6esnekn» -
Il «MnaH 3
hapmakoHarnagy»,
IV»lMnaHn wopno
nicnsipeecTpauiiHmnx

[ocnimpKeHb

ehbekTBHOCTI», V
«3axoau 3 MiHimMi3auiT
pusukiB», VI «Pe3tome

nnaxy ynpassiHHA
pusnkamu» - VII
«logatku» y 3B’3Ky 3i
3MiHOI Mepeniky
nuTaHb 3 6e3neku
pedepeHTHOro
nikapcbKoro 3acoby

BeHodpep, a Takox y

3B'A3KY i3 3MIHOO
dhopmaTy BignoBigHO

0o sumor Evaluation

Guidance on the
format of the risk
management plan

(RMP) in the EU —in

integrated format. 31

October 2018

EMA/164014/2018
Rev.2.0.1
accompanying GVP

Module V Rev.2

Human Medicines).

Pestome MnaHy

ynpasiHHA pu3nkamu

Bepcia 1.1 goaaeTbes.

BHECEHHS 3MiH [0

3a

61.

FENABAN®

glutathion
e

rnyTaTioH
HaTpito

VO3AB3
2

MOPOLLOK AN
pPO3uUuHy Ans

iH ekuii no 600 mr,

TOB
"BAJIAPTIH

YkpaiHa

PAPMA"

NNTABOPATOPIO

ITANbAHO
BIOXIMIKO

peecTpauinHmx

Martepianis:

peyenmom

UA/15587/01/01




146 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
10 dhnakoHis 3 PAPMALIEYTIK YTOUHEHHSA

MOPOLLKOM B
KomnekTi 3 10
amnynamu 3
PO34MHHMKOM (BOAA
Ans iH'exuin) no 4
MJ1 B N1ACTUKOBIN
KaceTi B KapTOHHiii
KOpoo6Li

O NNICAGAPMA
C.INA.

peecTtpauiiiHoi
npoueaypu B Hakasi
MO3 YkpaiHu Ne 50
Big 15.01.2026 -
3MmiHu | TUnYy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
cpii. 3MiHK, NoB'A3aHi 3
HEOO6XiAHICTIO
npviBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
hapmakonei, abo
iHLIOT HaLioHasIbHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'A3aHa 3i 3miHamu
B AdY, abo
€Bponeiicbkili
thapmakonei, abo
iHLUIA HaLioHaNbHIN
hapmakonei gepxasm
€C) - NprBeAEeHHSA
cneuudikauii Ta
MeTOoZIB KOHTPO/O
po3unHHKKa (BoAa AN
iH'ekuin) y
BIANOBIAHICTb A0
BVMOT MOHorpadii
0169 «Bopga ana
iH'eKLjii cTepunbHa»
Aitoyoi pegakui
€BponeiicbKoi
dapmakonei. 3MiHn
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ain "Mikapcbka
chopma" (OCHOBHiI
i3NKO-XiMiYHi




147 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
B/1AaCTUBOCTI).
62. | TENA-MEPL, - L- AO5BA | KOHUeHTpaT Ans Mepy, HimeuumnH Mpoaykuis in Himeuun BHECEHHS 3MiH 0 3a UA/0039/01/01
OPHITUHY- PO34mnHy Ans dapmacbloTi a bulk, nepsunHHe Ha/ peecTpauiiHnx peyenmom
L- iHdpysiit, 5 /10 mn; Kasic FTmM6X Ta BTOPUHHE Nartsis mMartepianis:
acnaprar no 10 mn B amnyni; nakyBaHHs, YTOUHEHHSA
no 10 amnyn y KOHTPO/b SKOCTI: HanucaHHA
KapTOHHI Kopo6Lyi B. BpayH BUPOGHUKIB B HaKasi
MencyHreH AT, MO3 YkpaiHnu Ne 386
HimeuumnHa; Big 23.03.2026 B
BTopuHHe npoueci BHeCeHHs
nakyBaHHs: 3MiH (3MiHuK | TUnYy -
MpecTix AAMiHICTpaTUBHI
IpomMoyLLUH 3MiHW. BunyyeHHs
Bepkaythcdoep BVMPOGHMYOT AiNbHUL
OepyHr & (BKTHOMAIOUM AiNbHUL
Bep6ecepsic ons A®l, npoMixXHOro
v6X, npoaykTy abo
HimeuunHa; roTOBOrO /liKapCbKOro
BunpobyBaHHs 3acoby, AinbHUL Ans
KOHTPO/O npoBefeHHs
AKOCTI: nakyBaHHs,
B. BpayH BUPOGHMKA,
MencyHreH Al BiANoBiAa/IbHOIO 3a
HimeyuunHa; BUMYCK Cepiid, micue

Bioxem Jla6op
®iop bionorive
YHA Xewmiwwe
AHanitTnk MéX,
HimeuumnHa;
icon — lMpiBaTec
IHCTUTYT dortop
MpogakTkBanite
T 'm6X,
HimeuuunHa;
Nab6opaTtopi o
AHanisic o
Bionomxukanni
EkTiB
KomnoyHac
NartsiaH
IHCTITBIOT O
OpraHik
CiHTesic, /1aTtBis;
Na6op IC CE &
Ko. KT,
HimeuuunHa;
XBI dhapma
cepsicec 'M6X,

npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BUXIAHOIO MaTepiany,
peareHTy abo
[OMOMDKHOT pEYOBUHN
(AKLL,0 3a3HaYeHo y
[0CbE). BunyyeHHs
BMPOGHMYOT AiNbHUL
X.E..N. Tm6X,
HimeuunHa (H.E.L.P.
GmbH, Germany), sika
Bignosigae 3a
BTOPWHHE NaKyBaHHS).
Pepakuisi B Hakasi -
Mpoaykuis in bulk:
Knoke ®apma-Cepsic
'm6X, HimeuunHa;
AciHo ®apma Arl,
LLiseiuapis; MNepBuHHe
Ta BTOPUHHE
nakyBaHHs, KOHTPO b
AKOCTi: Knoke ®apma-
Cepsic 'm6X,




148 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
HimeuuunHa; HimeuuunHa; BTopuHHe
'BA ®dapma nakysaHHa: X.E.J1.I1.
m6X, M6X, HimeuunHa;
HimeuuunHa; MpecTix MNpoMoyLUH
EBOHiK BepkaydcdoepaepyH
OnepeiilHe r & Bepbecepsic
M6X — Nabop 'M6X, HimeuunHa;
MpogakT JlaiH BMNPOGYBaHHSA
AHasiTIKC, KOHTpO/It0 sikocTi: BAB
HimeuuunHa; IHCTUTYT chrop TirieHe
EBOHIK yHa, KBaniteTcsixepyHr
OnepeiilHe vm6X, HimeuunHa;
m6X, AciHo ®apma Arl,
HimeuuunHa; LLiBeiiuapis;
BunpobyBaHHs Na6opatopi o
KOHTPOJIO SIKOCTI AHanisic op

Ta BUNycK cepii:
Mepu, ®apma
v6X i Ko.
KraA,
HimeyunHa

Bionogxukanni ExTis
KomnoyHgac JlateiaH
IHCTITbIOT 0ch OpraHik
CinHTesic, /laTBis;
Na6op /1C CE & Ko.
KI, Himewunna; XBI
thapma cepsicec
M6X, HimeuunHa;
'BA ®dapma N'vbX,
HimeuuunHa; EBOHiK
OnepefiwHe M'M6X —
Na6op MpoaaxT aitH
AHaniTikc, HimeuunHa;
EBoHik OnepeiilHc
'M6X, HimeuunHa,;
BunpobyBaHHs
KOHTPOJTIO AKOCTi Ta
BMNycK cepii: MepL,
dapma M'mbX i Ko.
KraA, HimeuunHa.
BipHa pepakuif:
Mpoaykuis in bulk,

nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTpOnNb sikocTi: B.
BpayH MencyHreH
AT, HimeuuuHa;

BTopuHHe
nakyBaHHA: MpecTix
MpomMoywH

Bepkaydcchoepaepy
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ITpopoB>xeHHsT

Ymosu

ozarka 3

Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HernameH
mosaHa

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Bionycky

MyBaH
Hs**

peecmpayiliHo

20
nocsio4YeHHs

Ha3zsa*

Hr & BepGecepBic
m6X, HimeuunHa;
Bunpo6yBaHHSA
KOHTponto AKocTi: B.
BpayH MencyHreH
AT, HimeuuunHa;
Bioxem Jla6op ®iop
Bionorive YHpg,
Xewmiwe AHaniTMK
rm6X, HimeuunHa;
ichn - MNpiBarec
IHcTUTYT chrop
MpopakTkBaniter
m6X, HimeuunHa;
NaGopartopi o
AHanisic o
Bionomxukanni
ExtiB KomnoyHpc
NatBiaH IHCTITbIOT
ocp OpraHik CiHTesic,
NartBif;
Na6op J1C CE & Ko.
KI, HimeuuuHa; XBI
chapma cepsicec
rm6X, HimeuunHa;
F'BA ®apma 'm6X,
HimeuunHa; EBOHikK
OnepeiwHec MM6X —
NaGop Mpopakt
NaiiH AHaniTiKe,
HimeuuunHa; EBOHiK
OnepeiiwHc M6X,
HimeuuunHa;
Bunpo6yBaHHA
KOHTPO/IO AKOCTi Ta
BUMNYCK cepii:
Mepuy, ®apma Mrmo6X i
Ko. KlraA, HimeuuuHa

3a

UA/10752/01/01

63.

FENALUE®
KOMBI

Cefoperaz
one and
beta-
lactamase
inhibitor

uechonepa
30HY
HaTpieBa
cinb Ta
cynbbakTa
My
HaTpieBa
cinb

JO1DD6
2

MOPOLLIOK AnS
PO3UMHY ANS iH'EKLiA
no1,0/1,0r,no2,0r
y thnakoHi; no 1
hnakoHy B nauui; no
2,0 r y chnakoHi; no
10 chnakoHiB y
KOHTYpHilA
YapyHKOBIli

ynakosLi; no 1

MAT
"Kuismegnp
enapar"

YkpaiHa

MAT
"KuiBmegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapCbKuii
3aci6. 3MiHn Yy
BVMPOGHWLTBI. 3MiHU
BMNpobyBaHbL abo
[OMYCTUMUX MEX,

BCTAHOBJIEHUX Y

peyenmom




150 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KOHTYpHili crneundikauisx, nig,
YapyHKOBIli ynakoBLi yac BUpobHuLTBA
B maui roTOBOrO /liKapCbKOro
3aco6y (iHLi 3MiHK)
(B.11.6.5. (x) IB)
3MiHU KpUTEepito
NPUIAHSATHOCTI 3a
NoKa3HUKOM «SAKICTb
MapKyBaHHS»
NPOMDXHOI NPOAYKLUIT B
KOPOTKOMY OMMCi
TEXHOMOrYHOro
npowecy B po3gini
3.2.P.3.4.
64. | TENALE®® cefoperaz ueconepa | JO1DD1 | nopoluok gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 3a UA/0881/01/01
one 30H 2 PO3umnHy ANns iH'ekuin | "Kuismeanp "KuiBmegnpenap peecTpauiiHnx peyenmom
nol1,0r, 10 enapar” ar" marepianis: 3minHu |
chnakoHiB 3 My - 3MiHN 3 SKOCTi.
MOPOLLKOM Y [OTOBWIA NikapcbKuii
KOHTYPHIl 3aci6. 3MiHn y
YapyHKOBIli BVMPOGHWLTBI. 3MiHU
ynakosLi; no 1 BMNpo6yBaHbL abo
KOHTYPHIl [0NyCTUMUX MEX,
YapyHKOBIli ynakoBLji BCTAHOBJIEHVX Y
B nauuj crneundikaisx, nig,
yac BUpobHuLTBa
roTOBOrO /liKapCbKOro
3aco6by (iHLWi 3MiHK)
3MiHW KpUTepito
NPUAHSATHOCTI 3a
NoKa3HUKOM «SAKiCTb
MapKyBaHHs1»
NMPOMiXXHOI NpoAyKLUii B
KOPOTKOMY OnuCi
TEXHO/OrYHOro
npouecy B po3gini
3.2.P.3.4. 3MiHI0ETbCA
Kputepiii
NPUIAHSATHOCTI.
65. | MMEHLUET levocetirizi | nesoueTn ROBAEQO | TabneTku, BKpUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 6e3 UA/11243/01/01
ne pusnHy 9 060/10HKOI0, M0 5 Mr; | dapmacbioT PapmacboTuKan peecTpauinHmx peyenma
avrigpoxn no 10 Tabnetok y nkans Jta,. 3 /114, marepianis: 3MiHu |
opua 6nictepi; no 1 a6o mny -

no 3, a6o no 10
6nicTepis B
KapTOHHI ynakoBLi

AAMiHICTpaTUBHI
3MiHW. BunyyeHHs
BUPOGHNYOT AiNTbHULL
(BK/IHOYAOUM [iNbHUL
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ons A®l, npoMixHoOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKa,
BiANOBIAa/ILHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/to cepii) abo
noctavasibHuKa
BUXIAHOrO MaTepiany,
peareHTy abo
[OMOMDKHOT PEYOBUHN
(AKLW,0 3a3Ha4eHo y
[0CbE)
BunyyeHHsa
BMPO6HUKa AdI
INeBoueTpnsnHy
avrigpoxnopng
Granules India
Limited, India.
3arBepaKeHo:
BnacHuk maiictep-
tpaiiny Ha
A®I:Glochem
Industries Ltd., India -
Bupo6Hukn API: 1.
Granules India
Limited, India 2.
Glochem Industries
Private Limited, India
3anponoHoBaHo:
BnacHuk maiictep-
thaiiny Ha ADI:
Glochem Industries
Ltd., India. Bupo6Hukm
A®I: Glochem
Industries Private
Limited, India.

66.

FMIOKOBAHC®

Metformin
and
sulfonylure
as

meTdopmi
Hy
rigpoxnop
ng i
rnibeHkna
Mig

A10BDO
2

TabneTku, BKpUTI
NAiBKOBOIO
o060n0oHkoto, no 500
mr/2,5 mr, no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapPTOHHI Kopo6Lyj;

Mepk CaHTe
c.a.c.

®paHuis

Mepk CaHTe

PpaHLis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBegeHHs1 a6o 3MiHK

3a
peyenmom

UA/5390/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

no 20 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

[0 y3aranbHeHux
[aHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHa Bif
YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYUM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHOT
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi. [itoua
pepakuis: HazapeHko
BikTopis IBaHiBHa.
[ponoHoBaHa
pefakuis:
HikiTueHkosa /lto60B
IBaHiBHa.
3MiHa KOHTaKTHUX
[AaHUX KOHTaKTHOI
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 32
hapmakoHarnag B
YKpaiHi.

67.

FNIOKOBAHC®

Metformin
and
sulfonylure

MeTdopMi
Hy
rigpoxaop

A10BDO
2

TabneTku, BKPUTI
NNiBKOBOO
0060/10HKOH0, Mo 500

Mepk CaHTe
c.a.c.

PpaHuin

Mepk CaHTe

PpaHuin

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |

3a
peyenmom

UA/5390/01/02




153 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
as ng i Mmr/5 mr no 15 My - 3MiHK WoA0
rni6eHkna Tabnetok y 6nictepi; 6e3nekun/eekTnBHOCT
Mig, no 2 6nictepu B i Ta hapmakoHarnagy.

KapTOHHI kopobuy;
no 20 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobuj

BBepneHHs a0 3MiHU
[0 y3arasibHeHnX
[JaHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHA
y3ara/ibHeHUxX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBiganbHoI
3a 34jiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[iACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYMN KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. fitova
pefaxuis: HazapeHko
BikTopis IBaHiBHa.
lponoHoBaHa
pefakuis:
HikiTueHkoBa /10608
IBaHiBHa. 3MiHa
KOHTaKTHUX AaHnX
KOHTaKTHOi 0cobu
3aABHUKA,
BiANOBiAaIbHOT 3a
dhapmakoHarnsg B




154 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
YKpaiHi.
68. | MMHOKO®DAX XR metformin | metdopmi | A10BAO | Tabnetku Mepk CaHTe PpaHuis Mepk CaHTte PpaHuin BHECEHHS 3MiH 0 3a UA/3994/02/01
HY 2 MPOJIOHrOBaHOI Aji c.a.c. peecTpauiiHnx peyenmom
rigpoxnop no 500 mr; no 15 marepianis: 3MiHu |
na TabneTok y 6nictepi; UMy - 3MiHM LWoAo

no 2 abo no 4
6nictepu B
KapTOHHI Kopo6Lyi

6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsagy,
3MiHa YNOBHOB&XEHOT
ocobwu, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa A1
3iiCHEHHSA
dhapmakoHarnsgy B
YKpaliHi, KLL0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
chapmakoHarnsgy
(BK/IKOHAKOYM KOHTaKTHi
OaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy) -
3MiHa KOHTaKTHOT
0cobu 3as1BHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy B
YkpaiHi. [itoua
pepakuis: HazapeHko
BikTopist IBaHiBHa.
IponoHoBaHa
pepakuis:
HikiTueHkosa /lto60B
IBaHiBHa. 3MiHa
KOHTaKTHUX AaHnX




155 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KOHTaKTHOI 0co6u
3asBHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YKpaiHi
69. | MMHOKODAX XR metformin | metdopmi | A10BAO | TabneTtku Mepk CaHte ®paHuis Mepk CaHTe, Himeuun BHECEHHS 3MiH 0 3a UA/3994/02/02
HY 2 NPOJIOHIOBaHOT Aji c.a.c. ®paHuin; Mepk Ha peecTpauiiHnx peyernmom
rigpoxnop no 1000 wr; no 10 Xenckea KlraA marepianis: 3minHu |
na TabneTok y 6nictepi; TUny - 3MiHM LWoA0

no 3 abo no 6
6nictepiB y
KapTOHHI Kopo6Lyi

6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHUx
[aHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy).
3MiHa KOHTaKTHOT
0c0o0u 3a8BHUKA,
BiANOBiAA/IbHOT 32
3[iACHEHHS
hapmakoHarnsay B
YkpaiHi. [itoua
pepakuis: HazapeHko
BikTopis IBaHiBHa.
[NponoHoBaHa




156 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
pefakuis:
HikiTueHkosa /lto60B
IBaHiBHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YKpaiHi.
70. | FNMIOKODPAXK® metformin MeTdopMi A10BAO | Tabnetku, BKpUTI Mepk CaHTe PpaHuin BUPOBHULTBO 3a IcnaHis BHECEHHS 3MiH 0 3a UA/3994/01/01
HY 2 NAiBKOBOIO c.a.c. NOBHUM LMK/IOM: peecTpauinHmx peyenmom
rigpoxnop ob6onoHkoto, no 500 Mepk CaHTe, marepianis: 3minHu |
ng, Mr; no 15 Tabnetok PpaHuis; TMNy - 3MiHK WoA0

y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI kopobuy;
no 20 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

BVMPOGHMLTBO 3a
MOBHUM LK/IOM:
Mepk, C/l

6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBeneHHs a60 3MiHN
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHMKa 414
3[iACHEHHS
hapmakoHarnsay B
YKpaiHi, sKLLL0 BOHA
BigMiHHA Bif
YMOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOYAKOYMN KOHTAKTHI
naHi) Ta/abo 3miHN y
PO3MilLEHHI MacTep-
thaiina cuctemu
hapmakoHarnsagy).
3MiHa KOHTaKTHOT
0CcOo6V 3as1BHMKA,
BiANOBIAA/ILHOT 32
3iiCHEHHSA
dhapmakoHarnsgy B
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

YkpaiHi. fitova
pefaxuis: HazapeHko
BikTopis IBaHiBHa.
lponoHoBaHa
pefakuis:
HikiTueHkoBa /lto6oB
IBaHiBHaA.
3MiHa KOHTaKTHUX
[LAHUX KOHTaKTHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
thapmakoHarnag B
YKpaiHi.

71.

FNMIOKODAXK®

metformin

meTdopmi
H
rigpoxnop

na

A10BAO
2

TabneTkn, BKPUTI
nNiBKOBOIO
060n10HKO0, No 850
Mr; no 15 tabnetok
y 6nicTepi; no 2 a6o
no 4 6nictepny
KapTOHHI kopobuy;
no 20 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Lyi

Mepk CaHTe
c.a.c.

PpaHuis

BVMPOGHMLTBO 3a
MOBHUM LK/TOM:
Mepk CaHre,
®paHuis;
BMPOGHMLTBO 3a
MOBHUM LK/TOM:
Mepk, CN

IcnaHis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs a60 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3anBHUKa A1
3iiCHEHHSA
dhapmakoHarnsgy B
YKpaliHi, KLL0 BOHa
BiAMiHHA Bif
YNOBHOBaXXeHOT
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
chapmakoHarnsgy
(BK/IKOHAKOYM KOHTaKTHI
OaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHOT

3a
peyerimom

UA/3994/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi. [itoua
pepakuisi: HazapeHko
BikTopist IBaHiBHa.
MNponoHoBaHa
pepakuis:
HikiTueHkoBa /110608
IBaHiBHA.
3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsg B
YKpaiHi.

72,

FNMIOKODAXK®

metformin

meTdopmi
H
rigpoxnop
na

A10BAO
2

TabneTku, BKpUTI
NAiBKOBOIO
06010HKOt0, No 1000
mr; no 15 Tabnetok
y 6nictepi; no 2 abo
no 4 6nictepny
KapTOHHI Kopo6Lyi

Mepk CaHTe
c.a.c.

®paHuis

BMPOGHMLTBO 3a
MOBHUM LK/TOM:
Mepk CaHre,
®paHuis;
BUPOBHULTBO 3a
NMOBHUM LK/TOM:
Mepk, CN

IcnaHis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3arasibHeHux
[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cmuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobwu 3
thapmakoHarnagy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3miHN y

3a
peyenmom

UA/3994/01/03
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

pO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa KOHTaKTHOT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi. [itoua
pepakuis: HazapeHko
BikTopis IBaHiBHa.
[ponoHoBaHa
pefakuis:
HikiTueHkosa /lto60B
IBaHiBHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YKpaiHi.

73.

rPUNMNOCTALA®
PVUHO MAPITIM

xylometaz
oline

Kcunomet
asofiH
rigpoxnop
na

RO1AAO

cnpeii HasasbHUIA,
po3uumH 0,05 % no
15 mn y dpriakoHi; no
1 chnakoHy B
KapTOHHI Kopo6Lyi

CTAOA
ApuHaimiTT
enb Al

HimeyunH
a

(Bunyck cepiit)
CTAOA
ApuHaiimitTTens
A, HimeyuunHa;

(BUpPOGHMLTBO
Hepo3dhacoBaHo
ro NpoaykKTy,
nepBuHHe Ta

Himeyun
Ha/
Icnanis/
YopHoro
pis/
PymyHis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. 3mMiHn Yy
BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHn, Lo
CTOCYIOTbCSA BUMYCKY

BTOPUHHE cepii Ta KOHTPO/I0
nakyBaHHs, AKOCTi rOTOBOrO
KOHTPO/b cepiii) nikapcbKoro 3acoby

Ypcachapm (3amiHa abo
ApuHarimitTTens [0faBaHHsA AiNbHUL,
m6X, Ha SAKil 34jACHI0ETbCSA
HimeuuunHa; KOHTPONb/BUNPOGYBaH
(B1pPOGHNLTBO HS cepii) - gojaBaHHsA
Hepo3dacoBaHo OinbHUUi gns
ro NPOAYKTY, KOHTposto cepiii Alpha
nepBrHHE Ta Pharma-Service
BTOPUHHE GmbH, Germany /
nakyBaHHs, Anbha Papma-Cepsic
KOHTPO/b Cepiit) 'M6X, HimeuunHa, B
®AMAP XENC AKOCTI
KEP CEPBICEC a/IbTePHATUBHOT
MAOPWA, AinbHULI,
C.A.Y., IcnaHis; BiANoBiAa/IbHOI 32

6e3
peyenma

He
nionsie
ae

UA/16231/01/01




160 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KOHTpONb cepii
(B1pPOGHNLTBO roTOBOrO /liKapCbKOro
Hepo3dacoBaHo 3aco0y.
ro NpoaykTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)
XeMOMOHT
4.0.0.
YopHoropis;
(koHTpONb Ccepiii:
i3NKO-XiMIYHI
BUNPOBYBaHHSA)
NABOPATOPIA
3 KOHTPOJO
NIKAPCBbKNX
3ACObIB
CTALA
Xemodhapm
CP/1, PymyHis;
(KOHTpONb Cepiii:
MiKpoGiosoriyHi
BUNPOOYBaHHS)
MikpoBaiionomx
i Kpamep Mv6X,
HimeuunHa;
KOHTPO/b Cepili:
Anbga-Papma-
Cepsic 'M6X,
HimeuyunHa
74. | TPUNNOCTAL® xylometaz | kcunomet RO1AAO0 | cnpeii Ha3aNbHWIA, CTALA HimeuuunH (Bunyck cepiit) Himeuun BHECEHHS 3MiH 0 Ges nionse | UA/16231/01/02
PVUHO MAPITIM oline asoniH 7 po3unH 0,1 % no 15 ApuHaimiTT a CTALA Ha/ peecTpauiiHnx peuyenma ae
rigpoxnop My doiakoni; no 1 ens Al ApuHarimitTTens Icnanis/ marepianis: 3minHu |
na chnakoHy B Arl, HimeuunHa; | YopHoro | Tuny - 3MiHW 3 AKOCTI.
KapTOHHI Kopo6Lyi pisi/ [OTOBWIA NikapcbKuii
(B1pPOGHNLTBO PymyHis 3aci6. 3MiHN Yy
Hepo3dacoBaHo BMPOGHMLTBI. 3MiHa
ro NPOAYKTY, iMnopTtepa/amiHu, Lo
nepBuHHe Ta CTOCYIOTbCS BUMYCKY
BTOPUHHE cepil Ta KOHTPO/IH0
nakyBaHHs, AKOCTi FOTOBOrO
KOHTPOb cepili) nikapcbKoro 3acoby
Ypcadapm (3amiHa abo
ApuHaiimiTTens [oAaBaHHSA fifbHUL,
m6X, Ha AKil 34JCHI0ETbCS
HimeuumnHa; KOHTPOb/BUNPOGYBaH




161 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(BUPOGHULTBO HS cepil) - fofAaBaHHSA
Hepo3acosaHo AinbHUUI AnAa
ro NpoayKTy, KOHTponto cepiii Alpha
nepBuHHE Ta Pharma-Service
BTOPUHHE GmbH, Germany /
nakyBaHHs, Anbtha dapma-Cepsic
KOHTPOSb cepili) vm6X, HimevunHa, B
®AMAP XENIC AKOCTI
KEP CEPBICEC aNbTepHaTUBHOT
MAOPWA, OinbHWLI,
C.AY., IcnaHis; BIANOBIAA/ILHOT 32
KOHTpOsb cepii
(BUPOGHNLTBO roToBOro NikapcbKoro
Hepo3dhacoBaHo 3acoby.
ro nNpoAykTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1)
XeMOMOHT
[.0.0.
YopHoropis;
(KOHTpONb Cepiii:
Pi3MKO-XIMIYHI
BUNPOOYBaHHS)
NABOPATOPIA
3 KOHTPO/IO
NIKAPCBKNX
3ACOBIB
CTALA
Xemodpbapm
CP/1, PymyHis;
(KOHTpO/Ib cepiii:
MiKpoGionoriyHi
BMNPOOYBaHHS)
MikpoBaiionoax
i Kpamep Mv6X,
HimeyunHa;
KOHTPO/Ib cepili:
Anbtha-Papma-
Cepgic 'M6X,
HimeuyunHa
75. | TPUNNOCTAL® xylometaz Kcunomet RO1AAQ | cnpeli HazanbHWIA, CTALA HimeuumnH (Bunyck cepiif) Himeyun BHECEHHS 3MiH 40 6e3 nionse | UA/16231/01/02
PUHO MAPITIM oline asoniH 7 po3umnH 0,1 %; no 15 | ApuHainmitt a CTAOA Ha/ peecTpauiiHnx peyenma ae
rigpoxnop MmNy cpnakoHi; no 1 enb Al ApuHaiimiTTens IcnaHis/ marepianis: 3MiHu |
na chnakoHy B A, HimeyuunHa; YopHoro | Tuny - 3MiHW 3 AKOCTI.
KapPTOHHIn Kopobui pisi/ [0TOBWIA Nikapcbknii




162 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(BUPOGHULTBO PymyHia | 3aci6. Onuc Ta cknag,
Hepo3acosaHo 3MmiHa y cknagi
ro NpoayKTy, (mOMOMKHMX
nepBuHHe Ta peyoBMHaxX) rOTOBOrO
BTOPWHHE nikapcbKoro 3acoby
nakyBaHHs, (iHLWi 3MiHK) 3MiHK Y
KOHTPOSb cepili) cknagi fOMoMiKHUX
Ypcachapm PeyYoBUH — KOpeKLis
ApuHaiimiTTens SKOCTi BOAM i3 «BOAA
v6X, ouuLleHa» Ha «Boja
HimeuuunHa; ANA iH eKUji», 3
(BUpOGHMLTBO BigNOBIAHMMMN 3MiHAMMN
Hepo3dacoBaHo B po3gin «Cknag»

ro NpoaykTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepiii)
SPAMAP XEJIC
KEP CEPBICEC
MAZPUA,
C.AY., IcnaHis;

(BUpOGHMLTBO
Hepo3chacoBaHo
ro NpoayKTy,
nepBuHHe Ta
BTOPVHHE
naxkyBaHHs)
XeMOMOHT
4.0.0.
YopHoropis;

(KOHTpO/Ib cepiii:
i3NKO-XIMIYHI
BMNPOOYBaHHS)
JTABOPATOPIA
3 KOHTPOJO
NIKAPCBKX

3ACOEIB
CTALA
Xemodhapm
CP/1, PymyHis;

(koHTpONb Ccepili:
MiKpOGiOnorivHi
BUNPOBYBaHHSA)
MikpobBaiionogx

MK4A N3
3arsepmkeHo: Ckniag;
--- JlonoMmixHi
pPeYOoBUHN: Kanito
ovrigpodpocdpar,
Mopcbka Bofa, Boja
ouuLeHa.
3anponoHoBaHo:
Cknag;: --- JonomixHi
pPEeYOoBUHN: Kanito
ovrigpodpocdpar,
Mopcbka Bofa, Boja
ANs iH'eKuiid. 3MiHn
BHECEHO y po3fin
"Cknag" (4ONOMiXHi
peyoBuHM) B
iHCTpYKLito Ans
MeAMYHOro
3acToCyBaHHA Ta K
HacnifokK - y TekCT
MapKyBaHHS ynaoBku
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepipkKeHHs.




163 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
i Kpamep 'mbX,
HimeuunHa;
KOHTPO/Ib Cepiii:
Anbtha-Papma-
Cepsic 'mM6X,
HimeuunHa
76. | TPUNMNOCTAA® xylometaz | kcunomet RO1AAO0 | cnpeii HazaNbHWIA, CTALA HimeuuunH (Bunyck cepiit) Himeyun BHECEHHS 3MiH 0 6e3 He UA/16231/01/01
PVUHO MAPITIM oline asoniH 7 po3unH 0,05 %; no ApuHaimiTT a CTALA Ha/ peecTpauinHmx peuyenma nionse
rigpoxnop 15 mn y dpriakoHi; no enb Al ApuHaiimiTTens Icnanis/ marepianis: 3minHu | ae
ng, 1 chnakoHy B Al', HimeuunHa; YopHoro | Tuny - 3MiHK 3 AKOCTI.
KapPTOHHI KOpooL,i pisi/ [oTOBUIA NikapCbkni
(BUpPOGHMLTBO PymyHis | 3aci6. Onuc Ta cknag,.
Hepo3dhacoBaHo 3miHa y cknagi

ro NpoaykKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepiii)
Ypcachapm
ApuHarimitTTens
m6X,
HimeuyuunHa,;
(BMpPOGHMLTBO
Hepo3dacoBaHo
ro NpoayKTy,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPOb cepili)
®AMAP XENIC
KEP CEPBICEC
MALPWA,
C.A.Y., IcnaHis;

(BMpPOGHMLTBO
Hepo3dacoBaHo
ro NpoayKTy,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs)
XeMOMOHT
4.0.0.
YopHoropis;

(koHTpOSb Ccepili:
i3NKO-XiMIYHI
BUNPOBYBaHHSA)
JIABOPATOPIA

(monomikHMX

pEeYOoBMHAX) rOTOBOTO

nikapcbKoro 3acoby
(IHLWi 3MiHK) 3MiHK Y
cknagi OMOMIKHUX
PEYOBWH — KOPEKLList

AKOCTi BOAM i3 «BOJA
oumLLeHa» Ha «BoJa

ANs iHeKuiii», 3
BiANOBIAHUMY 3MiHaM
B po3gin «Cknagy»
MKA N3

3arBepaxeHo: Cknag:

--- lonoMmiXHi
peyoBUHU: Kanito

purigpodhocdar,

MOpPCbKa BO4a, Boaa

oumLleHa.
3anponoHoBaHo:

Cknag; --- [JlonomixH
peyoBUHU: Kanito
purigpodhocdar,

MOpPCbKa BO4a, Boaa

ONs iH'EKUiA. 3MiHM
BHECEHO Y pPo34in
"Cknag" (BOonoMiXHi
peyoBuHM) B
IHCTpYKLit0 Ans
MeAMYHOro
3acTocyBaHHSA Ta AK
HacnigokK - y TeKCT

MapKyBaHHs! ynaoBKu

niKapcbKoro 3acooby.
BBefeHHs 3miH
NpOTSArom 6-Tu Micsauj

n

B
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3 KOHTPOJO
NIKAPCBbKNX
3ACObIB
CTALA
Xemodhapm
CP/1, PymyHis;

(KOHTpONb Cepiii:
MiKpoGiosoriyHi
BUNPOOYBaHHS)
MikpoBaiionomx
i Kpamep Mv6X,
HimeuuunHa;
KOHTPO/b Cepili:
Anbga-Papma-
Cepsic 'M6X,
HimeuyunHa

nicnsa 3aTBepKeHHs.

77.

BEKATPEN

ticagrelor

TuKarpesno
p

B0O1AC2
4

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0 110 90 Mr
no 14 tabnetok y
6nictepi, no 4
6nictepu B
KapTOHHI Kopo6Lyi

dapmauesT

WYHWIA 3aBOf,

«MNOSIb®AP
MA» C.A.

Monba

dapmaueBTUYHU
1 3aBofg,
«MONb®APMA»
CA.

MonbLwa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa
po3mipy cepii
(Bkntovaroun gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs
80 10 pasiB NOpiBHAHO
i3 3aTBEPAXEHUM
po3mipom)
36ibLLEHHS PO3MIpY
cepii gna TabneTok
[,03yBaHHAM 1o 90 mr.

[itova pepakuis
3.2.P.3.2 Cknapg Ha
cepito.

- 40,0 Kr rpaHynary,
LLIO EKBIB&/IEHTHO:

- 131 147 TabneTtkam
no 90 wmr;

- 120,0 Kr rpanynAary,
LLIO eKBiBa/IEHTHO:

- 393 442 Tabnetkam
no 90 wr;

- 240,0 Kr rpaHynaTy,

3a
peyenmom

UA/20955/01/02




165 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
LLIO eKBiBa/IEHTHO:
- 786 885 Tabnetkam
no 90 wmr;
lponoHoBaHa
pefakuis
3.2.P.3.2 Cknapg Ha
cepito.
- 40,0 Kr rpaHynaTy,
LLIO eKBiBa/IEHTHO:
- 131 147 Tabnetkam
no 90 wr;
- 120,0 Kr rpanynaty,
LLIO eKBiBa/IEHTHO:
- 393 442 TabneTtkam
no 90 wmr;
- 240,0 Kr rpaHynaTy,
LLIO eKBIB&JIEHTHO:
- 786 885 Tabnetkam
no 90 wmr;
- 320.25 Kr rpaHynsry,
LLIO eKBiBa/IEHTHO:
- 1050 000
TabneTtkam rno 90 mr.
78. | AEKPICTON® colecalcife | xonekasnb A11CCO | kancynu m'ski 20000 | TOB «MIBE YkpaiHa nepBuHHE Ta Himeuun BHECEHHS 3MiH 0 3a UA/17901/01/01
20000 MO rol uncbepon 5 MO; no 10 kancyny YKPAIHA» BTOPWHHE Ha/ peecTpauiiHnx peuyenmom
6nicTepi; no 1 abo nakyBaHHs, Lseiua marepianis: 3minHu |
no 2, abo no 5 KOHTpOsb cepii pis My - 3MiHN 3 SKOCTi.
6nictepiB y navi, Ta BUNYyCK cepil: [OTOBWIA NikapcbKuii
no 20 kancyny Mi6e M'm6X 3aci6. 3MiHn y
6nicTepi; no 1 ApuHaiimiTTenNb, BVMPOGHULTBI. 3MiHN Y
6nictepy y nayui, no HimeuuunHa; npoueci BUpobHULTBA
25 kancyny BUPOBHMLTBO Ta roTOBOro NiKapCbKOro
6nicTepi; no 2 Bunyck "in bulk™: 3acoby, BKIOYaKun
6nictepa y nauyui KeTeneHt NPOMDKHUIA NPOAYKT,
[hxepmati LLIO 3aCTOCOBYETLCSA
E6epbax Mm6X, npy BUPOBHNLTBI
HimeuunHa; roTOBOrO /liKapCbKOro
BMPOGHMLTBO Ta 3aco06y (iHLWi 3MiHK)
Bunyck “in bulk: 3MiHa (NOA0BXEHHS)
Csicc Kanc AT, TepMiHy 36epiraHHsa
LLIseliyapis NPOMIXXHOTFO NPOAYKTY
(bulk) 3 6 micaujs go
18 micsis. Takox
BHOCATbCSH
peAaKkTopChKi Mpasku.
79. | AEKCOAEB® dexketopr | pgekcketon | MO1AE1l | po3uvH ons Abpun IHais Abpun IHais BHECEHHS 3MiH 0 3a He UA/20522/01/01
ofen podheHy 7 iH'ekuin/iHdysil, 50 dopmynei JlabopaTtopis peecTpauiiHmnx peyenmom | nidnsie
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

TpoMeTam
on

Mr/2 MA1; Mo 2 MmN B
amnyni, no 5 amnyn
y 6nicTepi, no 1
6nicTepy B
KapTOHHI Kopobuj

H3 MBT. /T4,

MpaiiBeT
Nimiten

marepianis: 3MiHu |
My - 3MiHu LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KOpOTKili
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbKkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 fOCNIMKEHD,
npoBeAeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romxeHo 3
KOMNETEeHTHUM
YNOBHOBaXEHUM
opraHom)
3MiHV BHECeHO [0
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHS
nikapcbKoro 3acoby y
po3ginu "OcobnmBocTi
3aCToCyBaHHS",
"Mo6iuHI peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopMau;i
3 6e3neku gitoyoi
peyoBuHW. BBeaeHHA
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHS

ae

80.

LOENIO®EH

dexketopr
ofen

[Jekcketon
pocheHy
TpoMeTam

MO1AE1l
7

PO3YMH NS iH'EKNA,
50 mr/2 ma; no 2 mn
B amnyni; no 5

NMPO®APM
A
IHTEepHeLHN

MasibTa

Nab6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |

3a
peyenmom

He
nionsie

ae

UA/13589/02/01




167 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
on amnyn y kaceTi; no 1 TpeiguHr My - 3MiHK WoA0
KaceTi y KapTOHHiiA Nimiteq 6e3nekun/eekTnBHOCT

navui

i Ta hapmakoHarnagy.
3MiHa y KOpOTKiii
XapaxkTepucTuui

nikapcbKoro 3acooby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrtasi perynsapHo

OHOB/IHOBAHOTO 3BITY 3

6e3neku nikapcbkoro
3acoby, abo

[ocnigpkeHb 3 6e3nekn

3aCTOCYyBaHHS

nikapcbKoro 3acoby B

nicnapeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 JOCAIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxeHs (PIP)
(3MiHy y3rogKeHo 3
KOMNETEHTHUM
YNOBHOB&XXEHNM
opraHom)
3MiHM BHECEHO B
IHCTpyKLUito AnA
MeAMYHOro
3aCTOCYyBaHHSA

nikapcbkoro 3acoby [0

po3ginis "OcobanBoCTi
3acTocyBaHHA" Ta
"Mo6iuHi peakwyii"

oo 6esneku
3aCTOCYBaHHS Ajiloyoi
pPEevYoBUHY BigNOBIAHO
[10 pekomeHgauii
PRAC. BBegeHHS 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepipkKeHHs.
3MmiHu | TUnYy - 3MiHK
oo
6e3nekun/edheKTBHOCT
i Ta hapmakoHariagy
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

(iHWi 3MiHW) 3MiHK
BHECEHO B |HCTPYKL,i0
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3giny "Mo6iyHi
peaxuii” woao
3BiTYyBaHHA Npo
noGiyHi peakuii.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicns 3aTBepKeHHs

81.

AVKNACEN

diclofenac,
combinatio
ns

avknodeH
ak HaTpito,
nigokainy
rigpoxnop
na

MO1AB5
5

PO3YMH NS iH'EKNA,
no 2 mn B amnyi;
no 5 a6o 10 amnyny
naJi 3 KapToHy

TOB
"®APMACE
"

YkpaiHa

TOB
"®APMACEN"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KOpOTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pesynbTaT OLiHKK
3BITY 3 OCNIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NiaHy
neajaTpnyHmx
pocnigpxeHs (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM
YNOBHOB&XXEHUM
opraHom) 3miHn
BHECEHO [0 IHCTPYKL,i
AN MeauyHoro
3aCTOCYyBaHHSA
NiKapcbKoro 3acoby Ao

3a
peuyenmom

He
nionsie
ae

UA/20506/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

po3ginis "OcobnmBoCTI
3aCcToCyBaHHS",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
OHOB/1EHOI iHdhopMmaLii
3 6e3neku aitoyoi
PeyoBWHM
(anknodeHaky
HaTpito) 3rigHo 3
pekomeHAaLisMu
PRAC

82.

JIEHOTECT
3EHTIBA

dienogest

nieHorect

GO03DB0
8

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOHO, NO 2 Mr;
no 14 tabnetok y
6nictepi, no 2 abo
no 6 6nictepis y
KapTOHHI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Xaynt ®apma
MioHcTep M'm6X

Himeyuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
UMy - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHunx
[aHuX Npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHux
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsay)
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,
BiANoBiAa/IbHOI 32

3a
peyenmom

UA/17602/01/01




170 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
thapmakoHarnsag,.
[itoya pepakuis:
®dininosa Miogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX yroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarning,
83. | AIPEHOA drospiren | eTuHinect GO03AAl | TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka MOBHWIA LMKN IcnaHisi/ BHECEHHS 3MiH 40 3a UA/13227/01/01
one and pagion Ta 2 N/1iBKOBOIO Pecny6nik BMPOGHMLTBA: peecTpauiiHnx peuenmom
ethinyles | apocnipeH 060n10HKO0, 3 a Na6opaTtopioc marepianis: 3minHu |
tradiol OH mr/0,02 mr; no 28 Nleon dapwma, TUny - 3MiHM LWoAo

Tabnetok y 6nictepi
(24 TabneTkn
poxeBsoro Ta 4
TabneTtku nnaue6o
6i10ro Konbopy); No
1 6nicTepy y nauui 3
KapTOHY

C.A,, IcnaHisi;
anbTepHaTUBHU
1 BUPOGHIK,
SIKWI BignoBigae
3a BTOPWHHE
nakyBaHHS:
MAHAHTIAN
IHTETPA,
C.J1.Y., IcnaHis;
anbTepHaTNBHA
1 BUPOGBHIIK,
AKWIA BigNoBigae
3a BTOPWHHE
nakyBaHHs:
ATAIC DAPMA,
C.J1., IcnaHisi;
BMPOGHUK, KNI
BignoBsigae 3a
Mikpo6ionoriyHe
TECTYBaHHS:
Na6opaTopio
EuyeBapHe, C.A.,
IcnaHisi;
BMPOGHUK, KNI
Bignosigae 3a
MikpobionoriyHe
TeCTyBaHHS:
Biona6, C./.,
Icnanis

6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3arasibHeHux
[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHux
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmMakoHarnsay).



https://atcddd.fhi.no/atc_ddd_index/?code=G03AA12
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https://atcddd.fhi.no/atc_ddd_index/?code=G03AA12
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag,.
[itoya pepakuis:
®dininosa Miogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 32
papmakoHarnsg.

84.

JNOKCULIVIKNIH

doxycyclin
e

[OKCULMKN
iHy Xiknat

JO1AAO0

kancysv no 100 wmr;
no 10 kancyny
6nictepi; no 1
6nicTepy B mauui

My6niyHe
akuioHepHe
TOBap1CTBO
"HaykoBo-
BVPOGHNYMIA
LeHTp
"Bopuiariscb
KNI Ximiko-
hapmanesT
NYHWI
3asof”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYUIA

LeHTp
"BopLyariBcbkuii
XiMmiKo-
hapmaueBTUYHN

14 3aBog”

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
CepTudpikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei: ans Adl;
015 BUXIAHOTO
MaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
o
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APl; ans
[ONOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHUI

3a
peyenmom

UA/3292/01/01




172 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTudikar Big yxe
3aTBEPKEHOr0
BUPOGHMKa. CynyTHS
3MiHa
- 3MiHn 3 aKocTi. AdI.
KoHTponb A®l. 3miHa
y NnapameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXIigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (AONOBHEHHSA
cneuudikavii HOBUM
MOKa3HMKOM SKOCTi Ta
BiANOBIAHMM METOL0M
BMMPOGYBaHHS).
OHoB/1EeHHA
ceptudikaty
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonel
R1-CEP 2000-165-
Rev 03 Ad|
(OokenumkniH Xiknar)
«YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,», Kutaii Ta
AK HacCnNiJokK,
[IOMOBHEHHS
cneuudikauii Ta
MeTOZjiB KOHTPO/IO
A®I HoBUM
NOKa3HNKOM
«CynpoBigHi
[LOMILLKM»

X (xnopeTaH,
XJ/10pMeTaH)
(3aTBEPAXEHWIA
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili

papmakonei
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

R1-CEP 2000-165-
Rev 02). 3minu | Tvny
- 3MiHM 3 KOCTI.
CepTuddikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHsA HOBOrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
[LO0NOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWi
cepTudikar Big yxe
3aTBEPKEHOr0
BUPOGHMKa. CynyTHS
3MiHa- 3MiHW 3 AKOCTI.
A®|. KoHTposib A®I.
3MiHa y napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HEe3HaYHOro MoKasHuKa

SKOCTi (Hanpukiag,




174 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BU/TYYEHHS
3acTapinoro

nokasHuka)) - 3MiHu 3
AKOCTi. A®Il. KoHTpob
A®l. 3miHa y
napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXigHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
A®I (nopgaBaHHsa abo
3aMiHa (3a BUHATKOM
aKTVBHOT PeYOBUHN
6ionoriyHoro a6o
iMyHO/10riYHOrO
MOXOKEHHS)
napameTpa
cneuudpikawi 3
BigNoBigHMM METO40M
BUMPOOYyBaHHA 3a
pesynbTaTamm
[ocnigpkeHb 3 6e3nekn
ab0o AKOCTi).
OHoOB/IEHHA
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei R1-CEP
2000-165-Rev 04
3aTBEPAKEHNM
BMPOGHMKOM AdPI
(JoKeuumkniH xiknar)
YANGZHOU LIBERTY
PHARMACEUTICAL
CO., LTD., Kutaii Ta
AK HACNifoK 3MiHV B
cneuudikauii Ta
MeToAax KOHTPOo
A®I, a came 3a
NOKa3HNKOM
«CynpoBigHi
LOMILLKM» Ta
BWJIyYEHHA TECTIB




175 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

«[nTomMe onTnyHe
obepTaHHA»,
«MTOMMI NOKA3HWK
NOr/IMHaHHA» 3aMiHa
Ha3Bu
«CBITNONOMNNHaNbHI
OOMILLKV» Ha
«OnTUYHa rycTuHa»
(3aTBEpmXEHWIA
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei R1-CEP
2000-165-Rev 03).
3MmiHu | TUny - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa
tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BMKOPUCTOBYIOTbCH Y
BMPO6HMUTBI APl; ans
[LONOMDKHOT peqyoBMHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWI
cepTudikar Big yxe
3aTBEPKEHOr0
BUPOGHMKa. CynyTHS
3MiHa- 3MiHW 3 AKOCTI.
A®|. KoHTposib A®I.
3MiHa y napameTpax




176 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
cneuudikauii Ta/abo
[0NYyCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha

A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HEe3HaYHOro MoKasHuKa
AKOCTI (Hanpuknag,
BU/yYEHHSA
3acTapinoro
noKasHuka)).
OHoB/1EeHHA
ceptudcikaty
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei
R1-CEP 2000-165-
REV 05
3aTBEPAKEHNM
BMPOGHMKOM Ad|
(Bokenumkniny
xiknaty) «YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,», KuTaii Ta
SIK HACNioK, 3MiHV B
cneuudikauii Ta
MeToAax KOHTPO/0
A®l, a came
BU/TyYEHHA TecTy
«Baxki meTanu».
(3aTBEpmXEHWIA
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
dapmakonei R1-CEP
2000-165-Rev 04).
3MmiHu | TUnYy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili

chapmakonei/MoHorpa
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ITponoB>xeHHs fofaTKa 3
Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWi
cepTudikar Big yxe
3aTBEPKEHOr0
BMPOGHMKA.
OHoB/1eHHA
ceptudikaty
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei R1-CEP
2000-165-REVO06 Bif,
3aTBEPAXEHOr0
BMPOGHUKa AdDI
[OKCUUVMKAIHY XiknaTy
ipmn «YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,», Kutait,
(3anponoHoBaHwii
cepTtudikat
BignosigHocTi EP R1-
CEP 2000-165-Rev
05).
3MiHu | TNy - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTI/TE-
cepTudikar
BiANOBIAHOCTI

€Bponenchkii




178 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA.
OHoOB/IEHHA
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei
3aTBEPAKEHNM
BMPOGHMKOM API
(mokenumKniHy
xiknaTty)«YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,», KuTait
R1-CEP 2000-165-
Rev 07
(3aTBEpAXEHWIA
ceptudikat
BignosigHocTi R1-CEP
2000-165-Rev 06).
3MiHu | TNy - 3MiHu 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
Bi4noBIAHOCTI




179 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
€Bponeiicbkili

thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHMKA.
OHOB/IEHHA
cepTugikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei R1-CEP
2000-165-REVO08 Big,
3aTBEPAKEHOr0
BMPO6HUKa AdI
[OKCULVMKAIHY XiknaTy
hipmn «YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,»”", Kutaii
(YTO4HeHHst agpecu
BMPOGHWYOI [ibHULL).

[litova pepakuis:
Bupo6HuKK gjroyoi
PeyoBMHM
[LOKCULMKNIHY XiknaTy
«YANGZHOU
LIBERTY
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
PHARMACEUTICAL
CO., LTD.,», KuTaii
Ceptucpikar
BiANOBIAHOCTI
€Bponeiicbkili
dapmakonei
R1-CEP 2000-165-
Rev 07

No. 22 Yangli Road
Hanjiang Industrial
Park, Yangzhou,
225 127, Jiangsu,

China,
MNponoHoBaHa
pepakuis:

Bupo6Huku gjroyoi

PEYOBWHM
LOKCUMUMKAIHY XiknaTy
«YANGZHOU
LIBERTY
PHARMACEUTICAL
CO., LTD.,», Kutait
Ceptucpikar
BiAMNOBIAHOCTI
€Bponeiicbkili
Papmakonel
R1-CEP 2000-165-
Rev 08
22 Yangli Road
Hanjiang Industrial
Park
China-225 127
Yangzhou, Jiangsu
Province
SPOR ORG ID:
100023496
SPOR LOC ID:
100032638 .
3MmiHu | TYnYy - 3MiHK 3
AKOCTi. A®Il. KoHTpob
A®I. 3miHa y meTogdax
BMNpoGyBaHHSA AD|
a60o BuXigHoro
mMartepiany/npomikHor
0 NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETHCS
y npoveci

BMpo6HULUTBa AdI




181 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

(iHWi 3miHK y meTogax
BMNPOGYBaHHSA
(BK/THOHAKOUM 3aMiHY
a60 oonoBHEHHS) ADI|
abo
BWXIiAHOr0/MPOMiXXHOro
npoaykTy). floaaBaHHsA
METOAMKM KOHTPOJIO B
3B'A3KY 3 BBEJeHHSM
HOBOro BMPOGHMKa
CHANGZHOU
PHARMACEUTICAL
FACTORY», A®I 3
NOKa3HUKOM SIKOCTi
«3aLLKOBI
PO3YNHHWIKN:
MeTaHos». 3MiHK |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (4ONOBHEHHS
ab60 3aMiHa nokasHuka
cneuudikauii 3a
pesynbTatamm
pocnigpkeHb 3 6e3neku
abo sKocTi (3a
BUHATKOM NiKapCbKnx
3aco6is
6ionoriyHoro/imyHonori
YHOrO MOXOMKEHHS)).
CynyTHA 3MiHa - 3MiHU
3 IKOCTi. FOTOBMIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax BMNpoGyBaHb
(BKKOUAOUM 3aMiHY
ab0 ONOBHEHHS)).




182 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

3miHa B Cneuundikauii
Ta MeToAax KOHTPOso
roTOBOrO /liKapCbKOro
3acoby 3a TecTom
«CynposigHi
OOMILLKM».
MNpuBeneHHA y
BIANOBIAHICTb A0
BVMOT MOHorpadii
«Doxycycline
Capsules»
BputaHcbKoi
thapmakonei,
[itoya pepakuis:
CynpoBiaHi AOMILLKN
- 6-enifoKCULMKNIIHY
(aomiwkm A) - He
6inbLe 2,0 %;

- MeTauuKniHy
(momiwka B) -He
6inbLe 2,0 %;

- 6y Ab-AKOT iHLOT
[OOMILLKM -He GinbLue
0,5 %,
lponoHoBaHa
pefakuis:
CynpoBigHi AOMILLKN
- JOMiWKKM A - He
6inbwe 2,0 %

- AoMiwkm F - He
6inble 1,2 %

- AOMiLLKKM B -He
6inbLwe 0,5 %

- pomiwkm C - He
6inbLue 0,5 %

- HecneyudikoBaHoT
OOMILLKY - He Ginblue
0,2 %

- CyMa [OMILLOK - He
6inbLe 3,0 %
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
KOHTpO/b roToBOro
nikapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO JIiKapCbKOro




183 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

3aco06y (iHLWi 3MiHN Y
mMeTofax BUnpobyBaHb
(BK/THOHAKOUM 3aMiHY
ab0 [OMNOBHEHHS)).
CynyTHS 3MiHa
- 3MiHM 3 KOCTI.
[OTOBWIA NlikapCbKuii
3aci6. 3MiHM Yy
BVMPOGHWLTBI. 3MiHK
BMNpoGyBaHb abo
[OMYyCTUMUX MEX,
BCTaHOB/IEHUX Y
crneundikauisx, nig,
yac BUpobHULTBA
roTOBOrO /liKapCbKOro
3ac006y (3BYXEHHS
OONyCTUMUX MEX).
3MiHa MeToanKM
KOHTPO/I0 3@ TECTOM
«KinbkicHe
BU3HAYEHHS» rOTOBOrO
nikapcbkoro 3acoby Ta
AK HaCMifoK 3MiHa
MeToamkn «KinbkicHe
BU3HAYEHHS» AN
KOHTPO/TIO MPOMIKHUX
NpoAyKTIB.
MNpuBeneHHA y
BIANOBIAHICTb A0
BVMOT MOHoOrpadii
«Doxycycline
Capsules»
BputaHcbKoi
thapmakonei.
3MiHn Il Tuny - 3miHu 3
AKOCTi. ADI.
Bupo6bHMLTBO. 3MiHa
BMPOGHMKa
BUWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOBGHNYOMY MPOLLECI
A®l, abo 3mMiHa
BMPOGHMKa
(BKntovatoun, ae
HeobxigHo, MicLe
NpoBefEHHS
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KOHTPO/IHO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBEPAKEHOMY
00Cbe)(BBEAEHHS
HOBOro BMPOGHMKa
A®I 3 HagaHHAM
macTep-paiina Ha
A®l). CynyTHs 3MiHa-
3MiHu 3 aKocTi. AL,
KoHTposnb A®I. 3miHa
y napameTpax
cneundikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (iHWi 3MiHW).
BBefeHHss HoBOro
BMpOGHUKa APl 3
HaflaHHAM macTep-
(paiina Ha AdI
CHANGZHOU
PHARMACEUTICAL
FACTORY, Kutai, i Ak
HacnigoK NocnigoBHi
3MiHU B cnevudikauit
3a NOKa3HNUKOM
3a/IMLLKOBI
PO3YUNHHUKN
(meTaHonN).

85.

JIOKTOP MOM®
31 CMAKOM
ANENIBCUHA

CyXuii
eKCTpaKT
COJI0[KN
ronof,
CyXuii
eKCTpakT
iMoupy
nikapcbKor
0, Cyxuii
eKCTpakT

R0O5X

JIbOAAHUKN; NO 4
NbOASHWKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHI Kopo6Lyi

TOB
"[I>XOHCOH |
JxXoHCoH
YkpaiHa"

YkpaiHa

HOHiK
dapmacboTuKan
Nab6opaTtopi3
(BipgineHHs
ipmn "Ox. B.
Kewmikans eHg,
dapmacboTuKan
3/114.")

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meTogax
BMNPOGYBaHHS

6e3
peyenma

UA/2409/01/01




185 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
emM6iku roToBOro Nikapcbkoro
nikapcbKoi 3acoby (He3HayHa
, MEHTON 3MiHa Y 3aTBEPAKEHUX
meToAax
BUNPOOYBaHHSA)
pefakuiiHi 3MiHn B
MeToAMLi KiflbKiCHOro
BV3HAYEHHSA
rNiLMpU3NHOBOI Ta
rasioBOI KUC/I0TU.
86. | AJOKTOP MOM® - CyXuii R0O5X NbOAAHUKN; No 4 TOB YkpaiHa tOHiK IHAis BHECEHHS 3MiH 0 6e3 UA/2408/01/01
31 CMAKOM eKCTpaKT NbOAAHVKN Y CTPUMI; "[IXOHCOH i dapmacbloTuKan peecTpauiiHnx peyenma
MA/TMHU COMoaKn no 5 ctpunis y L[KOHCOH Nab6opaTtopi3 marepianis: 3MiHu |
rosof, KapTOHHI Kopo6Lyi YkpaiHa" (BigAaineHHs TMny - 3MiHK 3 SKOCTI.
CyXuii chipmm "Ox. B. [oTOBWIA NikapcbKuii
eKcTpakT Kemikans eHp, 3aci6. KoHTposb
iM6upy PapmacboTukan roTOBOrO /liKapCbKOro
nikapcbKor 3 /1tp.") 3acoby. 3miHa 'y
0, Cyxuii MeToaax
eKcTpakT BMNPOGYBaHHSA
embniku roTOBOrO JliKapCbKoro
nikapcbKoi 3acoby (He3HauyHa
, MEHTON 3MiHa y 3aTBEPAKEHNX
meToAax
BUNPOBYBaHHS)
pefakuiiHi 3MiHn B
MeToAML, KibKiCHOro
BU3HAYEHHS
rNiLYPM3NHOBOI Ta
ra1oBOi KUC/10TH
87. | AONAPEH® diclofenac, | guknodpeH | MO1A Tabnetku; Ne 4 (4x1) Habpoc IHais Habpoc dapma IHais BHECEHHS 3MiH 0 3a He UA/1004/02/01
combinatio | ak HaTpito, | B55 - no 4 Tabnetkn y dapma IMBT. Met. 114. peecTpauiiHnx peyenmom | nidnse
ns napauerta 6nicTepi; no 1 nra. marepianis: 3MiHu | ae
Mon 6nictepy B MRy - 3MiHK WoA0
nanepoBoMy 6e3nekun/epekTBHOCT
KoHBepTi; Ne 200 i Ta thapmakoHarnagy.
(4x50) - no 4 3MiHa y KOpOTKiit

Tabnetkn y 6nictepi;
no 1 6nictepy B
nanepoBomy
KOHBepTi; o 50
nanepoBux
KOHBEPTIB Yy
KapTOHHI kopobuy;
Ne 10 - no 10
TabneTok y
6nictepax; Ne 10

XapakTepucTuui
nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo




186 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(10x1) - no 10 nocnigpkeHb 3 6e3neku
TabneTtok y 6nictepi; 3acToCyBaHHs
no 1 6nictepy B nikapcbKoro 3acoby B
KapTOHHI kopobuy; nicnspeecTpauiiHnii
Ne 100 ((10x1)x10) - nepiog, abo sk
no 10 TabneTok y pe3ynbTaT OLiHKK
6nicTepi; no 1 3BiTY 3 LOCNIMKEHD,
6nictepy y npoBefeHnx
KapTOHHI kopobuy; BIANOBIAHO A0 MiaHy
no 10 kopo6okK B neaiaTpuyHmUX
Kopo6ui; Ne 100 npocnigpxens (PIP)
(10x10) - no 10 (3MiHy y3romxeHo 3
TabneTok y 6nictepi; KOMMNETEeHTHUM
no 10 6nictepiB y YNOBHOB&XEHUM
KapTOHHI Kopo6Lyi opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbkoro 3acoby [0
po3ginis "Ocob6amBoCTi
3aCToCyBaHHSA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitouol
PEYOBWHM
(avknodeHaky
HaTpito) 3rigHo 3
pekomeHAaLisgsMn
PRAC. TepmiH
BBEJEHHS 3MiH -
npoTArom 6 micsiuis
nicns 3aTBepKeHHs
88. | AOP30MT NMKOC | timolol, nopsonami | SO1EDS5 | kpansi O4Hi, pO34uH; EnEnCi py3ia K.T. POM®APM | PymyHis BHECEHHS 3MiH 0 3a UA/17872/01/01
combinatio | g, 1 no 5 mn y chnakoHi- Pomdapm KOMTIMAHI peecTpauiiHnx peyenmom
ns TMMosnon KpanenbHuui Ta KomnaHi C.P.J1., PymyHis marepianis: TexHiYHa
KapTOHHIN nayui Lxopoxns (BMPOGHMLTBO, nomuska (3rigHo
nepBuHHE Hakasy MO3 Big
nakyBaHHs, 23.07.2015 Ne 460)
KOHTPONb BUMNPAaB/IEHO TEXHIUHY
i3NKO-XIMIYHNX NOMWSIKY Y TEKCTI
MOKa3HWKIB MapKyBaHHsI
nikapcbkoro BTOPWHHOT yNakoBKM
3acoby Ta nNiKapcbKoro 3acooby,
BUMYCK Cepii; gonylieHy npu
BTOPVHHE npoueaypi

nakyBaHHA Ta
KOHTPO/1b

nepepeecTpauii (Hakas
MO3 YkpaiHn Ne 1996
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

Mikpo6ionoriyHu
X NOKa3HUKIB
nikapcbKoro

3acoby)

Big 02.12.2024 p,):
3aTBepakeHo:
2. KINBKICTb AIo4orl
PEYOBUHN
1 mn Kpanenb OYHKX,
pO34nHY, MicTUTb 20
Mr gopsonamigy y
BUrNAgi 22,26 mr
Jopsonamigy
rigpoxnopugy i 5 mr
TUMOAOANY Y BUTNAAI
6,83 Mr Tumonony
mManearty
3anponoHoBaHo:
2. KINBKICTb AIo4orl
PEYOBWHN
1 mn Kpanenb OYHUX,
pO34nHy, MicTuTb 20
Mr gopsonamigy y
BUrNAAi 22,26 mr
Jopsonamigy
rigpoxnopugy i 5 mr
TUMOAOANY Y BUTNAAI
6,84 Mr Tumonony
mManearty
3asHayeHe
BUMPaB/IEHHSA
Bignosigae
martepianam
peecTpauiiiHoOro AoCbe

89.

ENAMPA3A

Idursulfas
e

inypcynbc
a3

A16ABO
9

KOHLeHTpaT Ans
PO34nHyY Ans
iHdpy3iid, 2 mr/mn no
3 Mn 'y chnakoHi; no
1 chnakoHy B
KapTOHHI Kopo6Lyi

Takepa
dapmacbioTi
Kan3
IHTEepHeLLHN
ATl Ipnangis
BpeHy

IpnaHgis

BiANOBigaIbHUI
3a BUNyCK cepii:
Lariep
PapmacbloTikau
3 Ipnangis
Nimiteq,
IpnaHgis;
Takepa
dapmacbloTikan
3 I[HTepHeLwHN
AT Ipnangis
BpeHy,
IpnaHgis;
BMPOGHMLTBO
nikapcbKoro
3acoby,
nepBuHHE
nakyBaHHs,

IpnaHgis

Himeyun
Ha/
CLia/
Higepna
HOW

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHa yactoTu Ta/abo
TepMiHiB NogaHHsA
perynsipHo
OHOB/IOBaHWX 3BITIB 3
6e3nekn Nikapcbkmnx
3aco6iB - 3miHa
4acToTW Ta TepMiHIiB
NoAaHHsA perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku:
[itoya pepakuis:
YacToTa nogaHHs

3a
peyenmom

UA/13360/01/01




188 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
KOHTPO/Ib SKOCTI perynsipHo

cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa,;
BMPOGHMLITBO
nikapcbKoro
3acoby,
nepBuHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii:
Bopa
PapmacbloTikas
3 ImxekTeobnc,
IHK., CLUA;
KOHTPO/b SKOCTI
cepii, BisyanbHa
iHCneKu,is:
BeTTep ®apma-
®epTirtoHr MM6X
EHg Ko. KT,
HimeuuunHa,;
BeTTep ®apma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuuunHa;
KOHTPO/b SKOCTI
cepii: Bettep
Papma-
®epTirtoHr MM6X
EHp Ko. KT,
HimeuuunHa;
Laviep XblomeH
[bkeHeTik
Tepanic, IHk.,
CLA; Yapnbs
Pisep
Nab6opaTtopi3
Avineng Nta,
IpnaHgis;
BakcanTta OC,
IHK., CLUA;
ancTproyuis
HanoBHEHNX
HemapKoBaHUX

OHOB/IOBAHOTO 3BITY 3
6e3nekn 1 pik. KiHueBa
fJarta Ans BKIOYEHHS
AaHux go PO3b -
23.07.2026 p. Aara
nogaHHsa - 01.10.2026
p. MNponoHoBaHa
pepakuis: YactoTa
nofaHHa perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn 3 poku
KiHueBa gata ansa
BK/IIOYEHHSA faHUX [0
PO3EB - 23.07.2027 p.
Jarta nogaHHs —
21.10.2027 p.
PekomergoBaHo fj0
3aTBEPAKEHHS
BiANOBIAHO A0
nepiognyHoCTI
nofaHHa perynsapHo
OHOB/IIOBAHNX 3BITIB 3
6e3nekn Nikapcbknx
3aco6iB y €EC.




189 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(pN1aKoHiB:
EMiHeHT
Cepgices
KopnopeiiH,
CLIA;
MapKyBaHHs Ta
nakyBaHHs,
AncTpnbyuis
roToBOro
nikapcbKoro
3acoby:
LIiEAYEN
Cannnain YeiH
(Hinepnanaw)
Higepnanau
90. | EIOHBA corifollitrop | kopudonit | GO3GAO | po3uMH ANA iH'EKLi OpraHoH LLsenuapi Brpo6H1LTBO Himeuun BHECEHHS 3MiH 0 3a UA/13125/01/01
in alfa poniH 9 no 100 mkr/0,5 mr; CeHTpan lct A Hepo3dacoBaHo Ha/ peecTpauiiHnx peyenmom
anba no 0,5 M1 po3unHy B 6X T npoAykuii Ta Higepna marepianis: 3MiHu |
nonepeaHL0 nepBuHHA HOY My - 3MiHK 3 SKOCTI.
HanoBHeEHOMY ynakoBKa, A®I. KoHTponb AdDI.
wnpuyj; no 1 KOHTPO/b SIKOCTI, 3MiHa y meTogax
nonepeaHbLo TECTyBaHHA BMNpo6yBaHHA Ad|
HarnoBHEHOMY CTepuIbHOCTI Ta abo BMxigHOro
LInNpuLy pasom 3i bakTepiasibHUX mMatepiany/npomikHor
CTEPU/ILHO €HJI0TOKCUHIB 0 NpoAyKTy/peareHTy,
iH'EKLAHOIO rONKOL0 roToBOro LLIO BUKOPUCTOBYETHCSA
Yy BiKpUTOMY nikapcbKoro y npoveci
NAacTUKOBOMY JIOTKY 3acoby BMpOGHULTBA API
B KapTOHHIi Kopo6Lyi (koHTpOsb (He3HauHi 3MiHn y
AKOCTI), 3aTBEpPKEHUX
BisyasnibHa meTogax
iHCnekuyjs: BMMNPOGYBaHHS)
Bettep ®apma- He3HauHi 3MiHU y
®epTuryHr M6x 3aTBEPAKEHNX
i Ko. KI, mMeTogax
HimeuuunHa; BMNPO6YBaHHSA
KoHTposnb (BU3HayeHHs iMyHHOT
AKOCTI, aKTMBHOCTI Ta
TeCTyBaHHs ilEHTNYHOCTI MeToA0M

CTEpPWILHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB

EIA) agns aktmBHOI
peyoBMHM, 3 METOLD
3aMiHV NOTOYHOrO

roToBOro cybcTpartHoro 6ydepa
nikapcbKoro Ta TabneTok 3
3acoby TeTpameTun6eH3nanH
(koHTpO/b OM AWTiApPOXI0pUA0oM
SIKOCTi), (TMB), wo




190 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BisyasibHa BUKOPVCTOBYHOTbCS
iHCnekujs: 015 NPUTOTYBaHHA
Bettep dapma- cybcTpaTHoro
PepTuryHr rméx pO34mHy. 3MiHu | TUNY
i Ko. KT, - 3MiHN 3 AKOCTI.
HimeyuunHa; [oTOBWIA Nikapcbkuii
BisyanbHa 3aci6. KoHTposb
iHCnekujs: roTOBOrO /liKapCbKOro
BetTep ®apma- 3acoby. 3miHa 'y
PepTuryHr rméx MeTogax
i Ko. KT, BMNPOGYBaHHSA
HimevunHa; roTOBOrO /liKapCbKOro
KoHTposb siKocTi 3acoby (He3HauyHa
Ta TecTyBaHHS 3MiHa y 3aTBEpAKEHNX
cTabiNnbHOCTI, mMeTogax
BTOPVHHA BUMPOBYBaHHS)
yrnakoBKa, He3HauHi 3MiHW Y
[03BiN Ha 3aTBEPKEHNX
BUNYCK cepil: MeTogax
H.B. OpraHoH, BMNPOGYBaHHS
HigepnaHgy; (Bu3HayeHHs iMyHHOT
TecT Ha aKTMBHOCTI Ta
iIMYHOaKTVBHICTb iAeHTUYHOCTI MeToA0M
: MCJ, bioTek EIA) ans rotoBoro
B.B., nikapcbKoro 3acoby, 3
Higepnangm METOI 3aMiHu
MOTOYHOrO
cybcTpartHoro 6ydepa
Ta TabneTok 3
TeTpameTnn6eH3nanH
OM AUriAPOX/TOPULOM
(TMB), wo
BUKOPVCTOBYHOTbCS
ANSA NpUroTyBaHHSA
cybcTpaTHoro
po3unHy. MKS (Bepcis
eCTD0002) gns
Ao3ysaHb 100 mkr/0,5
mn a6o no 150 mkr/0,5
M.
91. | EIOHBA corifollitrop | kopudonit | GO3GAO | po3uMH ANA iH'EKLi OpraHoH LLsenuapi Brpo6HuLTBO Himeuun BHECEHHS 3MiH 0 3a UA/13125/01/02
in alfa poniH 9 no 150 mkr/0,5 mr; CeHTpan lct A Hepo3dacoBaHo Ha/ peecTpauiiHnx peyenmom
anba no 0,5 M1 po3unHy B 6X T npoAykuii Ta Higepna marepianis: 3MiHu |
nonepeaHL0 nepBuHHA HOY My - 3MiHN 3 SKOCTI.
HanoBHeEHOMY ynakoBKa, A®I. KoHTponb AdDI.
wnpwvyi; no 1 KOHTPO/b SIKOCTI, 3MiHa y meTogax
nonepeaHbLo TECTyBaHHA BMNpo6yBaHHA Ad|
HanoBHEHOMY CTEPW/ILHOCTI Ta abo BUXiAHOTO




191 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

LNpuLy pasom 3i
CTepuIbHOK
iH'E€KLiAHOLO TO/IKOH0
Y BiKpUTOMY
nNacTyKOBOMY NIOTKY
B KapTOHHIi Kopo6Lyi

6akTepiasibHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKoro
3acoby
(koHTpOsb
AKOCTI),
BisyasibHa
iHCneKu,is:
BeTTep ®apma-
®epTuryHr rméX
i Ko. KT,
HimeuuunHa,;
KoHTposb
AKOCTI,
TeCcTyBaHHs
CTEpUIbLHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roTOBOroO
nikapcbKoro
3acoby
(koHTpO/b
AKOCTI),
BizyasibHa
iHCnekujs:
Bettep ®apwma-
®epTuryHr rméx
i Ko. KT,
HimevunHa;
BisyanbHa
iHCnekujs:
Bettep ®apwma-
PepTuryHr rméx
i Ko. KT,
HimevunHa;
KoHTposb siKocTi
Ta TECTYBaHHSA
cTabinbHOCTI,
BTOPVHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
H.B. OpraHoH,
HigepnaHgy;
TecT Ha
iIMYHOaKTVBHICTb
: MCJ BioTek

mMartepiany/npomikHor
0 NpoAyKTy/peareHTty,
LLIO BUKOPUCTOBYETHCS
y npoueci
BMPOGHULTBA API
(He3HauHi 3MiHn y
3aTBEPMKEHNX
meToAax
BMNPOGYBaHHS)
He3HauHi 3MiHU y
3aTBEPLAXKEHNX
meToAax
BMNPO6YBaHHSA
(BU3HayeHHs iMyHHOT
aKTMBHOCTI Ta
iAEeHTUYHOCTI MeToA0M
EIA) pgns aktuBHoOI
peyoBMHM, 3 METOID
3aMiHV NOTOYHOrO
cybcTpartHoro 6ydepa
Ta TabneTtok 3
TeTpameTnN6eH3naNH
OM AWTiAPOXI0pUaOoM
(TMB), wo
BUKOPVCTOBYIOTbCS
ANSA NPUroTyBaHHS
cy6cTpartHoro
pO34mHy. 3MiHu | TUNY
- 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOro NiKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (He3HauHa
3MiHa y 3aTBEpAKEHNX
meToAax
BMNPOOYBaHHS)
He3HauHi 3MiHW Yy
3aTBEPAKEHNX
meToAax
BMNPOGYBaHHSA
(Bu3HayeHHs iMyHHOT
aKTUBHOCTI Ta
iAeHTUYHOCTI MeToA0M
EIA) ans rotoBoro
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

B.B.,
Higepnangm

nikapcbKoro 3acoby, 3
METOI 3aMiHu
MOTOYHOrO
cybcTpartHoro 6ydepa
Ta TabneTok 3
TeTpameTn16eH3nanNH
OM AUriAPOX/IOPULOM
(TMB), wo
BUKOPVCTOBYIOTbCS
ANA NpUroTyBaHHSA
cybcTpaTHoro
po3unHy. MKS (Bepcis
eCTD0002) gns
Ao3ysaHb 100 mkr/0,5
mn a6o no 150 mkr/0,5
M.

92.

EHAOKCAH® 1T

cyclophos
phamide

uvknodoc
thamigy
MOHorigpa
T

LO1AAOQ
1

MOPOLLIOK ANsA
PO3UMHY ANS iH'EKLi
no 1r; 1 chnakoH 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

Bakctep
[oitunang,
6X

HimeyunH
a

Bakctep
OHKonoaXi
6X

Himeuyun
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
3MiHa yacToTn Ta/abo
TepMiHiB NofgaHHsA
perynsipHo
OHOB/IIOBAHNX 3BITIB 3
6e3nekn Nikapcbknx
3aco6is - 3MiHa
4acToTV Ta TEPMIHIB
nofaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku: flitoua
pepakuis: YactoTa
nojaHHA perynsapHo
OHOB/OBAHOIO 3BITY 3
6e3nekn 13 pokis.
KiHueBa gata ansa
BK/IIOYEHHS AaHUX [0
PO36 - 13.10.2025 p.
[arta nogaHHs -
11.01.2026 p.
MNponoHoBaHa
pepakuis: YactoTa
NoAaHHsA perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun 12 pokis
KiHueBa gata ansa
BK/TIOYEHHSI AaHNX [10

3a
peyerimom

UA/0027/02/03
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

PO3b - 31.01.2037 p.
[ata nogaHHs —
01.05.2037 p.
PekomeHgoBaHo A0
3aTBEPMAKEHHS
BiANOBIAHO A0
nepioguyHocCTi
NoAaHHsA perynsipHo
OHOB/THOBAHUX 3BITIB 3
6e3nekn NikapcbKnx
3acobiBy EC

93.

EH/IOKCAH® 200
Mr

cyclophos
phamide

umknodoc
thamigy
MOHOrigpa
T

LO1AAO

MOPOLLIOK AnS
PO3UMHY ANS iH'EKLiA
no 200 mr; 1 dpnakoH
3 MOPOLLKOM Y
KapTOHHI kopobuy;
1 conakoH 3
MOPOLLKOM Y
KapTOHHI kopobuy;
no 10 KapTOHHUX
KOpOGOK y
6aHaeponi 3 NNiBku

Bakctep
Hoiunang
6X

HimeuumnH
a

Bakctep
OHKonoaXi
6X

Himeyuun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
UMy - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3miHa yacToTn Ta/abo
TEpMiHiB NoAaHHs
perynsipHo
OHOB/THOBAHUX 3BITIB 3
6e3nekun nikapcbknx
3aco6iB - 3miHa
4acToTV Ta TEPMIHIB
nofaHHA perynsapHo
OHOB/OBAHOIO 3BITY 3
6e3neku: Mditoua
pepakuis: YactoTa
NoAaHHsA perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun 13 pokis.
KiHueBa gata ansa
BK/TOYEHHS AaHNX [0
PO36 - 13.10.2025 p.
[ara nogaHHs -
11.01.2026 p.
lNponoHoBaHa
pefakuisi: Yactota
nofaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn 12 pokis
KiHueBa gata ans
BK/TOYEHHS AaHNX [0
PO3b - 31.01.2037 p.
Jata nogaHHA —
01.05.2037 p.
PekomeHpgoBaHo o0
3aTBEPAKEHHSA

3a
peyenmom

UA/0027/02/01




194 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BiANoBiAHO A0
nepioguyHocCTi
nofaHHA perynsapHo
OHOB/IOBAHWX 3BITIB 3
6e3nekn Nikapcbknx
3acobiBy EC
94. | EHOOKCAH® 500 | cyclophos umknodoc LO1AAO | nopoluok ans BakcTep HimeuuunH BakcTep Himeyun BHECEHHS 3MiH 0 3a UA/0027/02/02
Mr phamide thamigy 1 PO3UNHY NS iH'EKLiA [onunang a OHkonoaxi Ha peecTpauiiHnx peyenmom
MOHorigpa no 500 mr; 1 donakoH M6X v6X marepianis: 3minHu |

T

3 MOPOLLKOM Yy
KapTOHHI Kopo6Lyi

TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHa yactoTu Ta/abo

TepMiHiB NogaHHsA

perynsipHo
OHOB/IOBAHMWX 3BITIB 3
6e3nekn Nikapcbkmnx
3aco6iB - 3miHa
4acToTW Ta TepMiHIiB

NoAaHHsA perynspHo

OHOB/IIOBAHOTO 3BITY 3
6e3neku: ditova
pefakuisi: Yactota
nofaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn 13 pokis.
KiHueBa gata ans
BK/TOYEHHS AaHNX [0
PO3b - 13.10.2025 p.
JaTta nogaHHs -
11.01.2026 p.
MponoHoBaHa
pepakuis: YactoTa
nojaHHA perynsapHo
OHOB/OBAHOIO 3BITY 3
6e3nekn 12 pokis
KiHueBa gata ansa
BK/IIOYEHHS AaHUX [0
PO36 - 31.01.2037 p.
[Jarta nogaHHs —
01.05.2037 p.
PekomergoBaHo fj0
3aTBEPAKEHHS
BIANOBIAHO A0
nepiognyHoCTI
nojaHHA perynsapHo
OHOB/IIOBAHUX 3BITIB 3
6e3nekmn Nikapcbknx




195 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3acob6iBy EC
95. | ENIPYBIUVH epirubicin enipy6iun LO1DBO | KoOHueHTpaT Ans EBEBE AscTpist NOBHWIA LKA AscTpis/ BHECEHHS 3MiH 0 3a UA/4356/01/01
"EBEBE" Hy 3 PO34mnHy Ans dapma BMPOGHMLTBA: Himeuun peecTpauiiHnx peyenmom
rigpoxnop iHdpy3iid, 2 mr/mn; no [ec.m.6.X. DAPEBA Ha marepianis: 3MiHu |
na 5 mn (10 mr) a6o 25 Hdor. KI YHTtepax M'm6X, UMy - 3MiHM LWoAo

mn (50 wmr), abo 50
mn (100 mr), abo
100 mn (200 mr) y
thnakoHi; no 1
hNakoHy B KOPOOLL

ABCTPiIst; BUMYCK
cepii: EBEBE
dapma
lec.m.6.X. Hor.
KI, ABCTpis;
KOHTPO/b/BUNPO
6yBaHHs cepii:
M
Mikpob6ionoriwe
c Mptochnabop
'M6X, ABCTpIst;
KOHTPO/b/BUNPO
6yBaHHs cepii:
Na6op /IC CE &
Ko. KT,
HimeuunHa

6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsagy,
3MiHa YNOBHOB&XEHOT
ocobwu, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa A1
3iiCHEHHSA
dhapmakoHarnsgy B
YKpaliHi, KLL0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
chapmakoHarnsgy
(BK/IKOHAKOYM KOHTaKTHi
OaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOT
0cobu 3as1BHUKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
[Oitova pepakuin: dasig,
[bxoH Nesic / David
John Lewis.
lNponoHoBaHa
peaakuist: Kotal
Mohamed Ali / KoTtan
Moxameg Ani. 3miHa
KOHTaKTHUX AaHuX
YMNOBHOBaXXEHOT
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

96.

3NBOKC

ocobwu, BignoBigansLHoI
3a 3AjiCHEHHS
hapmakoHarnsgy.
3MiHa KOHTaKTHOT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi. [itoua
pegakuis: Opnos
B’auyecnas BikTtoposuy
/ Viacheslav Orlov.
lponoHoBaHa
pepakuisi: TaHacosa
3opsHa MukonaisHa /
Tanasova Zoriana.
3MiHa KOHTaKTHMX
LAHUX KOHTaKTHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI
LisiNbHOCTI 3
hapmakoHarnsgy.
3miHa
MiCLLe3HaX0AKEHHS
macTep-gaiina
cmcTemu
hapmakoHarnsgy Ta
ioro Homepa

linezolid

niHe3onig,

JO1XX0
8

PO34uH NS iHQY3il,
2 mr/mn; no 300 mn
B CMCTEMI oNs
BHYTPILUHEOBEHHOTO
BBefleHHs; no 1
CMCTeMi B yNakoBLyj 3
naMiHoBaHoI
honbru; no 100 mn
B CMCTEMI oNs
BHYTPILUHEOBEHHOTO
BBe/leHHs; no 1
CMCTeMi B yNakoBLyji 3
naMiHoBaHoI
honbrm

Mdpaiizep
IHK.

CLIA

XM XangeH
dapma AC

Hopseri
A

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3miHu Il
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeLNYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMM
OaHnUMn 3 SKOCTI,

3a
peyenmom

OOKNIHIYHUMY,

He
nionsie
ae

UA/1969/02/01




197 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KNIHIYHUMUW faHuMKn Ta
[aHuMK 3
thapmakoHarnsgy.
3MiHV BHECeHO [0
IHCTPYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3sginax
"PapMaKonorivHi
BNacTUBOCTI",
"MpoTunokasaHHa",
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamu Ta iHLi
BMAM B3aemogii”,
"Ocob6nuBocCTi
3aCToCyBaHHSA",
"Cnoci6 3acTocyBaHHs
Ta fosun", "MoGiyHi
peakuii(pegaryBaHHs
Ta YTOUHEHHS
iHchopmauii B TeKcTi
3a3HayYeHVX po3gainise).
BBeneHHs 3MiH
npoTArom 9-Tn MicAuiB
nicnsa 3aTBepKEHHS.
3MiHu 1l TUny - 3MiHK
o0
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHW y KOpPOTKilA
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLii gns
MeAMYHOro
3acTOCyBaHHSA Yy
3B'AA3KY i3 HOBVMMU
OaHnumu 3 AKOCTI,
OOKMIHIYHUMK,
KAIHIYHMW faHMKn Ta
AaHumm 3
hapmakoHarnsgy.
3MiHV BHECEHO [0
IHCTpYyKUiT Ans
MeAMYHOro
3aCTOCYBaHHSA




198 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

nikapcbKoro 3acoby B
po3ginax
"Ocob6nuBocTi
3acTocyBaHHA"
(pabgomionis),
"Mo6iuHi peakwyji"
(cTocoBHO foAA@BaHHA
HOBOT NOGIYHOI peakwi
3 60Ky KICTKOBO-
M’SI30BOi CUCTEMMU).
BBefeHHs 3MiH
npoTArom 9-Tm MicsAuiB
nicnsa 3aTBepKeHHs.
3MiHn Il TUny - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLNYHOro
3aCTOCyBaHHA Y
3B'A3KY i3 HOBUMU
OaHnumu 3 SKOCTI,
OOKNIHIYHUMN,
KNIHIYHUMUW faHuMKn Ta
AaHvMu 3
thapmakoHarnsgy.
3MiHV BHECeHO [0
IHCTPYKUiT Ans
MeAMYHOro
3aCTOCYyBaHHS
nikapcbKoro 3acoby B
po3gini "OcobamBocTi
3aCcToCyBaHHSA".
BBefeHHs 3MiH
npoTArom 9-Tm Micsauis
nicnsa 3aTBepKeHHs.
3MiHn Il TUny - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHWi 3MiHW). 3MiHN
BHECEHO 10 IHCTpyKU;iT
A5 MeyyHOro
3aCTOCYBaHHSA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nikapcbKoro 3acoby B
po3ginax "B3aemogis
3 iHWMMM JliKapCbKUMM
3acobamu Ta iHLi
BMAM B3aemogiit”,
"Oco6nuBocCTi
3acTocyBaHHA" (LLoao
MOX/IMBOTO PO3BUTKY
CEepPOTOHIHOBOrO
CUHAPOMY MpK
CYMiCHOMY
3aCcTOCyBaHHI
niHesonigy Ta
onioigis). BBeAeHHA
3MiH NpoTArom 9-n
MicauiB nicns
3aTBEPAKEHHS.

97.

30BIPAKC AYO

Aciclovir,
combinatio
ns

auvkIoBip
rigpokopTn
30H

D06BB5
3

Kpem; no 2 r Kkpemy y
Ty6i; no 1 1y6i y
KapTOHHI Kopo6Lyi

XaneoH HOK
TpeigiHr
Nimiten

Benuka
BpuTaHis

BMPOGHMLTBO
nikapcbKoro
3acoby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
nakco
OnepeiiwHc HOK
NimiTen, Benuka
BpuTaHis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
XaneoH KX
C.a.p.n.,
LLiBeiiuapis

Benuka
BputaHi
al
LLiBeiiya
pist

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
CepTudpikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei: ans Adl;
015 BUXIAHOTO
MaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
o
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APl; ans
[ONOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHUI

6e3
peyenma

UA/14784/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

cepTudikar Big yxe
3aTBEPKEHOr0
BUPOGHMKA - NOAAHHSA
OHOB/IEHOrO
ceptudcikaty
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei CEP
1998-029- Rev 10 gnsa
Lito40i pevyoBuHU
auvKnoBip Big
3aTBEPKEHOr0
BMpOGHMKa Mylan
Laboratories Limited,
India y 38'a3Ky 3
3MiHOI Ha3Bu
BnacHuka CEP Ta
BMpOGHUuKa AdI, micue
BMpOGHULTBA He
3MIHWI0Ch
(3aTBepmxeHo: R1-
CEP 1998-029- Rev
09 Mylan Laboratories
Limited, India;
3anpornoHosaHo: CEP
1998-029- Rev 10
Tianish Laboratories
Private Limited, India)

98.

ISBOHIA3NA

isoniazid

i30HIa3ng,

JO4ACO
1

Tabnetkv no 100 mr
no 10 Tabnetok y
6nictepi, no 3, 9 abo
10 6nicTepiB y
KapTOHHI ynakoBLi;
no 28 TabneTok y
6nictepi, no 3 abo
24 6nictepn y
KapTOHHII ynakoBL;
no 1000 TabneTok y
nonieTnieHoBoOMy
nakeTi, no 1 nakety
y N1acTUKOBOMY
KOHTeWHepi

Makneozc
dapmacboT
nkasc
Nimiten

IHgis

Makneopc
dapmacboTuKan
¢ Niviteq,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
dhapmakoHarnsgy

3a
peyerimom

UA/15099/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobwu, BignoBiganbLHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTH
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
hapmakoHarnsgy.
3MiHa KOHTaKTHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi.

[itoua pepakuis:
MHiTeubka /llo6oB
BanepiiBHa.
[ponoHoBaHa
pefakuis: Kyumnba
TeTsaHa BacunisHa.
3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI
LisiNbHOCTI 3
hapmakoHarnsagy.
3miHa
MiCLIe3HaXOKEeHHS
macTep-gaiina
cuctemm
thapmakoHarnsgy Ta
ioro Homepa.

99.

ISOHIA3NA,

isoniazid

i3oHia3ung

JO4ACO

Tabnetkn no 300 mr

Makneogac

IHais

Makneosc

IHais

BHECEHHS 3MiH Ao

3a

UA/15099/01/02




202 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
1 no 10 Tabnetok y dapmacboT dapmacboTuKan peecTpauiiHnx peyenmom
6nicTepi, no 3, 9 abo nkasc ¢ Nimiteq, marepianis: 3minHu |
10 6nicTepiB y Nimiteq UMy - 3MiHM LWoA0

KapTOHHII ynakoBLi;
no 28 TabneTok y
6nicTepi, no 3 abo
24 6nictepn y
KapTOHHI ynakoBL,;
no 1000 TabneTok y
nonieTnaieHoBoMy
naketi, no 1 nakety
y N1acTUKOBOMY
KOHTEeWHepi

6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHunx
[aHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 415
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KLLO0 BOHA
BigMiHHA Bif
YNOBHOBaXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYUM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnaay)
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
thapmakoHarnsgy.
3MiHa KOHTaKTHOT
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi.
[Litova pepakuis:
MHiTeubKa /o608
BanepiiBHa.




203 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
lponoHoBaHa
pepakuis: Kyumba
TeTana BacunisHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
dhapmakoHarnsgy.
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnagy Ta
ioro Homepa.
100. | V1APIC canakinum | KaHakiHym LO4ACO | po3uuH ANst iH exuin, Hosapric LBeduapi | KoHTposnb sikocTi | Himeuun BHECEHHS 3MiH 0 3a UA/14525/02/01
ab ab 8 150 mr/1 mn; no 1 dapwma Al A (Bioananis): Ha/ peecTpauiiHnx peyenmom
My doriakoHi; no 1 HoBaprTic ®apma | LUBeiiua marepianis: 3miHu |
hnakoHy y Kopobui AT, WBeiiuapis; pisi/ My - 3MiHU 3 AKOCTI.
Bunyck cepii: CnoseHi A®|. BupobHuLTBO.
HoBaprTic ®apma s/ 3MiHu B npoueci
v6X, IcnaHis BMpoOHULTBa API
HimeuuunHa; (He3HayHa 3miHa 'y
Bupo6HMLTBO, npoveci BUpobHuLTBa
KOHTPO/b AKOCTI Adl)He3HauHi 3miHu
(3a [0 3aTBEPAKEHONO
BUIK/TIOYEHHAM comparability protocol
BioaHaniay), 0N BNIPOBaAXXEHHS
nepBuHHE HOBOTr0O po6040ro
nakyBaHHs, 6aHky knituH (WCB): -
BTOPVHHE 3amiHa meTogy
nakyBaHHs: ineHTudikauit
HoBaprTic ®apma KNITUHHOT NiHiT
LTeliH AT, mMeTooM «DNA
Llseiiuapis; fingerprinting» Ha
BTopuHHE meTog «CO1 barcode
nakyBaHHs, assay»; - YTOUYHEHHS
BMNYCK cepil: Ta y3rog)XxeHHs onucy
Nek mMeToay «In vitro assay
dapmacboTukan for the detection of
ca.a., viral contaminants»
CnoseHis; [ANSA TeCTyBaHHA
Bunyck cepii: PPCB y po3gini
HoBapTic 3.2.5.2.3.; - 3amiHa
PapmacbioTUKa, YMHHOIO MeToay S+L-




204 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
C.A., IcnaHis Extended assay Ha

eKBiBaJIEHTHUI MeTog,
S+L-Extended assay; -
3amiHa YMHHOro
meTogy XC Plaque
Extended assay Ha
eKBiBaIEHTHWI MeTop,
XC Plague Extended
assay; - BuknoueHHs
TecTyBaHHA Ha
MOPCbKMX CBUHKaX
(guinea pig testing) 3
Habopy meTogiB «In
vivo assay for viral
contaminants».
PepakuiiiHi yTOYHEHHS
[0 po3ainis AOCbE
3.2S.2571a3.2A2.2.
3MiHu | TNy - 3MiHK 3
akocTi. A®l. KoHTpornb
A®l. 3miHa y
napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (3BYXEHHSA
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikawir)
3BYXXEHHSA
[0NyCTUMUX MEX ANS
napametpa «Viability
after thawing», sikuit
BUKOPWCTOBYETLCA Nif,
yac KOHTPO/I0 Npu
BUMYyCKy Ta
NepeKoHTPOSII0 HOBYUX
po6oumx 6aHKiB KNITUH
(WCB) — i3 «> 40 %»
00 «= 74 %», 3
BiANOBIAHUMY 3MiHaMVU
y po3gin 3.2.5.2.3.




205 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHu | TUny -
AAMiHICTpaTUBHI
3MiHN. 3MiHa

HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS

LifNbHOCTI BUpOOHUKa

(BKkntovaroum, 3a
HeobXigHOCTI, Micue
npoBefeHHs

KOHTPOIO SIKOCTI), a6o

B/laCHVKa macTtep-
(paiina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro
mMatepiany/peareHty/n

POMDKHOTO NPOAYKTY,

LLI0 3aCTOCOBYHOTbLCH Y

BUPOGHMLTBI ADI
(AKLLLO 3a3HaYeHo Yy

[OCbE Ha NiKapCbKuii

3acib) 3a BiACyTHOCTI
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei y

3aTBepKeHOMY

[ocbe, ab0o BUPOOHMKa

HOBOT AONOMDKHOT
PEeYOBUHM (SKLLO
3a3HaYeHo y [lOCbE) -
3MiHa HaliMeHyBaHHS

BVPOGHMKA BUXIAHOTO

martepiany

Recombinant Protein

A ligand of MabSelect
resin i3 «GE

Healthcare, Sweden»

Ha «Cytiva, Sweden»,

6e3 3MiHN Micus
po3TallyBaHHS.

PepakuiiHi 3MiHn o

po3ainis 3.2.5.2.3,
3.2A21.,32A22,
3.2.A.2.5. 3miHun | TUNY
- 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkunii
3aci6. 3MiHn y




206 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BMPOGHULTBI. 3MiHU Y
npoveci BUpobHuLTBa
roTOBOrO /liKapCbKOro
3aco0y, BkIoYatoun
NPOMIKXHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCS
npv BUPOOHULITBI
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
BnpoBagxeHHsa
06’efiHaHHs cepili
L0401 peyvoBuHU Nig,
4yac pyTUHHOrO
BMpo6HMLTBA J13.
JlogaTkoBo OHOB/IEHO
po3gin 3.2.Aly
YacTWHI 3MiH,
nos’AsaHunx i3 GMP, a
TaKoX OHOB/IEHO JaHi
cTabinbHocTi [N13 3a
[BOMa NpoToKo/1aMm
LLOA0 Airunx
30608B’A3aHb Ta
BVMKOHaHO pefakuiiiHi
BUMpPaB/eHHS A0
OKpeMux paHiwe
nofaHux faHux.
Takox pefakuiliHi
3MiHM BHECEHO A0
po3sginis 3.2.P.2,
3.2P.35,3.2P81Ta
3.2.A.1. 3miHu | TNy -
3MiHVM 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa
po3mipy cepil
(BrNtovaroun aianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (macwwiTab gns
nikapcbKoro 3acoby
6ionoriyHoro/imyHosori
YHOTO MOXOKEHHS
36i1bLUMBCA/3MEHLLNB
cs 6e3 3MiHn
BMPOBHMYOro npouecy
(Hanpukniag
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ITponoB>xeHHs fofaTKa 3
Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

ny6noBaHHSA MiHil))
[opaBaHHA HOBOroO
po3wmipy cepii (21-31
K pO34unHy
NPOMDKHOrO NPOAYKTY
Bulk Drug Product,
BDP — 17300-25500
hnakoHiB A0
3aTBEPAKEHOr0
po3mipy cepii 14 kr £
10 % (12,6 — 15,4 kr)
BDP - 11500
hnakoHiB. 3MiHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHM y
BVMPOGHULTBI. 3MiHN Y
npoveci BUpobHuuTBa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETHCS
npu BUPOBHULTBI
roTOBOrO /liKapCbKOro
3aco6y (iHLi 3MiHK) -
HesHauHi 3MiHn y
npoeci BUpobHuUTBA:
- He3HauHi aganTauii y
KOHTPONSX Y NpoLeci
BMPO6HMLTBA A1
rapMoHisauji yacy
BUTpUMyBaHHA (hold
time) mix pisHUMK
po3mipamu cepili Ha
OCHOBI HOBUX
BasligaLiiHNX daHnX
BiANoBiAHO A0
3aTBepaKeHol
KOHUenuji vacy
BUTPUMYBAHHS i3 «<
1,5 roa» oo «< 6 rog»,;
- He3HavHa aganTtauis
LiNIbOBOro 3HaYeHHs
napameTpa «Mmaca
HanoBHeHHs (fill
weight), skuii
KOHTPO/IOETLCA Mif

4yac acenTn4Horo




208 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
HanoBHEHHSA

dnakoHiB. 3MiHu |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. 3MiHM Yy
BVMPOGHWLTBI. 3MiHK
BMNpoGyBaHb abo
[OMYCTUMUX MEX,
BCTaHOB/IEHUX Y
crneundikauisx, nig,
yac BUpobHuLTBA
roTOBOrO /liKapCbKOro
3acoby (gogaBaHHA
HOBOro MeToAy
BUMPOOYBaHHA Ta
[0MyCTUMUX MEX) -
BeeneHHs
BUNPOOYBaHHA Ha
6akTepiasibHi
€HA0TOKCUHN B
npoveci BUpobHuuTBa
(in-process control) Ha
eTani MikpobHoil
hinbTpavii BianosigHO
[0 YNHHKX CTaHdapTIB
LLIOA0 MOHITOPUHTY
MiKpo6iosioriyHoro
KOHTPO/I10. 3MiHN |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHM y
BVMPOGHULTBI. 3MiHN Y
npoveci BUpobHuuTBa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETHCS
npu BUPOBHULTBI
roTOBOrO /liKapCbKOro
3aco6y (iHLi 3MiHK) -
OHoOB/IEHHA
knacudikauii
KPUTUYHNX
napameTpiB npotecy
Ta KOHTponiB y
npoueci BUpoGHULITBA
(in-process control) 3
METOH rapmoHisadlii 3




209 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyeoypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
YUHHUMN
cTaHgapTamm
BMPOGHNYOro
MalifjaHumka
101. | IHPAHPUKC Diphtheria | gudTepiii JO7CAO0 | cycnensis (DTPa- nakcoCmit Benuka FnakcoCmitKna | Benbria/ BHECEHHS 3MiH 0 3a UA/16235/01/01
FEKCA - HWi 9 HBV-IPV) gns KnsaiiH BputaHia | IiH bBionogxikan3 | ®paHuis peecTpauiiHnx peyenmom
KOMBIHOBAHA haemophil | aHaTokcuH iH'ekuii no 0,5 mn (1 Ekcnopt C.A., benbris / marepianis: 3MiHu |
BAKUUHA ANna us (D)4 [o3a) Ta niodpinizar Nimiteq (Bunyck cepili My - 3MiHN 3 SKOCTI.
MNPO®PINAKTUKN | influenzae | npasueBu (Hib); 1 nonepeaHbo roToBOro A®I. KoHTponb AdI.
OUNDTEPII, B- i HanoBHeHWA NPOAYKTY. 3MiHa y meTogax
NnPABLUA, pertussis- aHaTOKCUH 04HOpa30Bui INpoBepeHHs BMNPOGYyBaHHs AdI
KALLTHIOKY poliomyelit | (T)% wnpwuy, (no 0,5 mn (1 KOHTPO/IO AKOCTI abo BuxigHoro
(ALENONAPHA is-tetanus- | Bordetella [03a)) Y KOMNNEKTi 3 DTPa-HBV-IPV mMatepiany/npomikHor
A KOMMOHEHT), hepatitis B | pertussis K JBOMa ronkamu ta KOMMOHEHTY); 0 NpoAyKTy/peareHTty,
FENATUTY B, aLLIOKOBI chnakoH 3 nakcoCmiTKns L0 BUKOPUCTOBYETHLCA
noniomienity aHTUreHu: niocpinizaTom (Hib) H y npoveci
TA KaLl/1loKoB ans 1 nosu, wo Bionoaxikans, BMpO6HULTBA API
3AXBOPHOBAHDb, WiA aHaToK 3MiLLYIOTbCA Nepes ®paHuis (iHWi 3miHW y MmeTogax
36YAHNKOM cuH (PT)Y BUMKOPUCT@HHAM; ABI (PopmyBaHHs, BMNPO6YBaHHSA
AKX e HUTYacTuii rosiKu, LWnpu, Ta HanoBHEHHS B (BKIHOYAIOUN 3aMiHY
HAEMOPHILUS remarsioT chakoH repmMeTnyHO Lnpui, abo gonoBHeHHs) ADI|
INFLUENZAE WHIH (FHA) 3anakoBaHi y npoBeAeHHs abo
TANY B L NAacTUKOBWI KOHTPOJHO SIKOCTI BMXIAHOrO/NPOMIXXHOro
nepTakTuH KOHTeliHep; no 1 a6o DTPa-HBV-IPV npoaykTy).
(PRN)%; no 10 nnacTMKoBux KOMIMOHEHTY. Y3roaeHHsa onucy
p-AHK KOHTeliHepiB Yy PopmMyBaHHA, MeTOoZIB KOHTPO/O
noBepxHe KapTOHHI Kopoo6Li 3 HamnoBHEHHS Ta AKOCTi NpW BUMYCKY
BUIA MapKyBaHHAM niocpinisauin B 47151 NoCciBHOro
aHTureH YKpPaIHCbKOI0 MOBOIO; pNakoHwm, mMarepiany Mix
Bipycy 1 nonepegHLO MapKyBaHHs Ta 3apeecTpoBaHNMM
renatuty HanoBHEHW nakyBaHHs, JaHuMK (3a3HaveHMn
B (HBsAgQ) 0HOPAa30BUiA npoBeeHHs B po3gini 3.2.5.2.3
23 wnpwuy, (no 0,5 mn (1 KOHTPO/IO AKOCTI KoHTposb maTepianis)
iHaKTNBOB [03a)) Y KOMNNEKTi 3 Hib koMnoHeHTy. Ta BiANOBIAHO
aHi Bipycu [ABOMma rosikamu Ta MapkyBaHHA Ta po6oyoto
noniomieni chnakoH 3 nakyBaHHs OOKyMeHTaLi€eto, ska
Ty: niocpinizaTom (Hib) roToBOro 3acTocoByBanach nig
Tmn 1 ana 1 nosu, wo NpOAYyKTY); yac TeCcTyBaHHs
(wTtam 3MiLLYIOTbCSA Nepes nakcoCmiTKns NoCiBHOrO MaTepiasy.
Mahoney)* BUMKOPUCT@HHAM; ABI H Bionopkikan3
; rosiku, Wnpu, t1a C.A., benbris
™n 2 dhnakoH repMeTUYHO (PopmyBaHHs,
(wtam ME 3anakoBaHi y HanoBHEHHS B
F-1)% nnacTyKoBuii Lnpwui,
Tmn 3 KOHTeliHep; no 1 a6o MapKyBaHHS i
(wtam Sa no 10 nnacTMKoBmux nakyBaHHs,
ukett)*; KOHTEiHepiB y npoBeseHHs
nosicaxap KapPTOHHI KOpoobLii 3 KOHTPOJIH SIKOCTI
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ng Haemo
philus
influenzae
Tmny b
(nonipuéo
3nnpn6iTo

n
docdpar,
PRP)?
KOH'torosa
HWiA 3
npasLeBun
M
aHaTOKCWH
om (TT) 5K
HOCiEM
NpoTeiHy

1 adcop6o
BaHull Ha
Q/TIOMIHII0
2idpokcudi

2iopamosa
Hut (Al(O
H)s)

2 pupobne
Huli 8
KaimuHax
OpiKOXIB
(Saccharo
myces
cerevisiae)
3a
dornomoz2o
10 p-

AHK mex
Honoeir
3adcop6os
aHuli Ha
Q/IOMIHI0
gocgham
(AIPO4)

4 PO3MHOX
€Hi Ha
K/limuHax
Vero

MapKyBaHHSAM
aHrNiicbKo MOBOIO
3i CTpUKEpOM

YKpaiHCLKOH MOBOO

DTPa-HBV-IPV
KOMTMOHEHTY.
HanoBHeHHA Ta
niocpinisauin B
chnakoHu,
MapKyBaHHA Ta
nakyBaHHs,
npoBefeHHsA
KOHTPO/IO AKOCTI
Hib KoMnoHeHTy.
MapkyBaHHA Ta
nakyBaHHs
roToBOro

npoAyKTY)

102.

IHPAHPUKC INB
XIb

Diphtheria

andpTepii
HWIA aHaTo

JO7CAO0
6

cycnensia (DTPa-
IPV) ons iH'ekujin no

nakcoCmit
KnsiiH

Benuka
BpuTaHis

nakcoCmiTKns
1iH Bionogpkikans

Benbrisi/
PpaHuis

BHECEHHS 3MiH 40
peecTpaLinHmX

3a
peyenmom

UA/15832/01/01




211 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyeoypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
KOMBIHOBAHA haemophil | kcuH (D) 0,5mn (1 posa) Ta Ekcnopt C.A., benbris / marepianis: 3MiHu |
BAKUUHA Ana us npasLesun niogpinizat (Hib); Nimiteq (Bunyck cepii My - 3MiHK 3 SKOCTI.
MNPO®PINAKTUKWN | influenzae | i aHaTokC cycnensia (DTPa- roToBOro A®I. KoHTponb AdI.
OUNDTEPII, B- nH (T)Y IPV) ans iv’exuii no NpOAYyKTY); 3MiHa y meTogax
NMPABLSA, pertussis- Bordetella 0,5mn (1 po3a) y nakcoCmiTKns BMNPOGYBaHHS AdI
KALLTHIOKY poliomyelit | pertussis k nonepeaHbO H abo BuxigHoro
(ALENONAPHN is-tetanus aLL/TIoKOBI HanoBHEHOMY Bionopxikans, mMartepiany/npomikHor
A KOMIMOHEHT), aHTUreHu: 0ofHOpa3oBOMY PpaHuin 0 NpoAyKTy/peareHTy,
noniomienity KaLLl/1loKOB wnpuui Ne 1y (PopmyBaHHs, LLIO BUKOPUCTOBYETLCSA
TA nii aHaToK KOMNeKTi 3 ABOMa HanoBHEHHS B y npoueci
3AXBOPIOBAHD, cuH (PT)Y ronkamu Ta wnpwmi, BMpo6HULTBa AdDI
3bYAHNKOM HUTYacTUii niogpinizat (Hib) y MapKyBaHHS Ta (He3HauHi 3MiHn y
AKX € remarnoot hnakoHi Ne 1, wo nakyBaHHs, 3aTBEPAKEHNX
HAEMOPHILUS WHIH (FHA) 3MiLLYIOTbCA Nepes npoBefeHHs meTogax
INFLUENZAE L BUKOPUCTaHHAM: N0 KOHTPO/IO AKOCTI BMNPOGYBaHHS)
TANY B nepTaxkTuH 1 nonepefHbLO DTPa-IPV HesHauyHa 3MiHa y
(PRN)%; HanoBHeHOMY KOMMOHEHT. BMNPOOGYBaHHI Ha
iHaKTMBOB 0HOpPa30BOMY dopmyBaHHs, iaeHTndikauito
aHi Bipycu LINPULY Y KOMNAEKTI HanoBHEHHSA Ta MeTooM 6iYHOro
noniomieni 3 /IBOMA rosikamu Ta nioghinizauis B notoky (lateral flow
Ty: 1 donakoHoMm 3 chnakoHu, method) Ana akTMBHUX
Tmn 1 niocpinizatom (Hib) y MapKyBaHHA Ta cy6cTaHuil
(wtam Ma BaKyyMHili nakyBaHHs, aLenonApHNX
honey)?; CTepWsbHIN npoBefeHHs Kawunokosux (Pa)
™n 2 ynakosLi; no 1 KOHTPOJHO SIKOCTI aHTUreHiB
(wram ME BaKyyMHili Hib KOMMNOHEHT. (kaLuntokoBwit
F-1)% CTEPW/IbHIN yNakoBLi MapkyBaHHs Ta aHaTokcuH (PT),
Tmn 3 Y KapTOHHii kopobui nakyBaHHs hinaMeHTOo3HWi
(wtam Sa roTOBOroO reMarmioTuHiH (FHA)
ukett)?; npoaykKTy); Ta neptaktuH (PRN))
nosnicaxap nakcoCmiTKns Ta eTani
na Haemo H Bionopkikans afcopboBaHoro
philus influ C.A., benbris KOHLeHTpaTy
enzae Tvn (HanoBHeHHs1 B Hanisnpoaykty (Bulk
yb Lnpui, Adsorbed Concentrate
(nonipuéo MapKyBaHHs Ta (BAC)) 3 meTOl0
3unpunobiTo nakyBaHHs, onTumisauii
n npoBeeHHs niAroToBKM 3paska nig
chocdpar, KOHTPO/I0 AKOCTI yac nNpoBefeHHs
PRP) DTPa-IPV BUNPOGYBaHHS, a
KOH'torosa KOMMOHEHT. came onTuMmisauis
HWiA 3 HanosHeHHs Ta eTany nonepeAHbLOro
npasLesun niocpinisauin B po3BefieHHN 3paskiB.
M pnakoHwm,
aHaTOKCUH MapKyBaHHs Ta
oM (TT) Ak nakyBaHHs,
HocieEM npoBefeHHs
NpoTeiHy KOHTPOJIH SIKOCTI




212 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyeoypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Hib KOMNOHEHT.
1 adcopbo MapkyBaHHsA Ta
BaHull Ha nakyBaHHs
Q/TIOMIHII0 roToBOro
2i0pokcudi NpoAYKTY)
2iopamosa
Hul
2 PO3MHOX
eHi Ha
K/imuHax
Vero
103. | IHPAHPUKC Pertussis, andpTepiit JO7AJ52 | cycneHsia ans nakcoCmit Benvka nakcoCmiTKna | dpaHuis BHECEHHS 3MiH 0 3a UA/15120/01/01
KOMBIHOBAHA purified HW IH'eKLili; cycneHsis KnsaiH BpuTaHis H / peecTpauinHmx peyenmom
BAKUWHA Ansa antigen, aHaTOKCUWH ONst iH'eKUin no 1 Ekcnopt Bionogxikans, Benbris marepianis: 3miHu |
MPO®INTAKTUKA combinatio | (D)% nosi (0,5mn)y Nimiteq dpaHuin My - 3MiHU 3 AKOCTI.
ONDTEPII, ns with npasLEeBu nornepeaHbLo (PopmyBaHHs, A®l. BUpo6HULTBO.
NPABLS, toxoids n 3arnoBHeHOMY HamnoBHEHHS B 3MiHu B npoueci
KALUNMIOKY aHaTOKCUH wnpuyi Ne 1y nonepegHL0 BMpoOHULTBa API
AUENIONAPHA ms KOMMNEKTi 3 OJHIE0 HarnoBHeHi (He3HayHa 3miHa 'y
OYMNLLEHA Bordetella abo ABOMa rosikamu; Lnpui, npoveci BUpobHuUTBa
IHAKTUBOBAHA pertussis K no 1 nonepegHbo MapKyBaHHSA Ta A®I) - 3miHa cknagy
PIOKA ALL/THOKOBI HarnoBHEHOMY nakyBaHHs, XpomarorpadivyHoro
aHTUreHu: LUMPULLY Y KOMMIEKTI KOHTPONb cuHboro rento (Blue
Kall/loKoB 3 ofHiel0 abo ABoma AKOCTI); Trisacryl M), wo
nii rosikamu y nakcoCmiTKns BVKOPUCTOBYETLCA B
aHaTOKCWH n1acTMKOBOMY 1iH Bionopxikana NpoLeci OYNLLEHHS
(PT)Y KOHTeliHepi; no 1 C.A., benbris [BOX aLentoNsapHUX
inameHT nnacTMkoBoMy (HanoBHeHHSA B Kawokosux (Pa)
03HUIA KOHTEliHepy B nonepegHL0 aHTUreHIB,
remarniot KapTOHHIlA KopooLi HanoBHeHi KaLLIlOKOBOr0 TOKCUHY
NHIH Lnpui, (PT) 1a
(FHA)Y MapKyBaHHs Ta hinamMmeHTo3HOro
nepTakTuH nakyBaHHs, remarnioTuHiHy (FHA)
(PRN)%; KOHTPO/b
AKOCTI);
ladcop6os nakcoCmiTKns
aHul Ha H Bionopxkikans
a/TOMIHI0 C.A., benbris
2i0pokcudi (KoHTponb
AKOCTI, BUMYCK
cepii)
104. | IHPAHPUKC Pertussis, andpTepiit JO7AJ52 | cycneHsia ans nakcoCwmit Benvka FnakcoCmitKna | dpaHuis BHECEHHS 3MiH 0 3a UA/15120/01/01
KOMBIHOBAHA purified HU iH'€KLili; cycneHsis KnsaiH BpuTaHis H / peecTpauinHmx peyenmom
BAKUWVHA onsa antigen, aHaTOKCUH ONst iH'eKUin no 1 Ekcnopt Bionopgxikans, Benbris marepianis: 3MiHu |
MPO®DINAKTUKA combinatio | (D)% nosi (0,5mn) y Nimiteq dpaHuin TMNy - 3MiHU 3 AKOCTI.
OUNDTEPII, ns with npasLesu nonepegHbLo (PopmyBaHHsi, A®I. KoHTposib AD.




213 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MPABLSA, toxoids n 3arnoBHeHOMY HanoBHEHHS B 3MiHa y meTogax
KALUTHOKY aHaTOKCUH wnpuui Ne 1y nonepegHL0 BUNpo6yBaHHA Ad|
AUENONAPHA ms KOMMEKTi 3 OAHIED HanoBHEHi ab60o BuXigHOTO
OYMLLEHA Bordetella abo ABOMa rosikamu; wnpwui, mMartepiany/npomikHor
IHAKTUBOBAHA pertussis K no 1 nonepegHLo MapKyBaHHA Ta 0 NpoAyKTy/peareHTty,
PIOAKA aLLoKOBI HanoBHeHOMY nakyBaHHs, L0 BUKOPUCTOBYETbLCA
aHTUreHw: LUMPULY Y KOMMEKTI KOHTpONb y npoueci
KaLLI1tOKOB 3 ofHieto abo gsoma AKOCTI); BMPOGHULTBA API
nii ronkamu y nakcoCmiTKns (He3HauHi 3MiHn y
aHaTOKCUH nnacTyKoBOMy H Bionopxikans 3aTBEPMAKEHNX
(PT) KOHTelHepi; no 1 C.A., benbria meTogax
hinameHT n1acTMKOBOMY (HanoBHeHHs B BMMNPOOYBaHHS) -
03HWUI KOHTelHepy B nonepeaHLo HesHauHa 3miHa y
remarnoot KapTOHHIi Kopo6Lyi HanoBHEHiI BMNPOGYBaHHI Ha
WHIH Lnpui, iaeHTndikauito
(FHA)Y MapKyBaHHA Ta MeTooM 6iYHOro
nepTakTuH nakyBaHHs, notoky (lateral flow
(PRN)%; KOHTpPO/b method) Ansa akTMBHUX
AKOCTI); cy6cTaHuili
ladcop6os InakcoCmiTKns auentonsapHUX
aHul Ha H Bionopxkikan3 Kawunokosux (Pa)
a/TOMIHIt0 C.A., benbria aHTUreHis
2idpokcudi (KoHTpornb (kaLuntokoBwit
AKOCTI, BUMYCK aHaTokcuH (PT),
cepii) hinaMeHTOo3HWi
remarfiioTuHiH (FHA)
Ta neptaktuH (PRN))
Ta eTani
afcopboBaHoro
KOHLieHTpaTy
Hanisnpoaykty (Bulk
Adsorbed Concentrate
(BAC)) 3 meTOl0
onTumisauii
niAroToBKM 3paska nig
yac npoBefeHHs
BUNPOGYBaHHS, a
came onTuMmisauis
eTany nornepeaHbLOro
po3BeAeHHs 3paskiB
105. | KANEHAYNA - KBITKM DO3AX | HacToiika no 40 mny | ToBapucTBO YkpaiHa BiAnNOBiAa/ibHUI | YKpaiHa BHECEHHS 3MiH 0 6e3 nions UA/8039/02/01
HACTOWKA KaneHgyn dhakoHax CKMSHUX 3 3a peecTpauiiHnx peyenma 2ae
" a60 nonimepHUx 06MeXeHo BUPOGHMLTBO, mMartepianis:
(Calendula Bignosiganib nepBuHHE YTOUYHEHHS
e flores) HiCTIO nakyBaHHs, HanucaHHA cTatycy
"®apmaueBT KOHTPO/b AKOCTI peknamyBaHHA B
nyHa Ta BUNycK cepii: Hakasi MO3 YkpaiHun
KOMNaHis MPAT Ne 386 Big 23.03.2026




214 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
"Biona" "®PITOPAPM", B npoueci BHeCeHHs
YKpaiHa,; 3MiH (3miHa 3aABHUKaA
BiANOBIAAbHNI N3 (MIBM) (BnacHuka
3a peecTpauiiHoro
BVMPOGHMLTBO, nocsifgyeHHs) (3rigHo
nepBuHHE Haka3y MO3 Big
nakyBaHHs, 23.07.2015 Ne 460):
KOHTPO/b AKOCTI: 3MiHVN BHECEHO B
AT iHCTpYKLito Ans
"Ny6Hudapm”, MeANYHOro
Ykpaina 3aCcToCyBaHHA

nikapcbKoro 3acoby y
po3ainu "3asBHuK" Ta
"Micue3HaxomKeHHs
3asaBHuKA". BBeeHHsA
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHA 3MiHW |
My - 3MiHK WoA0
6e3nekn/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepneHHs a0 3MiHU
[0 y3arasibHeHuX
[JaHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHA
y3ara/ibHeHUxX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBiganbHoI
3a 34jiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A/1A
3[iACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YMOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYMN KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
dharina cuctemm
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

hapmakoHarnagy).

3MiHa yNOBHOBaXeHOT

0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
[itoua pepakuis:
[JimakoBa NaHHa
CraHicnasiBHa.
[ponoHoBaHa
pepakuis: MNasnosa

HOnisi CepriiBHa. 3miHa

KOHTaKTHUX gaHnXx

yNOBHOBaXeEHOT 0co6M

3a8BHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YkpaiHi. 3MiHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cuctemm
thapmakoHarnsgy Ta
oro Homepa. 3MiHa
MicCLs 34jACHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHK).
OHOB/1EHO TEKCT
MapKyBaHHS yNakoBKy
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicns 3aTBepMKEHHS).
Pepakuist B Hakasi - He
nignarae. BipHa
peaakuis - nignsrae.

106.

KAMICTAL® -
FENb H

various

nigokaiHy
rigpoxnop
vay
MOHorigpa
T; KBITU
pomalLLku
(Matricaria
recutita L.)

AO1AD1
1

renb no 10 r B Ty6i;
no 1 Ty6i B
KapTOHHI Kopo6Lyi

CTAOA
ApuHaimiTT
enb Al

HimeyunH
a

Bupo6bHuuTBO Ta
BUMYCK Cepii:
CTAOA
ApuHaiimiTTens
Al

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeicbkii

6e3
peuyenma

UA/6590/01/01



https://atcddd.fhi.no/atc_ddd_index/?code=A01AD11

216 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
thapmakonei/MoHorpa

¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUpPOGHUMKa. MogaHHA
OHOBJIEHOr0
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne R1-
CEP 1996-020-Rev 08
(3aTBepaxeHo: R1-
CEP 1996-020-Rev
07) gna gitoyoi
peyoBuHY Lidocaine
hydrochloride
monohydrate Bif Bxe
3aTBEPKEHOr0
BMpo6HMKa MOEHS
IBERICA S.L., IcnaHis.
3MiHu | TNy - 3MiHu 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa

coii. MogaHHs HOBOTO




217

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ab0 OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXIAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUKA. [NogaHHA
OHOBJ/IEHOrO
cepTugikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
1996-020-Rev 09 ansa
Ljit0Y0T peYOBUHN
Lidocaine
hydrochloride
monohydrate Big Bxe
3aTBEPAKEHOr0
BMpo6HMKa MOEHS
IBERICA S.L., IcnaHisi.

107.

KAPHIBIT®

levocarniti
ne

neBOKapHi
TUH

A16AA0

PO3YMH NS iH'EKNA,
200 mr/mn; no 5 mn
y dhnakoHi; no 5
(hNakoHiB y
KOHTYPHIli
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIli
YapyHKOBIli ynakoBLji
B nauuj

TOB "tOpisi-
Papm"”

YkpaiHa

TOB "lOpisi-
Papm"”

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
A®I|. CTabinbHiCTb.
3miHa nepiogy
NOBTOPHMX
BMnpo6yBaHb/nepioay
36epiraHHa abo yMoB
36epiraHHs A®I (3a
BiACYTHOCTI y
3aTBEPAKEHOMY

3a
peyenmom

UA/14174/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

[ocbe cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil

hapmakonei, LWo
BK/IIOYAE nepiog
NOBTOPHOTO
BMNPOOYBaHHS)
(nepios, NOBTOPHOrO
BMNpOGyBaHHsA/nepios
36epiraHHs) -
36ibLIeHHs abo
BBE/leHHs nepiogy
NOBTOPHOTO
BMNpo6yBaHHA/Nepios
y 36epiraHHs Ha
OCHOBI pe3ynbTartis
LocnimpkeHb y
peaslbHOMYy 4aci.
36iNbLUEeHHSA TEPMiHY
nepekoHTposno APl
NIeBOKapHITVH
BMpo6Huka Northeast
Pharmaceutical Group
Company, Limited,
KnTaii (3aTBEpAXEHO:
nepiog, NepeKoHTPOsIH0
2 poku;
3anponoHOBaHo:
nepiog, NepeKoHTPOsIH0
3 pokn).

108.

KATEDLKE/b 3
NIAOKATHOM

Lidocaine,
combinatio
ns

nigokaiHy
rigpoxnop
na,
X/10prekcu
AnHy
avrigpoxn
opug,

NO1BB5
2

reno; no 12,5ry
rogppoBaHomy
Wwnpuui-Ty6i; no 1
rogppoBaHomy
LWNpuLy-Ty6i y
6nicTepi; no 1, abo
no 5, abo no 25
6nictepiB y
KapTOHHI Kopo6Lyi

dapmaueyTi
we abpik
MoHTaBiT
6X

ABCTpist

dapmaueyTiwe
habpik
MoHTaBiT TM6X

ABCTpis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBeneHHs a0 3MiHN
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
chapmakoHarnsgy;

3a
peyenmom

UA/4660/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

KOHTaKTHOI 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YMOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/THOHAKOYMN KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemn
hapmakoHarnsagy).
3MiHa YNOBHOBaXeHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
[itoua pepaxuis: Dr.
Barbara Posch.
MNponoHoBaHa
pepakuis:
ChristophSonderegger
. 3MiHa KOHTaKTHUX
[aHVX YroBHOBaXKeHOI
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
3MiHa KOHTaKTHOT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YKpaiHi.

[itoua pepakuis:
IpuweHko Hatanis
OpecTiBHa.
[ponoHoBaHa
pegfakuis: MisoBapoBa
Mapis MasniBHa.
3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YKpaiHi.

109.

KETOAEKCA

dexketopr

AeKckeTon

MO1AE1l

rpaHynv ans

TOB

YkpaiHa

TOB

YKpaiHa

BHECEHHS 3MiH Ao

3a

He

UA/16020/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ofen

podpeHy
TpomeTam
on

OpasIbHOr0 PO3UnHY
no 25 wmr; catue no
2,5r1; no 10, no 20,
no 30 a6o no 40
catlle y kopobu,i 3
KapTOHY

«MpefcTaBH
UUTBO
BAYM
OAPM

TMBX»

«ACTPADAPM»

peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctuu
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIKEHD,
npoBeAeHnx
BiANOBIAHO [0 NnaHy
negjaTpuyHux
nocnigpkeHs (PIP)
(3MiHy y3roxeHo 3
KOMNETEeHTHUM
YMNOBHOB&XXEHUM
opraHom)
3MiHV BHECEHO [0
IHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3gainu "OcobnmBocTi
3aCcToCyBaHHS",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
OHOB/1EHOI iHhopMaLii
3 6e3neku aitoyoi
peyoBMHW. BBeaeHHSA
3MiH NPOTArom 6-Tn
MicsiliB micns
3aTBEPAKEHHSA

peyenmom

nionse
ae

110.

KACEHb
MEANYHUN

oxygen

KNCEHb

VO3ANO
1

ras, y 6anoHax
o6'emomno 11,2 n,

MpAT
“XapKiBCbkn

Ykpaina

MOBHWIA LKA
BMPO6GHULTBA

Ykpaina

BHECEHHS 3MiH 40
peecTpaLinHmX

3a
peyenmom

He
nionse

UA/3603/01/01




221 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
rA30MOAIBHUN 3n,5n,6n,8n,10 " 0151 yNakoBKW Y marepianis: 3MiHu | ae
n,20n,40n,50 n;y | aBTOreHHWiA 6as10Hu, rpynu My - 3MiHu LWoAo
rpynax 6as1oHis 3aBog” 6as1oHiB, 6e3nekun/ehekTBHOCT
06'emom 480 n (40 n Meranaku Ta 3 i Ta chapmakoHarnagy
x 12), 600 n (50 n x rasudpikatopis (iHWi 3MiHM). 3MiHK
12), 640 n (40 nx KpiOreHHNX: BHECEHO B IHCTpyKLUit0
16), 720 n (40 n x MpAT 0N MeguyHoro
18), 800 n (50 n x “XapKiBcbkuii 3acTocyBaHHsA
16), 800 n (40 n x aBTOreHHWI nikapcbKoro 3acoby Ao
20), 840 n (40 x 21), 3aBoj”, YkpaiHa; po3giny «OcobnmnsocTi
1050 n (50 n x 21);y NOBHUIA LK 3aCTOCYBaHHA» LLOAO
meranakax C4 (4 x BMPO6HMLITBA 3 6e3neku
150 n), C6 (6 x 150 rasudikaTopis 3acTOoCyBaHHSA Aitoyoi
n); 3 rasudikatopis KpiOreHHMX: peyoBuHM Ta po3ain
KpiOreHHUX [JouipHe «MobiyHi peakwji»
nignpremMcTBo [I0MOBHEHO
«Meccep 3BiTYyBaHHA Npo
YkpaiHa», noGiyHi peakuii.
YkpaiHa
111. | KIEKCAH®300 enoxapari eHokcanap | BO1ABO | po3uuH gns iH'ekuiin TOB YkpaiHa ®AMAP XENC Icnanis/ BHECEHHS 3MiH 0 3a UA/10143/01/01
n WH HaTpito 5 no 10 000 aHTM-Xa "CaHodi- KEAP CEPBICI3 | Himeuun peecTpauiiHnx peyenmom
MO/Mn; Ne 1 (no 1 ABeHTIC MAOPWA, Ha/ marepianis: 3MiHu |
6ararof030B0MYy YkpaiHa" C.AY., IcnaHis Yropum mny -
thnakoHy no 3 mn B Ha AAMiHICTpaTUBHI
KapTOHHI Kopo6Lyi CaHodpi-ABeHTIC 3MiHW. 3MiHa
[Jonunang HalilMeHyBaHHs Ta/abo
m6X, agpecy Micus
HimeuunHa NpOoBaXEHHS
[iSNbHOCTI BUPOOHMKa
anbTepHaTnBHa (BKtovarouu, 3a
OinbHUUA ans HeobXigHOCTI, Micue

TectyBaHHs 13
32 OKPEMUMMU
MOKa3HNKaMU:
AHTUK-chakTop

XA aKTUBHICTb i

AHTK-hakTop lla

aKTUBHICTb:
XiHOiH 3pT.,
YropLmHa

npoBeLEeHHs
KOHTPO/I0 SIKOCTi), abo
BflaCHVKa mMacTtep-
tharina Ha Adl, abo
noctavasibHuKa
Adl/BnxigHoro
MaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
LLL0 3aCTOCOBYHOTbLCS Y
BMPOGHULTBI API
(AKW,O 3a3Ha4eHo y
[0Cbe Ha nikapcbkuii
3acib) 3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
chapmakonei y




222 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3aTBEPAKEHOMY

Aocbe, abo BUPOOHUKA
HOBOI A0OMNOMiXHOT
pPEeYOBUHM (AKLLO
3a3HaYeHo y [OCbLE).
3MiHa Ha3BK
BUPOGHMKA
ouuLieHoro MenapuHy
HaTpito (BUXigHWI
marepiany, skuii
BUKOPWCTOBYETLCA Y
BVMPOGHMLTBI Aitoyoi
PeYoBWHM
EHokcanapuHy
HaTpilo) i3 Sanofi
Chimie, ®paHuis Ha
Sanofi Winthrop
Industrie, ®paHujis
(BUpPOGHMYKIA
MaingaHuuk Ploermel).
Bci BUpo6Hu®ui
onepauii
3amwarTbesa 6e3
3MiH. 3MiHn | TUny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NpOBaXEHHS
[iSNIbHOCTI BUPOOHMKa
(BKntoyatouu, 3a
HeobXxigHOCTI, Micue
npoBefeHHs
KOHTPO/I0 SIKOCTi), a6o
B/laCHMKa mMacTtep-
thaiina Ha Adl, abo
noctavasibHuKa
Adl/BuxigHoro
marepiany/peareHty/n
POMKHOTO MPOAyKTY,
LLI0 3aCTOCOBYIOTLCA Y
BMPOGHMLTBI ADI
(AKL0 3a3HaYeHo y
[l0Cb€ Ha nikapcbkuii
3acib) 3a BigcyTHOCTI
cepTudpikata
BiANOBIAHOCTI

€Bponenchkii
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei y
3aTBEp)KEHOMY
[ocbe, abo BUPOOHUKaA
HOBOI ONOMiXHOT
PeyoBUHM (SIKLLO
3a3HayeHo y fiOCbE).
3MiHa Ha3Bu
BMPOGHMKa
ouvLeHoro enapuHy
HaTpito (BUXigHWI
maTepiany, Akuii
BUKOPVCTOBYETLCA Y
BVMPOGHMLTBI Aitoyol
pPeyvoBUHM
EHokcanapuHy
Hatpito) i3 Productos
Biologicos S.A.U.,
Icnaxis Ha Bioiberica
S.A.U,, IcnaHist
(BMPOBHMYMIA
MaingaHumk
«Olerdola»). Bci
BMPOGHUUI onepauii
3amwarTbea 6e3
3MiH. 3MiHu | TUny -
AAMiHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS
LifNbHOCTI BUpOOHUKaA
(BKkntovaroum, 3a
HeobXigHOCTI, Micue
npoBefeHHs
KOHTPOIO SIKOCTI), abo
B/laCHVKa macTtep-
(paiina Ha Adl, abo
noctavasibHvKa
Adl/BnxigHoro
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
LLIO 3aCTOCOBYHOTbLCH Y
BUPOGHMLTBI ADI
(AKLLLO 3a3HaYeHo Yy
[OCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI
cepTugpikata

Bi4noBIAHOCTI
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

€Bponeiicbkili
hapmakonei y
3aTBepKeHOMY
[ocbe, ab0 BUPOOHYMKa
HOBOT AONOMDKHOT
PEeYOBUHM (SKLLO
3a3HayeHo y JOCbE).
3miHa Ha3Bu
BMPOGHMKa
ouvLeHoro enapuHy
HaTpito (BUXigHWi
marepiany, skuii
BUKOPVCTOBYETLCA Y
BVMPOGHMLTBI Aitoyol
PeyoBMHM
EHokcanapuHy
HaTpito) i3 Aspen,
CLLUA Ha BioChem Oss
B.V., CLLA. Bci
BMPOGHUUYI onepauii
3amwarTbea 6e3
3MiH.

112.

KNIBAC 10

rosuvastati
n

posyBacTta
TWH
KasibLito

C10AAOQ

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 10
mr; no 10 TabneTok
y 6nicTtepi; no 1 abo
3, abo 9 bnictepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
Ceptudpikar
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
goii. MopaHHsA HoBOTO
a60 OHOBNEHOTO
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
051 BUXiAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI APIl; ans
[0NOMIKHOT pevyoBMHM

3a
peyerimom

UA/12971/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -

OHoBNEHWiA

cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHMKA NOoAaHHSA

OHOBJ/IEHOr0
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil

thapmakonei Ne CEP
2018-227-Rev 01
(3aTBepmxeHo: RO-
CEP 2018-227-Rev
00) pna AdI
po3yBacTaTuH KasibLyito
Bif, 3aTBEpAXEHOro
BMPO6HMKa «Nosch
Labs Pvt. Ltd.», IHZis1.

113.

K/MIBAC 20

rosuvastati
n

posyBacTta
TUH
KaUstbLito

C10AA0

TabneTku, BKPUTI
NAiBKOBOIO
obonoHkoto, no 20
Mmr; no 10 Tabnetok
y 6nictepi; no 1 abo
3, abo 9 6nicTepiB y
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI 260
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei: ana Adl;
Ansa BUXigHOro
marepiany/peareHTy/n
POMIKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHULTBI ADI; ans
[ONOMDKHOT PEYOBUHY
(cepTndoikat

3a
peyenmom

UA/12971/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ1IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-227-Rev 01
(3aTBepmxeHo: RO-
CEP 2018-227-Rev
00) pnsa Adl
po3yBacTaTViH KasibLiito
Bif} 3aTBEPAKEHOro
BMpo6HMKa «Nosch
Labs Pvt. Ltd.», IHAis.

114.

KNIBAC® YO

Rosuvasta
tin and
acetylsalic
ylic acid

posyBacTta
TUHKaNbL
10 Ta
kucnorta
auetunca
niynnosa

C10BX0
5

Kancynv Teepgi no 5
Mmr/100 mr, no 7
kancyn y 6nictepi,
no 4 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUnycK cepii
nikapcbKoro
3acoby: Agames
dapma C.A,,
MNonbLa;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Apamvep ®apma
C.A., Monbwa

MonbLwa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3amiHa pxepena
OfePXKaHHA
[OMOMDKHOT pEYOBUHN
a60o peakTuBy, L0
CTaHOBUTb PU3MK
nepegadi 36ygHuKiB
I'E (matepiany, LWo
CTaHOBUTb PU3MK
nepegadi 36ygHuKIiB
I'E, Ha maTepian
pOCAHHOro abo
CUHTETUYHOrO
NOXOKEHHS) - [na
[OMNOMDKHUX PEYOBUH
abo peakTuBiB, AKi He
BUKOPWCTOBYHOTLCS Y
BVMPOGHWLTBI aKTUBHOT
PeyoBUHM
6ionoriyHoro/imyHonori
YHOTO MOXOKEHHS,
ab0 nikapcbKoro

3a
peyenmom

UA/19794/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3acoby
6ionoriyHoro/imyHonori
YHOrO NOXOKEHHS
3aMiHa BUPOGHMKa
CTeapuHOBOT KUCNOTU
TBapVHHOIoO
noxogxeHHa PMC
Biogenic, Inc Ha
BMPOGHMKa
CTeapuHOBOT KUCNOTU
POC/IMHHOTO
MOXOKEHHSA
Zhongbao Chemicals
CO,, Limited.

115.

KNIBAC® YO

Rosuvasta
tin and
acetylsalic
ylic acid

posyBacTta
TUHKaNbL
10 Ta
kucnorta
auetunca
niynnosa

C10BX0
5

Kancynv Teepgi no
10 mr/100 mr, no 7
kancyny 6nictepi,
no 4 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BVMPOGHMLTBO,
nakyBaHHs,
KOHTPO/1b SKOCTI
Ta BUnycK cepii
nikapcbKoro
3acoby: Agames
dapma C.A,,
MNonbLa;
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
Apamvep ®apma
C.A., Monbwa

Monbwa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
[OMOMKHUX PEYOBUH.
3amiHa pxepena
OfePXaHHA
[OMOMDKHOT pEYOBUHN
a60o peakTuBy, L0
CTaHOBUTb PU3MK
nepegadi 36ygHuKIiB
I'E (matepiany, LWo
CTaHOBUTb PU3MK
nepegadi 36ygHuKiB
I'E, Ha maTepian
pOCAHHOro abo
CUHTETUYHOrO
NOXOKEHHS) - [na
[OMOMDKHWUX PEYOBUH
abo peakTuBiB, AKi He
BUKOPWCTOBYHOTLCH Y
BVMPOGHWLTBI aKTUBHOT
PeyoBUHM
6ionoriyHoro/imyHonori
YHOTO MOXOKEHHS,
abo nikapcbkoro
3acoby
6ionoriyHoro/imyHonori
YHOTO MOXOKEHHS
3amiHa BUPOGHMKa
CTeapuHOBOT KACNOTU
TBAPUHHOIO

3a
peyenmom

UA/19794/01/02




228 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
noxogxeHHa PMC
Biogenic, Inc Ha
BMPOGHMKa
CTeapuHOBOT KUCNOTU
POCNNHHOTO
MOXOKEHHS
Zhongbao Chemicals
CO,, Limited.
116. | KNMIBAC® AYO Rosuvasta | posyBacta | C10BXO | kancynwu TBepgi no TOB YkpaiHa BVMPOGHMLTBO, Monbwa BHECEHHS 3MiH 0 3a UA/19794/01/03
tin and TUHKaNbL 5 20 mr/100 wmr, no 7 "ACIHO nakyBaHHs, peecTpauiiHnx peuenmom
acetylsalic | o Ta Karcyn y énictepi, YKPAIHA" KOHTPOSIb SIKOCTIi marepianis: 3MiHu |
ylic acid kmcnoTa no 4 6nictepu B Ta BUNycK cepii TMny - 3MiHN 3 SKOCTI.
aueTtunca KapTOHHIN nauui nikapcbKoro [OTOBWIA NiKapCbKuii
niymnosa 3acoby: Agamveq 3aci6. KoHTponb
dapma C.A,, [L0MOMIKHMX PEYOBUH.
MNonbLa; 3amiHa pxepena
nepBrHHE Ta OfePXKaHHA
BTOPUHHE [OMOMDKHOT pEYOBUHN
nakyBaHHS: abo peakTuBy, L0
Apaveg ®apma CTaHOBUTb pU3MNK
C.A., Monbwa nepegadi 36ygHuKiB

I'E (matepiany, LWo
CTaHOBWTb PU3NK
nepegadi 36ygHuKiB
I'E, Ha maTepian
pOCAHHOro abo
CUHTETUYHOrO
NOXOKEHHS) - [na
[OMNOMDKHWUX PEYOBUH
abo peakTuBiB, AKi He
BUKOPWCTOBYHOTLCH Y
BVMPOGHWLTBI aKTUBHOT
PeyoBMHM
6ionoriyHoro/imyHonori
YHOTO MOXOMKEHHS,
abo nikapcbkoro
3acoby
6ionoriyHoro/imyHonori
YHOTO MOXOKEHHS
3amiHa BUPOGHMKa
CTeapuHOBOI KACNOTU
TBaPWHHOIO
noxogxeHHa PMC
Biogenic, Inc Ha
BMPOGHMKa
CTeapuHOBOT KUCNOTU
POC/IMHHOTO
NOXOKEHHS




229 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Zhongbao Chemicals
CO,, Limited.
117. | KNIMEH® - ecTpagion | GO3CA5 | TabneTtku, BKpUTI 3eHTiBa, K.C. Yecbka LENTb®APM PpaHLis BHECEHHS 3MiH 40 3a UA/4856/01/01
y 3 060/10HKO0, 6inoro Pecny6nik ninnb CAC peecTpauiiHnx peuenmom
BasiepaTt/e KONbOPY MO 2 Mr + a martepianis: 3MiHu |
cTpagiony TabneTku, BKpUTI TUny - 3MiHM LWoA0
Basiepart; 060/10HKOI0, 6e3nekun/edheKTBHOCT
uunpoTep POXEBOro Kosbopy, i Ta chapmakoHarnagy.
OHY 2 Mr/1 mr; KoMbi- BBeneHHs1 ab0o 3MiHu
auerar ynakoska Ne 21: 11 [0 y3arasibHeHnX

TabneTok 6inoro
Konbopy + 10
Tab1eToK POXEBOro
Konbopy y 6nictepi 3
KasieHJapHo
LKanot; no 1
6nictepy y
KapTOHHI nayui

[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
thapmakoHarnagy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnagy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsag.
[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
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230
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
dpapmakoHarnsg.
118. | KIOTPUMA30N clotrimazol | knoTpuma D01ACO | ma3b 1%;no 20ry OPrAHOCWM OAE EHK'106 ETikan3 IHAis BHECEHHS 3MiH 0 6e3 UA/8794/01/01
e 30N 1 Ty6i; no 1 1y6i B H MpaiisiT NimiTes peecTpauiiHnx peuyenma
naJui 3 KapToHy NAN®CAEH martepianis: 3MiHu |
CN3 (Ed My - 3MiHN 3 SKOCTi.
3ET ) [OTOBWIA NikapCbKuii
3aci6. KoHTponb

roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meToAax
BMNPOGYBaHHS
roTOBOrO /liKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEHUX
meToAax
BMNPOBYBaHHS) -
3MiHM y MmeToAax
BUNPOOYBaHHA 3a
NOKa3HUKOM
2.2.1aeHTundikayis
KNoTpMMasony.
[opanHs iHdopmauii
npo LWBWAKICTb
LeHTpudyru, sika
BMKOPUCTOBYETHLCA Mif,
yac NpuroTyBaHHSA
BUNPO60OBYBAHOIO
PO34MHy. BHeceHHs
YTOYHEHHS LWOJ0
NPUroTyBaHHA
BMNPOBOBYBaHOIoO
PO34MHY. YTOUHEHHS
KOHUeHTpaLii
peakTuBiB, SKi
BUKOPVCTOBYHOTbCS
ANSA NPUroTyBaHHS

HaCuU4YeHHA kamepu

ans

SIKOCTi. FoTOBWIA
nikapcbknii 3aci6.

pyxomoi gpasu Ta yac

XpomaTtorpadyBaHHS.
3MmiHu | TUNYy - 3MiHK 3

KOHTpO/1b TOTOBOr0O
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

niKapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEPAKEHUX
meToAax
BUNPOBYBaHHSA) -
3MiHM y MmeToAax
BUMPOOYyBaHHA 3a
nokasHukom KinbkicHe
BU3HAYEHHSA. [0 onucy
NPUroTyBaHHA
BMNPO6OBYBaHOIO
PO34MHY A0AAHO
iHbopmawito npo yac
YTPUMYBaHHSI PO34UHY
Ha BOASHIN 6aHi.
KpuTepii NpuitHATHOCTI
[ONS NOKasHUKa
KinbkicHe BU3HaYeHHs
3a/MwaTbes
HE3MiHHUMK

119.

KO-AIOBAH®

Valsartan
and
diuretics

BasicapTaH
rigpoxnop
oTiasng,
MiKPOHi30B
aHui

CO09DAO0
3

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 160
mr/12,5 mr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
y KOpOoO6Lji 3 KapTOHY

HoBaprTic
®apma Al

LLiBeiuapi
|

Brpo6HMLUTBO 3a
MOBHUM LMK/IOM:
HoBaprTic ®apma
C.n.A,, Itanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Micpapm C.n.A.,
ITanis;
KoHTposib
akocTi: CaHgo3
C.P.J1., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. KoHTponb AdI.
3MmiHa y napameTpax
cneundikaui Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha
Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/pearexT, wWwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNyYEHHSN
He3HaYHOro NnokasHuka
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
noKasHUKa)) -
BunyyeHHsa
napameTtpa
«Absorbance of the
solution» Ta

3a
peyenmom

UA/8688/01/02




232 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BignoBiAHOro MeToay
BMNPOGYBaHHSA
KOHTpOst0 sikocTi Ad|
FigpoxnopoTiasng
(Bpo6HYKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa
y napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha
Adl, abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearexT, wWwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHs
He3HauHOro MokasHuKa
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
NnoKasHuKa))
BunyyeHHsa
napametpa «Organic
volatile impurities» Ta
BiANOBIAHOrO MeToAY
BMNPO6YBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHn 3 aKocTi. AdI.
KoHTponb A®l. 3miHa
y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXIigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTbLCSH Y
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233 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
npoueci BUpoGHULITBA
A®| (BUNYyYEHHA
HEe3Ha4YHOro nokasHuka

AKOCTI (Hanpukniag,
BU/TyYEHHS
3acrapinoro
NoKasHWKa))
BunyueHHs
napameTpa «Selenium
(USP )» Ta
BIANOBIAHOrO MeToay
BMNPOGYBaHHSA
KOHTPOtO SIKOCTi AdPI
FapoxnopoTiasng
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3minn | Tuny -
3MiHu 3 aKocTi. AL,
KoHTposnb A®I. 3miHa
y napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA

AKOCTI (Hanpuknag,
BU/yYEHHSA
3acTapinoro
nokKasHukay))
BunyyeHHsa

napameTtpa «Assay,
based on dry

Ta BignoBigHOro
meToay
BMNPOGYBaHHSA
lapoxnopoTiasug

Farmaceutyczne

He3Ha4yHOro nokasHunka

KOHTpOto sikocTi AD|

(Bpo6HKK Zaklady

substance by titration»

Polpharma S.A.,




234 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

Poland). 3miHu | Tuny -
3MiHM 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
OHOBJ/IEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2016-290 - Rev 03
(3atBepaxeHo: CEP
2016-290 - Rev 02)
onsa A®l BancaprtaHy
Bif} 3aTBEPAKEHOro
BMpobHuKa Novartis
Pharma AG. 3minu |
TMny - 3MiHN 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTuduikat
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa
tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIAHOCTI a60
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMIKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
[LONOMDKHOT peqyoBMHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
HOBOrO cepTudikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2020-389 - Rev 04
(Process-Il) ana A®I
BancapTtaHy Big,
3aTBEPAKEHOr0
BMpo6HMKa Zhejiang
Tianyu
Pharmaceutical Co.,
Ltd., Kutain

120.

KO-AIOBAH®

Valsartan
and
diuretics

BasicapTaH
rigpoxnop
oTiasng,
MiKPOHi30B
aHui

CO09DAO0
3

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 160
mr/25 mr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
y KOpOoO6Lji 3 KapTOHY

HoBaprTic
®apma Al

LLiBefiuapi
|

Brpo6HMLUTBO 3a
MOBHUM LMK/TOM:
HoBapTic ®apma
C.n.A,, Itanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Micpapm C.n.A.,
ITanis;
KoHTposib

ITanis/
PymyHis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. KoHTponb AdI.
3MiHa y napameTpax
cneundikaui Ta/abo
[0NYCTUMUX MEX,
BU3HAYEHUX Y
crneungikalisax Ha

3a
peyenmom

UA/8688/01/03
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236
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
AkocTi: CaHgo3 Adl, abo

C.P.J1., PymyHis

BUXIZHWA/NPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHULTBa
A®| (BUNy4eHHSN
He3HaYHOro MokasHuKa
AKOCTI (Hanpuknag,
BUJTyYEHHSA
3acTapinoro
noKasHWKa)) -
BunyyeHHsa
napameTpa
«Absorbance of the
solution» Ta
BigNoBiAHOIoO MeToay
BMNPOGYBaHHSA
KOHTpOst0 sikocTi AD|
FigpoxnopoTiasng
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa
y napameTtpax
cneundikaui Ta/abo
JOMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha
Adl, abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCA Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHSN
He3HaYHOro MokasHuKa
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
NnoKasHuKa))
BunyyeHHsa
napametpa «Organic
volatile impurities» Ta
BiANOBIAHOrO MeToayY
BMNPO6YBaHHSA
KOHTpOto sikocTi AD|

ligpoxiopoTiasng




ozarka 3

237 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,

Poland). 3miHu | Tuny -

3MiHn 3 aKocTi. AdI.
KoHTponb A®l. 3miHa
y NnapameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXIigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (BUNYyYEHHA
He3HauYHOro MokKasHvKa
AKOCTI (Hanpukniag,
BU/TyYEHHS
3acrapinoro
NoKasHWKa))
BunyueHHs
napameTpa «Selenium
(USP )» Ta
BIANOBIAHOrO MeToay
BMNPOGYBaHHSA
KOHTPOO SIKOCTi AdPI
FapoxnopoTiasng
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,

3MiHu 3 aKocTi. AL,
KoHTposnb A®l. 3miHa
y napameTpax
cneuudikauii Ta/abo

[0NYyCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo

Poland). 3minn | Tuny -

BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HEe3HaYHOro MoKasHuKa

SKOCTi (Hanpukiag,




238 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BU/TYYEHHS
3acTapinoro
nokKasHukay))
BunyyeHHsa

napameTtpa «Assay,
based on dry
substance by titration»
Ta BifnoBifHOro
meToay
BMNPOGYBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHK 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBMHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
OHOBJIEHOrO




239 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2016-290 - Rev 03
(3atBepaxeHo: CEP
2016-290 - Rev 02)
onsa A®l BancaprtaHy
Bif} 3aTBEPAKEHOro
BMpobHuKa Novartis
Pharma AG. 3minu |
TMny - 3MiHN 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
HOBOrO cepTudikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2020-389 - Rev 04
(Process-Il) ana A®I
BancaprtaHy Big




240 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3aTBEPAXEHOr0
BMpo6HMKa Zhejiang
Tianyu
Pharmaceutical Co.,
Ltd., Kutain
121. | KO-AIOBAH® Valsartan BanicaptaH | CO9DAOQ | TabneTku, BKpPUTI HoBaprTic LLBefiuapi | BupobHuuTBO 32 ITanis/ BHECEHHS 3MiH 0 3a UA/8688/01/04
and , 3 NAiBKOBOIO ®apma Al A NOBHUM UMKIOM: | PymyHis peecTpauiiHnx peyernmom
diuretics rigpoxnop o060n0Hkoto, no 320 HosaprTic ®apma marepianis: 3minHu |
oTiasng, mr/12,5 mr; no 14 C.n.A,, Itanis; My - 3MiHN 3 SKOCTi.
MiKPOHi30B Tabnetok y 6nictepi; MepBuHHE Ta A®I. KoHTposnb AdPI.
aHui no 1 a6o 2 6nictepn BTOPUHHE 3MmiHa y napameTpax
y KOpOO6Lji 3 KapTOHY nakyBaHHs: cneundikaui Ta/abo
Micpapm C.n.A., L0NyCTUMUX MEX,
ITanis; BU3HAYEHNX Y
KoHTposb cneuudikauisx Ha
akocTi: CaHgo3 Adl, abo
C.P.J1., PymyHis BUXiAHWIA/NPOMDKHWIA

npoAayKT/pearexT, Wwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNyYEHHSN
He3HaYHOro MnokasHuka
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
noKasHUKa)) -
BunyyeHHsa
napameTtpa
«Absorbance of the
solution» Ta
Bi4NoBIAHOIO MeToAYy
BMNPOGYBaHHSA
KOHTpOsto sikocTi AD|
FigpoxnopoTiasng
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3minu | Tuny -
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa
y napameTpax
cneundikaui Ta/abo
[OMYyCTUMUX MEX,
BM3HAYEHUX Y
cneuudikauisx Ha
A®l, abo
BUXiAHWIA/NPOMDKHWIA
NpoAyKT/pearenT, Wwo




241 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHs
He3HauHOro MokasHuKa
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
NnoKasHuKa))
BunyyeHHsa
napametpa «Organic
volatile impurities» Ta
BiANOBIAHOrO MeToaY
BMNPO6YBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHn 3 aKocTi. AdI.
KoHTponb A®l. 3miHa
y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (BUNYyYEHHA
He3HauYHOro MokKasHuKa
AKOCTI (Hanpukniag,
BU/TyYEHHS
3acrapinoro
NoKasHWKa))
BunyueHHs
napameTpa «Selenium
(USP )» Ta
BIANOBIAHOrO MeToay
BMNPOGYBaHHSA
KOHTPOtO SIKOCTi AdPI
FapoxnopoTiasng
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3minu | Tmny -




ozarka 3

242 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHu 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa
y napameTpax
cneuudikauii Ta/abo

[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTHLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HE3HaYHOro MoKasHuKa
AKOCTI (Hanpuknag,
BU/yYEHHSA
3acTapinoro
nokKasHukay))
BunyyeHHsa
napameTtpa «Assay,
based on dry
substance by titration»
Ta BifnoBifHOro
meToay
BMNPOGYBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,

3MiHK 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili

a60 OHOBNEHOTO
cepTugpikata
BignoBigHOCTI abo
BU/TYYEHHS
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili

Poland). 3miHu | Tuny -

thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO

thapmakonei: gnsa Adl;

0151 BUXiAHOTO




243 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
OHOBJIEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2016-290 - Rev 03
(3atBepaxeHo: CEP
2016-290 - Rev 02)
ansa A®l BancaprtaHy
Bif} 3aTBEPAKEHOro
BMpobHuKa Novartis
Pharma AG. 3minu |
TMny - 3MiHK 3 SKOCTI.
CepTuddikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa
tpii. MogaHHSA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BMKOPUCTOBYIOTbCH Y
BMPO6GHUUTBI ADI; ans




244

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

[LONOMDKHOT peqyoBMHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
HOBOrO cepTudikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2020-389 - Rev 04
(Process-Il) ana A®I
BancapTtaHy Big,
3aTBEPAKEHOr0
BMpo6HMKa Zhejiang
Tianyu
Pharmaceutical Co.,
Ltd., Kutain

122,

KO-AIOBAH®

Valsartan
and
diuretics

BasicapTaH
rigpoxnop
oTiasng,
MiKPOHi30B
aHui

CO09DAO0
3

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 320
mr/25 mr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
y KOpOoO6Lji 3 KapTOHY

HoBaprTic
®apma Al

LLiBefiuapi
|

Brpo6HMLUTBO 3a
MOBHUM LMK/TOM:
HoBapTic ®apma
C.n.A,, Itanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Micpapm C.n.A.,
ITanis;
KoHTposib
akocTi: CaHgo3
C.P.J1., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. KoHTponb AdDI.
3MiHa y napameTpax
cneundikaui Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha
Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuLTBa
A®| (BUNyYEHHSN
He3HaYHOro NnokasHuka
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
noKasHUKa)) -
BunyyeHHsa
napameTtpa
«Absorbance of the
solution» Ta
Bi4NoBIAHOIO MeToAYy
BMNPOGYBaHHSA
KOHTPO/H0 sIKOCTi AdI

3a
peyenmom

UA/8688/01/05




245 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

FigpoxnopoTiasng
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa
y napameTtpax
cneundikaui Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha
Adl, abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearenT, wWwo
BUKOPWCTOBYHOTLCA Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHs
He3HaYHOro MokasHuKa
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
nokKasHuka))
BunyyeHHsa
napametpa «Organic
volatile impurities» Ta
BiANOBIAHOrO MeToayY
BMNPO6YBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHn 3 aKocTi. AdI.
KoHTponb A®l. 3miHa
y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXigHWIA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (BUNYyYEHHA
HE3HaYHOro MoKasHuKa




ozarka 3

246 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
AKOCTI (Hanpukniag,
BUNYYEHHA
3acrapinoro
NoKasHWKa))
BunyueHHs
napameTpa «Selenium
(USP )» Ta
BIANOBIAHOrO MeToay
BMNPOGYBaHHSA

KOHTPONO SIKOCTi AdPI
FapoxnopoTiasng
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3minn | Tuny -
3MiHu 3 aKocTi. AL,
KoHTposnb A®I. 3miHa
y napameTpax
cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HEe3HaYHOro MoKasHuKa
AKOCTI (Hanpuknag,
BU/yYEHHSA
3acTapinoro
nokasHukay))
BunyyeHHsa
napameTtpa «Assay,
based on dry
substance by titration»
Ta BignoBifHOro
meToay
BMNPOGYBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHM 3 AKOCTI.

CepTudikat




247 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBMHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
OHOBJ/IEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2016-290 - Rev 03
(3atBepaxeHo: CEP
2016-290 - Rev 02)
onsa A®l BancaprtaHy
Bif} 3aTBEPAKEHOro
BMpobHuKa Novartis
Pharma AG. 3minu |
TMny - 3MiHK 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa




Hassa

248

ITpopoB>xeHHsT

ozarka 3

n/n

JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

123.

tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIAHOCTI a60
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
HOBOrO cepTudikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2020-389 - Rev 04
(Process-Il) ana A®I
BancapTtaHy Big,
3aTBEPAXEHOr0
BMpo6HMKa Zhejiang
Tianyu
Pharmaceutical Co.,
Ltd., Kutain

KO-AIOBAH®

Valsartan
and
diuretics

BasicapTaH
rigpoxnop
oTiasng,
MiKPOHi30B
aHui

CO09DAO0
3

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, NO 80
mr/12,5 mr; no 14
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepn
y KOpOoO6Lji 3 KapTOHY

HoBaprTic
®apma Al

LLiBeiuapi
|

Brpo6HMUTBO 3a
MOBHUM LK/TOM:
HoBapTic ®apma
C.n.A,, Itanis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Micpapm C.n.A.,
ITanis;
KoHTposib
akocTi: CaHgo3
C.P.J1., PymyHis

ITanis/
PymyHis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. KoHTponb AdI.
3MmiHa y napameTpax
cneundikaui Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuudikauisx Ha
Adl, abo
BUXiAHWIA/NPOMDKHWIA
NpoAyKT/pearenT, Wwo

3a
peyenmom

UA/8688/01/01




249 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHs
He3HauHOro MokasHuKa
AKOCTI (Hanpukniag,
BUJTyYEHHSA
3acTapinoro
noKasHuka)) -
BunyyeHHsa
napameTpa
«Absorbance of the
solution» Ta
BigNoBiAHOIO MeToay
BMNPOGYBaHHSA
KOHTpOsto sikocTi Ad|
FigpoxnopoTiasng
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHu 3 akocTi. AdL.
KoHTposnb A®L. 3miHa
y napameTtpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha
Adl, abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (BUNy4eHHSN
He3HaYHOro MokasHuKa
AKOCTI (Hanpuknag,
BUJTyYEHHSA
3acTapinoro
NnoKasHuka))
BunyyeHHsa
napametpa «Organic
volatile impurities» Ta
BiANOBIAHOrO MeToayY
BMNPOGYBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,




ozarka 3

250 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Poland). 3miHu | Tuny -
3MiHu 3 siKocTi. AdI.
KoHTponb A®l. 3miHa

y napameTpax
cneumdikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikavisx Ha
Adl, abo
BUXIigHWA/NPOMIKHWIA
npoaykT/peareHT, LWo
BUKOPWCTOBYIOTLCH Y
npoueci BUpoGHULITBA
A®| (BUNYyYEHHA
He3HauHOro MokKasHvKa
AKOCTI (Hanpukniag,
BU/TyYEHHS
3acrapinoro
NoKasHWKa))
BunyueHHs
napameTpa «Selenium
(USP )» Ta
BiAANOBIAHOrO MeToay
BMNPOGYBaHHSA
KOHTPONO SIKOCTi AdPI
FapoxnopoTiasng
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,

3MiHK 3 gKocTi. AdI.
y napameTpax
L0ONYyCTUMUX MEX,
BU3HAYEHUX Y

cneuugikalisax Ha
A®l, abo

Poland). 3minun | Tuny -
KoHTposnb A®I. 3miHa

cneuudikauii Ta/abo

BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
AD| (BUNYYEHHSA
HEe3HaYHOro MoKasHuKa
AKOCTI (Hanpuknag,
BU/yYEHHSA
3acTapinoro

NOKasHUKa))




251 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BunyyeHHsa

napameTtpa «Assay,
based on dry
substance by titration»
Ta BignoBigHOro
meToay
BMNPOGYBaHHSA
KOHTpOto sikocTi AD|
lapoxnopoTiasug
(Bnpo6HKK Zaklady
Farmaceutyczne
Polpharma S.A.,
Poland). 3miHu | Tuny -
3MiHK 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAKEHOr0
BMPOGHUWKa - MogaHHA
OHOBJ/IEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponenchkii
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei Ne CEP
2016-290 - Rev 03
(3atBepaxeHo: CEP
2016-290 - Rev 02)
onsa A®l BancaprtaHy
Bif} 3aTBEPAKEHOro
BMpobHuKa Novartis
Pharma AG. 3minu |
TMny - 3MiHK 3 SKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHSA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APIl; ans
[LONOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUWKa - MogaHHA
HOBOrO cepTudikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2020-389 - Rev 04
(Process-Il) ana A®I
BancapTtaHy Big,
3aTBEPAXEHOr0
BMpo6HMKa Zhejiang
Tianyu




253 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Pharmaceutical Co.,
Ltd., Kutain
124. | KONICTUH colistin Kosnictume JO1XBO | mopowok ans 3eHTiBa, K.C. Yecbka MOBHMIA LMKN [Lanisa/ BHECEHHS 3MiH 40 3a UA/15525/01/01
3EHTIBA TaT HaTpilo 1 PO3UMHY ANs iH'EKLiA Pecny6nik BUPOGHMLTBA: YropLm peecTpauiiHnx peuenmom
a60 iHgysii no 1 a Kcennia Ha martepianis: 3MiHu |
000 000 MO; 1 a6bo dapmacbloTikan TUny - 3MiHM LWoA0
10 dhnakoHis 3 ¢ AnC, faHis; 6e3nekun/edheKTBHOCT
NMOPOLLUKOM B TecTyBaHHS: i Ta hapmakoHarnagy.
KapTOHHI nayui Kcennia BBepgeHHs1 a6o 3MiHN
dapmacbloTikan [0 y3arasibHeHux
c ita, [aHuX Npo cuctemy
YropwuHa thapmakoHarnsgy
(BBEAEHHSA

y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
thapmakoHarnagy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnagy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.




254 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 3a
dhapmakoHarniag,
125. | KONICTUH colistin Kosnictume JO1XBO | mopowok ans 3eHTiBa, K.C. Yecbka MOBHMIA LMKN [Lanisa/ BHECEHHS 3MiH 40 3a UA/15525/01/02
3EHTIBA TaT HaTpilo 1 PO3YUHY ANs iH'EKLi Pecny6nik BUPOGHMLTBA: YropLm peecTpauiiHnx peuenmom
a60 iHdysiii no 2 a Kcennia Ha martepianis: 3MiHu |
000 000 MO; 1 abo dapmacbloTikan TUny - 3MiHM LWoA0
10 dhnakoHis 3 ¢ AnC, faHis; 6e3nekun/edheKTBHOCT
NMOPOLLUKOM B TecTyBaHHsS: i Ta hapmakoHarnagy.
KapTOHHI nayui Kcennia BBepgeHHs1 a6o 3MiHN
dapmacbloTikan [0 y3aranbHeHUx
c ita, [aHuX Npo cuctemy
YropwuHa chapmakoHarnsgy
(BBEAEHHSA

y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,
MD. MponoHoBaHa
pefakuisi: Hikogemosa




255 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
dhapmakoHaring,
126. | KONMOTPO®IH promestrie | npomecTp GO3CAOQ | kpem BariHanbHuiA 1 | 3eHTiBa, K.C. Yecbka Brpo6HMUTBO 32 | PpaHLuis BHECEHHS 3MiH 0 3a UA/3481/02/01
ne WH 9 %; no 15 r y Ty6i; no Pecny6nik | NOBHUM LUKIOM: peecTpauiiHnx peuenmom
1 Ty6i B kOpobLi a Na6opatopis marepianis: 3minHu |
LWEMIHO, ®paH UMy - 3MiHM LWoA0
Lis1; KoHTponb 6e3nekun/edeKTBHOCT
cepii (Tinbkn i Ta hapmakoHarnagy.
MikpobiosnoriyHe BBefeHHst ab0o 3MiHu
TecTyBaHHS): [0 y3aranbHeHunx
KoHdhapma [aHux npo cuctemy

®paHc, PpaHuis

chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOT
0cobu 3asBHUKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
dininosa Mliogmuna,
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

MD / Ludmila Filipova,
MD. MNponoHoBaHa
pegpakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHMX
[aHnX YyroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarniag,

127.

KOHBEPIYM

irbesartan

Ip6ecapTa
H

C09CA0
4

Tabnetkv no 150 wmr;
no 10 TabneTok y
6nictepi; no 3 abo
10 6nicTepis B
KapTOHHI ynakoBLi

Megokemi
nTa

Kinp

Megokemi NT/,
(UeHTpanbHuii
3aBog)

Kinp

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TMny - 3MiHN 3 SKOCTI.
CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei: ans Adl;
015 BUXIAHOTO
MaTtepiany/peareHty/n
POMKHOTO MPOAYKTY,
o
BMKOPVCTOBYIOTbCH Y
BMPO6HMUTBI A®Il; ans
[ONOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
BunyyeHHsa
cepTuaikaTis (3a
HasBHOCTI
MybTUNIETHOTO
cepTugpikata Ha
MaTepian) BUgasIeHHs
ceptudpikata RO-CEP

3a
peyenmom

UA/12201/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

2017-151-Rev 04 Ha
A®dI, oCKiNbKK icHye
MyNbTUNAETHUIA
ceptugikat, ans
3aTBEPKEHOr0
BMpo6HUuKa Zhuhai
Rundu Pharmaceutical
Co. Ltd. 3MiHu | Tuny -
3MiHVM 3 AKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHSA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APIl; ans
[LONOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUKA -
JofaBaHHsA HOBOrO
ceptugpikaty gns Adl
ipbecapTaHy npouecy
Il (CEP 2021-347-Rev
02) Bxe
3aTBEPKEHOr0
BMpo6HUKa Zhuhai
Rundu Pharmaceutical
Co., Ltd.

128.

KOHBEPIYM

irbesartan

IpbecapTa

C09CA0

Tabnetky no 300 wmr;

Megokemi

Kinp

Megokemi 1T/,

Kinp

BHECEHHS 3MiH Ao

3a

UA/12201/01/02




258 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
H 4 no 10 Tabnetok y nTAa (UeHTpanbHuii peecTpauiiHnx peyenmom
6nicTepi; no 3 abo 3asof) marepianis: 3minHu |

10 6nicTepis B
KapTOHHI ynakoBLi

TMny - 3MiHN 3 SKOCTI.
CepTuddikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHsA HOBOrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
[LO0NOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
BunyyeHHsa
cepTuaikaTis (3a
HasBHOCTI
MybTUNIETHOTO
cepTudpikata Ha
MaTepian) BuaasieHHs
cepTtudcpikata RO-CEP
2017-151-Rev 04 Ha
A®DI, oCKiNbKK icHye
MyNbTUNAETHUIA
ceptugikat, ons
3aTBEPKEHOr0
BMpo6HUKa Zhuhai
Rundu Pharmaceutical
Co. Ltd. 3MiHu | Tuny -
3MiHVM 3 AKOCTI.
CepTudpikat
BignosigHocTI/lE-
cepTuduikat
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa
tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIAHOCTI a60
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMIKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
[LONOMDKHOT peqyoBMHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
chapmakonei) - Hosuii
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHUKA -
[ofaBaHHsA HOBOrO
ceptugpikaty gns Adl
ipbecapTaHy npouecy
Il (CEP 2021-347-Rev
02) Bxe
3aTBEPKEHOr0
BMpo6HUKa Zhuhai
Rundu Pharmaceutical
Co., Ltd.

129.

KOHBY/JEKC

valproic
acid

HaTpito
Ba/ibnpoa
T

NO3AGO
1

PO3YMH ANS iH'EKLH,
100 mr/mn, no 5 mn
B amnyni, no 5
ammnyn y KOHTYpPHIiA
YapyHKOBIli ynakoBLii

TOB "BAYLU
XENC
YKPAIHA"

YkpaiHa

BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BMNYCK cepil:
I.J1. dapma
m6X, ABCTpis

BTOPUHHE
nakyBaHHs:
I.J1. dapma

mM6X, ABCTpis

ABCTpIs

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NiKapCbKuii
3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa
ab0 BBeEHHSA
[0[AaTKOBOI AibHNL
BMPOGHMLTBA AN
4acTUHK abo BCbOro
BMPOBHMYOro npouecy
rOTOBOrO J1iKapCbKOro

3a
peyenmom

He
nionsie
ae

UA/6595/01/01




260 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KOHTPO/b SKOCTI
(cTepunbHICTL):
ABCTpilicbke
areHTCTBO 3
OXOPOHU
3[0p0oB'A Ta
Xap4oBoi
6e3nekun M6X,
ABcTpis

3acoby (ginbHUUs ans
BTOPWHHOTO
nakyBaHHs). 3amiHa
BMPOGHMYOT AiNbHUL
BiANOBiAaIbHOT 3a
BTOPWHHE NaKyBaHHSA
(6yno: G.L. Pharma
GmbH (Arnethgasse
3, A-1160 Vienna,
Austria) / ' .J1. dapma
"mM6X (ApHeTracce 3,
A-1160 BigeHb,
ABcTpisi); ctano: G.L.
Pharma GmbH
(Gansterergasse 9-13,
1160 Vienna,
Austria) / I".J1. dapma
m6X
(FaHcTepepracce, 9-
13, 1160 BigeHb,
ABcTpist)). BBegeHHs
3MiH NpOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHSA. 3MiHN
I Tvny -
AAMiHICTpaTUBHI
3MiHW. BunyueHHs
BMPOGHMYOT AiNbHUL
(BKtOYAIOUN [iNbHUL
ons A®l, npomixHoro
npoaykty abo
roTOBOrO JliKapCbKOro
3aco6y, AinbHUUI Ans
npoBefeHHs
nakyBaHHS,
BMPOGHMKA,
BignoBigasIbHOro 3a
BUMYCK cepili, Micue
npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BMXifHOro martepiany,
peareHTy abo
[ONOMDKHOT PEYOBUHU
(AKWO 3a3HaYeHo y
[0Cbe). BunyuyeHHs
albTEPHATUBHOIO
BUPOGHMKA




261 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BignoBigasIbHOro 3a
BTOPWHHE MaKyBaHHS:
G.L. Pharma GmbH
(Industriestrasse 1,
8502 Lannach,
Austria).
3amwiaeTbea
albTepHaTUBHWIA
BMPOGHUK
BiANOBiAabHMI 3a
BTOPWHHE NaKyBaHHS
.. dapma M'm6X.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBUIA
nikapcbknii 3aci6.
3MiHV Y BUPOOHULTBI.
3miHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY
cepii Ta KOHTPOsIO
AKOCTi FOTOBOTO
nikapcbKoro 3acoby
(3amiHa abo
[oAaBaHHSA finbHWLI,
Ha SIKiil 34jicCHI0ETbCS
KOHTPONb/BUNpPOOYBaH
Hs cepii). JlogaBaHHsA
LinbHULL
BiANOBiAaIbHOT 3a
KOHTPO/b SIKOCTI, @
came TecT Ha
CTEPW/IbHICTb:
ABCTpilicbke
areHTCTBO 3 OXOPOHU
3[10pOB's Ta Xap4yoBoi
6e3nekn Mv6X - IMED-
Graz, MIHY
(BeTxoseHLuTpacce 6,
8010 INpau, AscTpis) /
Osterreichische
Agentur fur
Gesundheit und
Ernahrungssicherheit
GmbH - IMED-Graz,
MIHY




262 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

(Beethovenstrasse 6,
8010 Graz, Austria).
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBeppkKeHHs.
3MmiHu | TUnYy - 3MiHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amina abo
AofaBaHHA
BMPOGHMKA, WO
Bignosigae 3a
BBE3EHHSA Ta/abo
BMMYCK cepii) - He
BK/THOHAI0UM
KOHTpONb/BUNPOOYBaH
HS cepil.
MepeHeceHHs
BMPOGHMKa
BiANoBiga/IbHOrO 3a
Bunyck cepii M3, go
BXe 3aTBEepA)KEeHOro
BMPOGHMKa
BignoBigasIbHOro 3a
BVMPOGHMLTBO,
nepBUHHE NaKyBaHHS,
KOHPTONb SIKOCTI
(6yno: G.L. Pharma
GmbH (Schlossplatz
1, 8502 Lannach,
Austria) / I".J1. dapma
v6X (Wnoccnnay, 1,
8502 /laHax, ABCTpisl);
ctano: G.L. Pharma
GmbH (Arnethgasse
3, 1160, Vienna,
Austria) / I.J1. dapma
'M6X (ApHeTracce 3,
1160, BigeHsb,
ABCTPIf)). 3MiHK
BHECEHO B pO34iN




263 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

"Micue3HaxomKeHHs
BUPOGHMKA Ta agpeca
MiCLisi NPOBa/KEHHS
oro gisnbHocTi" B
IHCTpYKLito AnA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY 3 3aMiHO0
BMPOGHMKa
nikapcbkoro 3acoby Ta
AK HACNIAOK - Yy TEKCT
MapKyBaHHS YNakoBK/
niKapcbKoro 3acooby.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHn | Tuny -
AAMiHICTpaTUBHI
3MiHW. 3MmiHa
HaliMeHyBaHHs Ta/abo
agpecy Micus
NpoBaXEHHS
AiSNbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
AiNbHWL BUMYCKyY cepii
abo micue
npoBefEeHHs
KOHTPO/IO AKOCTI.
(BiANbHICTb, 3a AKY
Bignosigae
BMPOGHMK/iMNopTep,
He BK/10Yatoun BUMycK
cepiit). 3miHa agpecu
3aTBEPAKEHOr0
BUPOGHMKA
BiANOBIAa/ILHOIO 3a
Brpo6HMLTBO,
nakyBaHHS, KOHTPO b
AKOCTi. Agpeca
npuBoANTLCA Y
BiANOBIAHICTb A0
oHosneHoro GMP
ceptudpikata
BMAaHOro
[Jepxnikcnyx60t0.

Bupo6HMYa AinbHUUSA,
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

Ha3Ba Ta yci
BMPOGHUUYI onepauii
3a/MwaTbes
HEe3MiHHUMK. 3MiHK
BHECEHO B po34in
"Micue3HaxomKeHHs
BMPOOHYMKa Ta agpeca
MiCLil NPOBaKEHHSA
ioro pgisinbHocTI" B
IHCTpYKLit0 oNns
MeLNYHOro
3aCTOCyBaHHSA Ta AK
HacnifokK - y TekcT
MapKyBaHHS! yNakoBKu
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.

130.

KOPOEPIA AM

perindopril
and
amlodipine

nepuHaon
puny TepT-
6yTvnamiH
Ta

amioauni
y becunar

C09BBO
4

Tabnetku no 4 mr/5
mr; no 10 Tabnetok
y 6nicTtepi; mo 3
6nictepy y nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
™ny -
AAMiHICTpaTuBHI
3MiHW. BunyueHHs
BUPOGHWYOT AifTbHULL
(BKtOM@OUN [inbHUL
ons A®l, npomixHoro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUUI Ans
npoBefeHHs
nakyBaHHS,
BMPOGHMKA,
BignoBigabHOro 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BMXifHOro martepiany,
peareHTy abo
[ONOMDKHOT PEYOBUHY
(AKW,O 3a3Ha4eHo y
[OCbE).
BunyuyeHHs
BMPO6HUKa AdI
AmnoauniHy 6ecunat
KOPRAN RESEARCH
LABORATORIES

3a
peyenmom

UA/20544/01/01




265 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
LIMITED, IHgis
3aTBepakeHo:
HETERO DRUGS
LIMITED, IHgis
KOPRAN RESEARCH
LABORATORIES
LIMITED, IHgis
3anponoHoBaHo:
HETERO DRUGS
LIMITED, IHgis
131. | KOPAEPIA AM perindopril | nepuHaon C09BBO | Tabnetkn no 4 mr/10 AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 3a UA/20544/01/02
and pwny TepT- 4 mr; no 10 Tabnetok "®apmak” peecTpauiiHnx peyenmom
amlodipine | 6yTunamix y 6nictepi, no 3 marepianis: 3MiHu |
Ta 6nictepn y nauui 3 mny -
amo4MniH KapTOHY AAMiHICTpaTUBHI
y 6ecunat 3MiHW. BunyyeHHs

BVMPOGHMYOT AiNbHUL
(BKTHOMAIOUM AiNbHUL
ons A®l, npoMixXHOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKA,
BiANOBIAa/IbHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/tO cepii) abo
noctavasibHuKa
BUXIAHOIO MaTepiany,
peareHTy abo
[OMOMDKHOT pEYOBUHN
(AKLL,0 3a3HAYeHo Yy
[0CbE).
BunyyeHHsa
BMPOGHUKa AdI|
Amnoguniny 6ecunar
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3aTBepkeHo:
HETERO DRUGS
LIMITED, Ingis
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3anponoHoBaHo:




266

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

HETERO DRUGS
LIMITED, Ingis

132.

KOPAEPIA AM

perindopril
and
amlodipine

nepvHaon
pwny TepT-
6yTunamin
Ta

amnoauniH
y 6ecunart

C09BBO
4

Tabnetku no 8 mr/5
Mmr; no 10 TabneTtok
y 6nictepi; no 3
6nicTepu y nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
™ny -
AOMiHICTpaTVBHI
3MiHW. BunyueHHs
BVMPOGHMYOT AiNbHUL
(BKKOYAKOUM OiNbHULL
ans A®l, npomixHoro
npoaykty abo
roTOBOrO /liKapCbKOro
3aco6y, AinbHULUI Ans
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BiANoBiAa/IbHOrO 3a
BUMYCK Cepiid, micue
npoBeLEeHHS
KOHTpOsto cepii) abo
noctavasibHuKa
BMXigHOro marepiany,
peareHTy abo
[ONOMDKHOT peqyoBMHN
(AKLLLO 3a3HaYeHo Yy
[OCbE).
BunyyeHHsa
BMPOOGHUKa AdI
AmnoguniHy 6ecunat
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3arsepaKeHo:
HETERO DRUGS
LIMITED, Ingis
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3anponoHoBaHo:
HETERO DRUGS
LIMITED, Ingis

3a
peyenmom

UA/20544/01/03

133.

KOPOEPIA AM

perindopril
and
amlodipine

nepuHaon
puny TepT-
6yTvnamiH
Ta

amao4mniH

C09BBO
4

Tabnetky no 8 mr/10
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepy y nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |
™ny -
AAMiHICTpaTuBHI

3a
peyenmom

UA/20544/01/04
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

y 6ecunar

3MiHW. BunyyeHHs
BVMPOGHWYOT AiNbHUL
(BrTHOMAOUM AiNbHUL
ons A®l, npoMixHoOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKa,
BiANOBIAa/ILHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/to cepii) abo
noctavasibHuKa
BUXIAHOrO MaTepiany,
peareHTy abo
[OMOMDKHOT PEYOBUHN
(AKL,0 3a3Ha4eHo y
[0CbE).
BunyyeHHsa
BMPO6HUKa AdI
Amnoguniny 6ecunar
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3aTBepkeHo:
HETERO DRUGS
LIMITED, Ingis
KOPRAN RESEARCH
LABORATORIES
LIMITED, Ingis
3anponoHoBaHoO:
HETERO DRUGS
LIMITED, Ingis

134.

KOPTIHE®®

Fludrocorti
sone

thnyApoKo
PTU30HY
auerar

HO2AAO0

Tabnetku no 0,1 wr;
no 20 TabneTok y
dhnakoHi; no 1
chnakoHy B
KapTOHHI kopobuy;
no 20 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

AT "Apavep
dapma”

Monbwa

AT "Apamves
dPapma”

Monbwa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHunx
[aHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cucTemy

3a
peyenmom

UA/9532/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

135.

thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHa Bif
YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy).
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
3MiHa KOHTaKTHUX
[AaHUX KOHTaKTHOI
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YKpaiHi.

KOCONT BK

timolol,
combinatio
ns

Jopsonami

A,
TMmMonon

SO1ED5
1

Kpari 04Hi, PO34uH;
no 10 mn y dpnakoHi
3 [103aTOPOM Ta
KpuLLKOtO; no 1
hnakoHy 3
Jo3aropom Ta
KPULLIKOIO 3
KOHTPO/IEM NEepLLOro
PO3KpUTTA B
KapTOHHI Kopo6Lyi

CaHTeH AT

diHnsAHAIA

BVPOGHWK,
BiANOBigaIbHUI
3a BUNyCK cepii:

CaHTeH AT,

PiHNAHAIA;

BUPOBHMK,
BiAnoBigaNbHWI
3a BUPOBGHULITBO

in-bulk,
NepBUHHY Ta

BTOPWHHY

yMaKkoBKy,
BMNPO6YBaHHSA

L1010 AKOCTI:

Ty6intokc

dapma C.IM.A.,

diHNSAHA,
ia/ ITania

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis: 3minHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. 3MiHN Yy
BVMPOGHULTBI. 3MiHN Y
npoueci BUpobHULTBA
roTOBOrO /liKapCbKOro
3aco0y, BK/Ioyatoun
NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci

3a
peyenmom

UA/18106/01/01




269 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
ITanis BUPOOHMLTBA) -
He3HauyHa 3miHa y
npoeci BUpobHULTBA,
a came BBEAEHHA Y
BMPOGHMYMIA NpoLec
a/IbTEPHATUBHOIO
inbTpa Ha eTani
cTepunizauii M3
136. | KCEHNO3UM olipudase Oninygasn | A16AB2 | nopowok ans CaHodpi 6.B. | HigepnaH BMPOGHMLTBO IpnaHgis BHECEHHS 3MiH 0 3a UA/20390/01/01
alfa anbha 5 NPUroTYBaHHSA on KiHLLeBOro peecTpauiiHnx peuenmom
KOHLeHTparty A/1s NPOAYKTY marepianis: 3minHu |
PO34mnHy Ans (HanoBHeHHS, TMny - 3MiHN 3 SKOCTI.
iHdpysiin, no 20 wr; niocpinizauis), A®I. BupobHMUTBO.
Nel: no 20 mr nakyBaHHs, 3MiHM B npoueci
NOPOLLKY AN MapKyBaHHA, BMpo6HULTBa AdDI
NPUroTyBaHHA KOHTPO/b Ta (He3HayHa 3MiHa y
KOHLeHTparty A/1s BUMYCK Cepii, npoveci BUpobHuLTBa
PO34mnHy Ans aHaniTU4Hi Adl)
iHpy3iil y donakoHi; BUNPOGYBaHHSA HesHauyHa 3MiHa y
no 1 chnakoHy B NPOMIXHOro Ta npoLeci BUPoGHMLTBA
KapTOHHI Kopo6Lyi rotosoro /13, A®l, a came 3miHa
BUMNPOOYBaHHA AiameTpy KONMOHKM ANns
cTabinbHOCTI, xpomarorpadii Octyl
36epiraHHs: Sepharose Fast Flow,
[oxeHsainm LLI0 BUKOPUCTOBYETHCS
IpnaHg, Nivites, B OUULLEHHI Aitoyoil
IpnaHgis PEYOBVHM Mpu
BMPOOHULTBI /13, 3 80
cM 1o 60 cwm, Wwo
[03BONNTH
cKopurysaTtu fianasoH
06'EMY KO/TOHKM 3
90,5-100,5 n o 50,9-
56,5 n.
137. | KycToAion Cardiople | Hatpito BO5XA1 | kappgionneriyHuii [p. ®paHy HimeuumnH Ap. ®paHy, Himeuun BHECEHHS 3MiH 0 3a UA/6672/01/01
gia xnopug; 6 po34unH; no 500 mn Kbonep a Kbonep Xemi Ha peecTpauiiHnx peyenmom
solutions Kanito a6o 1000 mny Xemi 'meX 6X martepianis:
xnopug; NASWKax CKASHUX; YTOUHEHHSA
MarHito no2n,abo5ny HanucaHHsa koay ATX
xnopua, naketax, abono 1 n Ta MHH B Hakasi MO3
rekcarigpa y nakeTi, BMiLeHoOMy Ykpainu Ne 386 Big
T y BakyymHy 23.03.2026 (3MiHu |
ricTuauy; ynakoBky, no 1 ™ny -
ricTanny nakeTy B KOpoo6Li AAMiHICTpaTUBHI
rigpoxnop 3MiHK. 3MiHa koay
na, ATX - 3MiHN BHECEHO

MOHOrigpa

00 iHCTpYKUii Ans




270 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
T MeAMYHOro
Tpuntocha 3aCcToCyBaHHA
H; MaHiT; nikapcbKoro 3acoby Ao
KasibLito posginy
xnopwua, "papmakoTepanesTuy
avrigpar; Ha rpyna. Kog ATX."
anba- BiANoBiAHO A0
KeTornyta MiXXHapogHOro
poBa knacudpikatopa BOO3
kucnorta

(http://www.whocc.no/
atc_ddd_index/):
3aTBEPMKEHO —
"PO3UMHHVKN Ta

3acobu gns
po3BefieHHs,

BK/IOUAOUM ipurauiiiti

po3sunHu. Kog ATX
VO7A B.",
3anponoHoBaHo —
"Kpos i popmeHi
€e/1IeMEHTH KpOBi.
KpoBo3amiHHWKM Ta
nepgysiliHi po3unHn.
Jlogatkosi po3unHm
ans
BHYTPILLHbOBEHHOIO
BBEfEeHHS. PO34nHu
€NeKTPOonITIB.
Kapgionneriyni
po3umHn. Kog ATX

B0O5X Al16." BBefieHHA
3MiH NnpoTarom 6

MicsiliB micns
3aTBEPMAKEHHSA. 3MiHU
| TMNY - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbkuii

3aci6. Onuvc Ta cknag

(IHLWi 3MiHK)
MpuBeneHHA
nikapcbKoi chopmu Ao
MixHapogHoi
knacudikauii ATX ta
[0 aKTyanbHUX
[LOKYMEHTIB 3asiBHUKA.

[itoua pepaxuis: MKA

N3: Po3uuH ana
nepgysiii
[ponoHoBaHa




271 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

pepakuis: MKA N3:
Kapgionneriunuii
PO3UUH. 3MiHN
BHECEHO A0 IHCTPYKLUIT
ON5 MenyHOro
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby [0
po3ainy "/likapcbka
chopma" Ta BignoBigHi
3MiHW [0 TeKCTy
MapKyBaHHsI
NepBUHHOI YNakoBKN
n.4, n.5. BeegeHHs
3MiH NnpoTarom 6
MicsiyiB micns
3aTBEPMAKEHHSA. 3MiHU
Il Tvny - 3miHK WwWoao
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy.
3MiHW y KOpPOTKilA
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLii gns
MeAMYHOro
3aCcTOCyBaHHSA Yy
3B'AA3KY i3 HOBVMMU
OaHnumu 3 SKOCTI,
OOKMIHIYHUMK,
KNIHIYHMW faHMKn Ta
AaHumm 3
thapmakoHarnagy -
3MiHV BHECEHOo [0
IHCTPYKLT AnA
MeLNYHOro
3aCTOCYyBaHHS
nikapcbkoro 3acoby [0
po3sginy "Oco6nmnBocCTi
3aCToCyBaHHA".
BBeneHHs 3MiH
npoTsArom 6 micsiuis
nicnsa 3aTBepKeHHs.
3MiHu 1l TUny - 3MiHK
oo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHW) 3MiHK
BHECEHO A0 iHCTPYKLUl
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ginis “lNoka3aHHA",
"MpoTunokasaHHa",
"Ocob6nnBOCTi
3aCToCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyaaro”,
"3paTHICTb BNAMBaTn
Ha LWBWAKICTb peakuil
npu KepyBaHHI
aBTOTpPaHCMOPTOM abo
iHWMK
MexaHismamu",
"Cnoci6 3acTocyBaHHs
Ta gosn”,
"MNepepo3yBaHHA",
"Mo6iuHI peakwi"
pefakLiiiHi yTOYHEHHS
Ta BUMpPaB/IEHHS,
BK/TIOYHO 3
YAOCKOHa/IEHNM
nepeknagom TekcTy
BiANOBIAHO A0
KOpPOTKOI
XapaKkTepucTukn
niKapcbKoro 3acooby,
3aTBEpPIKEHOI B KpaiHi
BMPO6HYVKa. BBeAEeHHSA
3MiH NnpoTarom 6
MicsiliB micns
3aTBEPKEHHS).
Pepaxuis B Hakasi -
ko ATX - VO7AB, MHH
- BigCyTHii1. BipHa
peaakuis - kog ATX -
B05X A16, MHH -
cardioplegia
solutions.

138.

NA3OPUH®

tramazolin
e

Tpamasoni
Hy
rigpoxnop
na

RO1AAO0

cnpeii HasasTbHUIA,
1,18 mr/mn; no 10
MJ1Y CKISIHOMY
6as1oHuKKy 3
[03yI0UnMm
npUCcTpoem; no 1
6aNIoHYMKY B

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

IcTiTyTO AIE
Awnxeni C.p.n.,
ITanis; OHITEp

Niksig,
MaHyhekuypiHr,
PpaHuis

ITanis/
PpaHuin

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBegeHHs1 a6o 3MiHK

6e3
peyenma

UA/3590/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KapTOHHI Kopo6Lyi

[0 y3aranbHeHux
[aHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHa Bif
YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYUM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy).
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnsagy Ta
noro Homepa. 3miHa
MicLA 34iACHEHHS
OCHOBHOI fiSiIbHOCTI 3
thapmakoHarisgy.

139.

NAMIKOH®

terbinafine

TepbiHadi
Hy
rigpoxnop
na

DO1AE1l
5

kpem 1% no15ry
Ty6i; no 1 1y6i y
nauui

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
doii. 3MiHK, NOB'A3aHI 3
HEeoOXiHICTIo

6e3
peuyenma

UA/2714/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

npvBeAeHHs y
BIANOBIAHICTb A0
MoHorpadii 4PY abo
€BponeiicbKoi
thapmakonei, abo
iHLWOT HaLjoHa/bHOT
hapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
nos'A3aHa 3i 3MmiHamu
B AdY, abo
€Bponeiicbkil
hapmakonei, abo
iHWilA HauioHabHIl
chapmakonei gepxasu
€C) MNpuBeaeHHs
cneumdikauit
[OMOMDKHOT PEYOBUHN
"Bofa ouuvweHa" y
BIANOBIAHICTb A0
BUMOT OHOBJIEHOT
MOHorpadii €.

140.

NEBOKCUMEL

levofloxaci
n

neBogNoK
cauuH

SO01AEO
5

Kpanni O4Hi, pO34uH,
5 mr/mn,

no 5 mn y dnakoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesibH1Li B
KapTOHHI Kopo6Lyi

TOB
"YOPN[,
MEONLVH"

Ykpaina

K.O. Pomchapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHN Y KOpPOTKiit
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
reHepuyYHUX/ribpUaHMX
/6ionofibHuX
nNiKkapcbkux 3acobis
nicnsa BHeCEHHS Tiel
camoi 3MiHM Ha
pedepeHTHUI
npenapar (3miHa He
noTpebye HagaHHs
XOLHNX HOBUX
[08aTKOBUX AaHNX).
3MiHV BHECEHO [0
IHCTPYKLi gns
MeAMYHOro

3a
peyerimom

He
nionse
ae

UA/14769/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3gain "MobiuHi
peaxuir™ 3rigHo 3
iHchopmauieto woao
MeAMYHOro
3aCTOCYyBaHHSA
pedhepeHTHOro
nikapcbKoro 3acoby
(OdhTakBike®, kpanni
OYHi, 5 mr/mn).
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepmkeHHs

141.

NEMTPALA

alemtuzu
mab

anemMmTysy
Mab

LO4AA3
4

KOHLUeHTpaT A1
pO34nHy Ans
iHdpysin no 12 mr/1,2
m; Ne 1: mo 1,2 mn
y chnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

BTopuHHe
nakyBaHHs,
MapKyBaHHS,
36epiraHHa M3
Ta BUNYyCK cepil:
[xeHzainm
IpnaHg, Niviten,
IpnaHgis;
BMPOGHMLTBO
(fill-finish/nepBuH
He nakyBaHHs)
KOHTPO/b SKOCTI
(B mpoueci
BUPOGHMLTBA,
KOHTPO/b SKOCTI
N3,
BK/THOHAI0UM
TecTyBaHHA ANns
OLjiHKM
CTepuabHOCTI i
BMICTY
MiKpOOpraHi3miB)
, TeCTn Ha
CTabiNbHICTb):
BepiHrep
IHrenbxaim
dapma 'v6X i
Ko. KT,
HimeuunHa

IpnaHgis

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoAo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnsagy
(iHWi 3MiHW) 3MiHK
BHECEHO A0 IHCTPYKLUIT
015 MenyHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby A0
po3gainy "Oco6nmnBocCTi
3acTocyBaHHA"
BiANoBIAHO A0
OHOB/1EHOI iHdhopMmaLii
3 Gesnekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
(BHeceHHs iHdhopmauii
LL0A0 BMICTY
[ONOMDKHOT PEYOBUHY
nonicop6ar 80).
IHCTpyKUis ana
MeLNYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby
(eCTD Bepcis 0000).
BBegeHHs 3MiH
npoTArom 6 Micsiuis
nicns 3aTBepKeHHS.
3MiHu | TUNY - 3MiHK
oo
6e3nekn/edhekTBHOCT
i Ta hapmakoHariagy

3a
peyenmom

He
nionsie
ae

UA/17376/01/01




276

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(iHWi 3MiHW) 3MiHK
BHECEHO [0 NyHKTy 11
TEKCTY MapKyBaHHs
BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby, a
came gofaBaHHsA
afipecy 3asBHVIKa.
TeKCT MapKyBaHHsA
yMNakoBKW NiKkapCbKoro
3acoby (eCTD Bepcis
0000)
BBegeHHs 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepmkeHHs

142.

NIHKOUWH

lincomycin

NiHKOMIUW
H

JO1FF02

PO3YMH ANS iH'EKLH,
300 mr/mn; no 2 mn
y thnakoHi; no 1
chnakoHy B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLIA

Mdpaiizep
MeHtohekuypuH
r benbris HB

Benbris

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoAo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3miHa yacToTn Ta/abo
TepMiHiB NoAaHHs
perynsipHo
OHOB/THOBAHUX 3BITIB 3
6e3nekun nikapcbknx
3aco6iB - 3miHa
4acToTV Ta TEPMIHIB
nojaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3neku: ditoua
pepakuis: YactoTa
NoAaHHsA perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun 13 pokis.
KiHueBa gata ansa
BK/TOYEHHS AaHNX [0
PO36 - 01.01.2025 p.
[ara nogaHHs -
01.04.2025 p.
INponoHoBaHa
pegakuisi: Yactota
nofaHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn 10 pokis
KiHueBa gata ans
BK/TOYEHHS AaHNX [0
PO3b - 03.03.2034 p.
Jlata nogaHHA —

3a
peyenmom

UA/10038/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

01.06.2034 p.
PekomeHpgoBaHo o
3aTBEPAKEHHS
BiANoBiAHO A0
nepioguyHocCTi
nofaHHA perynspHo
OHOB/IOBAHWX 3BITIB 3
6e3nekn Nikapcbknx
3acobiBy EC

143.

nokcugon

meloxicam

MeJTIOKCUK
am

MO1ACO
6

PO3YMH ANS iH'EKLN,
15 mr/1,5 mn, no 1,5
M B amnysi; no 3
amnysnn y KOHTYpHIl
YapyHKOBIli
ynakosuj; no 1
KOHTYpHilA
YapyHKOBIli ynakoBLyi
B KapTOHHIi Kopo6Lyi

TOB
"YOP/[,
MEANLAH"

YkpaiHa

K.O. Pomdapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BHeceHHA abo
3miHa(n) go
3060B'A3aHb Ta YMOB
Buaaui
peecTpauiinHoro
NOCBIJYEHHS,
BKtOYatoun MNnax
ynpasiHHA pu3nkKamm
(iHLWi 3miHKW)
3asBHNKOM HagaHo
OHOB/ieHUiA MnaH
ynpaeniHHA pyu3viKkamm
Bepcia 3.0. 3miHn
BHECEHO 10 4acTuH: |
«3arasibHa
iHbopmauiss npo
nikapcbkuii (i) 3acio
(3aco6n)», II
«Cneuundikauis 3
6e3nekn», V «3axoamn
3 MiHimi3aLii pu3ukis
(BKIKOUAKOUM OLLIHKY
edhekTnBHOCTI 3ax0p4iB
3 MiHimi3auii
pu3ukiB)», VI
«Pe3iome nnaHy
ynpaBniHHSA
pusmkammn», VI
«opgatkn» (LogaTok
8) y 3B’A3Ky 3
OHOB/IEHHAM
cneuudpikaui 3
6e3nekun gitoyoi

3a
peyenmom

UA/14841/01/01
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
pPEevoBUHY BigNOBIAHO
[0 aKTyaslbHOl
pedhepeHTHOI
iHchopmadii Ta
HafaHHAM OHOB/IEHHOT
yHichikoBaHoi Bepcii
MYP ana N3
TNokengon y chopmax
BUMYyCKy Tabnetkv Ta
PO3YMH ANS iH'EKLi
144. | NOCNNPUNH® acetylsalic | kucnota - TabneTkn, BKPUTI TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 40 - UA/20503/01/01
ylic acid aueTwnica KMLLKOBOPO34MHHOO "TNEQPAP XENTXKEP MBT peecTpauiiHnx
niynnosa 060/10HKOI0, M0 75 MnaTa" nTa marepianis: 3MiHu |

mr; in bulk: Ne18000
(30x600): no 30
TebneTok y cTpuni;
no 600 cTpunis y
KapTOHHI Kopo6Lyi

UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.

BHeceHHs abo
3miHa(n) go
3060B'A3aHb Ta YMOB
BUAAYI
peecTpauiiHoro
NocBiAYEHHS,

BKtOYatoun MNnax
ynpaeniHHA pyu3viKamm
(3acTocyBaHHS TeKCTY,

AKNIA NOrofpKeHNi 3
KOMNETEHTHUM
opraHom) - 3asiBH/KOM
HaJaHO OHOBMEHWI

MnaH ynpaBniHHA
pusmkamu Bepcisa 2.0

3MiHV BHECEHO [0

4acTuH:
| «3aranbHa
iHchopmav,isi»
Il «Cneundikauis 3
6e3nekn» mogyni
Cl «Enigemionoris
rokasaHb A0
3acTocyBaHHs Ta
uinbosa(i)
nonynsauis(i)»,
Cll «[okniHiyHa
YyacTuHa cneumdikauii
3 6esnekn»,

ClIl «Ekcnosuuis

naujieHTiB, 3aUTy4eHnx
00 KNiHIYHUX
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ITpopoB>xeHHsT

ozarka 3

Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BMNPOGYBaHb»,

CIV «Monynsuii, Aki He
BMBYa/IUCH Nif vac
KNiHIYHUX
BMNPOGYBaHb»,
Ccv
«MicnapeecTpaviiiHnii
focsig»,

CVI «[JogaTtkoBi
BUMOrY YKpainuu, €C
[0 cneumndikauii 3
6e3nekn»,

CVII «lgeHTudpikoBaHi
Ta NOTEHLilHi
PU3NKN»,

CVIII «Pe3tome
npo6nem 6e3neku»
Il «TMnaH 3
thapmakoHarnagy»,
IV»[naHn wozao
nicnspeecTpauiiHnx
nocnimkeHb
eheKTUBHOCTI»,

V «3axogm 3
MiHiMi3aLii pu3nkiB»,
VI «Pestome nnaHy
ynpaBniHHA
pr3nkamm»

VII «dopaTtku»

y 3B’A3KY 3
OHOB/IEHHAM
cneuucpikawi 3
6e3nekun giroyoi
PeYoBWHM
aueTuncaniumnosoi
KMCNOTH, BigNoBigHO
[0 aKTyanbHol
pedepeHTHOI
iHchopmawii, a Takox y

3B'A3KY i3 3MiHOIO
dopmary BignoBigHO
0o sumor Evaluation
Guidance on the
format of the risk
management plan
(RMP) in the EU —in
integrated format. 31

October 2018




280 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
EMA/164014/2018
Rev.2.0.1
accompanying GVP
Module V Rev.2
Human Medicines).
Pestome Mnany
ynpaBniHHA pu3viKamm
Bepcis 2.0 gogaeTbes.
145. | NOCMUPUH® acetylsalic | kucnota BO1ACO | Tabnetku, BKpUTI TOB YkpaiHa BVMPOGHMLTBO, YkpaiHa/ BHECEHHS 3MiH 0 6e3 nionse UA/9202/01/01
ylic acid aueTtunca 6 KMLLKOBOPO3YMHHOIO "TNEQ®AP nepBuHHE IHais peecTpauiiHnx peuyenma ae
niymnosa 060/10HKO0, MO 75 M AaTa" nakyBaHHs, marepianis: 3minHu |
mr; no 10 TabneTok BTOPVHHE ™ny - 3MiHW WoAo
y cTpuni, no 3, no 8 nakyBaHHs, 6e3nekun/edeKTBHOCT

abo no 10 ctpunis y
KapTOHHI ynakoBL;
no 30 TabneTok y
cTpuni, no 1, aéo no
2, abo no 3, abo no
4 ctpunn B
KapTOHHI ynakoBLi

KOHTPO/b SIKOCTI,
BMNyCK cepii abo
BTOPVHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BUNYyCK cepii 3
npoaykuii in
bulk: TOB
"KYCYM
PAPM", YkpaiHa
abo
BUPOGHMLTBO,
nepBuHHE
nakyBaHHS,
BTOPVHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BUMYyCK cepii abo
BMPOGHMLTBO
npoaykuii in
bulk: KYCYM
XENTXKEP MBT
NTA, IHgjs abo
BUPOGHMLTBO,
nepBuHHE
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYyCK cepii abo
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMYCK Cepii 3
npoAykuii in

i Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui

nNiKapcbKoro 3acooby,

TEKCTi MapKyBaHHs Ta

IHCTPYKLT anA
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo

OHOB/IOBAHOTO 3BITY 3

6e3nekun nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiHni
nepiog, abo sk
pe3ynbTaT OLiHKK
3BIiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO A0 NnaHy
neaiaTpuyHux
nocnigmkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHu

BHECEHO 0 IHCTPYKL,i

ANA MeauyHoro
3aCTOCYyBaHHSA
niKapcbKoro 3acoby Ao

po3gainy "B3aemogis 3

IHLWIMMK NiKapCbKMn
3acobamu Ta iHLi
BMAM B3aeMogin"




281 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
bulk: TOB BiANoBiAHO A0
"TNEAPAPM OHOB/1EHOI iHhopMmaLii
NTAh", YkpaiHa 3 6e3neku aitoyoi

PEeYoBUHM (KNCIOTU
aueTuicaniynioBoi)
040 B3aemogii 3
MeTaMmi3onom. TepMiH
BBE/EHHSA 3MiH
npoTsArom 6 micsyis
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edeKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHS
nikapcbKoro 3acoby B
nicnapeecTpavyinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO A0 NnaHy
negjaTpuyHux
nocnigpkeHs (PIP)
(3MiHy y3roxeHo 3
KOMNETEeHTHUM
YMNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHS
niKkapcbKoro 3acoby Ao
po3gainy "OcobnmnBocCTi
3acTocyBaHHA"
BiANOBIAHO A0
OHOB/EHOI iHhopmaui




ITponoB>xeHHs fofaTKa 3

282
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3 6e3neku gitouol
peyvyoBuHY (KUCIoTn

aueTuicaniumnoBoi)
oo
BHYTPILLUHHOOYHOIO
KPOBOBW/INBY. TEPMIH
BBEEHHS 3MiH
npoTsArom 6 micsiuis
nicnsa 3aTBepKEHHS.
3MiHY | TNy - 3MiHK
o0
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy
(iHLWi 3MiHW) - 3MiHK
BHECEHO [0 IHCTPYKL,i
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3gainy "MNo6iyHi
peakuii" (oo
MOBIJOM/IEHHS PO
nigo3proBaHi NoGiYHi
peakujir). TepMiH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepipkKeHHs.
3MmiHu | TUnYy - 3MiHK
oo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BHeceHHs a60
3miHa(n) go
3060B'A3aHb Ta YMOB
Buaaui
peecTpauiiHoro
NOCBIgYEHHS,
BKtOUatoun MNnax
ynpasiHHA pu3nkamm
(3acTocyBaHHS TeKCTy,
AKWIA NOrofpKeHuiA 3
KOMNETEHTHUM
opraHom) - 3asiBH/KOM
Ha/fiaHO OHOBEHWIA
MnaH ynpaBniHHA
pu3ukamu Bepcis 2.0
3MiHV BHECEHO [0
4acTUH:
| «3arasibHa




283 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

iHhopmaLisi»
Il «Cneundikauis 3
6e3nekn» moayni
Cl «Enigemionoris
nokasaHb 0
3acToCcyBaHHsA Ta
uinbosa(i)
nonynauisa(i)»,

ClIl «[okniHiuHa
YyacTuHa cneuudikauii
3 6e3nekn»,

ClIl «Ekcnosuuis
nauieHTiB, 3ay4eHnx
00 KMHIYHNX
BMMPOGYBaHb»,
CIV «[Monynsauji, AKi He
BMBYaNCh Mif Yac
KMiHIYHUX
BMNPOGYBaHb»,
Cv
«MicnapeecTpaviiiHnii
00CBIg»,

CVI «jlogaTkoBi
BUMOTY YKpainu, €C
00 cneumdikauii 3
6e3nekun»,

CVII «lgeHTudpikoBaHi
Ta NOTEHLilAHi
PU3NKN»,

CVIII «Pestome
npo6sem 6e3neku»
Il «MnaH 3
dhapmakoHarnsgy»,
IV»[naHn wopao
nicnapeecTpavyinHnx
nocnigpkeHb
epeKTUBHOCTI»,

V «3axogm 3
MiHimi3aLii pu3mnKiB»,
VI «Pe3tome nnaHy
ynpasniHHA
pu3nkamm»

VII «JopaTtku»

Y 3B’3KYy 3
OHOBJIEHHAM
cneundikauii 3
6e3neku giroyoi
PEeYOoBMHM
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

aueTtuncaniynnosoi
KMCNoTH, BIANOBIAHO
[0 aKTyaslbHOl
pecepeHTHoI
iHhopMmaLii, a Takox y
3B'AA3KY i3 3MIHOO
c¢hopmaTy BiANoOBiAHO
o sumor Evaluation
Guidance on the
format of the risk
management plan
(RMP) in the EU —in
integrated format. 31
October 2018
EMA/164014/2018
Rev.2.0.1
accompanying GVP
Module V Rev.2
Human Medicines).
Pestome Mnany
ynpaeniHHA pu3viKamm
Bepcia 2.0 fjofaeTbes.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLVYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyinHuii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIKEHD,
npoBeAeHnx
BiANOBIAHO A0 NnaHy
negjaTpuyHux

pocnigpxeHb (PIP)
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(3MiHy y3roxeHo 3
KOMMETEHTHUM
YMNOBHOB&XXEHUM
opraHom) - 3MiHu
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"MMpoTunnokasaHHa",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyaanr”
BIANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitoyol
peyvyoBuHY (KUCIoTn
aueTuncaniymiosoi).
TepMiH BBEAEHHS 3MiH
- NPOTArom 6 MicsuiB
nicnsa 3aTBepKEHHS.

146.

MAKOKC 150

rifampicin

pudpbamnidy
WH

JO4ABO
2

kancynu no 150 mr,
no 10 kancyny
6nicTepi; no 10
6nictepiB y
KapTOHHI kopobuy;
no 10 kancyny
cTpwvni; no 10
CTPUNIB y KAPTOHHIi
KOpoo6Li

Makneogc
dapmacboT
nKasic
Nimiteq

IHais

Makneopc
PapmacboTuKan
c Nimitepq,

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBeneHHs a0 3MiHN
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHMKa 414
3[iACHEHHS
hapmakoHarnsay B
YKpaiHi, sKLLL0 BOHA
BigMiHHA Bif
YMOBHOBaXXEHOT
0cobW, BignoBiganbHoI

3a
peuyenmom

UA/6796/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy) -
3MiHa KOHTaKTHUX
[aHVX YroBHOBaXKeHOI
0COo6V 3asBHMKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy.
3MiHa KOHTaKTHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. fitova
pepakuis: MHiTeubka
NMo6oB BanepiiHa.
lponoHoBaHa
pepakuis: Kyumba
TeTana BacunisHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnagy Ta
1/i0ro Homepa

147.

MAKOKC 150

rifampicin

pudpbamnidy
WH

kancynu no 150 mr,
in bulk: no 500 a6o
1000 kancyn y

NacTUKOBIl 6aHLi

Makneogc
dapmacboT
nKasic
Nimiteq

IHais

Makneopc
PapmacboTuKan
c Nimitepq,

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBepneHHs a0 3MiHU
[0 y3arasibHeHnX
[JaHUX Npo cuctemy

UA/6797/01/01




ITpopoB>xeHHsT

ozarka 3

287
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
thapmakoHarnsgy
(BBEAEHHA

y3ara/ibHeHUxX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobwu, BignoBiganbLHoI
3a 3AjiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[jACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy) -
3MiHa KOHTaKTHUX
[aHVX YroBHOBaXKeHOI
0COo6V 3asIBHMKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnsagy.
3MiHa KOHTaKTHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. fitova
pepakuis: MHiTeupbka
NMo6oB BanepiiHa.
lponoHoBaHa
pepakuis: Kyumba
TeTana BacunisHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B

YkpaiHi. 3miHa Micus




288 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnagy Ta
1/i0ro Homepa
148. | MAKOKC 300 rifampicin pudpbamnidy JO4ABO | kancynu no 300 wmr, Makneoac IHAis Makneopc IHais BHECEHHS 3MiH 0 3a UA/6796/01/02
WH 2 no 10 kancyny dapmacboT PapmacboTuKan peecTpauinHmx peyenmom
6nicTepi; no 10 uKasc c Nimiteq, marepianis: 3minHu |
6nictepiB y Nimiteq TMNy - 3MiHK WoA0

KapTOHHI kopobuy;
no 10 kancyny
cTpwvni; no 10
CTPUNIB y KAPTOHHIi
KOpoo6Li

6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBeneHHs a60 3MiHN
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHMKa 414
3[iACHEHHS
hapmakoHarnsay B
YKpaiHi, sKLLL0 BOHA
BigMiHHA Bif
YMOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOYAKOYMN KOHTAKTHI
naHi) Ta/abo 3miHN y
PO3MilLEHHI MacTep-
thaiina cuctemu
hapmakoHarnagy) -
3MiHa KOHTaKTHMX
[aHVX YroBHOBaXKeHOI
0cobu 3as1BHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

thapmakoHarnsgy.
3MiHa KOHTaKTHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. [itova
pepakuisi: MHiTeubka
NMo6os BanepiiHa.
lponoHoBaHa
pepakuis: Kyumba
TeTana BacunisHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
hapmakoHarnag B
YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnagy Ta
1/i0ro Homepa

149.

MAKOKC 300

rifampicin

pudpbamnidy
WH

kancynu no 300 mr,
in bulk: no 500 a6o
1000 kancyn 'y

N1acTUKOBIl 6aHLi

Makneogc
dapmacboT
nKasic
Nimiteq

IHais

Makneopc
PapmacboTuKan
c Nimitepq,

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBeneHHs a60 3MiHN
[0 y3arasibHeHnX
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3as1BHUKa A1

UA/6797/01/02
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ITpopoB>xeHHsT

ozarka 3

Pekna

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

pe4yosuHU

Hasga
diroyoi

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

MyBaH
Hs**

Homep

peecmpayiliHo
20

nocsioyeHHs1

3[iACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYMN KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemn
hapmakoHarnagy) -
3MiHa KOHTaKTHMX
[aHVX YroBHOBaXKeHOI
0COo6V 3asIBHMKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
thapmakoHarnsgy.
3MiHa KOHTaKTHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. [itova
pepakuisi: MHiTeubka
NMo6os BanepiiHa.
lponoHoBaHa
pepakuis: Kyumba
TeTana BacunisHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
hapmakoHarnag B
YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnagy Ta
1/i0ro Homepa

3a

UA/8329/01/01

150.

MAKCUTPO/I®

dexameth
asone and

antiinfectiv

AekcameTt
a30H,

HEOMILMHY

S01CAO0
1

Kpanni o4Hi; no 5 mn
y thnakoHi-

KpanesibHuLj; no 1

Hosapric
dapma Al

LLiBeiiuapi
a

ANKoH Kyspbop,
Benbris; Bunyck

Benbris
/IcnaHis

BHECEHHS 3MiH [10
peecTpauinHmx

cepii: HoBapric

marepianis: 3MiHu |

peyenmom




291 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
es cynbart, hNakoHy- dapmacbloTuKa, THNY - 3MiHU 3 AKOCTI.
nonimikcu KpanenbHuui B C.A., IcnaHis; Ceptucpikar
Hy B KOpPOOGLii 3 KapTOHY Bupo6HMLTBO, BignosigHocTi/lE-
cynbat KOHTPO/b SIKOCTI, cepTudikar
nepBrHHe Ta BiANOBIAHOCTI
BTOPUHHE €Bponeiicbkil
nakyBaHHs: thapmakonei/MoHorpa
3irdopig Enb ¢oii. MogaHHA HoBOrO
MacHoy, C.A., abo oHoBNEHOroO
IcnaHis cepTudpikara

BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
OHOBJIEHOr0
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne R1-
CEP 1996-019-Rev 08
(3aTBepmxeHo: R1-
CEP 1996-019-Rev
07) pna gitoyoi
PEYOBWHM
[eKkcaMeTasoH Bif BXe
3aTBEPAKEHOr0
BMpOo6HUKa Sanofi
Chimie, ®paHujs, sakuii
3MiHVB Ha3BYy Ha
EUROAPI FRANCE,
PpaHujs




292 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
151. | MAKCIFPA tadalafil Taganadi GO4BEO | Tabnetku, BKpUTI dapmauesT Monbua dapmaueBTnyHK | Monblua BHECEHHS 3MiH 10 3a UA/18415/01/03
OPAINB n 8 nAiBKOBOIO WYHWIA 3aBO, 1 3aBof, peecTpauiiHnx peuenmom
o6onoHkoto no 10 «MNOJIbOAP «MNONTb®APMAY marepianis: 3minHu |
Mmr, no 1 a6o no 2 MA» C.A. C.A. TMny - 3MiHN 3 SKOCTI.

Tabnetkn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0 OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BU/TyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei CEP
2011-316-Rev 01 Big,
BXE 3aTBEPKEHOr0
BMpO6HMKa Alembic
Pharmaceuticals
Limited gjrouoi
peuoBvHM Taganadin
B 3B'A3KY 3
onTMMi3aLieto npowecy
BMpo6HULUTBa AdI




293 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(3aTBEepmkeHo: R1-
CEP 2011-316-Rev
00; 3anponoHoBaHo:
CEP 2011-316-Rev
01). BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs
152. | MAKCITPA tadalafil Taganadi GO4BEO | Tabnetku, BKpUTI dapmauesT Monbwa ®apmaueBTnuHn | Monblua BHECEHHS 3MiH [0 3a UA/18415/01/04
OPAINB n 8 NNiBKOBOIO N4YHWIA 3aBOA i 3aBofg, peecTpauiiHnx peyenmom
060/10HKOI0 M0 20 «[MONIb®AP «MONb®APMA» marepianis: 3MiHu |
Mmr, no 1 a6o no 2 MA» C.A. C.A. TMNy - 3MiHK 3 AKOCTI.

Tabnetku y 6nictepi,
no 1 6nictepy B
KapTOHHI kopobuyj,
no 4 TabneTtkn y
6nictepi, no 1 a6o
no 2, aéono 3
6nictepu B
KapTOHHI Kopo6Lyi

Ceptudpikar
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
goii. MopaHHsA HoBOrO
ab0 OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
051 BUXiAHOTO
matepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT pEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBEHWiA
cepTudikaT Bif yxe
3aTBEPAXEHOr0O
BMPOGHMKA NOoAaHHS
OHOBJ/IEHOrO
ceptugikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei CEP
2011-316-Rev 01 Big,
BXE 3aTBEepAKEHOro
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BMpOGHMKa Alembic
Pharmaceuticals
Limited gjtouoi
peyoBuHM Taganadin
B 3B'A3KY 3
onTuMi3auieto npouecy
BMPO6HULTBA AdDI
(3aTBepmxeHo: R1-
CEP 2011-316-Rev
00; 3anponoHoBaHo:
CEP 2011-316-Rev
01). BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepmkeHHs

153.

MAKCIFPA
JOPAB

tadalafil

Taganadgi

GO04BEO
8

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOI NO 2,5
Mr, no 14 tTabnetok
y 6nictepi, no 2
6nictepu B
KapTOHHI Kopo6Lyi

dapmauesT

WYHWIA 3aBOf,

«MNOSIb®AP
MA» C.A.

Monbwa

dapmaueBTUYHU
1 3aBofg,
«MONb®APMA»
CA.

Monbwa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
CepTudpikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
chapmakonei: ans Adl;
015 BUXIAHOTO
mMaTtepiany/peareHty/n
POMIKHOTO MPOAYKTY,
o
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI ADIl; ans
[ONOMDKHOT peqyoBMHN
(ceptuddikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHUI
cepTuduikar Big yxe
3aTBEPKEHOr0
BUPOGHMKA NOAAHHSA

3a
peyenmom

UA/18415/01/01




Hassa
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ITpopoB>xeHHsT

ozarka 3

n/n

JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

154.

OHOB/IEHOIO
ceptudcikaty
BiAMNOBIAHOCTI
€Bponeiicbkili

thapmakonei CEP

BXe 3aTBepAKeHOoro
BMpO6HMKa Alembic
Pharmaceuticals
Limited gjtouoi

B 3B'A3KY 3

BMPOGHULTBA API

(3aTBepmxeHo: R1-
CEP 2011-316-Rev
00; 3anponoHoBaHo:
CEP 2011-316-Rev
01). BBefeHHS 3MiH

nicns 3aTBepApKEHHs!

2011-316-Rev 01 Big,

peyoBuHM Taganadin

onTuMi3aLieto npowecy

npoTArom 6-Tn MicAUiB

MAKCIFPA
JPAB

tadalafil

Tapganadi
n

GO4BEO
8

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0 M0 5 Mr,
no 14 tabneTtok y
6nictepi, no 2
6nictepu B
KapTOHHI Kopo6Lyi

dapmavnesT

WN4YHWIA 3aBOS

«[MOJIb®AP
MA» C.A.

MonbLua

dapmaueBTUYHU
1 3aBofg
«MONb®APMA»
C.A.

Monblua

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI 260
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei: ana Adl;
Ansa BUXigHOro
marepiany/peareHTy/n
POMIKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHULTBI ADI; ans
[ONOMDKHOT PEYOBUHY

(cepTndoikat

3a
peyenmom

UA/18415/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei CEP
2011-316-Rev 01 Big,
BXE 3aTBEPKEHOr0
BMpo6HMKa Alembic
Pharmaceuticals
Limited gjrouoi
peyoBuHM Taganadin
B 3B'A3KY 3
onTMMi3aLieto npouecy
BMpo6HULTBA AdDI
(3aTBEepmkeHo: R1-
CEP 2011-316-Rev
00; 3anponoHoBaHoO:
CEP 2011-316-Rev
01). BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs

155.

MAPLO3IA

Timolol,
combinatio
ns

aopsonami
aTa
TMMosnon

SO01ED5
1

Kpanni O4Hi, pO3UuH;
no 5 mn y donakoHi-
KpanenbHuj; no 1
donakoHy-
KpanenbHuui y
KapTOHHI Kopo6Lyi

dapmaTeH
C.A.

pevyjis

BMPOGHMLTBO
Hepo3dacoBaHo
ro npenapary,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI:

Ipevis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
™ny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecy Micus

damap NpOoBaXEHHS
AHOHIMHe AiSNbHOCTI
Mpomucnose BMpOGHMKa/imnopTepa
OpHoocibHe roToBOro NikapcbKoro
Mignpnemcteo 3aco6y, BKIIOYaKun
dapmaLeBTUYHO OiNbHWL BUMYCKyY cepii
iTa abo micue
KocmeTtunyHoi nposeAeHHsA
MpomucnoBocTi, KOHTPO/I0 SIKOCTI.
peuis (BisANbHICTb, 3a Ky
Bignosigae
BTOPWHHE BMpPOGHUK/iMnopTep,

6e3
peyenma

UA/14427/01/01




297 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaHHs, He BK/1t0Yatoun BUMycK
KOHTPO/b SIKOCTI, cepiii) 3miHa
BWMNYCK Cepii: HalilMeHyBaHHs Ta
PapmateH C.A,, agpecu micus
Ipevis NpoBapKeHHSA
OisNbHOCTI
BUPOGHUKa, 6€e3 3MiHU
MicLs BUPOGHMLTBA
156. | MErFAJIC tadalafil Taganadgi GO4BEO | Tabnetku, BKpUTI Makneogc IHgis MAKNEOLC IHais BHECEHHS 3MiH 40 3a UA/19947/01/01
n 8 NAiBKOBOIO dapmacboT SPAPMACBIOTI peecTpauiiHnx peyernmom
06010HKO0, No 20 nkasnc KANC NIMITEL, marepianis: 3minHu |
Mr o 1 a6o 2 a6o 4 Nimiteq UMy - 3MiHM LWoA0

Tabnetku y 6nictepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

6e3nekun/edeKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHunx
[aHuxX Npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsgy)
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3as9BHUKA,
BiANOBIAA/ILHOT 32
3iiCHEHHSA
hapmakoHarisgy.




298 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3miHa micus
3/ ACHEHHSI OCHOBHOT
LisANbHOCTI 3
thapmakoHarnsagy.
3miHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cucrtemu
thapmakoHarnsgy Ta
oro Homepa.
157. | MEAIKAH TrK pigkuii - pignHa (cybcTaHuis) ToBapucTBO YkpaiHa BankoH Megikan [Janis BHECEHHS 3MiH 0 - UA/20966/01/01
10 : KB/ 10 eKCTpakT Y CKNSIHWX 3 AIC peecTpauiiHnx
cTaHfaptm thnakoHax no 30 mn 06MeXeHo marepianis: 3MiHu |
30BaHui 3 ans Bignosiganib TMny - 3MiHK 3 SKOCTI.
KoHonenb thapmaueBTUYHOro HiCTIO [oTOBWIA NikapcbKuii
KBITOK 3acTocyBaHHA «OIANI3 3aci6. KoHTporsb
(Cannabis MEANK>» roTOBOro NiKapCbKOro
sativa L.) 3aco06y (iHLWi 3MiHN).
BunpasneHHs
pefakuinHmx
HeTouHocTel B MKA
13 3a NoKasHNKOM
"laeHTudikauis".
158. | MEAIKAH TrK 25 pigkuii pignHa (cybcTaHuis) ToBapucTBO Ykpaina BasikoH Megikan [JaHis BHECEHHS 3MiH 40 - UA/20965/01/01
eKCTpakT Y CKNSHWX 3 AIC peecTpauiiHux
cTaHZapTm hnakoHax no 30 mn 06MEXeHOo martepianis: 3MiHu |
30BaHWii 3 ons Bignosiganb TMNYy - 3MiHU 3 AKOCTI.
KoHonenb chapmaL,eBTUYHOro HiCTIO ['oTOBWIA Nnikapcbkuii
KBITOK 3acTocyBaHHsA «[IANI3 3aci6. KoHTponb
(Cannabis MEAWK» roToBOrO NikapCbKoro
sativa L.) 3aco06y (iHLi 3MiHK).
BunpasneHHs
pefakuinHmx
HeTouHocTell B MKA
13 3a NoKasHWKOM
"lgeHTndikauis".
159. | MEAIKAH TrK piakuvia - pigvHa (cybcTaHLis) TosapucTBo YkpaiHa BankoH Megikan [JaHis BHECEHHS 3MiH [10 - UA/20967/01/01
25 : KbA 25 eKcTpakT Y CKISIHMX 3 AlC peecTpauinHmx
cTaHgaptm hnakoHax no 30 mn 06MexeHoH marepianis: 3miHu |
30BaHuii 3 ans Bignosigaib TMNYy - 3MiHK 3 SKOCTI.
KoHonesb hapmMaLeBTUYHOTO HICTIO [oTOBUIA NikapCbknit
KBITOK 3acTocyBaHHA «AIAMN3 3aci6. KoHTponb
(Cannabis MEANK>» roTOBOrO JliKapCbKOro
sativa L.) 3aco6y (iHLWi 3MiHK)

BunpasneHHs
pepakuinHmnx
HeToyHocTel B MKA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

13 3a NoKa3HUKOM
"laeHTudikauis".

160.

MEPOIMNEHEM

meropene
m

MeponeHe
M

JO1DHO
2

MOPOLLIOK AnS
PO3UMHY ANs iH'EKLiA
no1,0r; 1a6o 10
chnakoHiB 3
MOPOLLKOM Y nau,
40 chnakoHiB 3
MOPOLLKOM Y
rpynosiii ynakoBLi

MAT
"Kuismegnp
enapar"

YkpaiHa

MAT
"Kuismegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
™ny -
AOMiHICTpaTVBHI
3MiHW. 3miHa Ha3Bu
nikapcbkoro 3acoby -
3MiHM BHECEHO LL0A0
Ha3BW JlikapCbKOro
3aco0y. 3aTBepaKeHo:
MEMNEHAM
(MEPENAM)
3anponoHoBaHo:
MEPOMNEHEM
(MEROPENEM).
BBegeHHs 3MiH
NpOTArom 6-Tu MicauiB
nicns 3aTBepKeHHs.
3MiHu | TUNY - 3MiHK
oo
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnsgy
(iHWi 3MiHW)
OHOBJ/IEHHA TEKCTY
MapKyBaHHS YNakoBK
nikapcbKoro 3acoby, a
came n. 3, n. 8, n. 10
BTOPWHHOI YNaKoBKK
Ta n.4 nepsuHHOT
yNakoBKU NiKkapcbKoro
3acoby. BBegeHHs
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHSA

3a
peyenmom

He
nionsie
ae

UA/10759/01/01

161.

MEPOINEHEM

meropene
m

MeponeHe
M

JO1DHO
2

MOPOLLIOK ANs
PO3UMHY NS iH'EKLiA
no0,5r; 1 a6o 10
(hNakoHiB 3
MOPOLLKOM Yy navi,
40 dpnakoHiB 3
MOPOLLKOM Y
rpynosili ynakoBLyi

MAT
"Kunismegnp
enapar”

YkpaiHa

NAT
"KviBmegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |
™ny -
AAMiHICTpaTuBHI
3MiHW. 3MiHa Ha3BU
niKapcbkoro 3acooy -
3MiHV BHECEHO LLoA0
Ha3BW NiKapCbKOoro
3acoby. 3aTBepaKeHo:
MEMNEHAM

3a
peyenmom

He
nionsie
ae

UA/10759/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(MEPENAM)
3anponoHoBaHo:
MEPOINEHEM
(MEROPENEM).
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHKW)
OHOB/IEHHS TEKCTY
MapKyBaHHS! yNakoBKu
nikapcbKkoro 3acoby, a
came n. 3, n. 8, n. 10
BTOPVHHOI YNakoBKu
Ta n.4 nepBuvHHOT
yNakoBKM NikapCbKoro
3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu
MicauiB nicns
3aTBEPKEHHS

162.

MET®OPMIH-
ACTPA®APM

metformin

meTdopmi
Hy
rigpoxnop
na

A10BAO
2

TabneTku, BKpUTI
NAiBKOBOIO
0607/10HKOI0, N0 500
mr; no 10 Tabnetok
y 6nictepi; no 3 abo
no 6, abo no 9
6nicTepiB y kopobui
3 KApPTOHY

TOB
"AcTpachapm

YkpaiHa

TOB
"AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
™ny -
AOMiHICTpaTVBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
afpecu 3asBHUKa
(BnacHuika
peecTpauiiHoro
noceigyeHHs). 3MiHa
afpecu 3asiBHUKa
(BnacHvika
peecTpadiiHoro
noceigyeHHs). TepmiH
BBEJEHHS 3MiH
npoTArom 6 Micsivis
nicns 3aTBepKeHHS.
3MiHn | Tuny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
ajpecu Micus
NPOBaXEHHS
LOisIbHOCTI

3a
peyenmom

He
nionsie
ae

UA/15739/01/01




301 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BMpoGHUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BK/IoYaoun
LOinbHULU BUNYCKY cepil
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/IOYAI0UY BUMYCK
cepii).
3miHa agpecu
BMpOGHUKa M3
BiANoBiAa/IbHOrO 3a
NOBHUIA LMKN
BMPOGHULITBA. 3MiHM
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3gin
«MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLisi NPOBaKEHHS
oro gisnbHoCTi» 3
BigNOBIAHMMMN 3MiHAMMN
y TEKCTi MapKyBaHHA
yNakoBKW NikapcbKoro
3acoby. TepmiH
BBEJEHHS 3MiH
npoTArom 6 micsiuis
nicnsa 3aTBepKeHHs.
3MiHY | TNy - 3MiHK
oo
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy
(iHLWi 3MiHK).
OHoB/IEHO TEKCT
MapKyBaHHsI
NnepBUHHOT Ta
BTOPWHHOI YNaKOBKK
nikapcbKkoro 3acoby, a
came — BU/Ty4eHo
iHhopmawlito,
3a3HayeHy pocilicbKoto
MOBOI0, Ta BHECEHO
YTOYHEHHS LWOA0




302 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
N0roTUMY B NEPBUHHY
(NyHKT 6) Ta BTOPUHHY
(nyHKT 17) ynakoBku
niKapcbKoro 3acooby.
TepmiH BBEAEHHSA 3MiH
npoTsArom 6 micsyis
nicnsa 3aTBepKeHHS.
163. | MET®OPMIH- metformin | metdopmi | A10BAO | TabneTtku, BKpUTI TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 3a He UA/15739/01/03
ACTPA®APM Hy 2 MN/1iBKOBOIO "AcTpadapm "AcTpadapm" peecTpauiiHnx peyenmom | nidnse
rigpoxnop 060/10HKO10, N0 1000 " marepianis: 3MiHu | ae
na mr; no 10 Tabnetok mny -
y 6nicTtepi; no 3 abo AAMiHICTpaTUBHI
no 6, abo no 9 3MiHW. 3MiHa

6nicTepis y kopobui
3 KapToHY

HalilMeHyBaHHs Ta/abo
afpecu 3asBHUKa
(BnacHuka
peecTpauiinHoro
noceigyeHHs). 3miHa
afpecu 3asBHUKa
(BnacHuika
peecTpauiiHoro
noceig4eHHs). TepmiH
BBEAEHHS 3MiH
npoTsArom 6 micsuis
nicnsa 3aTBepKeHHS.
3MiHn | Tuny -
AAMiHICTpaTUBHI
3MiHW. 3MmiHa
HallMeHyBaHHs Ta/abo
agpecy Micus
NpOoBaXEHHS
AiSNbHOCTI
BMpOGHMKa/imnopTepa
roTOBOrO /liKapCbKOro
3acoby, BKIYaum
OiNbHWL BUMYCKyY cepii
abo micue
npoBefEeHHS
KOHTPO/IO AKOCTI.
(BisANbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAI0UM BUNYCK
cepii).
3miHa agpecu
BMpo6Huka N3
BiANOBIAa/IbHOIO 3a
NOBHWIA UMK




303

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BUPOGHMLITBA. 3MiHU
BHECEHO B iIHCTPYKLi1O
ANA MeuyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3gin
«Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca
MiCLisi NPOBa/KEHHS
oro fisinbHOCTI» 3
BiANOBIAHUMY 3MiHaMVU
y TEKCTi MapKyBaHHS
yNakoBKM NikapCbKoro
3acoby. TepmiH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBeppkKeHHs.
3MiHu | TUnYy - 3MiHK
oo
6e3nekn/edheKTBHOCT
i Ta hapmakoHarnagy
(iHWi 3MiHW).
OHoB/IEHO TekcT
MapKyBaHHsI
NepBUHHOI Ta
BTOPVHHOI YNakoBKu
nikapcbKoro 3acoby, a
came — BUIy4YeHo
iHdhopmaliito,
3a3HaveHy pocCilicbKoto
MOBOIO, Ta BHECEHO
YTOYHEHHS LWoA0
N07OTUMY B NEPBUHHY
(NYHKT 6) Ta BTOPUHHY
(nyHKT 17) ynakoBku
nikapcbKoro 3acooby.
TepMiH BBEAEHHS 3MiH
npoTArom 6 micsiuis
nicnsa 3aTBepKEHHS.

164.

MET®OPMIH-
ACTPA®APM

metformin

MeTdopMi
Hy
rigpoxnop
na

A10BAO
2

TabneTku, BKPUTI
NNiBKOBOKO
0060/10HKO0, Mo 850
Mmr; no 10 TabneTtok
y 6nicTepi; no 3 abo
no 6, abo no 9
6nictepiB y Kopobui
3 KapTOHY

TOB
"AcTpachapm

YkpaiHa

TOB
"AcTpadapm"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
™ny -
AAMiHICTpaTuBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
afpecu 3asiBHUKa
(BnacHuKa

3a
peyenmom

He
nionsie
ae

UA/15739/01/02




304 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

peecTpadiiHoro
noceigyeHHs). 3miHa
afipecu 3asBHUKa
(BnacHuka
peecTpauiiHoro
noceigyeHHs). TepmiH
BBEEHHS 3MiH
npoTsArom 6 micsiuis
nicnsa 3aTBepKEHHS.
3MiHu | TUny -
AAMiHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS
LOisNIbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BkIoYatoun
AiNbHWL BUNYCKY cepii
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTeEp,
BK/THOHAK0UM BUNYCK
cepiif).
3miHa agpecu
BMpO6HUKa M3
BignoBigasIbHOro 3a
MOBHWIA LKA
BMPOGHMLTBA. 3MiHM
BHECEHO B IHCTPYKLLiI0
A5 MefnyHOro
3aCTOCYyBaHHS
nikapcbKoro 3acoby y
posgin
«Micue3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCLl NPOBa)KEHHSA
oro AjsinbHOCTI» 3
BigNoBIgHMMMN 3MiHAMUN
y TEKCTi MapKyBaHHs
yNakoBKW NiKkapCbKoro
3acoby. TepMiH
BBE/EHHSA 3MiH
npoTsirom 6 Micsiuis




305

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nicnsa 3aTBepKeHHs.
3MiHu | TUnY - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHK).
OHoBNEHO TEKCT
MapKyBaHHS
NepBUHHOI Ta
BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby, a
came — BUIy4eHo
iHchopMmawito,
3a3HaueHy pocilicbkoto
MOBOIO, T BHECEHO
YTOYHEHHS LWoA0
NOroTUny B NEPBUHHY
(NyHKT 6) Ta BTOPUHHY
(NyHKT 17) ynakoBku
nikapcbKoro 3acoby.
TepmiH BBEAEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBeppKeHHs.

165.

ME®EHAMIHOB
A KUCNOTA

mefenami
¢ acid

mMedheHami
HoBa
kucnota

MO1AGO
1

Tabnetku no 500 wmr;
no 10 TabneTtok y
6nictepi; no 2
6nicTepy B nayuj 3
KapTOHY

MPAT
"OITOPAPM

YkpaiHa

BiANoBigaNbHWI
3a
BVMPOGHMLTBO,
nepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNYyCK cepil:
MPAT
"®ITOPAPM",
YKpaiHa,;
BiANOBIAAIbHUI
3a
BUPOGHMLTBO,
nepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
AT
"Ny6Hudapm”,
YKpaiHa,;
BiAnoBigaNbHWI
3a BUNycK cepii,
He BK/IYaoun
KOHTPO/1b/BMNPO

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 a6o 3MiHN
[0 y3arasibHeHux
[aHux nNpo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHux
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, KL BOHA
BigMiHHA Bif

6e3
peyenma

UA/17139/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

6yBaHHs cepii:
MPAT
"®ITOPAPM",
YkpaiHa

YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnaay)
3MiHa KOHTaKTHUX
[aHnX yroBHOBaXKEHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
thapmakoHarnsgy;
3MiHa
MiCLLe3HaXOMKEHHS
macTep-aiina
cuctemu
hapmakoHarnsgy;
3MiHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarisgy.

166.

MITHAPAH®

milnacipra
n

MisTHaumnp
aHy
rigpoxnop
na

NO6AX1
7

Kancynv Teepaj no
25 wr, no 8 kancyny
6nicTepi; no 7
6nictepiB y
KapTOHHIN nayui

PiBochapm
CA

LLiBeiiuapi
a

Pisochapm CA

Lliseiiua
pist

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
BBepneHHs a60 3MiHU
[0 y3arasibHeHnx
[JaHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBigansLHoI
3a 34iliCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHMKa 414
3[iACHEHHS
hapmakoHarnsay B
YKpaliHi, AKL0 BOHa

3a
peuyenmom

UA/20901/01/01




ozarka 3
Pekna Homep
MyBaH | peecmpayiliHo
HsT** 20
nocsioyeHHs1

ITpopoB>xeHHsT
Ymosu
Bionycky

307
KpaiHa
3asiBHUKa

Peecmpayjitina

KpaiHa
npoyedypa

BUPOGH
uKa

3asasHUK Bupo6HuK

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

Koo
ATX

Hasga
diroyoi
pe4yosuHuU

Ne Ha3ssa MixHapod

n/n JliKapcbKo20 Ha

3acoby HerameH
mosaHa

Hassa*
BigMiHHA Bif

YNOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYMN KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy) -
3MiHa YNOBHOBaXeHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnsg.
[itoua pepakuis:
[osine MapciHke /
Dovile Marcinke.
[ponoHoBaHa
pefakuis: AkeiniHa
PiukyTe / Akvilina
Rickute. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a thapmakoHarnag.
3MiHa KOHTaKTHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YkpaiHi. [itoua
pegakuisi: Wnronesa
MapiaHHa BikTopisHa.
[ponoHoBaHa
pepakuia: Mavictep
MapuHa l'eHHagiiBHa
BHECEHHS 3MiH [0

3a UA/20901/01/02

PiBochapm LLiBeiuapi PiBochapm CA LLiseiiua
i peuenmom

167.

MITHAPAH®

milnacipra
n

MinHaumnp | NO6AX1
aHy 7
rigpoxnop
na

Kancynv Teepgi no
50 wmr, no 8 kancyny
6nictepi; no 7
6nicTepiB y
KapTOHHIN nauui

CA A

pisi

peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3aranbHeHunx
[aHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx

npo cuctemy




ITponoB>xeHHs fofaTKa 3

MixHapod Hassa Koo ®dopma sunycky 3asasHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa Ymosu Pekna Homep
3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo

diroyoi ATX (nikapcbka ¢hopma,
ynakoska) uKa HS** 20
nocsioyeHHs1

308

Ne Hassa

n/n JliKapcbKo20 Ha
3acoby HerameH | pe4oBUHU

mosaHa
Hassa*
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHa Bif
YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
chapmakoHarnsgy
(BK/IKOUAKOYM KOHTaKTHI
AaHi) Ta/abo 3MiHn y
pO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy) -
3MiHa ynoBHOBaXeHoT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
[itoya pepakuis:
[osine MapciHke /
Dovile Marcinke.
MNponoHoBaHa
pefakuis: AksiniHa
PiukyTe / Akvilina
Rickute. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXXeHOT
ocobwu, BignoBiganbHOI
3a thapmakoHarnag.
3MiHa KOHTaKTHOT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YkpaiHi. [itoua
pepakuisi: Wnronesa
MapiaHHa BikTopiBHa.
MNponoHoBaHa
pepakuis: Maiictep
MapwuHa 'eHHaaiiBHa
Casa Xenckea IHpia/ BHECEHHS 3MiH 0 3a
Nita, IHais; Yropum peecTpaLinHmX peyenmom

UA/10205/01/01

MO1BX | Tabnetku, BKpUTI TOB "Mosi Ykpaina

060/10HKOH, Mo 30 Xenc"

168. | MOBEKC® - rNtoKo3ami
AKTUB HY




309 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
cynbart, a6o 60 TabneTok y Megiton Ha marepianis: 3MiHu |
XOHA,POITH naswui; no 1 dapmacbloTikan My - 3MiHK 3 SKOCTI.
HYy NAAWLi B KAPTOHHIN Ntp., YropwmHa [oTOBWIA NikapcbKuii
cynbat ynaxoBLi 3aci6. KoHTposb
Hatpito, roTOBOro NiKapCbKOro
Kanito 3acoby. 3miHa 'y
avknodeH mMeTofax
aK BMNPOGYBaHHSA

roTOBOrO /liKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEpAKEHNX
meToAax
BUMNPOGYBaHHS).
YTOYHEeHHA onucy
NPUroTyBaHHA
BMNpo6yBaHoro
PO3UMHY Ta pO34nHY
nnaye6o B metoauLi
"KinbkicHe
BWU3HAYEHHS
XOHAPOITUHY cynbdhat
Hatpit", a came
3a3HayeHo yac
BUTPVMYBaHHS Ha
YyNbTPa3BYKOBIi GaHi
Ta IHLWIi He3HauHi
npasKu; NP LibOMy
MeToA, BUNpPo6yBaHHS
3aULIAETLCA He
3MiHHUM. 3MiHu | TNy
- 3MiHK 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO liKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEHUX
meToAax
BMNPOOYBaHHS)
He3HauHi 3MiHV B
MeTOZi KOHTPOSI0
AKOCTi FOTOBOTO
nikapcbkoro 3acoby 3a
napameTpm "KinbkicHe
BU3HAYEHHSA Kauito




310 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
avknodeHaky", a
came 3a3HayeHo
KINIbKICTb PyXOMOI
chasun, BUTpYMyBaHHS
Ha yNbTpa3BYKOBIi
6aHi, iHhopmaLiito
wono cinbTpy,
He3HauHi npasku; Npu
LibOMY METOf,
BMNPO6YBaHHSA
3a/IMLLIAETLCA He
3MiHHWM.
169. | MOBEKC® - rNtoKo3ami - TabneTku, BKPUTI TOB "MoBi Ykpaina CaBa Xenckea IHais/ BHECEHHS 3MiH 0 - UA/10206/01/01
AKTMB Hy 060n0HKot0; in bulk: Xenc" NTa, IHgis; Yropum peecTpauiiHnx
cynbgar, no 1000 TabneTok y Megiton Ha marepianis: 3miHu |
XOHA,POITU noagiiHoOMy PapmacbloTikau My - 3MiHU 3 AKOCTI.
Hy nonieTuseHoBoMy Nta., YropwyHa [oTOBWIA NiKapcbkunit
cynbghat naketi y 6aHuj; no 1 3aci6. KoHTposnb
Hartpito, 6aHLji B KAPTOHHiIl roToBOro NikapcbKoro
Kanito KOpOoo6Li 3acoby. 3miHa 'y
avknodeH MeTogax
ak BUNPOOYBaHHSA

roTOBOrO /liKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEeHUX
meTogax
BMMPOGYBaHHS).
YTOYHEHHs onucy
NPUroTyBaHHS
BMNpo6yBaHoro
PO3YMHY Ta pO3unHYy
nnaue6o B MmeToauL
"KinbkicHe
BU3HAYEHHS
XOHAPOITUHY cynbdpat
HaTpilo", a came
3a3HayeHo yac
BUTPVMYBaHHS Ha
yNbTPa3BYKOBIi GaHi
Ta iHLWi He3HauHi
npaskuy; NP LbOMy
MeTog, BUNPOOyBaHHSA
3aULWAETLCA He
3MiHHUM. 3MiHY | TUny
- 3MiHM 3 AKOCTI.
[OTOBWIA NikapCbKuii
3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3acoby. 3miHa y
meToaax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEPAKEHUX
meToAax
BUNPOOYBaHHSA)
He3HauHi 3MiHN B
MeTOAji KOHTPO0
AKOCTi rOTOBOrO
nikapcbKkoro 3acoby 3a
napameTpm "KinbkicHe
BM3HAYEHHA Kasito
aviknodpeHaky", a
came 3a3HayeHo
KINIbKICTb PyXOMOI
hasun, BUTPYMyBaHHS
Ha yNbTpa3BYKOBIi
6aHi, iHdhopmadito
wonao cinbTpy,
He3HauHi npasku; Npu
LlbOMY MeTO/,
BMNPOGYBaHHSA
3aMLWAETLCA He
3MiHHUM.

170.

MOBEKC®
KOM®OPT

roKo3ami
Hy
cynbart,
XOHAPOITN
Hy
cynbchat
HaTpito

MO1AX

TabneTku, BKpUTI
060/10HKOt0 No 30
TabneTok y nasw;
no 1 naswuiy
KapTOHHII ynakoBL;
no 60 TabneTok y
nnswuyi; no 1 aéo no
2 NNALWKA B
KapTOHHI ynakoBL;
no 120 TabneTtok y
nnawuyi; no 1
NAAWL Y KapPTOHHIN
ynakoBLi

TOB "MoBi
Xenc"

YkpaiHa

CaBa Xesnckea
Nta, IHAis;
Megiton
dapmacbloTikan
14, YropwmHa

IHgis/
YropLum
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meToAax
BMNPOGYBaHHS
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX
meTogax
BMNPOOYBaHHS)
YTOYHEHHS ONUCy
NPUroTyBaHHA
BMNPOBOBYBaHOIoO
PO3YMHY Ta pO3UnHYy
nnaue6o B meToauLi
KifIbKiCHOTO
BU3HAYEHHS

6e3
peyenma

UA/9817/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

XOHAPOITUHY cynbdaT
HaTpito, a came
3a3HayeHo yac

BUTPUMYBaHHS Ha
yNbTPa3BYKOBI GaHi
Ta iHLWi He3HauHi
npaeku; Npu LbOMY

MeTof BUNpobyBaHHSA

3a/IMLLIAETbCSA He
3MiHHUM.

171.

MOBEKC®
KOM®OPT

r/11oKO3aMi
Hy
cynbart,
XOHA,POITH
Hy
cynbhat
HaTpito

TabneTkn, BKPUTI
060/10HKO10; in bulk:
no 1000 Tabnetok y
noABiNHMX
noslieTuIeHOBUX
naketax

TOB "Mosi
Xenc"

Ykpaina

CaBa Xenckea
Nita, IHais;
Megiton
dapmacbloTikan
nta., YropwmHa

IHpia/
YropLum

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HauyHa
3MiHa y 3aTBEPAKEHNX
meToAax
BUNPOBYBaHHS)
YTOYHEHHS onucy
NPUroTyBaHHA
BUNPO60OBYBAHOIO
PO34MHY Ta PO3UNHY
nnaye6o B metoauLi
KifIbKiCHOrO
BM3HAYEHHSA
XOHAPOITUHY cynbdat
Hartpito, a came
3a3HayeHo yac
BUTPVMYBaHHS Ha
yNbTPa3BYKOBIi GaHi
Ta IHLWIi He3HauHi
npasKu; Npu LibOMy
MeTog, BUNpo6yBaHHS
3a/IMLLIAETLCA He
3MiHHWM.

UA/9818/01/01

172.

MOBI®/IEKC®
JEKC

dexketopr
ofen

[ekckeTon
pogoeH
TpomeTam
on

MO1AE1
7

PO3YMH NS iH'EKLNA,
50 mr/2 mn; no 2 mn
B amnyni; 6 amnyny
KOHTYpHilA
YapyHKOBIli

TOB "MoBi
Xenc"

YkpaiHa

[esa XonauHr
A.C.

Typeuun
Ha

BHECEHHS 3MiH 10
peecTpauinHmx
mMartepianis: 3miHu Il
TMNy - 3MiHU 3 AKOCTI.
A®|. BupobHULTBO.

3a
peyenmom

UA/19056/01/01
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ITpopoB>xeHHsT

ozarka 3

Pekna

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

MyBaH
Hs**

Homep

peecmpayiliHo
20

nocsioyeHHs1

ynakosLi, no 1
KOHTYPHIlA
YapyHKOBIli ynakoBLyi
B KapTOHHIi Kopo6Lyi

3MiHa BUpO6HMKa

BWXiAHOro/NMPOMiXHOro
npoayKTy/peareHTy,

wo

BUKOPWCTOBYHOTHLCS Y
BVMPOGHMYOMY MpoLeCi

A®I, abo 3miHa
BMPOGHMKa
(Brtovatoun, ae
HeobXifHo, Micue
npoBefeHHs

KOHTpO/t0 sikocTi) AdI

(3a BigcyTHOCTI
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei y

3aTBepKeHOMY

[0Cbe)(BBEAEHHS
HOBOro BMPOGHMKa

A®I 3 HagaHHAM

macTep-ghaiina Ha

A®I) - BBEAEHHSA

a/IbTEPHATUBHOIO

BMPO6HUKa AdI

AekckeTonpogeHy
TpomeTamony -
Saurav Chemicals
Limited, India
(3aTBEpmXEHWIA
BMpo6HUK Huangshi
Shixing
Pharmaceutical Co.,
Ltd., China)

UA/15178/01/01

173.

MOHTEMAK 10

monteluka
st

MOHTENyK
act
Hatpito

RO3DCO
3

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 10
mr; no 10 TabneTok
y 6nicTtepi; mo 3
6nictepu y
KapTOHHI ynakoBLi

Makneozc
dapmacboT
nkasc
Nimiten

IHgis

Makneopc

dapmacboTuKan

¢ Niviteq,

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo

6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.

BBegeHHs 260 3MiHN
[0 y3arasbHeHunx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
chapmakoHarnsgy,

3a
peyerimom




ITpopoB>xeHHsT

ozarka 3

314
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa YNOBHOBaXEHOT

ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa 41
3AilicCHeHHsA
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobwu, BignoBiganbHoI
3a 34iCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
OaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
hapmakoHarnsgy.
3MiHa KOHTaKTHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
dhapmakoHarnsgy B
YKpaiHi.
[itoua pepakuis:
MHiTeubka /llo6oB
BanepiiBHa.
[ponoHoBaHa
pefakuis: Kyunba
TeTsaHa BacunisHa.
3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsg B
YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI
LisiNbHOCTI 3
thapmakoHarnagy.

3MiHa




315 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MiCLIe3HaXOKEHHS
macTep-gaiina
cuctemu
thapmakoHarnsgy Ta
ioro Homepa.
174. | M-CMNPEN mometaso | momeTa3o | RO1ADO | cnpeii Ha3aslbHUIA, 3eHTiBa, K.C. Yecbka ®APMEA PpaHLis BHECEHHS 3MiH 0 3a UA/18617/01/01
ne Hy chypoaT 9 [030BaHuit, 50 Pecny6nik peecTpauiiHnx peuenmom
MKr/go3a; no 16 r a marepianis: 3minHu |

(120 po3) abo 18 r
(140 po3) cycneHsii
y NONieTU/IEHOBIN
NASLWLi BUCOKOI
LWiNIbHOCTI, 06’€MOM
20 M, 3 f,O3YH4UM
Hacocom-
posnunioBayemM,
3aKpUTUM
Hasa/IbHM
annikaTopom 3
KOBMaykom, no 1
NAAWLUi B KAPTOHHIN
naJui

TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.

BBepgeHHs1 a6o 3MiHN
[0 y3aranbHeHUx
[aHux nNpo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS

dhapmakoHarnsgy B

YKpaiHi, KL BOHA

BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOT
0c0o0u 3a8BHUKA,

BiANOBiAA/IbHOT 32

hapmakoHarnsag.

[itoya pepakuis:
®dininosa Mogmuna,
MD / Ludmila Filipova,

MD. MponoHoBaHa

pefakuisi: Hikogemosa




316 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHUX
[aHnX YyroBHOBaXKEHOT
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
dpapmakoHarnsg.
175. | HA30OKCUnN xylometaz | kcunomet RO1AAO0 | cnpeit HazanbHWiA, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 6e3 UA/19920/01/01
oline a3oniHy 7 PO34MH A030BaHUIA, "Mikpodhapm "Mikpochapm" peecTpauiiHnx peuyenma
rigpoxnop 1 mr/mn; no 10 mny " marepianis: 3minHu |
na nonimepHomy TMny - 3MiHN 3 SKOCTI.

hNakoHi 3
posnusoBayem; no
1 donakoHy B nauuj 3
KapTOHY

CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/MoHorpa
cpii. 3MiHK, NoB'A3aHi 3
HEOOXiAHICTIO
npvBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo
iHLIOT HauioHasTbHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'a3aHa 3i 3MmiHamu
B AdY, abo
€Bponeichbkii
hapmakonei, abo
iHLUIA HalioHaNbHIN
hapmakonei gepxasm
€C) CynyTHs 3MiHa -
3MiHM 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTposnb
[LOMOMXXHWUX PEYOBUH.
3MiHa y meTogax
BMNPOGYBaHHS
[ONOMDKHOT peqyoBMHN
(He3HayHi 3MiHn y
3aTBEPAKEHNX
meTogax
BMNpoGyBaHb) 3MiHN B
cneundikauii Ta




317 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MeToAax KOHTPOio
AKOCTI [ONOMDKHOI
PeyoBMHM
BeH3ankoHito xnopua
3 METOI0 NpuBeaeHH:A
[0 BUMOr MoHorpadii
€ «Benzalkonium
chloride».
176. | HA3BOHEKC® mometaso | MmomeTazo | RO1ADO | cnpeii Ha3asIbHUIA, OpraHoH LLiBeiuapi OpraHoH Xeict Benbris BHECEHHS 3MiH 0 3a UA/7491/01/01
ne Hy chypoaT 9 [030BaHuit, 50 CeHtpan Ict A 6B peecTpauiiHnx peyernmom
MKr/go3y; no 18 r 6X marepianis: 3minHu |

(140 po3) cycneHsii
y NonieTuIeHOBOMY
pnakoHi 3
[03y04MM HACOCOM-
po3nuntoBayem,
3aKpUTUM
KoBnaykom, no 1

hnakoHy y
KapTOHHI Kopo6Lyi

TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NiKapCbKuii
3aci6. KoHTposib
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX
meToAax
BMNPOOYBaHHS)
He3HauHi 3MiHn y
3aTBEPMAXEHNX
meTogax
BUMPOOYBaHHA 3a
nokasHuKkamm
«KinbkicHe
BU3HAYEHHS
MomeTasoHa hypoatr»
Ta «CynpoBifHi
OOMILLKM» Woa0
BUYYEHHSA TOProBoil
MapKkn BUPO6HUKa
BEPX-konoHku
(3aTBEpPAXKEHO:
Beckman Ultrasphere
ODS, 25 cm x 4.6 mm
(3anponoHoBaHo:
Ultrasphere ODS, 25
cm x 4.6 mm ID).
3MiHu | TNy - 3MiHK 3
AKocTi. FoToBwMiA
nikapcbkuii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby
(iHWi 3MiHW)
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixxHapoo
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
BiOnycKy

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

OHOBJIEHHA BXe
3aTBEPKEHNX
MeTOZjB KOHTPO/O
akocTi [N13, a came
BUKAAEHHSA TEKCTY
[epXaBHO MOBOIO
3riAHO CyyYacHWX
BUMOT. Takox
BHECEHHS
peAaKTOPCbKUX
npaBokK, YTOYHEHb Ta
BUMpaB/eHb
BiANOBIAHO A0 po3ainy
3.2.P.5.2. 3miHu | Tuny
- 3MiHK Wwoao
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3miHK)
[ofaBaHHA po3ainy
«MapkyBaHHs» B MKA
N3. 3aTBEpAXEHO:
Po3sgin «MapkyBaHHs»
- BiICYTHIlA.
3anponoHoBaHo:
Po3sgin «MapkyBaHHs»
BignosigHo o
3aTBEPKEHOrO TEKCTY
MapKyBaHHsI

177.

HEBAHAK®

nepafenac

HenadeHa
K

S01BC1
0

Kpanni ouHi,
cycnexsis, 3 mr/mn,
no 3 mny dnakoHi-
KpanesbHuuj; no 1
chnakoHy B KOpoo6Li
3 KApPTOHY

Hosapric
®apma Al

LLsenuapi
A

HoBapTic
MaHydhakTypiHr
HB

Benbris

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynoptoB
anbHWi 3aci6. 3miHa
6y/ib-AKOI YaCcTUHU
marepiany nepBuUHHOI
yNaKkoBKMK, LLIO He
KOHTaKTy€e 3 rOTOBUM
NiKapcbknM 3ac060M
(Hanpwviknag konip
KpULLIEYOK 3
KOHTPO/IEM MEPLLOro
BiAKpUTTSA, KONip
KOJOBUX Kinewb Ha
amnynax, KoHTeliHepa
ONns ronok (pisHi Buav

3a
peyerimom

UA/13522/01/02




319 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

nnactMacw) (iHwi
3MiHW) - [logaHHA
eTukeTkn Pharmalite
FSC, wo
HaK/1eleTbCA 3a
ZI0MOMOTroH0 Keto
RP31 PURUS Big,
UPM Raflatac, nopy4
[,0 3apeecTpoBaHoi
eTukeTkn Macflex 3
kneem MP120 Big
Mactac gns conakoHy
OYHMX Kpanensb. fjtoya
pepaxuis Present label
component materials
Mactac Macflex
MP120
[ponoHoBaHa
pepaxuis Proposed
label component
materials Mactac
Macflex MP120 UPM
Raflatac Pharmalite
FSC RP31 Purus -
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptoB
anbHuii 3aci6. 3miHa
noctavasibHuKa
nakyBaJIbHUX
marepianis abo
KOMMNIEKTYUnX (AKLO
3a3HayeHo B [jOCbE)
(BUNYyYEHHSA
noctavyasnbHuKa) -
Bupanenxsa Moll
Industries sk
noctavasibHuKa
Kpuiku 3 p. 3.2.P.7.
ona HesaHak®, 1
Mr/MJ1, OCKifIbKW BiH
Ginblue He
BUKOPWCTOBYETLCS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
niKapcbKuii 3aci6.
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioYyeHHs1
Hassa*
Cuctema
KOHTeliHep/3akynoptos
anbHuii 3aci6. 3miHa
nocTtavasibHMKa
nakyBaslbHUX

marepianis abo
KOMMNIEKTYUnX (AKLO
3a3HayeHo B [jOCbE)
(BUNYyYEHHSA
noctavyasnbHuKa) -
OHOBMEHO po3gin
3.2.P.7 Cucrtema
KOHTelHep/3aKynoptoB
anbHuii 3aci6, a cave
BuganeHHsa INEOS
Eltex Med 100-MG12
PP sk noctavansbHuka
nakyBaslbHOr0
martepiany
noninponinexy ans
KPULLIKW, OCKISTbKW BiH
GinbLue He
BWKOPWCTOBYETHCS.
3MmiHu | TUnYy - 3MiHK 3
sKocTi. FoToBWMIA
nikapcbkuii 3aci6.
Cuctema
KOHTelHep/3aKynoptoB
anbHWi1 3aci6. 3miHa
napameTpis
cneuudikauii Ta/abo
[0NyCTUMUX MEX
NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
[Jo crneumndpikauin
NepBUHHOI YNakoBKK
(dbnaxoHw),
JojatTbca
napameTpm
“MiHiMasibHa TOBLLMHA
CTiHKN" 3
BCTaHOB/IEHVM
06MEeXeHHSAM Ha piBHi
He MeHwwe 0,5 mm,
“®YHKUiOHaNbHICTL" 3
06MEXEeHHAM
“Bignosigae” Ta
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

“3aranibHuii BUrnag” 3
06MEXEeHHAM
“Bignosigae” gns
HesaHak®, 1 mr/mn.
3MiHn | TUny - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
(iHWi 3MiHW) -
BHeceHHs! 3MiH 4o
3apeecTpoBaHol
[OKymMeHTauji po3ainis
3.2P.241a32P.7 2
came: -Bp. 3.2.P.2.4
BUAAIEHO MOCUNAHHSA
Ha cuctemy
nakysaHHs DROP-
TAINER komnaHii
Alcon, - B 3.2.P.7
peopraHisauist HasiBHOT
3apeecTpoBaHol
iHchopmawuii, -
BUAANEHHA
nocunaHHs Ha
cTepunizadiio
KOMMOHeHTIB 3 3.2.P.7,
- B 3.2.P.7 geTtasibHe
pO3KPUTTA
iHdhopmauii, o
CTOCYETbCA BXifHUX
KOHTPO/IbHMX
BMNpOGyBaHb Ta
XiMIYHMX
BMNPOGYBaHb,
BK/THOHAI0UM
cneuudikauii, meToan
Ta pesynbTatu
aHanisy cepii gns
ofHiel
penpe3eHTaTuBHOI
cepii gnsA NAsALWKK,
NPO6KM Ta KPULLIKK, - B
3.2.P.7 3amiHa
BUHOCKM po3ginom 4
npoueaypun Novartis
ons sanipauii
rnocTavyasibHuKIB

178.

HEBAHAK®

nepafenac

HenadeHa
K

S01BC1
0

Kpanni ouHi,
cycneHsis, 1 mr/mn,

Hosaprtic
Papma Al

LLsenuapi
A

HosaprTic
MaHydakTypiHr

Benbris

BHECEHHS 3MiH 40
peecTpaLinHmX

3a
peyenmom

UA/13522/01/01




322 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
no 5 mny cnakoHi- HB marepianis: 3MiHu |

KpanenbHuui; no 1
dhakoHy B KOpOO6Li
3 KApPTOHY

My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynoptos
anbHuii 3aci6. 3miHa
6yAb-AKOI YacTVHN
marepiany nepBUHHOI
YNaKoBKM, LLIO He
KOHTaKTy€e 3 rOTOBUM
NiKapcbknM 3ac060M
(Hanpwviknag konip
KpULLIEYOK 3
KOHTPO/IEM MEpPLLOro
BIAKPUTTSA, KONip
KOJOBUX KineLb Ha
amnynax, KoHTeliHepa
Ans ronok (pisHi Buam
nnactMacw) (iHwi
3MiHW) - [logaHHA
eTukeTkn Pharmalite
FSC, wo
HaK/1eteTbCA 3a
ZI0MOMOTroH0 Keto
RP31 PURUS Big,
UPM Raflatac, nopy4
[,0 3apeecTpoBaHoi
eTunkeTkn Macflex 3
kneem MP120 Big
Mactac gns conakoHy
O4HMX Kpanensb. fjtoya
pepaxuis Present label
component materials
Mactac Macflex
MP120
[ponoHoBaHa
pepaxuis Proposed
label component
materials Mactac
Macflex MP120 UPM
Raflatac Pharmalite
FSC RP31 Purus -
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptoB
anbHuii 3aci6. 3miHa




n/n

Hassa
JliKapcbKo20

MixHapod
Ha

Hasga
diroyoi

Koo
ATX

dopma sunycky

3asiBHUK

323

KpaiHa Bupo6HuK

ITpopoB>xeHHsT

ozarka 3

3acoby

HenameH
mosaHa
Ha3zsa*

pe4yosuHU

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

KpaiHa
BUPOGH

uka

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

noctavasibHuKa
nakyBaJIbHUX
marepianis abo
KOMMNEKTYUnX (AKLO
3a3HayeHo B [jOCbE)
(BUNYyYEHHSA
noctavyasnbHuKa) -
BuganeHnxsa Moll
Industries 5K
noctavasibHuKa
Kpuiku 3 p. 3.2.P.7.
ona HeeaHak®, 1
Mr/MJ1, OCKifIbKW BiH
Ginblue He
BUKOPWCTOBYETLCS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBUIA
nikapcbknii 3aci6.
Cuctema
KOHTeliHep/3akynoptos
anbHuii 3aci6. 3miHa
noctavasibHuKa
nakyBaJIbHUX
marepianis abo
KOMMNIEKTYUnX (AKLO
3a3HayeHo B [jOCbE)
(BUNYyYEHHSA
noctavyasnbHuKa) -
OHOBMEHO po3gin
3.2.P.7 Cucrtema
KOHTelHep/3aKynoptoB
anbHuii 3aci6, a cave
BuganeHHsa INEOS
Eltex Med 100-MG12
PP sk noctayansbHuka
nakyBaslbHOro
martepiany
noninponinexy ans
KPULLIKW, OCKISTbKW BiH
GinbLue He
BWKOPWUCTOBYETHCS.
3MmiHu | TUnYy - 3MiHK 3
sKocTi. FoToBWMIA
nikapcbkuii 3aci6.
Cuctema
KOHTelHep/3aKynoptoB
anbHWi1 3aci6. 3miHa

napameTpiB




324 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cneuudikauii Ta/abo
[ONYCTUMNX MEX
NepBUHHOI YNakoBKK
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK) -
[Jo crneumndpikauin
NepBUHHOI YNakoBKK
(dbnaxoHw),
JojatTbca
napameTpm
“MiHiMasibHa TOBLLMHA
CTiHKW" 3
BCTaHOB/IEHVM
06MEeXeHHSM Ha piBHi
He meHLe 0,5 Mm,
“®YHKUiOHaNbHICTL" 3
06MEXeHHAM
“Bignosigae” Ta
“3aranibHuii BUrnag” 3
06MEXEeHHAM
“Bignosigae” gns
HesaHak®, 1 mr/mn.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
(iHWi 3MiHW) -
BHeceHHs1 3MiH 4o
3apeecTpoBaHol
[OKymMeHTauji po3ainis
3.2P.241a32P.7 a
came: -Bp.3.2.P.2.4
BUAAIEHO MOCUNAHHSA
Ha cuctemy
nakysaHHs DROP-
TAINER komnaHii
Alcon, - B 3.2.P.7
peopraHisauist HasiBHOT
3apeecTpoBaHol
iHchopmawuii, -
BUAANEHHA
nocunaHHs Ha
cTepunizadiio
KOMMOHeHTIB 3 3.2.P.7,
- B 3.2.P.7 geTtasibHe
pO3KPUTTA
iHdhopmauii, o
CTOCYETbCA BXifHUX
KOHTPO/IbHMX




325 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BMNpOGyBaHb Ta
XiMIYHMX
BMNPOGYBaHb,
BK/THOHAI0UM
cneuudikadii, metoan
Ta pesynbTatu
aHanisy cepii gns
ofHiel
penpe3eHTaTuBHOI
cepii gnsA NAsALWKK,
NPO6KM Ta KPULLIKK, - B
3.2.P.7 3amiHa
BUHOCKM po3ginom 4
npoueaypu Novartis
ons sanigauii
rnocTavyasibHuKIB
179. | HNNOTUHIB- nilotinib HinoTuHi6 LO1EAO | kancynu TBepgi no Mictpan AHrnis BMPOGHMLTBO Manbta/ BHECEHHS 3MiH 0 3a UA/20560/01/01
BICTA 3 50 mr, no 7 kancyny Kenitan roToBOI Ipeuis peecTpauiiHnx peyenmom
6nictepi; no 4 MeHemxmeH niKkapcbkoi marepianis: 3MiHu |
6nictepu B T NlimiTeq, dhopmu, My - 3MiHK 3 SKOCTI.
KapTOHHI Kopo6Lyi nepBuHHA Ta A®I|. BupobHuULTBO.
BTOPVHHA 3MiHa po3mipy cepii
yrnaKkoBKa, [GLGILEETRTY
KOHTpPO/b cepii, aianasoHn) A®l abo
BUNYCK cepii: NPOMDKHOIO NPOAYKTY,
PAPOC MT AKWIN 3aCTOCOBYETLCS
Nimites, y npoueci
ManbTa; BunycKk BMpoOHULTBa API
cepii: ®apoc (36inbLlueHHs o 10
dapmaueBTikas pasiB NOPIBHSAHO i3
OpieHTy, 3aTBEPAKEHNM
Cepsicec N114., pO3MipOM) - BBELEHHS
Ipeuis [04aTKOBOrO po3Mipy
cepii A®I Nilotinib
hydrochloride
dihydrate
180. | HINOTUHIB- nilotinib HinoTuHi6 LO1EAO | kancynu TBepgi no MicTtpan AHrnis BMPOBHULTBO Manbta/ BHECEHHS 3MiH 40 3a UA/20560/01/02
BICTA 3 150 mr, no 7 kancyn Kenitan roToBol Ipeuis peecTpauinHmx peyenmom
y 6nicTepi; no 4 MeHemxmeH niKapcbKoi marepianis: 3MiHu |
6nictepu B T NimiTepq, hopmu, TMNYy - 3MiHU 3 AKOCTI.
KapTOHHI Kopo6Lyi nepsBrHHa Ta A®|. BupobHuULTBO.
BTOPVHHA 3MmiHa po3mipy cepii
ynakoBka, (BkNtoyatoun
KOHTPO/b cepii, AianasoHn) A®l abo
BUNYCK cepii: MPOMDKHOIO NPOAYKTY,
®APOC MT SIKNI 3aCTOCOBYETLCS

Niviteq,

y npoueci




326 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
ManbTa; BunycKk BMpoOHULTBa API
cepii: ®apoc (36inblueHHs o 10
dapmaueBTikas pasiB MOPIBHSAHO i3
OpieHT, 3aTBEPAKEHNM
Cepsicec N114., pO3MipOM) - BBELEHHSA
Ipeuis [04aTKOBOTO po3Mipy
cepii A®I Nilotinib
hydrochloride
dihydrate
181. | HINOTUHIB- nilotinib HinoTuHi6 LO1EAO | kancynu TBepgi no MicTtpan AHrnis BUPOBHULTBO Manbta/ BHECEHHS 3MiH 0 3a UA/20560/01/03
BICTA 3 200 mr, no 7 kancyn Kenitan roToBol Ipeuis peecTpauinHmx peyenmom
y 6nicTepi; no 4 MeHemKkmeH nikapcbkoi marepianis: 3minHu |
6nictepu B T NimiTepq, hopmu, My - 3MiHU 3 AKOCTI.
KapTOHHI Kopo6Lyi nepBrHHa Ta A®|. BupobHuLTBO.
BTOPUHHA 3MiHa po3mipy cepii
ynakoBka, (BkNtoyatoun
KOHTPO/b cepii, AianasoHn) A®l abo
BUNYCK cepii: NMPOMDKHOIO NPOAYKTY,
®APOC MT SIKNI 3aCTOCOBYETLCS
Nimites, y npoueci
ManbTa; Bunyck BMpo6HULTBa AdDI
cepii: ®apoc (36inbLueHHs go 10
dapmauesTikan pasiB NOPIBHSAHO i3
OpieHTq, 3aTBEPMKEHNM
Cepsicec N14., pO3MipoMm) - BBEAEHHS
Ipeuis [04aTKOBOro po3mipy
cepii A®I Nilotinib
hydrochloride
dihydrate
182. | HITPECAH® nitrendipin | HiTpeHguni | CO8CAO | Tabnetku no 20 wmr, MPO.MEA.L, Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [0 3a UA/13146/01/02
e H 8 no 10 TabneTtok y C MNparaa.c. | Pecny6nik | noBHuM uukiom: | Pecnybn peecTpauiiHnx peuenmom
6nicTepi; no 2 abo 3, a MPO.MEA.LIC ika/ marepianis: 3miHu |
abo 6 6nicTepiB y Mpara a.c., Cnosay, TMNYy - 3MiHN 3 AKOCTI.
KapTOHHI Kopo6Lyi Yecbka bka [OTOBWIA NikapcbKuii
Pecny6nika; Pecny6n 3aci6. 3MiHn y
nepBrHHE Ta ika BMPOGHMLTBI. 3MiHa
BTOPWHHE iMnopTtepa/amiHu, o
nakyBaHHs: CTOCYHOTbCS BUMYCKY
CaHeka cepii Ta KOHTPO/I0
dapmMacbloTuKas AKOCTi FOTOBOrO
3a.c., nikapcbKoro 3acoby
CnoBaubka (3amiHa abo
Pecny6nika; [oAaBaHHSA fifbHUL,
KOHTPO/b AKOCTI: Ha SKii 34iCHI0ETbCA
AJIC Yecbka KOHTpO/b/BUNpo6yBaH
Pecny6nika, HS cepil) - fofaBaHHSA
C.p.o., Yecbka a/lbTepHaTUBHOI




327 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Pecny6nika; BMPOGHMYOT AiNbHUL
KOHTPO/b AKOCTI: PRO.MED.CS Praha
MPO.MEA.LIC a.s., 3a afipecoto:
Mpara a.c., Radiova 1122/1, 102
Yecbka 27 Praha 10
Pecny6nika (Technicpark a.s.),

Czech Republic,
BiANOBIga/IbHY 3a
KOHTPO/b
cepili/Bunpo6yBaHHs
roTOBOrO liKapCbKOro
3acoby
(XiMiuHWiA/piznyHNi
KOHTPO/Ib SIKOCTI).
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBeppkKeHHs.
3MmiHu | TUnYy - 3MiHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
KoHTponk rotosoro
niKapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK Y
meToAax B1NpobysBaHb
(BKKOYALOUM 3aMiHY
ab0 JONOBHEHHS)) -
3amiHa meToay
BMNpo6yBaHHA 3 TLUX
Ha Y®-cnekTp 4n1a
KOHTPOJTI0 NOKa3HMKa
cneuudikawii
«laeHTudpikauis
HITPEHAUMIHY .
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPO6YBaHHSA
roTOBOrO liKapCbKOro
3aco6y (He3Ha4yHa




ITponoB>xeHHs fofaTKa 3

328
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa y 3aTBEpPOKEHMX
mMeTofax
BMMNPOOYBaHHS) -
He3HauHi 3MiHU y
3arBepaKeHomy

meToai BEPX ansa
KOHTPO/IO NOKa3HUKIB
cneumdikauit
«KinbkicHuii BMiCT
HiTpeHauNiHy B 1
Tabnetuyi»,
«OAHOpIgHICTb
[030BaHVX OAVHUL>»
Ta «lgeHTudikauisn
HITPEHANNIHY». 3MiHN
CTOCYIOTbCS LOAO
yMOB
XpomaTorpadyBaHHs,
NPUroTyBaHHA
po3unHiB Ta
pO3paxyHKOBUX
dhopmyn. HesHauHi
pepakuiiiHi 3MiHN y
meTogi BETLWUX ans
KOHTPO/TI0 NOKa3HMKa
«OfAHOpIHICTD
[1030BaHNX OANHULIb>.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBUIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPO6YBaHHSA
roTOBOrO liKapCbKOro
3aco06y (iHWi 3MiHN Y
mMeToAax BMNpoGyBaHb
(BKKOUAOUM 3aMiHY
ab0 JONOBHEHHS)) -
[0AaBaHHA
albTEPHATUBHOIO
meTtogy BEPX gnsa
KOHTPO/II0 NOKa3HMKa
«OfAHOpIHICTD
[030BaHVX OANHUL»




329 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

B [JONOBHEHHS [0
3aTBEPKEHOTO
meTtogy BETLUX.
BBeneHHs 3MiH

npoTArom 6-Tn MicAUiB

nicnsa 3aTBepKeHHs.
3MiHu | TNy - 3MiHK 3
AKOCTi. FOTOBWIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPOGYBaHHSA
roTOBOro NiKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEHUX
meToaax
BMMNPOOYBaHHS) -
He3HauHi 3MiHU y
metodi BEPX ansa
KOHTPOJTI0 NOKa3HMKa
«CynpoBigHi
[LOMILLIKM».
JLONOBHEHHA
MeTOAVKMN
iHchopmauieto woao
peakTuBiB Ta
CTaHfapTHYX 3paskiB,
yMOB

XpomaTorpadyBaHHs,

NpUroTyBaHHA
po3unHiB Ta
NpU6/N3HNX 3HaYeHb
BiHOCHWX YaciB
yTpuMaHHs (RRT)
Jomiwok. BeefeHHs
3MiH NpOTAroM 6-Tu
MicsauiB nicns
3aTBEPMAKEHHSA. 3MiHN
| TMNYy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro

3aco6y (iHLWi 3MiHK) -y
cneuudikauii 3a

NOKa3HNKOM
«PO34NHEHHA»
NPOMNOHYETLCSA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

YCYHYTU NPUMITKY
LL0A0 NPOBEfEHHSA
BMNPOGYBaHHSA Tislbkn
npv BUMyCKy
npenapary. BeegeHHs
3MiH NPOTAroM 6-Tu
MicauiB nicns
3aTBEPAKEHHS. 3MiHN
| TMINY - 3MiHW 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa y
mMeTofax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEPAKEHUX
meTogax
BUNPOOBYBaHHS) -
[IOMNOBHEHHSA
MeToAuKY ANA
KOHTPO/IIO MOKa3HuKa
«P0O34nMHEHHA»
iHbopmawieto Wwoao
peakTuBiB Ta
CTaHapTHVX 3pa3kKiB.
HesHauHa pegakujiiHa
3MiHa LLoA0 YMOB
npoBefeHHs
PO3YMHEHHS
(Temnepartypa), a
came: 3a3Ha4yeHHs
«37,0°C +0,5°C»
3amicTb «37 °C + 0,5
°C». BBefeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepipkKeHHs.
Bepcis MKA N3
(0005)

183.

HITPECAH®

nitrendipin
e

HITpeHauni
H

C08CAO0
8

Tabnetkn no 10 wr,
no 10 Tabnetok y
6nictepi; no 2 a6o 3,
abo 6 6nicTepiB y
KapTOHHI Kopo6Lyi

MPO.ME[A.LL
C MNpara a.c.

Yecbka
Pecny6nik
a

BMPOGHMLTBO 3a
MOBHUM LK/IOM:
NPO.MEA.LIC
MNpara a.c.,
Yecbka
Pecny6nika;
nepBrHHE Ta
BTOPUHHE

Yecbka
Pecny6n
ika/
Cnosay,
bka
Pecny6n
ika

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Wwo

3a
peyenmom

UA/13146/01/01




331 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaHHS: CTOCYIOTbCA BUMYCKY
CaHeka cepii Ta KOHTPO/IHO
dapmacboTUKas AKOCTi FOTOBOTO
3a.c., nikapcbKoro 3acoby
CnoBaubka (3amiHa abo
Pecny6nika; [oAaBaHHSA finbHWLI,
KOHTPO/b SAKOCTI: Ha SIKiil 34jicCHI0ETbCS
AJIC Yecbka KOHTpONb/BUNPOOYBaH
Pecny6nika, HS cepii) - AoJaBaHHsA
C.p.0., Yecbka a/ibTepHaTUBHOT
Pecny6nika; BMPOGHWYOT AiNbHUL
KOHTPO/Ib SKOCTI: PRO.MED.CS Praha
MPO.MEA.LIC a.s., 3a afpecolo:
Mpara a.c., Radiova 1122/1, 102
Yecbka 27 Praha 10
Pecny6nika (Technicpark a.s.),

Czech Republic,
BiANOBIga/IbHY 3a
KOHTPONb
cepiit/BnNpobyBaHHs
roTOBOrO /liKapCbKOro
3acoby
(XiMiyHKiA/chiznyHmiA
KOHTPO/Ib SIKOCTI).
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.
3MiHu | TNy - 3MiHK 3
AKOCTi. FoTOBWIA
nikapcbknii 3aci6.
KoHTponb rotoBoro
nikapcbKoro 3acoby.
3miHa y meTogax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHN Y
meToAax B1NpobyBaHb
(BKKOUAOUM 3aMiHY
ab0 JONOBHEHHS)) -
3amiHa meTogy
BMnNpobyBaHHA 3 TLUX
Ha Y®-cnekTp Ans
KOHTPO/II0 NOKa3HMKa
cneumdikauit
«laeHTudikauis
HITPEHANMIHY».
BBefeHHs 3MiH
NpoTsirom 6-Tv Micsiuis




ozarka 3

332 ITpopoB>xeHHsT
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
nicnsi 3aTBepKEHHS.
3MiHn | TNy - 3MiHu 3
AkocTi. [oToBWiA
nikapcbkuii 3aci6.

KOHTpOsb roToBOro
nikapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEpAKEHNX
meToAax
BUNPOBYBaHHS) -
He3HauHi 3MiHW Y
3aTBepKeHOMY
meTtoai BEPX ansa
KOHTPOI0 MOKa3HWKIB
cneumdikauii
«KinbKicHWiA BMiCT
HITpeHauNiHy B 1
Tabnetuyi»,
«OpfHOpPIgHICTb
[1030BaHVX OAMHNLb»
Ta «lgeHTudikayis
HITPEHAMNIHY». 3MiHN
CTOCYIOTbCS LLOAO
yMOB
XpomaTorpadyBaHHs,
NPUroTyBaHHA
pO34uHIB Ta
pO3paxyHKOBUX
doopmyn. HesHauHi
pefakuiiiHi 3MiHW y
meTogi BETLWUX ans

KOHTPOJTI0 NOKa3HMKa
«OAHOpIgHICTb
[1030BaHNX OANHNLIbY.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
KOHTpO/b roToBOro
nikapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA

roTosoro ]'IiKapCbKOFO




333 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

3aco06y (iHLWi 3MiHN Y
mMeTofax BUnpobyBaHb
(BK/THOHAKOUM 3aMiHY
ab0 [ONOBHEHHS)) -
AofaBaHHA
a/IbTEPHATUBHOIO
meTtogy BEPX ansa
KOHTPO/IIO MOKa3HuKa
«OAHOpIgHICTb
[030BaHVX OAVHUL»
B [ONOBHEHHS [10
3aTBEPKEHOr0
meTtoay BETLUX.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHn | TNy - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
KOHTpOsb roToBOro
nikapcbKoro 3acooby.
3MiHa y meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HauHa
3MiHa y 3aTBEpAKEHNX
meToAax
BUNPOBYBaHHS) -
He3HauHi 3MiHW Yy
meToai BEPX ansa
KOHTPO/TI0 NOKa3HMKa
«CynposigHi
OOMILLKM».
JlonoBHEHHA
MeToAVKM
iHchopmavieto woao
peakTuBiB Ta
CTaHAapTHUX 3paskis,
yMOB
XpomaTorpadyBaHHs,
NPUroTyBaHHA
pO34uHIB Ta
NpU6N3HNX 3HAYEHb
BiZIHOCHMX Yacis
yTpumarHs (RRT)
Jomilwok. BeeeHHs
3MiH NpOTArom 6-Tn

MicsiliB micns




334 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

3aTBEPMAKEHHSA. 3MiHU
| TMNY - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOro NiKapCbKOro
3aco6y (iHLWi 3MiHK) - y
cneuudikauii 3a
NOKa3HNKOM
«P0O34nMHEHHA»
NPOMNOHYETHLCA
YCYHYTV NPUMITKY
LLIOZI0 NPOBEAEHHSA
BUNPOBYBaHHSA TiNbKu
npy BUMycKy
npenapary. BeefeHHs
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPMAKEHHSA. 3MiHN
| TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA NnikapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO NiKapCbKOro
3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX
meToAax
BMMNPOOYBaHHS) -
[IOMOBHEHHSA
MEeTOAVKY ANA
KOHTPOJTI0 NOKa3HMKa
«PO34YMHEHHA»
iHchopmauieto woao
peakTuBiB Ta
CTaHapTHYX 3pa3kiB.
HesHauHa pepgakujiiiHa
3MiHa LWOoA0 YMOB
npoBefeHHs
PO3YMHEHHS
(Temnepartypa), a
came: 3a3Ha4yeHHs
«37,0°C+0,5°C»
3amicTb «37 °C + 0,5
°C». BBefieHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.




335 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Bepcis MKA 13
(0005)
184. | HI®YPOKCA3WA | nifuroxazid | Hipypokca | AO07AXO0 | kancynwv TBepai no BocHanek BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 0 3a UA/1991/01/01
BOCHAJEK e 314 3 100 wmr, no 10 n0.o. lepuerosun lepuero peecTpauiiHnx peyenmom
kancyny 6nictepi, Ha BVHa martepianis: 3MiHu |

no 3 6nictepu B
KapTOHHI Kopo6Lyi

My - 3MiHN 3 SKOCTi.
CepTudpikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
cepTudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei: ans Adl;
015 BUXIAHOTO
MaTtepiany/peareHty/n
POMKHOTO MPOAYKTY,
o
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APIl; ans
[ONOMDKHOT peqyoBMHN
(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BnxigHoro
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY
ab0o [0MNoMiXHOT
peyoBuHM) - HoBuiA
cepTucpikat ans
BUXiAHOTO
mMartepiany/peareHty/n
POMDKHOTO MPOAYKTY
ab0o [0NoMiXKHOT
PeyoBMHW Bif, HOBOTO
abo Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHA
HoBUX E-
cepTuqikaTtis




336 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BiANOBIAHOCTI
€Bponeiicbkili

hapmakonei ans

[LONOMDKHOT peqyoBUHN

Gelatin, o BxoAnTb

[0 cknagy TBepAaol
XenaTvHOBOI Karncysnu:

Brpo6HuK TBEPAUX
XenaTuHOBWX Kancysn

ACG Europe:

Ne RO-CEP 2022-048 -
Rev 00 Bupo6Huka
HALAVET GIDA
SANAYI! VE TICARET
A.S.; BUpo6HuMK
TBEPAVX XKeNnaTuHOBNX
kancyn Capsulogel:
Ne R1-CEP 2008-048-
Rev 00 PIONEER
JELLICE INDIA
PRIVATE LIMITED.
3MiHu | TNy - 3MiHK 3
akocTi. CepTudikat
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuxigHoro
marepiany/peareHty/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei gns




337 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Adl/BuxigHoro

mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBuHM) - HoBWiA
cepTucpikat ans
BUXiAHOTO
mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0noMiKHOT
PEeYoBUHW Bif, HOBOTO
abo Bxe
3aTBEPAXEHOr0
BMPOGHMKA - NOAAHHSA
HoBuX E-
cepTudgikatis
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
[ONOMDKHOT PEYOBUHU
Gelatin, wo BxoanTb
[0 cknagy TBepaol
XenaTuHOBOI Karncy/u:
Bnpo6Huk TBEPANX
XenaTuHOBWX Kancys
ACG Lukaps, sikuii
3MiHMB Ha3By Ha ACG
Europe:
R1-CEP 2003-261-
Rev 01 Bupo6Huka
India Gelatine and
Chemicals Ltd. R1-
CEP 2002-098-Rev 04
BMpPO6HYMKa Rousselot,
R1-CEP 2000-067-
Rev 03 Bupo6Huka
Rousselot, R1-CEP
2014-280-Rev 01
BMpOGHMKa PB Gelatin
Heilongjiang Co. Ltd.
R1-CEP 2008-137-
Rev 01 Bupo6Huka
Gelita Liaoyuan. 3miHu
| TMNY - 3MiHW 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat

Bi4noBIAHOCTI




338 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
€Bponeiicbkili

thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/n
POMIXXHOTO NPOAyKTY
a60 [0NoMiKHOT
PeYoBUHM) -
OHoBNEHWA
cepTudikar Bif Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
oHoBneHoro MNE-
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne R1-
CEP 2003-172-Rev 03
(3aTBepmxeHo: R1-
CEP 2003-172-Rev
02) ana AonoMikKHoT
peuyosuHu Gelatin, wo
BXOAMUTb A0 cknagy
TBEpAoI XenaTtnHoBoi
Kancynu, Big Bxe
3aTBEPAKEHOr0
BMpo6HUMKa Gelita
group, BUPOBHWK
TBEPAVX XeNaTuHOBMX




339 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

kancyn ACG Europe.
3MiHn | TNy - 3MiHu 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHty/n
POMIXXHOTO NPOAyKTY
a60 f0NoMiXKHOT
PeYoBUHM) -
BunyyeHHsa
cepTtudikatis (y
BUMaKy HasBHOCTI
MyNbTUNIETHOTO
cepTucpikata Ha
mMarepian) BUIyYEHHS
E-cepTudbikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei CEP R1-
CEP 2002-115 Rev 02
0151 LONOMIXKHOT
peyoBuHU Gelatin
BMPO6HMKa Rousselot,
LL|O0 BXOANTb A0




340 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
cknagy Teepaoi
XenaTtuHOBOI Karncyv
BMpo6HUKa ACG

Europe. 3miHu | Tny -
3MiHM 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/n
POMIXXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBuHK) - HoBuiA
cepTudikat gns
BUWXifHOrO
marepiany/peareHty/n
POMIXXHOTO NPOAYKTY
a60 [0NoMiKHOT
PEyOoBMHM Bif} HOBOTO
abo Bxe
3aTBEPKEHOr0
BMPOGHMKA - NOAAHHSA
HoBuX E-
ceptudikaTis

Bi4noBIAHOCTI




341 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
€Bponeiicbkili

hapmakonei ans
[OMOMDKHOT PEYOBUHN
Gelatin, wo BxoanTb
[0 cknagy TBepaol
XenaTtuHoBOI Kancynu:

Brpo6HuK TBEPAUX
XenaTuHOBWX Kancysn
ACG Lukaps
Rousselot CEP R1-
CEP 2010-043-Rev 00

Rousselot R1-CEP
2002-115-Rev 02
Tessenderlo Group
N.V. R1 CEP 2000-
045-Rev 04
Bnpo6HWK TBEPANX
XenaTuHOBKX Kancysn
Capsulogel:
Rousselot R1-CEP
2000-029-Rev 05
Gelita Group R1-CEP
2001-424-Rev 03
Tessenderlo Group
N.V. R1 CEP 2000-
045-Rev 04
Rousselot CEP R1-
CEP 2010-043-Rev
00. 3MiHu | TUnYy -
3MiHK 3 AKOCTI.
Ceptucpikar
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
a60 OHOBNEHOTO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO




342 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/n
POMIXXHOTO NPOAYKTY
a60 f0NoMiXKHOT
pPeYoBUHM) -
OHoBNEHWA
cepTudikar Bif Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
OoHoBneHux ME-
cepTudikaTis
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[LO0NOMDKHOT peqyoBUHN
Gelatin, o BxoAnTb
[0 cknagy TBepAaol
XenatunHoBOI Karncynu
BMPOGHWKIB.
[itoya pepaxuis
Brpo6HuK TBEpAOIl
XenaTtuHOBOI Karncyiv
ACG Lukaps
Gelita group: R1-CEP
2003-172-Rev 01
Nitta Gelatin India Ltd:
R1-CEP 2000-344-
Rev 02
Gelita group: R1-CEP
2000-050-Rev 01
Bupo6Huk TBEPAOT
XenaTtnHoBOI Karncynu
Capsulogel:

Nitta Gelatin R1-CEP
2005-217-Rev 00
Nitta Gelatin: R1-CEP
2000-344-Rev 02
Rousselot R1-CEP




343 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

2000-029-Rev 04
MNponoHoBaHa
pepakuis
Brpo6HuK TBEpAOIl
XenaTtuHOBOI Karncyv
ACG Lukaps
Gelita group: R1-CEP
2003-172-Rev 02
Nitta Gelatin India Ltd:
R1-CEP 2000-344-
Rev 03
Gelita group: R1-CEP
2000-050-Rev 02
Bupo6Huk TBEPAOT
XenaTtnHoBOI Karncynu
Capsulogel:
Nitta Gelatin R1-CEP
2005-217-Rev 02
Nitta Gelatin: R1-CEP
2000-344-Rev 03
Rousselot R1-CEP
2000-029-Rev 05.
3MiHu | TNy - 3MiHu 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponenchkii




344

ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei ans
Adl/BuxigHoro
marepiany/peareHty/n
POMIXXHOTO NPOAyKTY
a60 [0NoMiXKHOT
PeYoBUHM) -
BunyyeHHsa
cepTtudikatis (y
BUMaKy HasBHOCTI
MybTUNIETHOTO
cepTucpikata Ha
matepian) (B.I11.1. (6)-
41A)

BUyYeHHs TE-
ceptudcikatn
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[LONOMDKHOT peqyoBMHA
Gelatin, o BxoAnTb
[0 cknagy TBepAaol
XenatuHoBOi Kancynu.

Brpo6Huk TBEpAOl
XenatunHoBOI Karncynu
Capsulogel:
Rousselot SAS R1-
CEP 2000-027
Rousselot SAS R1-
CEP 2001-332
PB Gelatins R1-CEP
2002-110
Pb Leiner R1-CEP
2004-022
Nitta Gelatin R1-CEP
2004-247
Nitta Gelatin R1-CEP
2004-320.
3MmiHu | TYnYy - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei/MoHorpa
tpii. MogaHHsA HOBOrO
abo OHOB/IEHOTO

cepTuguikara




345

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BMKOPUCTOBYIOTbCH Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(FE-cepTudikar
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BnxigHoro
mMatepiany/peareHty/n
POMDKXHOTO NPOAYKTY
ab0 [0MnoMiXHOT
peyoBuHM) -
OHoBNEHWA
cepTudikar Bif BXe
3aTBEPAXEHOr0
BMPOGHMKA - NOAAHHSA
oHoBneHoro ME-
cepTugikaty
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne R1-
CEP 2003-172-Rev 01
(3aTBepmxeHo: R1-
CEP 2003-172-Rev
00) 4n1a AONOMKHOT
peyoBunHM Gelatin
BMpo6HMKa Gelita
group, L0 BXOANTb A0
cknagy Teepaoi
XEenatuHoBOI Kancynu.

185.

HI®YPOKCA3UL,
BOCHANEK

nifuroxazid
e

Hichypokca
3ug,

A07AX0
3

Kancysv Teepgai no
200 wmr, no 8 kancyn
y 6nictepi, no 1 abo
2 6nictepu B
KapTOHHI Kopo6Lyi

BocHanek
a.a.

BocHis i
epuerosun
Ha

BocHanek g.4.

BocHis i
epuero
BMHa

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
Ceptudpikar
BignosigHocCTI/TE-
ceptudikat
BiAnoBiAHOCTI

3a
peyerimom

UA/1991/01/02




346 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOB/IEHOIO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCA Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/n
POMIXXHOTO NPOAyKTY
a60 [0NoMiKHOT
peyoBuHK) - HoBuiA
cepTudikat gns
BUWXifHOrO
marepiany/peareHty/n
POMIXXHOTO NPOAyKTY
a60 f0NoMiXKHOT
PEyOoBMHM Bif} HOBOTO
abo Bxe
3aTBEPKEHOr0
BMPOOGHMKA - NOAAHHSA
HoBuX E-
ceptudikaTis
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[OMOMDKHOT PEYOBUHN
Gelatin, wo BxoanTb
[0 cknagy TBepaol

XenaTtuHoBOI Kancynu:

Brpo6HWK TBEPAUX
XenaTuHOBUX Kancyn
ACG Europe:




347 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

Ne RO-CEP 2022-048 -
Rev 00 BUpo6HMKa
HALAVET GIDA
SANAYI VE TICARET
A.S.; BupobHuk
TBEPAVX XKeNaTuHOBMX
kancyn Capsulogel:
Ne R1-CEP 2008-048-
Rev 00 PIONEER
JELLICE INDIA
PRIVATE LIMITED.
3MmiHu | TUny - 3MiHK 3
AKocTi. CepTudikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
maTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
OONOMDKHOT peqyoBUHA
(FE-cepTudikar
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BnxigHoro
mMatepiany/peareHty/n
POMDKXHOTO NPOAYKTY
ab0 [0MnoMiXHOT
peyoBuHM) - HoBuiA
cepTucpikat ans
BUXiAHOIO
mMatepiany/peareHty/n
POMDKXHOTO MPOAYKTY
ab0 A0NoMiXHOT




348 ITponoB>xeHHs fofaTKa 3
Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
pPEeYOBUHM Bif, HOBOTO

abo Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
HoBUX E-
cepTudikaTis
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[LONOMDKHOT peqyoBUHA
Gelatin, o BxoAnTb
[0 cknagy TBepAaol
XenaTvHOBOI Karncy/u:
Brpo6HuK TBEPAUX
XenaTuHOBWX Kancysn
ACG Lukaps, sknii
3MiHMB Ha3By Ha ACG
Europe:
R1-CEP 2003-261-
Rev 01 Bupo6Huka
India Gelatine and
Chemicals Ltd. R1-
CEP 2002-098-Rev 04
BMpOGHMKa Rousselot,
R1-CEP 2000-067-
Rev 03 BUpo6HMKa
Rousselot, R1-CEP
2014-280-Rev 01
BMpO6HMKa PB Gelatin
Heilongjiang Co. Ltd.
R1-CEP 2008-137-
Rev 01 Bupo6Huka
Gelita Liaoyuan. 3miHu
| TMNYy - 3MiHK 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI

€Bponenchkii




349 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BuxigHoro
mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBunHM) -
OHoBNEHWi
cepTudikaT Bif BXe
3aTBEPKEHOr0
BUPOGHMKA - NOAAHHSA
oHoBneHoro MNE-
ceptudikaty
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne R1-
CEP 2003-172-Rev 03
(3aTBEepmkeHo: R1-
CEP 2003-172-Rev
02) ona AONOMIKHOT
peyoBuHu Gelatin, Lo
BXOAWTb A0 cKnagy
TBEpPAOl XenaTtnHoBoi
Kancynu, Bif Bxe
3aTBEPKEHOr0
BMpobHuka Gelita
group, BUPOBHWMK
TBEPANX XEeNaTUHOBUX
kancyn ACG Europe.
3MiHu | TNy - 3MiHK 3
akocTi. CepTtudikat
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0 OHOB/IEHOTO




350 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTudpikata
BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHTy/n
POMDKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(FE-cepTudpikar
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BuxigHoro
mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBunHM) -
BunyyeHHsa
ceptuapikaTis (y
BUNaAKy HasBHOCTI
MybTUNIETHOTO
cepTuduikata Ha
marepian) BUIYyYEHHSN
IE-cepTudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei CEP R1-
CEP 2002-115 Rev 02
ANA AONOMDKHOT
peyoBunHM Gelatin
BMpPO6HMKa Rousselot,
LLIO BXOAMTb A0
cknagy Teepaoi
XenaTtuHoBOI Karncynu
BMpo6HUKa ACG
Europe. 3minHu | Tuny -
3MiHM 3 AKOCTI.
Ceptucpikar
BignosigHocTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponenchkii




351 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: ana Adl;
Ansa BuxigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
Adl/BuxigHoro
mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 f0noMiKHOT
peyoBuHM) - HoBwiA
cepTucpikat ans
BUXiAHOTO
maTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
PEeYoBUHW Bif, HOBOTO
abo Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAAHHSA
HoBuX E-
cepTudgikatis
BiANOBIAHOCTI
€Bponeiicbkil
chapmakonei ans
[ONOMDKHOT PEYOBUHU
Gelatin, wo BxoanTb
[0 cknagy TBepaol

XenaTuHOBOI Karncy/u:

B1po6HMK TBEPANX
enaTuHoBUXx kancyn
ACG Lukaps




352 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

Rousselot CEP R1-
CEP 2010-043-Rev 00

Rousselot R1-CEP
2002-115-Rev 02
Tessenderlo Group
N.V. R1 CEP 2000-
045-Rev 04
Bnpo6Huk TBEPANX
XenaTuHOBYMX Kancysn
Capsulogel:
Rousselot R1-CEP
2000-029-Rev 05
Gelita Group R1-CEP
2001-424-Rev 03
Tessenderlo Group
N.V. R1 CEP 2000-
045-Rev 04
Rousselot CEP R1-
CEP 2010-043-Rev
00. 3miHn | Tuny -
3MiHM 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuxigHoro
marepiany/peareHty/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei gns




353 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

Adl/BuxigHoro
mMaTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBunHM) -
OHoBNEHWI
cepTudikaT Bif BXe
3aTBEPKEHOr0
BMPOOGHMKA - NOAAHHSA
OHoBNEeHux MNE-
ceptudikaTis
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[OMOMDKHOT PEYOBUHN
Gelatin, wo BxoanTb
[0 cknaay TBepaol
XenaTtnHoBOI Karncynu
BMPOGHMKIB.
[itoua pepakuis
Brpo6Huk TBEpAOl
XenatunHoBOI Karncynu
ACG Lukaps
Gelita group: R1-CEP
2003-172-Rev 01
Nitta Gelatin India Ltd:
R1-CEP 2000-344-
Rev 02
Gelita group: R1-CEP
2000-050-Rev 01
Brpo6HuK TBEpAOIl
XenaTtuHOBOI Karncyiv
Capsulogel:
Nitta Gelatin R1-CEP
2005-217-Rev 00
Nitta Gelatin: R1-CEP
2000-344-Rev 02
Rousselot R1-CEP
2000-029-Rev 04
lponoHoBaHa
pefakuis
Brpo6Huk TBEpAOl
XenaTtuHoBOI Karncynu
ACG Lukaps
Gelita group: R1-CEP
2003-172-Rev 02
Nitta Gelatin India Ltd:
R1-CEP 2000-344-




354 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Rev 03

Gelita group: R1-CEP
2000-050-Rev 02
Brpo6HuK TBEpAOIl

XenaTtuHOBOI Karncyv

Capsulogel:

Nitta Gelatin R1-CEP
2005-217-Rev 02

Nitta Gelatin: R1-CEP
2000-344-Rev 03
Rousselot R1-CEP
2000-029-Rev 05.

3MiHu | TNy - 3MiHK 3

akocTi. CepTtudikat
BignoBigHoCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
Lo

BUKOPWCTOBYIOTLCH Y

BMPOGHMUTBI ADIl; ans

[ONOMDKHOT PEYOBUHU

(FE-cepTudikar
BiANOBIAHOCTI
€Bponeiicbkili

hapmakonei ans

Adl/BuxigHoro

maTtepiany/peareHty/n
POMIXHOTO NPOAYKTY
a60 [0NoMiKHOT
peyoBunHM) -
BunyyeHHsa
ceptuapikaTis (y
BUNaAKy HasBHOCTI
My/bTUNIETHOTO
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTuduikata Ha
matepian) (b.I11.1. (6)-
41A)
BUNyYeHHA ME-
ceptucpikatu
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei ans
[OMOMDKHOT PEYOBUHN
Gelatin, wo BxoanTb
[0 cknagy TBepaol
XenaTtuHoBOI Kancynu.

Bupo6Huk TBEPAOT
XenaTtnHoBOI Karncynu
Capsulogel:
Rousselot SAS R1-
CEP 2000-027
Rousselot SAS R1-
CEP 2001-332
PB Gelatins R1-CEP
2002-110
Pb Leiner R1-CEP
2004-022
Nitta Gelatin R1-CEP
2004-247
Nitta Gelatin R1-CEP
2004-320.
3MiHu | TNy - 3MiHu 3
akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBNEHOTO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,

Lo




356 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(CE-cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/n
POMIXXHOTO NPOAyKTY
a60 [0NoMiKHOT
pPeYoBUHM) -
OHoBNEHWA
cepTudikar Bif Bxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
oHoBneHoro MNE-
cepTtudikaty
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne R1-
CEP 2003-172-Rev 01
(3aTBepmxeHo: R1-
CEP 2003-172-Rev
00) An1a AONOMDKHOT
peuoBuHM Gelatin
BMpobHuka Gelita
group, WO BXOANTb A0
cknagy Teepaoi
Kes1iaTMHOBOT Kancysun.
186. | HYMETA G16E - L-anaHiH; BO5BA1l | emynbcia gns BakcTep Benbris BUNPOGYBaHHSA Benbris BHECEHHS 3MiH 0 3a UA/17605/01/01
L-apriHiH; 0 iHdpysin; no 500 mn C.A. KOMMOHEHTIB peecTpauiiHnx peyenmom
L- (50 % po3unH cknagy; marepianis: 3minHu |
acnapariH rNKo3n — 155 mn; BUNPOGYBaHHSA TMNy - 3MiHK WoA0
oBa 5,9 % po34unH MPOMIXXHOTO 6e3nekn/edhekTBHOCT
KMcnoTa; amiHOKMCNoT 3 npoaykTy (cymiw i Ta hapmakoHarnagy.
L-uucrein; enekTponitamm — aMiHOKMCNOT); BBeneHHs a0 3MiHN
L- 221 mn; 12,5 % BMPOGHMLTBO [0 y3arasibHeHnX
rayTamiHo ninigHa emynbcis — crcTemm [aHnx npo cuctemy
Ba 124 mn) y KOHTeliHep/3akKy hapmakoHarnsgy
KucnoTa; TpUKamepHomy noproBasbHWi (BBEAEHHSA
rAiuyH; L- nNacTyKoBoMy 3acio; y3arasibHeHUX JaHnx
ricTanH; nakerti. BUPOBHULTBO npo cuctemy
L- TpukamepHuii nikapcbKoro hapmakoHarnsgy,
i3oneniuuH NI1acTMKOBUIA NakeT 3acoby, 3MiHa YNOBHOB&XEHOI
; L- ynakoBaHuii y HanoBHEHHS, ocobu, BignoBigansLHoI
neliyuH; L- 3aXMCHyY M/iBKOBY NOKPUTTA 3a 34iliCHEHHSA
Ni3nHy 0060/10HKY, L0 3aXMCHOK chapmakoHaraiagy;




357 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*

MOHorigpa MICTUTb MOrNHaY 060/10HKOI0 KOHTaKTHOi 0cobu 3
T (wo KWCHIO Ta iHanKaTop (overpouching); thapmakoHarnagy
eKBiBas1eH KVCHIO; Mo 6 nakeTiB cTepunisauis Ta 3as1BHMKA 4/1A
THO Y KapTOHHii kopobui yNaKoBKa; 3[iiCHEHHS
Ni3nHy); L- BMNPOBYBaHHSA thapmakoHarnagy B
METIOHIH; nikapcbKoro YKpaiHi, AKLL0 BOHA
L-OpHITUHY 3acoby; BuUMycK BigMiHHA Bif
rigpoxnop cepii: YMOBHOB&XXEHOT
ng (wo Bakctep C.A,, ocobu, BignoBiganbHOI
ekBiBasieH Benbris 3a 34jiCHEHHS
THO thapmakoHarnagy
OPHITVHY); (BK/THOHAKOYMN KOHTAKTHI

- OaHi) Ta/abo 3MiHn y
eHinana pPO3MiLLEeHHI MacTep-
HiH; L- thaiina cuctemn
nponiH; L- thapmakoHarnsgy)
CepuH; 3MiHa KOHTaKTHOT
TaypvH; L- 0Cco6u 3asiBHMKA,
TPEOHIH; BiANOBIAA/ILHOT 3a
L- thapmakoHarnag B
Tpuntocha YkpaiHi.
H; L- [Litova pepakuis:
TUPO3NH; Bpacnascbka Hapgis
L-BaniH; IBaHiBHa.
HaTpito MponoHoBaHa
xnopug; pepakuis: BanayaH
Kanito [aHHa IropiBHa. 3MiHa
auerar; KOHTaKTHUX AaHnX
KanbLijto KOHTaKTHOI 0co6u
xnopug, 3aABHUKA,
avrigpar; BiANOBIAA/ILHOT 3a
MarHito thapmakoHarnag B
auerar, YkpaiHi.
TeTparigp
aT; HaTpilo
rniuepodo
copar,
rigpar;
r/110K03a,
MOHorigpa
T (wo
ekBiBasieH
THO
T/THOKO3i
6e3BoaHil
); onis
ONvBKOBa

padgiiHoBa




358 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Ha Ta onis
coeBa
padiHoBa
Ha
187. | OKO®EPOH® Interferon iHTepchepo | SO1XA | Kpanni ouHi, TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 0 6e3 UA/6206/01/01
alfa-2b H anbda- nopoLuok no 1 000 "CTALA" "CTALOA" peecTpauiiHnx peyenma
2b 000 MO; 1 dhnakoH 3 marepianis: 3MiHu |
pekombiHa NMOPOLLKOM Y TMNy - 3MiHK 3 AKOCTI.
HTHWIA KOMM/IekTi 3 1 [oTOBWIA NikapcbKuii
NOANHN amnyJsoto 3aci6. 3MiHn y
PO3UMHHMKA BVMPOGHULTBI. 3MiHN Y
(MeTtunnaparigpoxc npoveci BUpobHuLTBa

nbeHsoat (HinariH)
(E 218) - 5,0 mr) no
5 mny 6nictepi; no
1 6nicTepy pa3om 3
KPULLIKOO-
KpanenbHuLero Ta
nineTkoto MacTtepa B
nauui 3 KapToHy; 1
dhnakoH 3 NOPOLLKOM
y KOMM/iekTi 3 1
amnysioro
PO3YMHHMKA
(MeTnnnaparigpokc
nbexsoat (HinariH)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHOI
neperopoAaxoto abo
rogopoBaHoIo
BK/1aAKO0; Mo 1
KOMMNeKTy
npenapary Ta
PO34YMHHVKA Pa3oM 3
KPULLIKOO-
KpanenbHuLeto Ta
nineTkoto MNactepa B
nauuj 3 KapToHy

roTOBOrO /liKapCbKOro
3acoby, BKIYaum
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETHCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOGHMLTBA). 3MiHa
Ha3BW TEXHOSIOrMYHOT
onepawviii BUpo6H1Yoro
npoLecy po34nMHHUKA
MeTunnaparigpokcuoe
H3o0aty(Hinariny): 3
«4.4 Ctepunisytoya
inbTpaLis, po3nue Ta
3analoBaHHA» Ha «4.4
dinbTpauis, po3nve Ta
3anatoBaHHs». 3MiHK |
TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BVMPOGHULTBI. 3MiHN Y
npoveci BUpobHuLTBa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETHCS
npu BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOGHMLITBA)
BuHeceHHA
npoueaypu
OTpYMaHHS




359 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaslbHUX

marepianis B OKpemy
onepauito «Onepauis
5.1 OTpumaHHsa Ta
nigrotoska
nakyBasIbHUX
MaTepianis»
TEXHO/OrYHOro
npouecy nakyBaHHs
nikapcbKoro 3acoby
OKO®EPOH®, kpanni
OUYHi, nopowok no 1
000 000 MO. 3miHn |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHM y
BVMPOGHULTBI. 3MiHN Y
npoveci BUpobHuuTBa
roTOBOrO /liKapCbKOro
3acoby, BKIYaKum
NPOMDKHUIA MPOAYKT,
LLI0 3aCTOCOBYETHCS
npu BUPOBHULTBI
roTOBOrO /liKapCbKOro
3acoby (He3HauHa
3MiHa y npoueci
BMPOGHMLTBA). 3MiHa
onuncy TeXHO/OrYHOro
npotecy, a came
nepeHeceHHs
KOHTPO/IO PiBHSA
MiKpo6iosioriyHoro
HaBaHTaXKeHHs
PO34MHY MPOMiKHOr0
npoaykTi i3 ctagii 1.2
«[pyrotyBaHHa
po3urHy OKohepoH»
Ha cTagjto 2.2
«CTepunisyroya
inbTpaLis, po3nue Ta
BCTaBka NPo6ku» y
3B'A3KY i3 TUM, WO
Bif6ip Npo6u ans
KOHTPOSIIO
MiKpo6iosioriyHoro
HaBaHTaXXeHHS 6inbLL
KOPEKTHO 3filicHioBaTH
HanpuKiHUi npouecy




360 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

po3nuBy. MpuunHoto
LIbOro € Te, WO npoLec
PO3/IMBY MOXeE MaTu
pi3Hy TpuBanicTb.
3MiHn | TUny - 3MiHu 3
AKOCTI. FOTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOBGHULTBI.
3MiHK y npoueci
BMpOOHULTBA
roTOBOrO liKapCbKOro
3aco0y, BKIoYaoun
NPOMIKHUIA MPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHMLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BMPOGHMLITBA).
MpuBepeHHs onucy
TEXHOMOrYHOro
npouecy Onepad,i 1.2
MpurotyBaHHA
po3unHy OkodhepoH®
y Mogpyni 3.2.P.3.
MPOLEC
BVPOBHULITBA
NIKAPCbKOIo
3ACOBY
peecTpauiiHoro Jocbe
y BiANOBIZHICTb A0
[LitoY0i TEXHONOTIYHOT
[oKyMeHTaui
BMpOOHULTBA
nikapcbKoro 3acoby.
3MmiHu | TYny - 3MiHK 3
AKoCTi. FoTOBUIA
nikapcbkuii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHM y npoueci
BMPOGHULITBA
roTOBOrO /liKapCbKOro
3aco0y, BkIoyatoun
NPOMIXXHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCS
npv BUPOOHULITBI
roTOBOrO liKapCbKOro
3aco6y (He3Ha4yHa




361 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3MiHa y npoueci
BMPOOHMLITBA).
HesHauHi 3MiHW B
npoLeci BUpOGHMLTBA,
a came npuBeAeHHs
Ha3B CMPOBWHM Ta
KOZyBaHHS
cneumdikauiii
BXiZJHOrO KOHTPO/IIO 0
YMHHKX po3ainis
3.2.P.1.Ta3.2.P.7,
BUJTyYEHHSA
Aetanizauii onucy
niaroToBKM Ta
MOHITOPUHTY YMOB
BMPOGHMLTBA i
nocunaHb Ha
BHYTPILLHIO
[OKyMeHTaLito
nignpuemcraay
po3gaini 3.2.P.3,
3aMiHa 3HaYeHHs
KINIbKOCTi NayokK 3
NiKapCbKnM 3ac060Mm
Ta PO3YNHHWKOM Y
rpynoBiit Tapi Ha
pernaMmeHTOBaHe
3HAYEHHS.
188. | OKPEBYC® ocrelizuma | okpenisym LO4AGO | KoHUeHTpaT Ans TOB «Pou YkpaiHa BMPOGHMLTBO Himeuun BHECEHHS 3MiH 0 3a UA/16278/01/01
b ab 8 PO34mnHy Ans YkpaiHa» Hepo3dacoBaHo Ha/ peecTpauiiHnx peyenmom
iHdpysiin no 300 T npoayku;i, Lliseiiua marepianis: 3MiHu |
mr/10 mn; no 10 mn nepBuHHE pis mny -
y thnakoHi; no 1 nakyBaHHs, AAMiHICTpaTUBHI
hNakoHy y BUNPOGYBaHHSA 3MiHW. 3MiHa
KapTOHHI Kopo6Lyi KOHTPO/O HalilMeHyBaHHs Ta/abo
AKOCTI, agpecy Micus
BUMNPOOYBaHHA NpOoBaXEHHS
KOHTPO/O AKOCTI [iSNbHOCTI BUPOOHMKa
npu (BKtovarouu, 3a
cTabinbHOCTI: HeobXigHOCTI, Micue
Pou nposeAeHHsA
[iarHocTumke KOHTPO/I0 SIKOCTi), abo
v6X, BNlaCHWKa MacTep-
HimeuumnHa; tharina Ha Adl, abo
BMPOGHMLITBO noctavasibHuKa
Hepo3dhacoBaHo Adl/BnxigHoro
T npoaykuji, MaTtepiany/peareHty/n
nepBuHHe POMIXXHOTO MPOAYKTY,




362 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaHHs, LL|0 3aCTOCOBYHOTbLCS Y
BTOPUHHE BUPOGHULTBI API
nakyBaHHs, (AKW,O 3a3HaYeHo y
BUMPOOYBaHHA [0Cbe Ha Nikapcbkuii
KOHTPO/O 3acib) 3a BigcyTHOCTI
AKOCTI, BUMYCK ceptudpikata
cepii: BiANOBIAHOCTI
®.XothdpmaHH- €Bponeiicbkiii
Na Pow N1a, hapmakonei y
Lseliuapis 3aTBEPAKEHOMY
Aocbe, abo BUPOOHUKaA
HOBOI A0OMOMiXHOT
pPEeYOBUHM (AKLLO
3a3HayvyeHo y 0CbE)
3MiHa Ha3BW AinbHWL
3 BUpOOHMUTBA Aitoyoi
PEYOBWHM
okpenizymab 3
Genentech, Inc., USA
Ha Lonza
Manufacturing LLC,
USA agpeca
BVMPOGHWYOT AiNbHUL
3a/MWAaETbCA
He3MiHHOW. BBefeHHA
3MiH NpoTarom 6
MicsiliB micns
3aTBEPAKEHHS.
189. | OKCUCINPEU Oxymetaz | okcumetas | ROLAAQO | cnpeit HasanbHWI CninbHe Ykpaina CninbHe Ykpaina BHECEHHS 3MiH 40 6e3 nionse | UA/20567/01/01
oline oniHy 5 0,05 % no 10 mn YKpaiHCbKO- YKpaiHCbKO- peecTpauiiHnx peyenma ae
rigpoxnop a6o 12mn, abo 20mn icnaHcbke icnaHcbke marepianis: 3MiHu |
nay y NonieTuneHoBomMy nignpvemMcTs nignpMeEMCTBO TMny - 3MiHK 3 SKOCTI.
KOHTeWHepi 3 o0 "Cnepko "Cnepko [oTOBWIA NikapcbKuii
npo6koto- YkpaiHa" YkpaiHa" 3aci6. Cuctema
pO3nutoBaYeM i (MoBHUIA UyKN KOHTeliHep/3aKkynoptos
KPULLKOHO 3 BVMPOGHMLTBA, anbHuii 3aci6. 3miHa
KOHTPO/IEM MNEepLLOro BUNYCK cepii; pO3Mipy ynakoBku
BIAKPUTTA y Nauui 3 KOHTPO/1b roTOBOro NiKapCbKOro
KapTOHY AKOCTI) 3acoby (3miHa

Macu/o6'emy BMICTY
KOHTeliHepa
6araTo,030B0ro
nikapcbKoro 3acoby
ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0[IHO4,030BOrO,
4acTKOBOIo
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BUMKOPUCTaHHS)) -
BBEJEHHSA
[08aTKoBOro o6emy
BMICTY KOHTeliHepa -
no 12 mn a6o no 20
My
nonieTNeHoBoOMy
KOHTEliHepi 3
npo6koto-
po3nuaoBaYeM i
KPULLIKOKO 3 KOHTPO/IEM
nepLUoro BigKPUTTA Y
nautii 3 KapToHy, 3
BiANOBIAHUMY 3MiHaMU

y
cneuundikavjii/meTogax
KOHTPOJIO SIKOCTi 3a M.

«O6'em BMiCTY
KOHTeliHepa» Ta p.
«YNakoBKa».
MepBUHHWIA
nakyBasbHWI
marepian He
3MiHUBCS. 3MiHN
BHECEHO B pPO34in
"Ynakoska" B
iHCTpYKLito Ans
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY 3 BBELEHHAM
[08aTKOBOro po3Mipy
ynakoBKn
(nopaTkoBoro 06'emy
BMiCTY KOHTEliHepa) Ta
AK HacNigoK -
3aTBEPAKEHHS TEKCTY
MapKyBaHHsI
[0[aTKOBOT ynaKoBKU
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.

190.

OKTAHIH @ 1000

MO

coagulatio
n factor IX

hakTop IX
NOANHN

B02BDO
4

MOPOLLIOK ANsi
PO3UNHY NS iH'EKLN
no 1000 MO;
KapTOHHa KOpoGka
Ne 1: mictnTb 1

donakoH emHicTio 30

OkTadhapma
PapmanesT
nka
MpoaykTioHC

rec m.6.X.

ABCTpist

Bupo6HMK
(anbTepHaTUBHU
i),
BiANOBigaIbHUI
3a BTOPWHHE
nakyBaHHs Ta

Himeyun
Ha/
AscTpisi/
PpaHuin

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
3MiHn fo
peecTpaLjiiftHoro

3a
peyenmom

UA/14330/01/03




364 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
M/1 3 NOPOLLKOM AnS Bi3yalbHUiA nocBigYeHHs
PO34uMHy Ansa ornag, BHACNIAOK IHLWNX
iH'EKUI/. KApTOHHAa nikapcbKoro perynsiTopHux
Kopo6ka Ne 2: 3acoby, npoueayp.
MiCTUTb 1 ch1akoH 3 BMpPO6IEHOroO Ha MM®/BA3® (macTep-
PO34MHHMKOM (BOAA iHLLIMX thaiin Ha
Ans iH'ekuid, 10 mn) BUPOBHNYMX nnasmy/3arasibHuii
Ta KOMNAEKT Ans OiNbHALSX: chaiin Ha BaKUMHHWIA
PO3YMHEHHA Ta OkTadhapma aHTUreH). BknoyeHHs
BHYTPILLUHbOBEHHOTO [Leccay Mm6X, HOBOro, OHOBJ/IEHOr0
BBEEHHS Y NakeTi HimeuuunHa; abo 3miHeHoro
abo 6nictepi (1 Brpo6HuK, macTep-haiina Ha
Lwnpwy, BiANOBigaIbHNI nnasmy y
oAHopasoBuid, 1 3a BUPOBHULTBO peecTpalLiiiHe focke
KOMMJIEKT Ans 3a NOBHUM Ha niKkapcbkuii 3acio
nepeHocy (1 LIMKIOM, (npoueaypa 2-ro
[ABYXKiHLleBa roska, BK/IHOYa0UU etany ansa NMMo)
1 ghinbTpyBasibHa BTOPUHHY (BK/THOYEHHS
ronka), 1 komnnekr ynakoBky Ta OHOB/IEHOr0/3MiHEHOTO
Ans iHdby3i (ronka- Bi3yasibHUiA macTep-aiina Ha
mMeTenvk), 2 ornag, nnasmy, KO 3MiHK
NPOCOYEeHUX nikapcbkoro He BMAVBaloTb Ha
CNUPTOM TaMMOHiIB). 3acoby, BNACTMBOCTI FOTOBOrO
Kopo6ka Nel ta Ne2 BMPO6GIEHOrO Ha nikapcbKoro 3acoby) -
06’€HYIOTLCA MK AinbHAUI Bk/1to4eHHs
€060t NNACTUKOBOK OkTadhapma, OHOBJ/IEHOTO MacTep-
MN/1iBKOO ®paHuia: thaiina Ha nnasmy y
OkTathapma peecTpaldiiiHe focbe
PapmaueBTMKa Ha nikapcbkuii 3aci6:
MpopykTioHcrec PMF Certificate no:
M.6.X., ABCTpis; EMEA/H/PMF/000008/
Bupo6bHMK 05/AU/030/G. 3MiHu |
BiANoBigaIbHWI TMny - 3MiHK 3 SKOCTI.
3a BUPOGHNLTBO [OTOBWIA NlikapCbKuii
3a MOBHUM 3aci6. KoHTponb
LMK/I0oM 3a roTOBOrO /liKapCbKOro
BUK/HOYEHHAM 3acoby. 3miHa y
BTOPUHHOT MeTogax
YNaKoBKu: BUNPOOYBaHHS
OkTtadhapma, roToBOro NikapcbKoro
PpaHuin 3acoby (He3HauHa

3MiHa y 3aTBEpOKEHMX
mMeToax
BUNPOBYBaHHSA) -
3MmiHu Jo meToay
BU3HAYEHHS
3arasibHoro biska 3
GiLMHXOHIHOBOI




365 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KMCNOTO0
191. | OKTAHIH @ 500 coagulatio | dpaktop IX | B02BDO | mopollok ans OkTadapma AscTpist Brpo6HuK Himeuun BHECEHHS 3MiH 0 3a UA/14330/01/02
MO n factor IX | noguHn 4 po3umnHy ans iH'ekyin | ®apmaueBT (anbTepHaTUBHYU Ha/ peecTpauiiHnx peyenmom
no 500 MO; nka 1), ABcTpisi/ marepianis: 3MiHu |
KapTOHHa Kopobka MpogaykTioHe BiANOBIAaIbHUI | DpaHuis | Tuny - 3MiHK 3 AKOCTI.
Ne 1: micTutb 1 rec m.6.X. 3a BTOpVHHE 3MiHn go

hnakoH emHicTio 30
MJ1 3 MOPOLLKOM 4715
PO34nHyY Ans
iH'EKUI/. KApTOHHA
Kopo6ka Ne 2:
MICTWUTb 1 cpriakoH 3
PO34MHHKKOM (BOAA
Ans iH'ekuin, 5 mn)
Ta KOMNAeKT Ans
PO3UMHEHHA Ta
BHYTPILLUHbOBEHHOTO
BBEJEHHS Y nakeTi
a6o 6nictepi (1
Lunpuy
oAHopasoBuiA, 1
KOMNEKT ans
nepeHocy (1
[ABYXKiHLieBa roska,
1 chinbTpyBasibHA
ronka), 1 komnnekr
Ans iHdysin (ronka-
MeTenuk), 2
NMPOCOYEHUX
CNYPTOM TaMIMOHiIB).
Kopobka Nel ta Ne2
06'€4HYHOTBCS MiXK
€060 N1acTUKOBO
N/1iBKOO

nakyBaHHs Ta
Bi3yasIbHWi
ornag,
nikapcbKoro
3acoby,
BMPO6GIEHOrO Ha
HLLMX
BMPOGHNYNX
LiNbHALSX:
OkTathapma
[leccay M'm6X,
HimeuunHa;
Bupo6HuK,
BiANOBIAAIbHUI
3a BUPOGHNLTBO
3a NOBHUM
LMKIOM,
BK/THOHAI0UM
BTOPWHHY
ynakoBky Ta
Bi3yasibHWi
ornag,
nikapcbkoro
3acoby,
BMpO6IEHOro Ha
AinbHULI
OkTadapma,
PpaHuis:
OkTadhapma
PapmaueBTmka
MpogaykTioHcrec
M.6.X., ABCTpisi;
Bupo6HuK
BiANOBigaIbHUI
3a BUPOGHNLTBO
3a NOBHUM
LMKIoM 3a
BUK/TIIOYEHHSAM
BTOPUHHOT
YNaKoBKM:
OkTadhapma,
PpaHuis

peecTpadiiHoro
nocBigYeHHSA
BHAC/IAOK iHWNX
perynsTopHux
npoueayp.
MM®/BA3® (macTep-
thaiin Ha
nnasmy/3aranbHui
chaiin Ha BaKUUHHWIA
aHTWreH). BknoyeHHs
HOBOrO, OHOB/IEHOTO
abo 3miHeHoro
macTep-gpaiina Ha
nnasmy y
peecTpadiiHe JoCbe
Ha nikapcbkuii 3aci6
(npoueaypa 2-ro
etany ans NMMo)
(BK/OYEHHSA
OHOBJ/IEHOr 0/3MiHEHOTO
macTep-chaiina Ha
nnasmy, KO 3MiHK
He BNMBaloTb Ha
B/1ACTUBOCTi FOTOBOIO
niKkapcbKoro 3acoby) -
Bk/toueHHsa
OHOBJIEHOr0 MacTep-
(paiina Ha nnasmy y
peecTpaLiiHe focbe
Ha nikapcbkuii 3aci6:
PMF Certificate no:
EMEA/H/PMF/000008/
05/AU/030/G. 3MiHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3aco6y (He3Ha4yHa




n/n

Hassa
JliKapcbKo20

MixHapod
Ha

Hasga
diroyoi

Koo

®Popma sunycky

3asiBHUK

366
KpaiHa

ITpopoB>xeHHsT

oJilaTKa

3

3acoby

HenameH
mosaHa
Ha3zsa*

ATX
pe4yosuHuU

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HUK

uka

KpaiHa
BUPOGH

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

192,

OMENPA30N
AHAHTA

omeprazol
e

Owmenpaso | A02BCO

Kancynm 3

AHaHTa

Benvka

3MiHa Y 3aTBEpAKEHUX
meToaax
BMMNPOOYBaHHS) -
3MiHn fo MeToay
BWU3HAYEHHS
3aranbHoro 6inka 3
BiLMHXOHIHOBOIO
KMNCNOTO0

193.

OMENPA3O0/-
JAPHULIA

omeprazol

e n 1

n 1

omenpaso A02BCO

MOAMIKOBAHUM
BMBI/IbHEHHAM no 20
Mr no 10 kancyny
6nictepi; no 3 abo
10 6nicTepiB y

KapTOHHI Kopo6Lyi

NOPOLLIOK ANsA

Megikeap
Nra.

MpAT

BpuTaHis

Ykpaina

NabopaTtopioc

ApTtypa
PapmacbloTikau
3 MBT. /114,

IHais

IcnaHis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NiKapCbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneundikaui Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHN)
3MiHa (hopMynoBaHHSA
«PO3YVH MOPIBHAHHSA
Ha «CcTaH4apTHWIA
PO34MH» B
Cneuudikaujii Ta
MeToAax KOHTPO/0
MKA /13 3a
NOKa3HUKOM
«lgeHTudikayjis»
(metog BEPX) sk
3a3HaveHo y n. 11.
«KinbkicHe
BU3HAYEHHS».

3a
peyenmom

UA/12374/01/01

PO34nHyY Ans
iHdpysiii no 40 mr; 1
h1aKoH 3 NOPOLLKOM
B nauui

"®apmauesT
nyHa dpipma
"fapHuus”

HopmoH C.A.

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI.

CepTuddikar
BignosigHoCTI/TE-
cepTtudikat
BifNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
opii. MogaHHA HOBOTO
ab0 OHOBMEHOrO

3a
peyerimom

cepTuguikara

UA/19723/01/01




367

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTHLCS Y
BMPO6HMUTBI APl; ans
OONOMDKHOT peqyoBUHA
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWi
cepTudikar Big yxe
3aTBEPKEHOr0
BUpPO6HMKa. MogaHHA
OHOB/IEHOrO
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2012 326-Rev 01
(3aTBEepmkeHo: R1-
CEP 2012 326-Rev
00) ansa akTMBHOI
PeyoBWHM
omenpasony Big,
3aTBEPAKEHOr0
BMpo6HUKa Hangzhou
Huadong Medicine
Group Zhejiang Huayi
Pharmaceutical Co.,
Ltd., China, sikuii
3MiHVB Ha3BY Ha
ZHEJIANG HUAYI
PHARMACEUTICAL
CO., LTD,, China.

194.

OPTO®EH-
310POB'A

diclofenac

avknodeH
ak HaTpito

MO1ABO
5

TabneTku, BKPUTI
060/10HKOI0,
KMLLKOBOPO34UHHI,
no 25 wmr; no 30
TabneTtok y 6nictepi;
no 1 6nictepy B

TOBAPUCT
BO 3
OBMEXEH
oo
BIAMOBIA
NbHICTIO

YkpaiHa

BCi cTagii
BMPOGHMLTBA,

KOHTPO/1b SKOCTI,

BMNYCK cepil:
TOBAPUCTBO
3

YKpaiHa

BHECEHHS 3MiH [10
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta chapmakoHarsagy.

3a
peyenmom

He
nionsie
ae

UA/7252/01/01




368 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KOpOOLLi 3 KAPTOHY; "KOPIMNOPA OBMEXXEHOIO 3MiHa y KOpOTKiit
no 10 Tabnetok y LA BIANOBIAA/IBH XapaxkTepucTuui
6nicTepi; no 3 "300POB'A ICTIHO nikapcbKoro 3acooby,
6nicTepy B KOPOOLi " «KOPIMOPALIA TEKCTi MapKyBaHHs Ta
3 KapToHy; (aNs «300POB'A» IHCTPYKLi gns
BMPOOHUKA YkpaiHa; BCi MeauyHoro
ToBapucTso 3 cTagji 3aCTOCYBaHHSA Ha
06MexeHo BMPOGHMLTBA, nigcrtasi perynsapHo
BiZANOBIAANbHICTIO KOHTPO/1b SKOCTI, OHOB/THOBAHOTO 3BITY 3
"Kopnopauis BUNYCK cepil: 6e3nekun nikapcbKoro
"3p0pos'a”); no 30 ToBapucTBo 3 3acoby, abo
TabneTok y 6nictepi; o6MexeHo [ocnigpkeHb 3 6e3nekun
no 1 6nictepy B BiANOBiA&/IbHICT 3acTocyBaHHsA
KOpOO6L 3 KAPTOHY 10 "OAPMEKC niKapcbKoro 3acoby B

(ans BUpoGHYKIB
ToBapucTso 3
0bMeXeHoto
BiANOBiAa/IbHICTIO
"Kopnopauis
"3p0pos'a",
ToBapucTso 3
06MexeHot
BiANOBIAaNbHICTIO
«OAPMEKC I'PYT»)

FPYT", Ykpaina

nicnapeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 JOCMIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxeHs (PIP)
(iHWi 3MiHW). 3MiHK
BHECEHO [0 IHCTPYKLU,i
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
po3ainis
"MpoTunnokasaHHa",
"B3aemogis 3 iHWMmn
niKkapcbknumu
3acobamMu Ta iHLi
BMAW B3aeMoSjin",
"Oco6nuBocTi
3acToCyBaHHS",
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflysaHHs rpyaato”,
"Cnoci6 3acTocyBaHHs
Ta o3n", "Tob6iuHi
peakuii" BignoBigHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitoyol
peyoBuHU. TepMIH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBepipkKeHHs.
CynyTHS 3MiHa - 3MiHK




369 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
wono
6e3nekn/edheKTBHOCT

i Ta hapmakoHarnagy.
BHeceHHs a60
3miHa(n) go
3060B'A3aHb Ta YMOB
Buaaui
peecTpauiiHoro
NOCBIgYEHHS,
BKtOUatoun MNnax
ynpasiHHA pu3nkamm
(iHLWi 3MiHK).
3asBHNKOM HagaHo
OHOB/eHUIA MnaH
ynpaeniHHA pyu3viKamm
Bepcisa 4.1. 3miHn
BHECEHO [0 YacCTuH: |
«3arasibHa
iHbopmauis», V
«3axoan 3 MiHiMi3av,i
pu3ukiB», VI «Pe3iome
nnaHy ynpassiHHA
pusnkamm», VII
«[lopatkn» y 3B’A3Ky 3
OHOB/IEHHAM
PYTUHHUX 3ax04iB 3
MiHimi3aLii pu3uKiB.
3MiHY | TNy - 3MiHK
o0
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KOpOTKili
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3y/nibTaT OLiHKK




370 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
3BiTY 3 LOCNIMKEHDb,
npoBefeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(3MiHy y3romkeHo 3
KOMNETeHTHUM
YNOBHOBaXEHUM
opraHom). 3MiHu
BHECEHO A0 IHCTPYKUIT
A5 MeyyHOro
3aCTOCYyBaHHSA
nikapcbkoro 3acoby [0
po3ginis "OcobamBoCTi
3aCToCyBaHHSA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitouol
peyoBuHU. TepMiH
BBEJEHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBeppKeHHs.
195. | OPTO®EH- diclofenac | guknodeH | MO1ABO | Tabnetku, BKpUTI TOBAPUCT YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 3a He UA/7252/01/02
3400POB'A ak HaTpito 5 060/10HKOI0, BO 3 BUPOGHMLTBA, peecTpauiiHnx peuenmom niosnse
DPOPTE KMLLKOBOPO3UMHHI no | OBMEXXEH KOHTPO/b SKOCTI, marepianis: 3minHu | ae
50 wr; no 10 (0]}6} BUMYCK Cepii: TUny - 3MiHM LWoA0
Tabnetok y 6nictepi; | BIAMOBIOA TOBAPUCTBO 6e3nekun/edheKTBHOCT
no 1 a6o no 3 NbHICTIO 3 i Ta hapmakoHarnagy.
6nictepu B «KOPTIOPA OBMEXXEHOIO 3MiHa y KopoTKiii
KapTOHHI Kopo6Lyi LA BIANOBIAAIbH XapakTepucTuL
«340POB’A ICTHO nNiKapcbKoro 3acooby,
» «KOPIMOPALJIA TEKCTi MapKyBaHHS Ta
«300POB'AA», IHCTPYKLi ans
YkpaiHa; BCi MeANYHOro
cTagii 3aCTOCYBaHHsA Ha
BUPOGHMLTBA, nigcrasi perynspHo
KOHTPO/b AKOCTI, OHOB/IHOBAHOrO 3BITY 3
BUMYCK Cepii: 6e3nekn nikapcbKoro
ToBapucTBO 3 3acoby, abo
obmexeHoro JocnigpkeHb 3 6e3nekun
BiANOBiAA/IbHICT 3acTocyBaHHS
10 "®OAPMEKC nikapcbKoro 3acoby B

FPYTT", YkpaiHa

nicnapeecTpauiiHni
nepiog, abo sk
pesynbTaT OLiHKM
3BIiTY 3 LOCNIMKEHD,
npoBeAeHUx




371 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BiANOBIAHO [0 NnaHy
negjaTpuyHux
nocnimkens (PIP)
(iHLWi 3MiHW). 3MiHK
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"MMpoTunnokasaHHa",
"B3aemogis 3 iHWyMK
NiKapCbKUMmn
3acob6amu Ta iHLi
BMAM B3aemogiii",
"Oco6nuBocTi
3aCToCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosun", "TMoGiuHi
peaxui” BignoBigHoO A0
OHOB/1EHOI iHhopMmaLii
3 6e3neku aitoyoi
peyoBUHU. TepMmiH
BBE/EHHSA 3MiH
npoTsArom 6 micsyis
nicnsa 3aTBepKeHHs.
CynyTHSA 3MiHa - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BHeceHHs a6o
3MiHa(n) fo
30060B'A3aHb Ta yMOB
Bugaui
peecTpadiiHoro
NoCBiAYEHHS,
BKtOYatoun MNnax
ynpaBniHHA pu3viKamm
(iHLWi 3MiHK).
3asBHNKOM HafaHo
OHOBNeHUiA MnaH
ynpasiHHA pu3nkamu
Bepcis 4.1. 3MiHu
BHECEHO [0 YacTuH: |
«3arasibHa
iHdbopmauis», V




372 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

«3axoau 3 MiHimMi3auiT
pusukiB», VI «Pe3tome
nnaxy ynpassiHHA
pusmkammn», VI
«[joaatkn» y 3B'A3Ky 3
OHOBJIEHHAM
PYTUHHUX 3ax0fiB 3
MiHiMi3aLii pu3unKiB.
3MmiHu | TUnYy - 3MiHK
oo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KOpOTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCyBaHHA Ha
nigcrasi perynsapHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku Nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BITY 3 JOCAIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NnaHy
neajaTpnyHmx
pocnipxeHs (PIP)
(3MiHy y3rogKeHo 3
KOMNETEHTHUM
YNOBHOB&XXEHNM
opraHom). 3MiHu
BHECEHO [0 IHCTPYKL,i
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTI
3acToCyBaHHS",
"Mo6iuHi peakwyi"
BiANoBiAHO A0
OHOB/1EHOI iHdhopMmaLii
3 6e3neku aitoyoi




373 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
peyoBUHU. TepMmiH
BBE/EHHSA 3MiH
npoTsArom 6 micsyis
nicns 3aTBepKeHHS.
196. | NAALEB enfortuma | eHdoptym | LO1FX1 | mopowok ans AcTtennac Higepnax BMPOGHMLTBO Himeuun BHECEHHS 3MiH 0 3a UA/20431/01/01
b vedotin aby 3 NpUroTyBaHHs dapma an bulk, nepeuHHe Ha/ peecTpauiiHnx peyenmom
BEeOTUH KOHLeHTparty Ans HOpon B.B. nakyBaHHs: IpnaHgis marepianis: 3MiHu |
NPUroTyBaHHS CimTpa ™ny -
PO3UmnHy Ans Loliunang AAMiHICTpaTUBHI
iHdpysiii no 20 mr, no v6X, 3MiHW. 3MiHa
1 chnakoHy B HimeuyumnHa; HallMeHyBaHHs Ta/abo
KapTOHHI nayui agpecy Micus
BTOPVHHE NpPOBaXEHHS
nakyBaHHs, OiSNbHOCTI
BUMYCK Cepii: BMpOGHMKa/imnopTepa
Actennac roTOBOrO /liKapCbKOro
Ipnang Ko. 14, 3acoby, BKIYaum
Ipnangis OiNbHWL BUMYCKyY cepii
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(BisANbHICTb, 3a Ky
Bignosigae
BMPOGHMK/iMNopTep,
He BK/1t0Yaoun BUMycK
cepiit). 3miHa Ha3BK
BMPOGHUKa i3 BakcTep
OHkonorist TM6X,
Himeuunna
BiAnoBiga/bHOro 3a
BUpo6HULTBO bulk;
NepBUHHE MakKyBaHHS
Ha CimTpa [oiunaHg
vm6X, HimeuunHa
(Simtra Deutschland
GmbH, Germany).
Appeca BYpPOGHUKa He
3MIHIOETBCS.
197. | NAQUEB enfortuma | eHdopTyM LO1FX1 | nopowlok ans AcTtennac HigepnaH BMPOGHMLTBO Himeyun BHECEHHS 3MiH 40 3a UA/20431/01/02
b vedotin aby 3 NPUroTyBaHHSA dapma on bulk, nepsuHHe Ha/ peecTpauiiHnx peuenmom
BEefOTUH KOHLeHTparty A/1s HOpon B.B. nakyBaHHs: IpnaHgis marepianis: 3minHu |
NPUroTYBaHHSA CimTpa mny -
pPO34nHy Ans Loiunang AAMiHICTpaTVBHI
iHdpysii no 30 mr, no 62X, 3MiHW. 3MiHa
1 chnakoHy B HimeuuunHa; HalilMeHyBaHHs Ta/abo
KapTOHHIN nayui ajpecu micus
BTOPVHHE NpOBaXEHHS
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nakyBaHHs,
BUMYCK Cepii:
AcTtennac
IpnaHg Ko. fita,
Ipnangis

LOisNIbHOCTI
BMpo6HUKa/imnopTepa
roTOBOrO /liKapCbKOro

3aco0y, BkIoYatoun
AiNbHWL BUNYCKY cepii
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTeEp,
He BK/10Yatoun BUMyCK
cepiii). 3miHa Ha3Bu
BMPOGHUKA i3 BakcTep
OHkonorist TM6X,
HimeuyunHa
BiANOBIAa/ILHOIO 3a
BMPO6HMLTBO bulk;
NepBUHHE MakKyBaHHS
Ha CimTpa [oiunans
'M6X, Himeuunna
(Simtra Deutschland
GmbH, Germany).
Appeca BNpo6HUKa He
3MIHIOETBCS.

198.

NAKNIAN

paclitaxel

naksnitakce
n

L01CDO
1

niogpinisat gna
NPUroTyBaHHA
cycneHsii ans
iHQpy3ii, no 100 wmr;
1 cdonakoH 3
niocpinizaTom y
KapTOHHI Kopo6Lyi

MNaHauesn
BioTtek
®apma /114,

IHgis

Manaues bioTek
dapma /114,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasbHeHunx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobw, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa A1
3[iACHEHHSA
dhapmakoHarnsgy B

3a
peyenmom

UA/19949/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHOI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy) -
3MiHa KOHTaKTHOT
0COo6U 3asBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsg B
YkpaiHi. fitova
pefaxuisi: BoBk
AHppiii. NponoHoBaHa
pepakuis: EpemeHKo
BaneHTtunHa
BikTopiBHa. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu
3aABHUKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag B
YkpaiHi. 3miHa micus
3[iACHEHHSI OCHOBHOT
LOiSNbHOCTI 3
thapmakoHarnsgy.
3MiHa Homepa
macTep-gaiina
cuctemu
dapmakoHarnsgy

199.

MAHTEHO/
CMnPEN

dexpanthe
nol

JekcnaHTe
HoN

D0O3AX0
3

niHa HawkipHa, 4,63
r/100r, 130ry
KOHTeWHepi nig
TUCKOM; no 1
KOHTelWiHepy B
KapTOHHI Kopo6Lyi

TOB "BAYLU
XENC"

Ykpaina

BignosigansHuii
3a BUNYCK cepiii:
Ap. Fepxapg
MaHH Xewm.-
thapm. ®abpurk
M6X,
HimeuunHa

BignoBiganbHuii
3a BUNYCK cepiit:
Bayw + /lom6
Ipnang Nimites,
IpnaHgis

Himeyun
Ha/
IpnaHgis

LLiBeiiya
pist

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabifbHICTb.
3MiHa y TepmiHax
npugaTHocTi abo
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3aco06y (36i/1bLUeHHS
TEPMiHy NpuaaTHocCTi
roTOBOrO /liKapCbKOro
3acoby) - s

6e3
peyenma

nionsie
ae

UA/4438/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

Bupo6HMLTBO
bulk, nakyBaHHs,
KOHTPO/b SIKOCTI:
ACM Aepocon-
Cepsic AT,
LlBeiiuapis

TOProBoi YrnaKoBKu
(nigTBEPAXYETLCA
JaHUMKN peasibHOro
yacy). 36inbLUEHHS
TEepMiHy NpuAaTHOCTI
F'N3. fitova pegaxuis:
TepMmiH npuaaTHoOCTI —
24 micsu.
[ponoHoBaHa
peakuisf: TepmiH
npugatHocTi — 30
MicsLiB. 3MiHM
BHECEHO B pO34in
"TepMiH npugartHocTi”
B IHCTPYKL,l0 ANA
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.

200.

MAPAMNNEKCIH®

ipidacrine

inigakpuHy
rigpoxnop
noy
MOHorigpa
T

NO7AA

PO3YMH ANS iH eKLili
15 mr/mn no 1 mn
PO34MHY B amnyni;
no 5 amnyny
6nictepi; no 2
6nicTepy B nayuj 3
KapTOHY

TOB «®K
«CANKOTAP
IC»

YkpaiHa

BiANOBigaIbHUI
3a BUNycK cepii,
He BK/IOYaoun
KOHTPO/b Ta
BMNPOBYBaHHSA
cepii: TOB «®K
«CANMKOTAPIC»,
YKpaiHa,;
BiAnoBigaNbHWI
3a
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNPOGYBaHHSA
cepii, He
BK/THOHAI0UM
BMNYCK cepil:
MpAT "Nlekxim -
XapkiB", YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. 3mMiHn Yy
BUPOGHMLTBI. 3MiHN Y
npoveci BUpobHuLTBa
roTOBOrO /liKapCbKOro
3aco0y, BkIoyatoun
NPOMIXHWUIA NPOAYKT,
LL|0 3aCTOCOBYETHCS
npv BUPOOHULITBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoveci
BMPOOHMLITBA).
CynyTHS 3MiHa - 3MiHK
3 AKOCTi. FOTOBWIA
nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI.
3MiHV BUNpOGYyBaHb
abo 4OoNyCTUMUX MEeX,
BCTaHOB/IEHUX Y
cneundikauisx, nig,
yac BUpobHuLTBa
rOTOBOrO J1iKapCbKOro

3a
peyenmom

UA/15763/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3acoby (gogaBaHHA
HOBOrO MeToay
BUMPOOYBaHHA Ta
[0NyCTUMUX MEX),
BCTAHOB/IEHHSA
aBTOMaTNYHOT
iHCNeKUiHOT MaLUmHu,
LLIO BUKOHYE CDYHKLIT
KOHTPO/IIO Ha
MeXaHiuHi BK/THOYEHHS
Ta nepesipky amnysn
Ha repmMeTuYHICTb, Ta,
CYNYTHSA 3MiHa: 3MiHN
B IPC koHTpoOni 3a
nokasHuKamm
«epMeTUYHICTL» Ta
«MexaHiuHi
BK/TIOYEHHS». 3MiHu |
THNY - 3MiHU 3 AKOCTI.
[oTOBWIA NnikapcbKunii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKNtOYAKOUN AianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3ac06y (3MeHLUeHHS
0o 10 pasiB)
3MEHLLEHHS PO3MIpY
cepii N3 gns N3 no 5
mr/mn. 3aTBepLKeHo:
PernameHTHWI1 po3mip
cepii: 81818 wryk
amnyn -
3anponoHoBaHo:
PernameHTHWUIA po3mip
cepii: 81818 wWTyK
amnyn
30000 wTyk amnyn
(3000 ynakoBoK).

201.

NAPANJIEKCIH®

ipidacrine

inigakpuHy
rigpoxnop
nay
MOHOrigpa
T

NO7AA

PO34MH NS iH ekl
5 mr/mn; no 1 mn
PO34uMHY B amnyni;
no 5 amnyny
6nicTepi; no 2
6nictepu B nauui 3
KapTOHY

TOB «®K
«CANMKOTAP
IC»

Ykpaina

BiANOBIAAIbHUI
3a BUNycK cepii,
He BK/IOYaoun
KOHTPO/b Ta
BMNPO6YBaHHSA
cepii: TOB «®K
«CAJTKOTAPIC»,
YKpaiHa;

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BVMPOGHULTBI. 3MiHN Y
npoLeci BUpoGHNLTBA

3a
peyerimom

UA/15763/01/01




378 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BiANOBigaIbHNI roToBOro Nikapcbkoro
3a 3acoby, BKIYaum
BVMPOGHMLTBO, NPOMDKHUIA MPOAYKT,
nepBuHHe Ta LLI0 3aCTOCOBYETHCS
BTOPVHHE npu BUPOBHULTBI
nakyBaHHs, roTOBOrO /liKapCbKOro
KOHTPO/b Ta 3acoby (He3HauHa
BUNPOGYBaHHSA 3MiHa y npoveci
cepii, He BMPOGHMLTBA).
BKJ/IHOYaA0UU CynyTHA 3MiHa - 3MiHU
BUMYCK Cepii: 3 IKOCTi. FOTOBMIA
MpAT "Nlekxim - nikapcbknii 3aci6.

Xapkis", YkpaiHa

3MiHV Y BUPOOHULTBI.
3MiHn BUNpobyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y
cneuudikavisx, nig
yac BUPOGHMLTBA
roTOBOrO /liKapCbKOro
3acoby (gofaBaHHs
HOBOro MeToAy
BUMPOOYyBaHHA Ta
[ONyCTUMUX MEX),
BCTaHOBJIEHHS
aBTOMaTNYHOT
iHCNeKLiHOT MaLLnHW,
LLIO BUKOHYE CPYHKLIT
KOHTPO/IIO Ha
MeXaHiuHi BK/THOYEHHS
Ta nepesipky amnysn
Ha repMeTWYHICTb, Ta,
CYNYTHS 3MiHa: 3MiHN
B IPC koHTponi 3a
nokasHuKkamm
«epmMeTuYHiCTb» Ta
«MexaHiuHi
BK/IIOYEHHS». 3MiHK |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKkOYaroumn gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3ac006y (3MeHLLEHHS
fo 10 pasis)
3MEHLLEHHS PO3Mipy
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

cepii N3 ana N13no 5
Mmr/mn. 3aTBepAXKeEHO:
PernameHTHWUIA po3mip
cepii: 81818 wWTyK
amny”n -
3anponoHoBaHo:
PernameHTHWI1 po3mip
cepii: 81818 wTyK
amnyn
30000 wTyK amnyn
(3000 ynakoBoK).

202.

NEKTONBAH®
nnoL,

Hederae
helicis
folium

nnawoLwa
3BUYaiiHor
0 nncTs
eKCTpakTy
Cyxoro
(Hederae
helicis e
folium)

RO5CA

cupon, no 100 mny
(h1aKoHi CKNSAHOMY
6pyHaTHOro
Konbopy; no 1
hnakoHy pasom 3
JI0XKOHO
[03yBa/IbHOIO/A03Y10
4Ol y nauyui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TMny - 3MiHN 3 SKOCTI.
CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/MoHorpa
cpii. 3MiHK, NoB'A3aHi 3
HEOO6XiAHICTIO
npvBefeHHs y
BiANOBIAHICTb A0
MOHorpadii AdY abo
€BponericbKoi
thapmakonei, abo
iHLIOT HauioHasTbHOT
chapmakonei gepxasu
€C (3miHa y
cneuudikalisx,
noB'A3aHa 3i 3MmiHamu
B AdY, abo
€Bponeicbkii
thapmakonei, abo
iHLLIA HaLioHaNbHIN
hapmakonei gepxasu
€C) npviBefeHHS
BMMOT AKOCTIi
[ONOMDKHOT PEYOBUHY
«Boga ounieHa» oo
BMMOI OHOBJ/IEHOI
MoHorpadii
€BponericbKoi
hapmakonei.

6e3
peyenma

UA/9396/01/01

203.

MNIKOBIT®

Multivitami

peTuHon

A11AAO0

TabNeTkn, BKPUTI

KPKA, a.4a.,

CnoBeHis

BiANOBiAaIbHUI

CnoBeHi

BHECEHHS 3MiH A0

6e3

UA/8268/02/01




380 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
ns and (BiTamiH A 3 060/10HKO10, M0 15 HoBo mecTo 3a BUPOGHNLTBO A peecTpauiiHnx peuyenma
other y BUrNagi TabneTtok y 6nictepi, "in bulk", marepianis: 3MiHu |
minerals, peTvHony no 2 6nictepu y NepBUHHY TMny - 3MiHN 3 SKOCTI.
incl. nasbmitar KapTOHHI Kopo6Lyi ynakoBKY, CepTuddikat
combinatio | vy), BTOPUHHY BignosigHocTI/lE-
ns Xosnekasb ynakoBky: KPKA, cepTtudikat
uncpepon 4a.4a., Hoso BiANOBIAHOCTI
(BiTamiH MecTo, €Bponeiicbkiii
Ds), CnoBeHis; thapmakonei/MoHorpa
Kucnota BiANOBigaIbHNI tpii. MogaHHsA HOBOrO
ackop6iHo 3a KOHTPO/1b abo oHoBNEHOroO
Ba cepii: KPKA, ceptudpikata
(BiTamiH 4a.4., Hoso BiANOBIAHOCTI a60
C), MecTo, BU/TyYEHHSA
HIKOTMHaMi CnoBeHis; ceptudpikata
4, KanbLjito BiANOBigaIbHNI BiANOBIAHOCTI
naHToTeHa 3a KOHTPO/ib Ta €Bponeiicbkiii
T, BUMYCK Cepii: chapmakonei: ans Adl;
pubodnas KPKA, a.4., ONs BUXIAHOTO
iH (BiTaMiH HoBso mecTo, marepiany/peareHTy/n
B>), CnoBeHis; POMIXHOTO MPOAYKTY,
nipuaokcu BiANOBigaIbHUI Lo
HY 3a KOHTPO/b BUKOPWCTOBYHOTLCS Y
rigpoxnop cepii: KPKA, BMPO6HMUTBI APIl; ans
na, 4.n., Hoso [LO0NOMDKHOT peqyoBUHN
(BiTamiH MecTo, (ceptuddikat
Be), CnoBeHis; BiAMNOBIAHOCTI
TiamiHy BiANOBigaIbHNI €Bponeiicbkili
HiTpaT 3a KOHTPOJ/1b chapmakonei) - Hosuii
(BiTamiH cepii: HN130X cepTudikar Bif BXe
B.), (HauioHanbHi 3aTBepXeHoro
Kkmcnota naboparopis 3a BMPOGHMKA - NOAAHHSA
choniesa, 34pas'e, OKONE HOBOrO cepTudikata
LiaHokob6a iH XpaHo), BiANOBIAHOCTI
namiH CnoseHis €sponeiicbKol
(BiTamiH thapmakonei Ne CEP
B12), 2022-492-Rev 01 ans
KanbLii L0401 pevoBUHN
(Ca*y Pyridoxine
BUrNAI hydrochloride,
KanbLijto Grenzach Il Big
rigpodoc 3aTBEPIXEHOr0
arty), BUpo6HMKa DSM
dhocchop NUTRITIONAL
P>y PRODUCTS LTD.,
BUrNAI Switzerland
KausibLito (DONOBHEHHS [0 BXE

rigpodhoc

3aTBepxeHoro CEP




381 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
arty) RO-CEP 1998-099-

Rev 02). 3minu | Tvny
- 3MiHM 3 KOCTI.
CepTuddikat
BignosigHocTI/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
tpii. MogaHHsA HOBOrO
abo OHOB/IEHOTO
ceptudpikata
BiANOBIgHOCTI 260
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei: ans Adl;
ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HMUTBI APIl; ans
[LO0NOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWi
cepTudikar Big yxe
3aTBEPKEHOr0
BUPOGHMKA - NOAAHHSA
OHOB/IEHOrO
cepTugpikata
BiAMNOBIAHOCTI
€BponeiicbKoi
thapmakonei Ne CEP
2004-110-Rev 06
(3aTBEepmkeHo: R1-
CEP 2004-110-Rev
05) ana gitoyoi
PeYoBWHM
Nicotinamide Big,
3aTBEPAKEHOr0
BMpOGHMKa LONZA
GUANGZHOU
PHARMACEUTICAL




382 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

LTD., China. Ak
Hacnigok, 3mMiHa
afipecu BracHvika
CEP. Agpeca
BVMPOGHWYOT AiNbHUL
He 3MmiHnnacs. 3MiHu |
THNY - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHTy/n
POMDKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BMPOGHMKA - NOAaHHSA
OHOBJ/IEHOTO
cepTtudikaty
BiANOBIAHOCTI
€BponelicbKoi
thapmakonei Ne CEP
2004-110 - Rev 07
AnA Oiyoi peyoBuHU
Nicotinamide Big,
3aTBEPAXEHOr0
BMpo6HMKa LONZA
GUANGZHOU




383 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerlameH | pe4yosUHU ynakoska) uka HsT** 20
mosaHa nocsioyeHHs1
Hassa*
PHARMACEUTICAL
LTD., China.
204. | NONIAEKCA 3 dexameth HeomiuvHy | RO1ADS5 | cnpeii HazanbHWiA, Na6opaTopii ®paHuis CodpapTekc, Typeuun BHECEHHS 3MiH 0 3a UA/2831/01/01
PEHIIE®PUHO asone, cynbgoar, 3 pO34umH; no 15 mny Bywwapa PpaHuis; Ha peecTpauiiHnx peyenmom
M combinatio | nonimikcuH chnakoHi 3 Pekopgaari PEKOPAOATI marepianis: TexHiYHa
ns yB po3nunaoBayem; no IIAY CAHAI BE nomwuska (3rigHo
cynbgoar, 1 chnakoHy B TIK. A. C. Haka3y MO3 Big
Jekcamera KapTOHHI Kopo6Lyi 23.07.2015 Ne 460)
30HYy BunpasneHHs
HaTpito TEXHIYHOT MOMWSIKK,
MeTacy/ib 3rigHo n.2.4. po3sginy
chobeHzoat VI Hakazy MO3
, Ykpainu Ne 426 Big
theHinedp 26.08.05 i3 3miHamu
UHY Ha TUTYNbHIli CTOPIHL
rigpoxnopum 3MiH o MKA N3y
i} 3B'A3KY 3 TUM, L0 B
po3gaini «BUpo6HuK,
KpaiHa» He 6y/o
BpaxoBaHo
nornepeaHLO
3aTBEPKEHOT 3MIHU
{010 BBEAEHHS
aNlbTepPHaTUBHOIO
BMpo6Huka M3 -
PEKOPOATI INAY
CAHAIBE TIK. A. C.,
TypeyuunHa (Hakas
MO3 Ne 1516 Big,
03.10.2025 p.), a
TaKoX HasBHUIA onuc
yMakoBKN € HEMOBHUM.
3asHaveHe
BUMpaB/IEHHSA
Bignosigae
marepianam
peecTpadiiHoro
[OCbE.
205. | NONbKOPTO/1IO triamcinolo | TpiamumHo | HO2ABO | TabneTku no 4 wmr; AT "Apawven Monblwa AT "Apamep, Monba BHECEHHS 3MiH [0 3a UA/3029/01/01
H® ne NOH 8 no 25 tabneTtok y dapma” Papma” peecTpauiiHnx peyenmom

6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

martepianis: 3MiHu |
TMny - 3MiHK WoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBegeHHs1 abo 3MiHN
[10 y3aranbHeHunx
[aHnX npo cuctemy




384

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

chapmakoHarnsgy
(BBEAEHHA
y3ara/ibHeHUxX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBiganbHoI
3a 3AjiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[jACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YNOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsagy).
3MiHa KOHTaKTHUX
[aHVX YroBHOBaXKeHOI
0COo6V 3asIBHMKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 32
hapmakoHarnag B
YKpaiHi.

206.

MPAKCIC

citicoline

LUMTUKOMIH

NO6BX0
6

PO3YMH ANS iH'EKLIN,
500 mr/4 mn; no 4
M B amnysi; no 5
amnyn y énictepi; no
1 6nictepy y
KOpPOGLii 3 KAPTOHY

TOBAPUCT
BO 3
OBMEXXEH
OKo
BIAMOBIOA
NIbHICTHO
«KOPTOPA
LA
«30POB’A

»

YkpaiHa

TOBAPWCTBO
3
OBMEXXEHOIO
BIAMNOBILAbH
ICTIO
«KOPMOPALISA
«3[J0POB'SA»

YKpaiHa

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis:
YTOUYHEHHSA
HanucaHHA yNakoBKu
B Hakasi MO3
YkpaiHu Ne 155 Big
09.02.2026 B npoueci
BHECEHHSA 3MiH
(3MiHu | TMNY -
AAMiHICTpaTuBHI
3MiHW. 3MiHa

3a
peyenmom

UA/18063/01/01




385 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

HalilMeHyBaHHs Ta/abo
agpecu micus
NPOBaKEHHS

LOisNIbHOCTI

BMpo6HUKa/imnopTepa

roTOBOrO /liKapCbKOro

3aco0y, BkIoYvatoun

AiNbHUL BUNYCKY cepii

abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
(@isnbHICTB, 3a AKy
Bignosigae
BMPOGHUK/iMNopTEp,
BK/THOHAK0UM BUNYCK
cepiif). 3miHa
HaliMeHyBaHHS
BMPOGHMKa

nikapcbkoro 3acoby 3
ToBapuctsa 3
06MEXEeHO0

BiANOBIAA/ILHICTIO
«dapmaLeBTuyHa
KoMnaHis «340poB’a»
Ha TOBAP/CTBO 3
OBMEXEHOIO
BIAMNOBISANBHICTIO
«KOPMOPALIA
«30POB'A».
Agnpeca BUpOGHUYOI
LinbHUL Ta BCi
BMPOGHUUYI onepauii
3a/MwaTbes
HE3MiHHUMK. 3MiHK
BHECEHO B iIHCTPYKLi1O
ANA MeuyHoro
3aCTOCYyBaHHSA

nikapcbKoro 3acoby y

po3ain «Bnpo6HuK» 3

BigNoBIgHMMMN 3MiHAMUN

y TEKCTi MapKyBaHHs

yMNaKoBKW NiKkapCbKoro

3aco6y. 3miHu | TNy -
3MiHM Wwozao
6e3nekun/ehekTBHOCT

i Ta chapmakoHarnagy

(iHWi 3MiHM). 3MiHK
BHECEHO B TEKCT




386 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MapKyBaHHsI
NepBUHHOT (MYHKT 6)
Ta BTOPVHHOI (MyHKT
17) ynakoBoK
nikapcbKkoro 3acoby).
Pepakuisi B Hakasi - y
Kopobui. BipHa
pepakuis - y kopooui
3 KAPTOHY
207. | NPAKCIC citicoline LUMTUKOMIH NO6BX0 | po3uvH Ans iH'eKUiiA, TOBAPUCT Ykpaina TOBAPUVCTBO Ykpaina BHECEHHS 3MiH 0 3a UA/18063/01/02
6 1000 mr/4 mn; no 4 BO 3 3 peecTpauiiHnx peyenmom
M B amnysii; no 5 OBMEXXEH OBMEXXEHOIO marepianis:
amnyn y énictepi; no (e]}0} BIANOBIAAIbH YTOUHEHHSA
1 6nictepy y BIAMOBIOA ICTHO HanucaHHA ynakoBKuU
KOpPOGLii 3 KAPTOHY NbHICTIO «KOPIOPALIA B Hakasi MO3
«KOPIMNOPA «3[00POB’'A» YkpaiHu Ne 155 Big
LA 09.02.2026 B npoueci
«300POB'A BHECEHHSA 3MiH

»

(3MiHu | TMNY -
AAMiHICTpaTUBHI
3MiHW. 3miHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NPOoBaKEHHS
LOisNIbHOCTI
BMpOGHUKa/imnopTepa
roTOBOrO /liKapCbKOro
3aco0y, BkIoyatoun
AiNbHWL BUNYCKY cepii
abo micue
npoBefeHHs
KOHTPO/IO SKOCTI.
(@isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
BK/THOHAK0UM BUNYCK
cepiif). 3miHa
HaliMeHyBaHHs
BMPOGHMKa
niKkapcbKoro 3acoby 3
ToBapucTsa 3
06MeXeHO
BiANOBIAAILHICTIO
«®apmMaLeBTNyHa
KOMnaHis «340poB’a»
Ha TOBAP/CTBO 3
OBMEXEHOIO
BIAMNOBIJANBHICTIO




387

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

«KOPMOPALIA
«30POB'A».
Agnpeca BUpOGHUYOI
LinbHUL Ta BCi
BMPOGHUUYI onepauii
3a/MwaTbes
HEe3MiHHUMU. 3MiHK
BHECEHO B iIHCTPYKLi1O
ANA MeuyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ain «Bnpo6HuK» 3
BigNoBIgHMMMN 3MiHAMUN
y TEKCTi MapKyBaHHs
YyMNaKoBKN NiKapCbKoro
3aco0by. 3miHu | Tuny -
3MiHM Wwoao
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHM). 3MiHK
BHECEHO B TEKCT
MapKyBaHHsI
NepBUHHOT (MYHKT 6)
Ta BTOPVHHOI (MyHKT
17) ynakoBoK
nikapcbKoro 3acoby).
Pepakuisi B Hakasi - y
Kopobui. BipHa
pepakuis - y kopooui
3 KAPTOHY

208.

MPE®EMIH

Agni casti
fructus

nnoau
npyTHSsIKa
3BUyaiiHor
o (Fructis
Agni casti)

G02CX0
3

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOt0, No 20
mr; no 30 TabneTok
y 6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHI kopobuy;
no 30 TabneTok y
6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI Kopo6Lyi

Amakca 1T,

Benwvka
BputaHis

BUPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNYCK cepiii:
Makc Liennep
3boHe AT,
LseiiLapis;

KOHTPO/1b SAKOCTi:

Nabop
Llonninrep Ar,
LBeiiyapis;

KOHTPO/b Cepili:
IHTepnabop
Benn AT,
LLsefuapis

Lliseiiua
pist

BHECEHHS 3MiH [0
peecTpauinHmx
mMarepianis:3MiHu |
™ny -
AAMiHICTpaTUBHI
3MiHW. 3miHa Ha3Bu
A®Il ab60 fOoNOMiIXKHOT
PEYOBWHM
3MiHa Has3Bw fitoyoi
PEYOBMHM 3 CyXOro
HaTVBHOrO eKCTPakTy
N0giB NPYTHAKA
3BuyaiiHoro (Fructis
Agni casti) Ha
HaTMBHOrO eKCTPaKTy
(y Burnsgi cyxoro
eKCTpakTy) nnogis
NpyTHAKa 3B1YaiHOro

6e3
peyenma

nionsie
ae

UA/14671/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

(Vitex agnus-castus
L., fructus). 3mitun
BHECEHO B PO34iN

"Cknag" B iIHCTPYKLi0
ON5 MenyHOro
3aCTOCYyBaHHSA

nikapcbkoro 3acoby Ta

AK HACNIAOK - Yy TEKCT

MapKyBaHHS YNakoBK/
niKapcbKoro 3acooby.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHK).
OHOB/1EHO TEKCT
MapKyBaHHs

BTOPWHHOI YNaKoBKK

niKapcbKoro 3acooby.

BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs

2009.

MPOrPA®®

tacrolimus

Takponimy
c

LO4AAOQ
5

KOHLeHTpaT AN
NPUroTyBaHHA
pO34nHy Ans
BHYTPILLUHbOBEHHOTO
BBEAEHHS, 5 Mr/mn,
no 1 mn B amnyni;
no 10 amnyn y
NNacTVKOBIi
YapyHKOBIl
ynakosui; no 1
ynakoBLj B
KapTOHHIN nayui

AcTtennac
dapma
Opon B.B.

Higepnax
an

Actennac
IpnaHg Ko., JItg,

IpnaHgis

BHECEHHS 3MiH 0
peecTpauiiHnx
mMartepianis: 3miHu Il
TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKIOYaKOUM gianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3acoby (3miHa
CTOCYETbCA BCIX iHLINX
nikapcbknx hopm
CYKYMHOro
(koMnnekcHoro)
BMPOGHNYOro
npowecy)
BBE/EHHSI
[04aTKOBOro po3Mipy
cepii gnsa N3 -30 n
(npn6an3Ho 25 000
amny’s) B AONOBHEHHS

3a
peyerimom

UA/4994/01/01




389 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
[0 BXe
3aTBEPKEHOr0
po3mipy cepii 15 n
(npn6nn3Ho 12 500
amnyn).
210. | NPONIA® denosuma | geHocyma | MO5BXO | po3uvH Ans iH'eKuin, AMIKEH HinepnaH BMPOGHMLTBO CuwA/ BHECEHHS 3MiH 40 3a He UA/12077/01/01
b 6 4 60 mr/mn; no 1 mn €spona b.B. on Hepo3sdhacoBaHo | Higepna peecTpauiiHnx peuenmom niosnse

PO34MHY B CKNAHOMY T npoAykuji, HOY marepianis: 3minHu | ae
nonepeAHbLO nepBuHHe ™ny - 3MiHW WoAo
HanoBHEHOMY nakyBaHHs: 6e3nekun/edheKTBHOCT
LUApULL 3 FOSIKOHO, AMIKeH i Ta hapmakoHarnagy.
3aKpuTOL0 MaHychekuypiHr 3MiHa y KopoTKiii
KOBMavkomM, i3 NimiTen, CLUA,; XapakTepucTuL
3aXUCHUM BTOPWHHE nNiKapcbKoro 3acooby,
NPUCTPOEM Bif, nakyBaHHs Ta TEKCTi MapKyBaHHs Ta
BMNALKOBOr0 YKONY BUNYCK cepil: IHCTPYKLT anA
rosikoto; no 1 AmMKeH €spona MeANYHOro
nonepeaHLo B.B., 3aCTOCyBaHHsA Ha
3arnoBHeHOMY HigepnaHnaun nigcrasi perynspHo

LUNPULY 3 3aXUCHUM
NPUCTPOEM B
6nictepi; no 1
6nicTepy B
KapTOHHI kopobuy;
no 1 mMn po3yvHy B
CKNSIHOMY
nonepeAHbLO
3anoBHEHOMY
LUApULL 3 FOSIKOHO,
3aKpUTOLO
KOBMayvkom; no 1
nonepeaHbL0
3anoBHEHOMY
winpuuy B 6rictepi
abo 6e3 bnicTepa,
nomiLLeHomy B
KapTOHHY KOpPOGKY

OHOB/OBAHOIO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiHni
nepiog, abo sk
pe3ynbTaT OLiHKK
3BIiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO [0 NnaHy
neaiaTpuyHux
nocnigmkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom).
3MiHN BHECEHO B
iHCTpYKLito Ans
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ainy "OcobnmBocTi
3acTocyBaHHA"
BiANOBIAHO A0
OHOB/EHOT iHGhopMaui
oo 6esnekn
3acTocyBaHHS Aitoyoi




390

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

PEYOBWHM 3rigHO 3
pekomeHauiero
PRAC. BBegeHHS 3MiH
NpoTArom 6 Micsiuis
nicns 3aTBeppkKeHHs.
3MiHu |l Tuny - 3MiHn
oo
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
IHLWi 3MiHW, 5K He
BBIliLLAW Yy Lieit po3gin,
AKi BKIOYAOTb
nofaHHsa pesynbTartis
pocnigxeHb [0
KOMMETEHTHOrO
opraHy. 3miHu
BHECEHO B iIHCTPYKL,i10
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3giny "Mo6iyHi
peaxuii”, a Takox
fofaHo
po3wndpyBaHHs
nokasHvika "LWKT" y
po3gini "Cnoci6
3acToCcyBaHHsA Ta
[031" Ta BHECEHO
pepakuiiiHi npaskn [0
po3giny "YnakoBka".
BBeneHHs 3MiH
npoTArom 6 micsiuis
nicns 3aTBepKeHHs

211.

MPO/TIOTA

progestero
ne

nporectep
OH
MiKpPOHi30B
aHuii

GO3DA0
4

Kancysnm m'ski no
100 mr no 15 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHIN nayui

MicTtpan
Kenitan
MeHepxmeH
T NimiTepq,

AHrnis

BUPOBHULTBO
roToBO|
nikapcbkoi
hopmu,
nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/ib Ta
BUMYCK Cepii:
NABOPATOPIO
C NEOH
®APMA C.A,,
Icnanis;
BTOPVHHA
ynakoska

IcnaHis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI abo
BUJIyYEHHS

3a
peyenmom

UA/20296/01/01




391 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
(anbTepHaTBHM cepTudpikata
1 BUPOBHWK): BiANOBIAHOCTI
ATAIC DAPMA, €Bponeiicbkil
C.J1., IcnaHis; thapmakonei: gna Adl;
MiKpOGiOnorivHM 0151 BUXIAHOTO
1 KOHTPO/b marepiany/peareHTy/n
(anbTepHaTUBHU POMKHOTO MPOAyKTY,

1 BUPOBHWK):
NABOPATOPIO
EYEBAPHE,
C.A., IcnaHis;
BTOPVHHA
ynakoBka
(anbTepHaTUBHU
1 BUPOOHWK):
MAHAHTIAN
IHTEIPA C.J1.,
Icnaxis

Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 01
(3aTBepmxeHo: RO-
CEP 2018-166 - Rev
00) gna gitoyoi
PEYOBWHM
nporecTepory
MiKPOHI30BaHOr0 Bif,
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Kntait. 3minm |
THNY - 3MiHU 3 AKOCTI.
Ceptucpikar
BignosigHocTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoBIgHOCTI abo
BUJIyYEHHS




392 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuUXigHoro
marepiany/peareHTy/n
POMKHOTO MPOAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKa
NoAaHHA OHOB/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 02
AnA Oiyoi peyoBuHU
nporecTepory
MiKPOHI30BaHOro Bif
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Kntait. 3minum |
TMNYy - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponenchkii




393

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 04
ONs [jtoYvoi peqyoBrHN
nporecTepory
MiKPOHI30BaHOr0 Bif,
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Knutaii.

212.

MPO/TIOTA

progestero
ne

nporectep
OH
MiKpPOHi30B
aHuii

GO3DA0
4

Kancysm m'ski no
200 mr no 14 kancyn
y 6nicTepi, no 1
6nictepy B
KapTOHHIN nauui

MicTtpan
Kenitan
MeHepxmeH
T NimiTepq,

AHrnis

BUPOBHULTBO
roToBo|
nikapcbkoi
hopmu,
nepBrHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/ib Ta
BUMYCK Cepii:
NABOPATOPIO
C IECH
®APMA C.A,,
Icnanis;
BTOPVHHA
ynakoska
(anbTepHaTVBHM
1 BUPOOHWK):
ATJAIC PAPMA,

IcnaHis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI 260
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeicbkii

3a
peyenmom

UA/20296/01/02




394 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
C.J1., IcnaHis; thapmakonei: gna Adl;
MiKpOGionorivHM 0151 BUXIAHOTO
1 KOHTPO/b marepiany/peareHty/n
(anbTepHaTUBHU POMIKHOTO MPOoAyKTY,

1 BUPOBHWK):
NABOPATOPIO
EYEBAPHE,
C.A., IcnaHis;
BTOPVHHA
ynakoBka
(anbTepHaTuBHU
1 BUPOOHWK):
MAHAHTIAN
IHTEIPA C.J1.,
Icnaxis

Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 01
(3aTBepmxeHo: RO-
CEP 2018-166 - Rev
00) gna gitoyoi
PEYOBWHM
nporecTepory
MiKPOHI30BaHOro Bif
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Kntait. 3minum |
TMNYy - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponenchkii




395 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

thapmakonei: gna Adl;
Ansa BuUxigHoro
marepiany/peareHty/n
POMIKHOTO MPOoAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHWA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKa
NoAaHHA OHOB/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 02
AnA Oi4yoi peyoBuHU
nporecTepory
MiKPOHI30BaHOr0 Bif,
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Kntait. 3minum |
THNY - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikar
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpa
¢oii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANoBIgHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei: gna Adl;
Ansa BuxigHoro
mMaTtepiany/peareHty/n




396

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

POMIKHOTO MPOoAyKTY,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHUA
cepTudikaT Bif yxe
3aTBEPKEHOr0
BUPOGHMKA NOAAHHSA
OHOBJ/IEHOTO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei Ne CEP
2018-166 - Rev 04
ONs [jto4voi peqyoBrHN
nporecTepory
MiKPOHI30BaHOr0 Bif,
3aTBEPKEHOr0
BMpO6HUKa Hubei
Gedian Humanwell
Pharmaceutical Co.,
Ltd, Knutaii.

213.

MPOCTAMNAHT

Sabalis
serrulatae
fructus

nnoau
nanbmu
cabanb
(Serenoa
repens)

G04CX0
2

kancynu no 320 mr,
no 10 kancyny
6nicTepi; 3 6nictepu
B KapTOHHIi Kopo6Lyi
abo 20 kancyn y
6nicTepi; 2 6nictepu
B KapTOHHIi Kopo6Lyi

[Op. Binbmap
Llisabe
v6X i Ko.
Kr

HimeyunH
a

[p. Binbmap
LLisabe Mv6X i
Ko. KI

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHUii 3aci6. 3miHa
pO3Mipy ynakoBku
roTOBOrO /liKapCbKOro
3acoby (3miHa
KiNIbKOCTi 0AUHMLB
(Hanpuknag, TabneTok,
amny/ TOLLO) B
ynakoBLi:) - 3miHa
nosa fiianasoHom
3aTBEPAXKEHNX
PO3MipiB yMakoBKM.
3miHa nosa
AianasoHom
3aTBEPMAKEHNX

6e3
peuyenma

He
nionsie
ae

UA/4372/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

PO3MIpIiB yNakoBku Y
3B'AA3KY 3 PiLLEHHAM
BMPOOHKKa, a came:
3arBepaeHo:
Bnictepun no 10
kancyn. 3 6nictepa 3
IHCTpYKUieo ans
MeLNYHOro
3aCTOCYyBaHHS
BK/1ajalTbca B
KapTOHHY KOpPOOKy.
3anponoHoBaHo:
Bnictepu no 10
Kancyn. 3 énictepa 3
iHCTpYKLUj€to Ans
MeAMYHOro
3aCTOCyBaHHS
BK/1afaloTbCa B
KapTOHHY KOPOOKy.
Bnictepun no 20
kancyn. 2 bnictepa 3
IHCTpYKUieo ans
MeLNYHOro
3aCTOCYyBaHHSA
BK/1ajalTbca B
KapTOHHY KOpPOOKy.
3MiHM BHECEHO B
po3ain "YnakoBka" B
IHCTpYKLit0 AnA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY 3i 3MIHOO
pO3Mipy ynakoBku
nosa fjianasoHom
3aTBEPKEHNX
po3mipiB Ta K
Hacnigok -
3aTBEPKEHHS TEKCTY
MapKyBaHHs 4N
BiAMNOBIAHOT yNakoBKU
nikapcbKoro 3acoby.

214.

PAMNTEH
PETAP/,

diclofenac

avknodeH
ak HaTpito

MO1ABO
5

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKOIO,
MPOJIOHrOBaHOI Aji
no 100 wmr; no 10
TabneTtok y 6nictepi;
no 2 6nictepn B

"Xemodhapm

AL

Pecny6nik
a Cepbist

"Xemodhapm" AL

Pecny6n
ika
Cepbis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KOpOoTKiit

3a
peyenmom

He
nionsie
ae

UA/1785/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KapTOHHI ynakoBLi

xapakrepuctuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeLVYHOro
3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyinHunii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 LOCNIMKEHD,
npoBeAeHnx
BiANOBIAHO [0 NnaHy
negjaTpuyHux
nocnimkens (PIP)
(3MiHy y3roxeHo 3
KOMNETEHTHUM
YMNOBHOB&XXEHUM
opraHom).
3MiHVN BHECEHO B
iHCTpYKLito Ans
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTi
3acTocyBaHHSA" Ta
"Mo6iuHi peakwyi"
BiANoBiAHO A0
OHOB/1EHOI iHhopMaLii
oo 6e3nekn
3acTOCyBaHHSA Aitoyoi
PEeYOBUHM 3rigHO 3
pekomeHaaLieto
PRAC.

215.

PEBONAL™

eltrombop
ag

enbTPoM6
onar

B02BX0
5

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO10, M0 50
Mr; No 7 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Hosaprtic
®apma Al

LLsenuapi
A

Bupo6HuuTBO,

KOHTPO/1b SAKOCTi:

nakco

OnepeiwHe FOK

NTA, Benvka
BpuTaHis;
Brpo6Huk gns
MepBUHHOIO Ta

IcnaHisi/
CnoseHi
A

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
A®I|. BupobHuULTBO.
3MiHa BUPO6HMKa
BWXi4HOr0/MPOMiXHOro
npoayKTy/peareHTy,

3a
peyerimom

UA/11300/01/02




399 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BTOPWHHOTO Lo
nakyBaHHs Ta BUKOPWCTOBYHOTHLCS Y
BUMYCK Cepii: BMPOGHMYOMY MpoLeCi
"nakco Adl, abo 3miHa
Bennkom C.A., BMPOGHMKa
Icnanis; (Brtovatoun, ae
Bupo6HMLTBO, HeobXifHo, Micue
nepBuHHe npoBefEeHHs
nakyBaHHs, KOHTpO/t0 sikocTi) AdI
BTOPWHHE (3a BigcyTHOCTI
nakyBaHHs, ceptudiikata
KOHTPO/Ib SKOCTI: BiAMNOBIAHOCTI
3irdopig, €Bponeiicbkili
Bapb6epa, C.J1., thapmakonei y
Icnanis; Bunyck 3aTBEpPA)KEHOMY

cepii: HosapTic
dapmacbioTHKa,
C. A, Icnanist;
Bupo6HMLTBO,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
4yacTKoBWUiA
KOHTPO/b IKOCTI,
BUNYCK cepil:
HosaprTic
PapmacboTuka
MaHyakTypiHr
JINC, CnoseHis;
4acTKoBUI
KOHTPO/b SKOCTI:
Nek
PapmacboTuka
¢ Aa.4., CnoseHist

[0CbE)(3MiHN f0
3axofis, NOB'A3aHMX 3
KoHTponem A®l, abo
[oAaBaHHSA fiNbHUL,
[ie NpoBOANTLCA
KOHTpO/b/BMNpO6yBaH
HSA cepil). BBeaeHHsA
aNbTepHaTUBHOI
BVMPOGHMYOT AiNbHUL
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis
(Kolodvorska cesta 27
1234 Menges
Slovenia DUNS:
988643878), Wwo
BignoBigae 3a
KOHTPO/b AKOCTi AdI
Ta NPOMDKHOT0
npoaykty eltrombopag
free acid (All tests
except NMR and
XRPD). 3miHu | Tuny -
3MiHu 3 aKocTi. AL,
Brpo6HmuTBO. 3MiHa
BMPOGHMKa
BMXiZHOr0/NPOMIXHOro
npoaykTy/peareHTy,
Lo
BUKOPWCTOBYHOTLCH Y
BVMPOGHMYOMY MpoLeci
A®l, abo 3mMiHa




400 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
BUPOGHMKA

(Bkntovaroum, ae
HeobXigHo, Micue
npoBefeHHs
KOHTPO/It0 skocTi) API
(3a BigcyTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBepKEHOMY
[0CbE)(3MiHM A0
3axofiB, NoB'A3aHUX 3
KOHTponem Adl, abo
[oAaBaHHSA finbHWLI,
[le NpoBOANTLCSA
KOHTPONb/BUNpOOYBaH
HS cepii). BBeaeHHs
a/ibTepHaTUBHOT
BVMPOGHWYOI finbHNL,
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis (Verovskova
ulica 57 1000
Ljubljana Slovenia
DUNS: 655993221),
Lo Bignosigae 3a
KOHTPO/b AKOCTi AdI
Ta NPOMIXHOro
npoaykry eltrombopag
free acid (Tinbku NMR
and XRPD). 3MiHu |
TMNYy - 3MiHU 3 AKOCTI.
A®|. BupobHULTBO.
3miHa BUpOGHYKa
BMXiZAHOr0/NPOMIXHOro
npoaykTy/peareHTy,
Lo
BUKOPWCTOBYHOTLCH Y
BVMPOGHMYOMY MpoLeci
A®l, abo 3miHa
BUPOGHMKA
(Bxkntovaroum, ae
HeobXigHo, Micue
npoBefeHHs
KOHTPO/IH0 skocTi) API
(3a BigcyTHOCTI




401 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBEp)KEHOMY
[0CbE)(3MiHM A0
3axofiB, NoB'A3aHUX 3
KOHTponem Adl, abo
[oAaBaHHSA finbHWLI,
[le NpoBOANTLCSA
KOHTPONb/BUNpPOOYBaH
HAa cepil). [Jo dyHKuii
BVMPOGHMYOT AiNbHUL
Novartis Pharma AG,
Switzerland koHTpoNb
AaKocTi APl (BmicT
nanagiio) LogaHo
PEHTIEHIBCbKY
oundppaxuio (XRPD)
(3aTBEpPAXKEHO:
Operations performed:
Quality control of Drug
Substance: Palladium
content;
3anponoHOBaHo:
Operations performed:
Quiality control of Drug
Substance: Palladium
content and XRPD).
3MmiHu | TYnYy - 3MiHK 3
akocTi. AdL.
Brpo6HmuTBO. 3MiHa
BMPOGHMKa
BMXiZHOr0/NPOMIXHOro
npoaykTy/peareHTy,
Lo
BUKOPWCTOBYHOTLCH Y
BVMPOGHMYOMY MpoLeci
A®l, abo 3miHa
BUPOGHMKA
(Bxkntovaroum, ae
HeobXigHo, Micue
npoBefeHHs
KOHTPO/IH0 skocTi) API
(3a BigcyTHOCTI
cepTudpikata
BiANOBIAHOCTI
€Bponenchkii




n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

402

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH

Peecmpayjitina

ITpopoB>xeHHsT
Ymosu

ozarka 3

uka

npoyedypa

thapmakonei y

Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BVWKOPUCTOBYETbLCA Ha

eltrombopag. 3wmiHu |
THNYy - 3MiHU 3 AKOCTI.

A®|. KoHTposib A®I.

3aTBEp)KEHOMY
[0CbE)(iHLWi 3MiHN).
BBeneHHA
aNbTepHaTUBHOI
BVMPOGHMYOT AiNbHUL
BUXIZHOTO NPOAYKTY
SB-392033 Zhejiang
Apeloa Tospo
Pharmaceutical Co.,
Ltd., China, wo
BUKOPVCTOBYETLCA Ha
5 cragii ana
eltrombopag. 3miHu |
TMny - 3MiHN 3 SKOCTI.
A®I. BupobHMUTBO.
3MiHa BUpPOGHYMKa
BWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOBGHNYOMY MPOLLECI
A®l, abo 3miHa
BMPOGHMKa
(BKntovatoum, ae
HeobxigHo, MicLe
npoBefeHHs
KOHTPO/IHO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBEPAKEHOMY
[0CbE)(iHLWi 3MiHN).
BeepneHHs
a/ibTepHaTUBHOT
BMPOGHWYOT AiNbHUL
BUXIZIHOTO MPOAYKTY
SB-564758 Lianhe
Aigen Pharma Co.,
Ltd., China, wo

3 cragii ans

3MiHa y napameTpax




403 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

cneuudikauii Ta/abo
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
ADI (iHWi 3MiHW).
3MiHM B KOHTPOSI
(cneuudpikauisix/metos
ax BMNpobyBaHb)
CUPOBWHN
(MoHoeTaHoNaMiHy,
eTaHo/i, po34uHy
amiaky, Kucnotu
MypaLLVHOI, nanagito
Ha Byrneui, Hitpar
HaTpilo, PO3UNHY
rigpokcuay Hatpito, 2-
nponaxHosny, Boau), Lo
BUKOPVCTOBYIOTLCS Ha
NPOMDKHMX eTanax
npu BUpo6HNULTBI ADI
nicns BBefEeHHA
[0AaTKOBOTO
BMPO6HUKa AdI
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis, (Menges).
3MmiHu | TUnYy - 3MiHK 3
AKOCTi. A®Il. KoHTpob
A®I. 3miHa y
napameTpax
cneuudikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Ad®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
A®I (30NOBHEHHSA
cneumdikauii HoBUM
NMOKa3HMKOM SKOCTi Ta




ITponoB>xeHHs fofaTKa 3
Ymosu Pekna Homep
MyBaH | peecmpayiliHo

20

Peecmpayjitina
Bionycky
HsT**
nocsioyeHHs1

404
Ne Ha3ssa MixHapod Hassa Koo ®dopma sunycky 3asasHUK KpaiHa Bupo6HUK Kpaina
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa
3acoby HermameH | pe4yoBUHU ynakoska) uKa
mosaHa
Hassa*
BigNoBigHMM METOA0M
BMMNPOGYBaHHS).
JLONOBHEHHA
crneundikavii Ha
BUXiZHWI NpoaykT SB-
392033 (5 cTagin)
HOBUM MOKa3HUKOM
AKOCTI «Acetic acid
content by HPLC» 3
[0MyCTUMOI0 MeXeto
Not greater than 0.5%
Ta BiAMNOBIAHUM
MeToA0M
BMUNPOGYBaHHA. 3MiHU
| TMINY - 3MiHW 3 AKOCTI.
A®I. KoHTponb AdI.
3MiHa y meTogax
BMNpoGyBaHHSA AD|
a60o BuXigHoro
mMartepiany/npomikHor
0 NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETHCS
y npoueci
BMpO6HULTBA AdDI
(iHWi 3miHK y meTogax
BMNPOGYBaHHSA
(BK/THOHAKOUM 3aMiHY
a60 oonoBHEHHS) ADI|
abo
BUWXIiAHOr0/MPOMiXXHOro
npoAyKTy) ,El,o,anP
anbTepHaTUBHWIA
metog LC-MS ana
iaeHTudikaui
BUXIHOTO NPOAYKTY
SB-564758 (3 cTagis)
Bifl BUPOGHMKaA
NPOMDKHOr0 NPOAYKTY
Zhejiang Apeloa
Tospo Pharmaceutical
Co., Ltd., China go
3aTBEPAKEHOr0
meTtogy 1H-NMR.
3MiHu | TNy - 3MiHu 3
akocTi. A®l. KoHTposb
A®l. 3miHa y MeToax
BUNpo6yBaHHA Ad|
a60 BUXiAHOTO




405 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

mMartepiany/npomikHor
0 NpoAyKTy/peareHTty,
LLIO BUKOPUCTOBYETHCS
y npoueci
BMPOGHULTBA API
(iHWi 3miHW y MmeTogax
BMNPO6YBaHHSA
(BKOYAIOUN 3aMiHY
abo gonoBHeHHs) ADI|
abo
BWXiAHOro/NMPOMiXHOro
npoaykTy). flogaHo
anbTepHaTUBHWIA
meTog, lon
chromatography (IC)
0N KiNbKiCHOro
aHasi3y ouToBOI
KNCNOTKN Y BUXiAHOMY
npoaykTi SB-564758
(3 cragin) Big,
BMPO6HUKa Lianhe
Aigen Pharma Co.,
Ltd., China go
3aTBEPAKEHOr0
meTtogy 1H-NMR.
3MiHu | TNy - 3MiHu 3
akocTi. A®l. KoHTponb
A®l. 3miHa y MeToax
BUNpo6yBaHHA Ad|
ab60o BuXigHOTO
mMartepiany/npomikHor
0 NpoAyKTy/peareHTty,
LLIO BUKOPUCTOBYETHCS
y npoueci
BMPOGHULTBA API
(iHWi 3miHW y MmeTogax
BMNPO6YBaHHSA
(BKOYAIOUN 3aMiHY
abo gonoBHeHHs) ADI|
abo
BWXiAHOro/NMPOMiXHOro
npoaykTy). flogaHo
anbTepHaTUBHY
meToauky laser
diffraction (Sympatec
equipment) ans
BM3HAUYEHHSI PO3Mipy
4acToK y cneumdikawi




406 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Ha A®I no
3aTBEPKEHOr0

meToay Particle size
by laser diffraction
(Malvern equipment),
6€3 3MiHN KpuTepiIiB
NPUAHATHOCTI. 3MiHN |
My - 3MiHK 3 SKOCTI.
A®|. KoHTposnb A®I.
3MiHa y meTogax
BUNpo6yBaHHA Ad|
ab60o BuXigHOTO
mMartepiany/npomikHor
0 NpoAyKTy/peareHTty,
LLIO BUKOPUCTOBYETHCS
y npoueci
BMPOGHULTBA API
(iHWi 3miHW y MmeTogax
BMNPO6YBaHHSA
(BKKOUAOUM 3aMiHY
abo gonoBHeHHs) ADI|
abo
BWXiHOr0/MPOMiXHOro
npoaykTy). flogaHo
anbTepHaTUBHY
MeToAuKy MeToaa
ICP-OES (Procedure
C) — microwave
assisted digestion ans
BWU3HAYEHHS BMICTY
nanagito y
cneuudikauii Ha A®I
[0 3aTBEPAKEHNX
npoueayp by ICP-OES
(Procedure A) —
organic digestion Ta
by ICP-OES
(Procedure B) —
aqueous digestion,
6e3 3MiH KpuTepiis
NPUAHATHOCTI. 3MiHw Il
TMny - 3MiHK 3 SKOCTI.
A®I. BupobHMUTBO.
3MiHa BUpPOGHYMKa
BUWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTbLCSH Y




n/n

Hassa
JliKapcbKo20

MixHapod
Ha

Hassa

Koo

dopma sunycky

3asiBHUK

407
KpaiHa

ITpopoB>xeHHsT

oJilaTKa

3

3acoby

diroyoi
HenameH

mosaHa
Ha3zsa*

pe4yosuHU

ATX

ynakoska)

(nikapcbka ¢hopma,

3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

216.

PEBONALA™

eltrombop | enbTpomM6

B02BX0

TabneTku, BKPUTI

A®I, abo 3miHa
BMPOGHMKa
(BKntovatoum, ae
HeobxigHo, MicLe
npoBefeHHs
KOHTPOSIHO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBEPAKEHOMY
00Cbe)(BBEAEHHS
HOBOro BMPOGHMKa
A®I, Konun He
noAaeTbca macTep-
thaiin Ha AdI Ta wo
BMMarae 3HauyHol
3MiHV A0 BiAMNOBIAHOIO
po3giny AOCbE Ha
Adl). BBegeHHs
anbTepHaTUBHOIO
BMPO6HUKa AdI
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis
(Kolodvorska cesta 27
1234 Menges
Slovenia DUNS:
988643878), Wwo
BUKOHYE YCi eTanu
BMPOGHMLTBA,
BK/IOYA0UN
noApiGHEHHS.

BUPO6GHUYOMY MpoLieci

ag onar

5

N/1iBKOBOIO
060/10HKOI0, N0 25
Mr; MO 7 TabNeTok y
6nicTepi; no 4
6nictepu B
KapTOHHI Kopo6Lyi

Hosapric
dapma Al

LLiBeiiuapi
a

Bupo6HMLTBO,
KOHTPO/b AKOCTI:
"nakco
OnepeiiwHc HOK
NT[A, Benuka
BpuTaHis;
BupobHuk ans
NMepBMHHOTO Ta
BTOPWHHOTO
nakyBaHHs Ta
BUMYCK Cepii:

"nakco

Icnanis/
CnoBeHi
a

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO.

3miHa BUpOGHYMKa
BMXIZAHOrO/NPOMIXHOro
npoaykTy/peareHry,
Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY MpoLeci

3a
peyenmom

Adl, abo 3miHa

UA/11300/01/01




408 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Bennkom C.A,, BUPOGHMKA

IcnaHis;
Bupo6HMLTBO,
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
3irdopig,
Bap6epa, C.11.,
Icnanisa; Bunyck
cepii: HoaprTic
PapmacbioTuKa,
C. A, IcnaHis;
Bupo6HMuTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
4acTKoBUIA
KOHTPO/b SIKOCTI,
BUMYCK Cepii:
HosapTic
dPapmacboTukan
MaHydhakTypiHr
NNC, CnoseHis;
4yacTKoBWUiA
KOHTPO/b SIKOCTI:
INex
dPapmacboTukan
c A4.4a., CnoBeHist

(Bkntovaroum, ae
HeobXigHo, Micue
npoBefeHHs
KOHTPO/It0 skocTi) API
(3a BigcyTHOCTI
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei y
3aTBepKEHOMY
[0CbE)(3MiHM A0
3axofiB, NoB'A3aHUX 3
KOHTponem Adl, abo
[oAaBaHHSA finbHWLI,
[le NpoBOANTLCSA
KOHTPONb/BUNpOOYBaH
HS cepii). BBeaeHHs
a/ibTepHaTUBHOT
BVMPOGHWYOT AiNbHUL
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis
(Kolodvorska cesta 27
1234 Menges
Slovenia DUNS:
988643878), Wwo
BiAnosigae 3a
KOHTPO/Ib SKOCTi Ad|
Ta NPOMDKHOro
npoaykTty eltrombopag
free acid (All tests
except NMR and
XRPD). 3MiHu | Tuny -
3MiHu 3 akocTi. AdL.
Bupo6bHMLTBO. 3MiHa
BMPOGHMKa
BUWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOBGHNYOMY MPOLLECI
A®I, abo 3miHa
BMPOGHMKa
(BKntovatoun, ae
HeobxigHo, MicLe
NpoBefEHHS




409 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KOHTPO/IHO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBEPAKEHOMY
[0CbE)(3MiHN A0
3axofiB, NMoB'A3aHuX 3
KOHTponem A®l, abo
[ofaBaHHA AiNbHUL,
[le NpoBOANTLCS
KOHTpOnb/BUNPOGYBaH
Hs cepii). BBeaeHHs
aIbTePHaTUBHOT
BVMPOGHMYOT AiNbHUL
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis (Verovskova
ulica 57 1000
Ljubljana Slovenia
DUNS: 655993221),
Lo BignoBsigae 3a
KOHTPO/b AKOCTi AdI
Ta NPOMDKHOT0
npoaykty eltrombopag
free acid (Tinbku NMR
and XRPD). 3MiHu |
TMny - 3MiHN 3 SKOCTI.
A®I. BupobHMUTBO.
3MiHa BUpPOGHYMKa
BWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOBGHNYOMY MPOLLECI
A®l, abo 3mMiHa
BMPOGHMKa
(BKntovatoun, ae
HeobxigHo, MicLe
npoBefeHHs
KOHTPO/HO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
chapmakonei y




410 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
3aTBEPAKEHOMY

[0CbE)(3MiHN A0
3axofiB, NoB'A3aHuX 3
KOHTponem A®l, abo
[ofaBaHHA AiNbHUL,
[le NpoBOANTLCS
KOHTpOnb/BUNPOGYBaH
HA cepil). o dyHKuiT
BVMPOGHMYOT AiNbHUL
Novartis Pharma AG,
Switzerland KoHTpoO/ib
akocTti A®I (BmicT
nanagiio) fogaHo
PEHTIEHIBCHKY
ondopaxkuito (XRPD)
(3aTBEpPOXKEHO:
Operations performed:
Quiality control of Drug
Substance: Palladium
content;
3anponoHOBaHo:
Operations performed:
Quality control of Drug
Substance: Palladium
content and XRPD).
3MiHu | TNy - 3MiHu 3
AKOCTi. ADI.
Bupo6bHMLTBO. 3MiHa
BMPOGHMKa
BUWXIiAHOr0/MPOMiXXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYIOTLCH Y
BMPOBGHNYOMY MPOLLECI
A®I, abo 3miHa
BMPOGHMKa
(BKntovatoun, ae
HeobxigHo, MicLe
npoBefeHHs
KOHTPO/HO SIKOCTi) ADI
(3a BigcyTHOCTI
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei 'y
3aTBEPAKEHOMY
[0CLE)(iHLWi 3MiHN).
BBeneHHs




n/n

Hassa
JliKapcbKo20

MixHapod
Ha

Hassa

Koo

dopma sunycky

3asiBHUK

411
KpaiHa

ITpopoB>xeHHsT

ozarka 3

3acoby

HenameH
mosaHa
Ha3zsa*

diroyoi
pe4yosuHuU

ATX

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

a/ibTepHaTUBHOT
BVMPOGHWYOT AiNbHUL
BUXIZIHOTO MPOAYKTY
SB-392033 Zhejiang
Apeloa Tospo
Pharmaceutical Co.,
Ltd., China, wo
BUKOPVCTOBYETLCA Ha
5 cTagii ansa
eltrombopag. 3miHu |
My - 3MiHK 3 SKOCTI.
A®I|. BupobHuLTBO.
3MiHa BUpOo6HMKa
BWXiAHOro/NMPOMiXHOro
npoayKTy/pearenTy,
Lo
BUKOPWCTOBYHOTLCS Y
BVMPOGHMYOMY MpoLecCi
A®l, abo 3mMiHa
BVPOGHMKa
(Brtovatoun, e
HeobXifHo, Micue
npoBefeHHs
KOHTpOst0 sikocTi) APl
(3a BigcyTHOCTI
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBepKeHOMY
[0CbE)(iHLWLi 3MiHN).
BeeneHHs
a/IbTepHaTUBHOT
BVMPOGHMYOT AiNbHUL
BUXIHOTO NPOAYKTY
SB-564758 Lianhe
Aigen Pharma Co.,
Ltd., China, wo
BUKOPVCTOBYETLCA Ha
3 cTagii ana
eltrombopag. 3miHu |
TMny - 3MiHK 3 SKOCTI.
A®I. KoHTponb AdI.
3MiHa y napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y

crneumgikalisax Ha




412 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
Adl, abo

BUXIZHWA/NPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHULTBa
A®I (iHWi 3MiHN).
3MiHV B KOHTpOSI
(cneuucpikauisix/meton
ax BUNpobyBaHb)
CUPOBUHN
(MOHOeTaHoNaMmiHy,
eTaHori, po34nHy
amiaky, Kucnotu
MypaLLnHOi, nanagito
Ha Byrneui, Hitpar
HaTpito, PO34nHY
rigpokcnay Hatpito, 2-
nponaxHosny, BoAu), Lo
BUKOPVCTOBYIOTbCS Ha
NMPOMIXHMX eTanax
npu BUpo6HNLTBI AdI
nicnsa BBeAeHHsA
[04aTKOBOTO
BMPO6HUKa AdI
Novartis
Pharmaceutical
Manufacturing LLC,
CnoseHis, (Menges).
3MiHu | TNy - 3MiHu 3
akocTi. A®l. KoHTposb
A®|. 3miHa y
napameTpax
cneundikauii Ta/abo
[OMYyCTUMUX MEX,
BU3HAYEHUX Y
cneumdikauisx Ha
Adl, abo
BUXIZAHWA/NPOMIXHWIA
npoAayKT/pearenT, Wwo
BUKOPWCTOBYHOTLCH Y
npoveci BUpobHuLTBa
A®| (0ONOBHEHHSA
cneuudikaLii HoBUM
NOKa3HUKOM SIKOCTi Ta
BigMNoBigHMM METOA0M
BUMNPOGYBaHHS).
JonoBHEHHA
cneundikauii Ha




413 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BUXigHWI NnpoaykT SB-
392033 (5 cTagin)
HOBUM MOKa3HUKOM
AKOCTI «Acetic acid
content by HPLC» 3
[0MyCTUMOIO MeXeto
Not greater than 0.5%
Ta BignoBigHNM
MeTOoA0M
BUNPO6YBaHHSA. 3MiHU
| TMNY - 3MiHW 3 AKOCTI.
A®|. KoHTposnb A®I.
3MiHa y meTogax
BUNpo6yBaHHSA Ad|
ab60o BUXigHOTO
mMartepiany/npomikHor
0 NpoAyKTy/peareHTty,
LLIO BUKOPUCTOBYETHCS
y npoueci
BMPOGHULTBA API
(iHWi 3miHW y MmeTogax
BMNPO6YBaHHSA
(BKKOUAOUM 3aMiHY
abo gonoBHeHHs) ADI|
abo
BWXiAHOro/NMPOMiXHOro
npoayKTy) ﬂ.O.ﬂ.aHuO
anbTepHaTUBHUIA
metog LC-MS gnsa
ineHTudikauit
BUXIZHOTO NPOAYKTY
SB-564758 (3 cTagis)
BiJl BUPOGHMKaA
NPOMIKHOrO NPOAYKTY
Zhejiang Apeloa
Tospo Pharmaceutical
Co., Ltd., China go
3aTBEPKEHOr0
meTtogy 1H-NMR.
3MiHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meToaax
BUNPO6YyBaHHA AdI
abo BuxigHoro
marepiany/npomiKHor
0 NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETHCA
y npoLeci




414 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BMPO6HULTBA AdDI
(IHWi 3mMiHW y MeToAax
BMNPOGYBaHHSA

(BKKOYALOUM 3aMiHY
abo aonoBHeHHs) AdI|
abo
BMXiZAHOr0/NPOMIiXHOro
npoaykTy). JogaHo
anbTepHaTUBHWIA
mMeTog lon
chromatography (IC)
LS KiNbKiCHOro
aHasizy ouToBOI
KNCNOTKN Y BUXiZHOMY
npoaykTi SB-564758
(3 cTagis) Big
BMPO6HUKa Lianhe
Aigen Pharma Co.,
Ltd., China go
3aTBEPKEHOr0
meTtogy 1H-NMR.
3MiHu | TNy - 3MiHK 3
akocTi. A®l. KoHTponb
A®l. 3miHa y meToaax
BMNPO6YyBaHHA AdI
abo BuxigHoro
marepiany/npomiKHor
0 NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETHCA
y npoueci
BMPO6HULTBA AdDI
(IHWi 3mMiHW y MeToaax
BMNPOGYBaHHSA
(BKKOYALOUM 3aMiHY
abo gonoBHeHHs) AdI|
abo
BMXiZAHOr0/NPOMIXHOro
npoaykTy). JogaHo
albTepHaTUBHY
mMeToauky laser
diffraction (Sympatec
equipment) gns
BU3HAYEHHS PO3Mipy
4yacTok y cneumdikauii
Ha A®I go
3aTBEPAXEHOr0
meTogay Particle size
by laser diffraction




415 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

(Malvern equipment),
6e3 3MiHun KpuTepiiB
NPUAHATHOCTI. 3MiHN |
THNY - 3MiHU 3 AKOCTI.
A®|. KoHTposib A®I.
3miHa y meTogax
BMNPO6YyBaHHA AdI
abo BuxigHoro
marepiany/npomiKHor
0 NpoayKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCS
y npoueci
BMpO6HULTBA AdDI
(IHWi 3mMiHW y MeToaax
BMNPOGYBaHHSA
(BKKOYALOUM 3aMiHY
abo gonoBHeHHs) ADI|
abo
BMXiZAHOr0/NPOMIXHOro
npoaykTy). JdogaHo
albTepHaTUBHY
MeTOoAMKY MeToaa
ICP-OES (Procedure
C) — microwave
assisted digestion gns
BW3HAYEHHS BMICTY
nanagiio y
cneumdikauii Ha AdI
[0 3aTBepKEHNX
npoueayp by ICP-OES
(Procedure A) —
organic digestion Ta
by ICP-OES
(Procedure B) —
aqueous digestion,
6e3 3MiH kpuTepiiB
NPUAHATHOCTI. 3MiHu 11
My - 3MiHK 3 SKOCTI.
A®I|. BupobHuLTBO.
3MiHa BUpOo6HMKa
BWXiAHOro/NMPOMiXHOro
npoayKTy/peareHTy,
Lo
BUKOPWCTOBYHOTLCS Y
BVMPOGHMYOMY MpoLECi
A®I, abo 3miHa
BMPOGHMKa
(BKKOYaruK, ae
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

HeobXifHo, Micue
npoBefeHHs
KOHTpOst0 sikocTi) AdI
(3a BigcyTHOCTI
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei y
3aTBepKeHOMY
[0Cbe)(BBEAEHHS
HOBOro BMPOGHMKa
A®I|, konun He
nofaeTbca MacTep-
dhaiin Ha APl Ta wo
B/Marae 3HayHol
3MiHM [0 BignoBigHoOro
po3ziny AOCbe Ha
A®l). BBegeHHs
albTePHATUBHOIO
BMPOOGHUKa AdDI
Novartis
Pharmaceutical
Manufacturing LLC,
CnoBeHis
(Kolodvorska cesta 27
1234 Menges
Slovenia DUNS:
988643878), Wwo
BMKOHYE ycCi eTanm
BVMPOGHMLTBA,
BK/THOHAI0UM
NnoApiGHEHHS.

217.

PENI®®

Phenyleph
rine

heHinedp
UHY
rigpoxnop
na

CO5AX

Masb pekTasibHa, 2,5
mr/r; no 28,4 rB
Ty6i; no 1 Ty6i
pasom 3
annikatopom y
KapTOHHI Kopo6Lyi

TOB
"Baiiep"

YkpaiHa

dPamap A.B.E.
ABNOH MnaHT

Ipeuis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. KoHTponb
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHK) -
OHOBNEHHSA BXe
3aTBEPAKEHNX
MeTOZjiB KOHTPOIO
akocTi M3, a came
BUKNAAEHHS TEKCTY
[epXaBHO0 MOBOIO
3rigHO CyYacHux
BUMOT Ta

6e3
peyenma

UA/3173/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BUMPaBEHHS AesKNX
TEXHIYHUX Ta
opdporpadpivHmx
NOMWIOK. 3MiHK | TUNy
- 3MiHu Wwogo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHW) -
BHeceHHs 3MiH B
po3ain «MapKyBaHHs»
MKA N3 -
3arBepaKeHo:
MapKyBaHHs.
Jopaetbea.
3anponoHoBaHo:
MapkyBaHHs. 3rifHO
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHsI

218.

PENI®®

Phenyleph
rine

heHinedp
NHY
rigpoxnop
na

CO5AX

cynosuTopii
pekTasibHi o 5 wr;
no 6 cynosnTopiiB y
n1acTMKOBOMY
CTpuni; N0 2 CTpUnM
Y KapTOHHIli KopobLi

TOB
"Baliep”

YkpaiHa

IcTiTyTO e
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTponb
roTOBOrO /iKapCbKOro
3aco6y (iHLWi 3MiHK) -
OHOBJIEHHA BXe
3aTBEPMAXKEHNX
MeTOoZIB KOHTPO/O
akocTi M3, a came
BUKNAAEHHS TEKCTY
[epxaBHO0 MOBOIO
3riHO CyYacHWX
BUMOT.
3MiHu | TUny - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnsagy
(iHWi 3MiHW) -
BHECEHHS 3MiH B
po3ain «MapKyBaHHs»
MKA N3
3arBepaxeHo:
MapkyBaHHs.
JopaeTbea
3anponoHoBaHo:
MapkyBaHHs. 3rigHo
3aTBEPAKEHOIO TEKCTY

bes
peyenma

UA/3173/02/01




418 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MapKyBaHHsI
219. | PEHE/NMb H - Acidum nit | Komnnek | tabnetku, no 50 Bionoriwe HimeuumnH Bionoriwe Himeuun BHECEHHS 3MiH 40 6e3 nionse UA/2442/01/01
ricum D4, CHWin TabneTok y Xaiinbmitte a Xalinbmitrens Ha peecTpauiiHnx peyenma ae
Aluminium | romeona | KOHTeliHepi Nb Xeenb Xeenb Mv6X marepianis: 3MiHu |
oxydatum TUYHWIA nosinponineHoBOMY; 6X TMNy - 3MiHK 3 AKOCTI.
D12, Berb | npenapa | no 1 koHTeiiHepy B [oTOBWIA NikapcbKuii
eris vulgari T KOpOOLLi 3 KAPTOHY 3aci6. KoHTposb
s D2, Cau roTOBOro NiKapCbKOro
sticum Ha 3aco6y. 3miHa
hnemanni napameTpis
D4, Lytta v cneumndikauii Ta/abo
esicatoria [ONyCTUMNX MEX
D5, Plumb roToBOro NikapcbKoro
um aceticu 3aco06y (iHLWi 3MiHN)
m D6, Ser BHECEHHS 3MiH Y
enoa repe cneumaikauii M3, wo
ns D2

3aCTOCOBYHOTLCA NpU
BUMYCKY Ta NPOTArOM
TepMmiHy 36epiraHHs 3a
nokasHukom “3anax”.
3arBepaxeHo: 6e3
3anaxy
3anponoHoBaHo: 6e3
3anaxy abo 3i 3nerka
CO/IOAKYBaTUM
3anaxom. 3MiHu
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby y
po3ain "Mikapcbka
chopma" (OCHOBHiI
hi3nKO-XiMiuHi
BNacTUBOCTI). 3MiHK |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOro NiKapCbKOro
3aco6y. 3miHa
napameTpis
cneundikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK)
BHECEHHS 3MiH Y
cneumaikauii M3, wo
3aCTOCOBYHOTLCSA NpU
BUMYCKY Ta NPOTATOM
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

TepMiHy 36epiraHHs 3a
nokasHukom "Konip".
3aTBepKeHo: Bif,
6i10ro 10 X0BTO-
6in10r0, MOXNUBI
NOOANHOKI YXOBTI
BKpanieHHs.
3anponoHoBaHo: Bif
6in0ro 0 XOBTO-
6i10ro Konbopy,
NMOOAMHOKO MOXYTb
crnocTepiraTucs XosTi
a60 KOpWYHEBI
BKpaneHHs. 3MiHu
BHECEHO B iHCTPYKLIitO
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ain "Mikapcbka
chopma" (OCHOBHiI
hi3nKO-XiMiYHI
BNacTUBOCTI). 3MiHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii
3aci6. KoHTposb
roTOBOrO /liKapCbKOro
3acoby. 3miHa
napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3aco6y (iHLWi 3MiHK)
BHECEHHS 3MiH Y
cneuunagikauito M3,
LL|0 3aCTOCOBYIOTLCS
npv BUNYCKy 3a
nokasHukom “CepegHs
mMaca’. 3aTBepayKeHo:
298 — 304 wmr
HOMiHa/IbHa Maca:
301,5 mr
3anponoHoBaHo:
301,5 mr + 5%

220.

PECUTAP

Cytisiniclin
e

LMTU3VH

NO7BAO
4

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 1,5
mr; no 50 TabneTok
B 6niicTepi; no 2

AT "Apavep,
dapma”

Monbwa

AT "Apavep
Papma”

MonbLla

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekn/edekTBHOCT

6e3
peyenma

UA/18471/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

6nictepa B
KapTOHHI Kopobuj

i Ta chapmakoHarnagy.
BBeneHHs a60o 3MiHN
[0 y3arasibHeHnx
[JaHux npo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa A1
3AilicCHeHHsA
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHOI
3a 34iiCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
OaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3as1BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3MiHa KOHTaKTHUX
LAHNX KOHTaKTHOT
0COo6V 3asIBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsg B
YKpaiHi.

221.

PUHOCTON

xylometaz
oline

Kcunomet
asoniHy
rigpoxnop
na

RO1AAO0

cnpeii HazanbHWIA,
[o3oBaHuii 1,0
Mmr/mn; no 8 mn abo
10 mn, a6o 12 mny
nonieTusieHoBOMy
KOHTElHepi 3
Hacocom i3
po3nuaoBaYeEM y

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpveMcTs
0 «Cnepko
YKpaiHa»

Ykpaina

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpMeEMCTBO
«Cnepko
YkpaiHa»
(noBHMIA LMKN
BMPOGHMLUTBA,

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Cuctema
KOHTeliHep/3akynoptoB
anbHuii 3aci6. 3miHa

6e3
peyenma

nionsie
ae

UA/20110/01/01




421 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
naJi 3 KapToHy BUNYCK CepiT; pO3Mipy ynakoBku
KOHTPO/b roTOBOrO /liKapCbKOro
AKOCTI) 3acoby (3miHa

Macwu/o6'eMy BMiCTy
KOHTeliHepa
6araTo,030B0ro
nikapcbKoro 3acoby
ans
HenapeHTepabHOro
3acTocyBaHHs (abo
0/IH0,030BOrO,
4acTKOBOro
BUKOPUCTaHHS))

- BBEJEHHS
[0AaTKOBOro 06'emy
BMICTY KOHTeliHepa no
8 mn ta 12 mn, 6e3
3MiHM NEPBVHHOIO
nakyBaslbHOro
marepiany. Ak
HacnifoK, BHOCATbCS
BigNoBiAHI 3MiHW [0 p.
3.2.P.3.2. Cknag Ha
cepito, 3.2.P.5.1.
Cneupndpikauis(i),
3.2.P.5.2. AHaniTnuHi
meTtoguku, 3.2.P.5.4.
AHanisu cepiit,
3.2.P.7. Cucrema
KOHTelHep/
3aKynoproBasibHUIA
3aci6, 3.2.P.8.
CTabinbHICTb, a Takox
MKA N3
(Cneumdikauis/MeTog,
1 KOHTpO/to N. O6’'em
BMICTY KOHTeliHepa Ta
p. YnakoBka).
3aTBepmkeHo: p.
Ynakoska - Mo 10 mn y
nonieTuneHoBomy
KOHTEeWHepi 3 HacocoMm
3 po3nusoBaYeM.
KoHTeilHep pa3om 3
iHCTpYKLUj€l0 Ans
MeAMYHOro
3acTocyBaHHsA
NOMILLAI0Th Y NauKy 3
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KapTOHYy.
3anponoHoBaHo: p.
Ynakoska - Mo 8 mn

a6o 10 mn, a6o 12 mn
y nonieTuieHoBoOMy

KOHTEeWHepi 3 HacocoMm

i3 po3nunoBayem.
KoHTeilHep pa3om 3
iHCTpYKLUj€to Ans
MeAMYHOro
3acTocyBaHHsA
MOMILLAI0Th Y Nauky 3
KapTOHY. 3MiHU
BHECEHO B iIHCTPYKLiO
ANA MeuyHoro
3aCTOCYyBaHHS

nikapcbKoro 3acoby B
po3gain "Ynakoska" y
3B'A3KY 3 BBELEHHAM

[0AAaTKOBMX YNaKoBOK,

SIK HACNigoK -
3aTBEPMKEHHS TEKCTY
MapKyBaHHsI
[0AaTKOBMX YNakoBOK
niKapcbKoro 3acooby.
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHS.

222.

PUCNEPNAOH-
TEBA

risperidon
e

pucnepug,
OH

NO5AX0
8

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO0, MO 2 MF;
no 10 TabneTtok y
6nicTepi; no 2 abo 3,
a6o 6, abo 9
6nictepiB y
KapTOHHI Kopo6Lyi

TOB «TeBa
Ykpaina»

Ykpaina

AT
dapmaueBTUYHU
1 3aBof TeBa

Yropum
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHsA
NiKapcbKoro 3acoby B

3a
peyerimom

He
nionse
ae

UA/20419/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 fOCNIMKEHD,
npoBefeHnx
BIANOBIAHO A0 MiaHy
neaiaTpuyHmUX
npocnigpxens (PIP)
(iHWi 3MiHW). 3MiHN
BHECEHO A0 IHCTPYKUIT
A5 MeyyHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3ain "OcobnnBocTi
3acTocyBaHHsA"
BiANoBiAHO A0
OHOB/IEHOI iHdhopMaLii
3 6e3neku aitoyoi
peyoBMHW. BBeaeHHSA
3MiH NPOTArom 6-Tn
MicsiLiB 3 gatm
3aTBEPAKEHHS.

223.

PUCNEPNAOH-
TEBA

risperidon
e

pucnepug,
OH

NO5AX0
8

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 4 M,
no 10 TabneTtok y
6nicTepi, no 2 abo 3,
abo 6 abo 9
6nictepiB y
KapTOHHI Kopo6Lyi

TOB «TeBa
Ykpaina»

Ykpaina

AT
dapmaueBTUYHU
1 3aBof TeBa

Yropum
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn nikapcbkoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3acTocyBaHHsA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHnx
BiNOBIAHO A0 NiaHy

3a
peyerimom

He
nionse
ae

UA/20419/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

neaiaTpuyHmUX
npocnigpxens (PIP)
(iHWi 3MiHW). 3MiHN
BHECEHO A0 IHCTPYKLUIT
ON5 MenyHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
po3ain "OcobnnBocTi
3acTocyBaHHsA"
BiANoBiAHO A0
OHOB/1EHOI iHdhopMmaLii
3 6e3neku aitoyoi
peyoBMHW. BBeaeHHSA
3MiH NPOTArom 6-Tn
MicsiLiB 3 gatm
3aTBEPAKEHHS.

224,

PUOAMMOILVH
TA ISOHIA3NA
TABNETKA

rifampicin
and
isoniazid

pudhamnily
VH,
i3oHia3ung,

JO4AMO
2

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO0, No 150
Mmr/75 wr; no 28
TabneTok y 6nictepi;
no 24 6nictepu y
KapTOHHI ynakoBLi

JtoniH
Nimiteq

IHgis

Tronin NimiTeq

IHais

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
3MiHa y KopoTKiii
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTpYKLii gns
MeAMYHOro
3aCTOCYyBaHHSA Ha
nigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK
3BiTY 3 OCNIKEHD,
npoBeAeHnx
BiANOBIAHO A0 niaHy
neaiaTpuyHmnx
npocnigpkens (PIP)
(3MiHy y3romkeHo 3
KOMNETeHTHUM
YNOBHOBaXEHNM
OopraHom).

3a
peyerimom

He
nionse
ae

UA/19840/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3MiHV BHECEHO [0
IHCTPYKLi gns
MeAMYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ginu "OcobamBocTi
3aCToCyBaHHSA",
"Mo6iuHI peakwi"
BiANOBIAHO A0
OHOB/EHOT iHhopmaui
3 6e3neku gitoyoi
peyoBuHW. BBeaeHHA
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHS

225.

PUDAMMILVH,
ISOHIA3NA,
NIPASVUHAMIA,
TA
ETAMBYTO/Y
rAPOXNoPUA
TABNETKN

rifampicin,
pyrazinami
de,
ethambuto
| and
isoniazid

pudpbamnidy
VH,
i3oHia3ng,
nipasuHam
i
eTambyTo
ny
rigpoxnop
na

JO4AMO
6

TabneTku, BKPUTI
N/1iBKOBOIO
o060n0oHkoto no 150
Mr/75 mr/400 mr/275
Mr, No 28 TabneTok
y 6nicTepi; no 24
6nictepu y
KapTOHHI ynakoBLi

JoniH
Nimiten

IHais

Monid NimiTeg,

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHa y KOpOTKiit
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pesynbTaT OLiHKK
3BITY 3 OCNIAKEHD,
npoBeAeHnx
BIANOBIAHO A0 NiaHy
neajaTpnyHmx
pocnigpxeHs (PIP)
(3MiHy y3rogxeHo 3
KOMNETEeHTHUM
YNOBHOB&XXEHUM
opraHom)
3MiHM BHECEHO [0

3a
peyenmom

He
nionsie
ae

UA/19841/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

IHCTPYKLT AnA
MeLYHOro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby y
po3ainu "OcobnBOCTi
3aCTOCyBaHHSA",
"Mo6iuHi peakwyji"
BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLil
3 6e3neku gitouol
peyosuHW. BBeaeHHA
3MiH NPOTAroM 6-Tu
MicaLiB nicns
3aTBEPKEHHS

226.

PUDAMMILNH+I
30HIA3UA+ETA
MBYTOMY
rAPOXNoPUA

pvichamniH,
i3oHia3ng,
eTambyTo
ny
rigpoxnop
na

JO4AM

TabeTkn BKpUTI
060/10HKOI0, M0 28
TabneTok y 6nictepi;
no 24 6nictepn B
KapTOHHI Kopo6Lyi

MoniH
Nimiteq

IHgis

MoniH NimiTepq,

IHais

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TUny - 3MiHM LWoAo
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepgeHHs1 abo 3MiHN
[0 y3arasibHeHux
[aHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHUX JaHux
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOT 0cobu 3
thapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobw, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
dhapMakoHarnsay)

3a
peyenmom

UA/11941/01/01




Hassa

Hassa
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ITpopoB>xeHHsT

ozarka 3

n/n

JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo
20

nocsioyeHHs1

227.

3MiHa ynoBHOBaXeHoT
0co6u 3as1BHUKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag,.
[itoya pepakuis: Dr.
Chitra Bargaje.
lponoHoBaHa
pepakuis: Dr.
Mangesh Kulkarni.
3MiHa KOHTaKTHUX
[aHnX yroBHOBaXKEHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
dpapmakoHarnsg.

PUUMHOBA
onA

castor oil

onis
pvumMHOBa

AOGABO
5

onist opasibHa no 30
ra6ono 100ry
hnakoHax

MPAT
"OITOPAPM

YkpaiHa

BiANoBigaNbHWI
3a
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepii:
MPAT
«PITODPAPM»,
YkpaiHa
BiANOBigaIbHUI
3a
BVMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SKOCTI:

TOB "®apma
Yepkac",
YkpaiHa

BiANOBIAAIbHUI
3a BUNycK cepii,
He BK/ItOYaoun
KOHTPO/b/BUNPO
6yBaHHs cepii:
MPAT
"OITOPAPM",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
[OTOBWIA NikapcbKuii
3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa
iMnopTtepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY
cepil Ta KOHTPO/IH0
AKOCTi FOTOBOrO
nikapcbKoro 3acoby
(3amiHa abo
[0AaBaHHsA
BMPOGHMKA, Lo
BignoBigae 3a
BBE3EHHA Ta/abo
BUMNYCK cepii) - He
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaH
HS cepii 3MiHa agpecu
BVMPOGHMYOT AiNbHUL
ONs BUNYyCKy cepil
MPAT "®ITO®APM"
(M. Bopucnink). 3miHu
BHECEHO B po34inu
"Bnpo6HMK" Ta
"Micue3HaxomKeHHs
BMPOOHYMKa Ta agpeca
MiCLil NPOBa)KEHHSA
ioro pgisinbHocTI" B
IHCTpYKLit0 oNns
MeAMYHOro
3aCTOCyBaHHSA Ta AK

6e3
peyenma

He
nionsie
ae

UA/9198/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

HacnifokK - y TekcT
MapKyBaHHS! yNakoBKu
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKeHHs.
3MiHY | TNy - 3MiHK
oo
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHM). 3MiHK
BHeceHo y n. 17.
IHLWE Tekcty
MapKyBaHHS
BTOPWHHOI YNaKOBKK
nikapcbKoro 3acoby
LLIO0 BUTyHYEHHS
NoCWNaHHA Ha canT
BMPO6HYVKa. BBEAEHHSA
3MiH NPOTArom 6-Tn
MicsiliB micns
3aTBEPAKEHHSA

228.

POAKKYTAH®

isotretinoin

i30TpeTuH
OfH

D10BAO
1

Kancynm m'ski no 20
Mr; no 10 kancyny
6nictepi, no 3
6nictepu B
KapTOHHI Kopo6Lyi

YEMNADAP
M LUBeiiy,
6X

LLsenuapi
A

Brpo6HuLTBO
Hepo3dacoBaHo
T npoayku;i,
nepBrHHE Ta
BTOPVHHE
nakyBaHHs,
BMNPOBYBaHHSA
KOHTPO/I0
AKOCTI, BUNYCK
cepii:
KeteneHt
[xepmaHi
E6epbax M6X,
HimeuunHa;
BUNPOGYBaHHSA
KOHTPO/O
AkocTi: Menita
Al, HimeyunHa

Himeuyun
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Onwvc Ta cknag,
(IHLWi 3miHK)
npvBeAeHHs
nikapcbKoi chopmu a0
opuriHaIbHUX
marepianis
peecTpadiiHoro
[locbe, a came
3a3HaYeHHs «Kancynm
M'sKi» (3aTBEPAXEHO:
«Kancynm»), 3
BigNOBiAHMMMN 3MiHAMMN
B po3gin «Cknag»
MKS 3.
3arBepaKeHo:
Kancynm.
3anponoHoBaHo:
Kancynm m'ski. 3miHu
BHECEHO B IHCTPYKLiO
015 MenyHOro
3aCTOCYBaHHSA

3a
peyerimom

He
nionse
ae

UA/2865/01/01
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nikapcbKoro 3acoby y
po3ginu "Cknag" ta
"Mikapcbka hopma”
(3a3HayeHHs
nikapcbkoi hopmu) 3
BigNOBIAHMMMN 3MiHAMMN
B TEKCTi MapkyBaHHs
yNakoBOK /likapCbKOro
3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHS.
229. | POAKKYTAH® isotretinoin | i30TpeTuH D10BAO | kancynu m'siki no 10 UEMNADAP | LBeliuapi Bupo6HULTBO Himeyun BHECEHHS 3MiH 0 3a He UA/2865/01/02
OiH 1 mr; no 10 kancyny M LUseiiy, A Hepo3dhacoBaHo Ha peecTpauinHmx peuyenmom | nidnse
6nicTepi, no 3 M6X T npoaykuji, marepianis: 3miHu | ae
6nictepu B nepBuHHE Ta My - 3MiHU 3 AKOCTI.
KapPTOHHI KOpo6L,i BTOPUHHE [oTOBUIA NikapCbkni
nakyBaHHs, 3aci6. Onuc Ta cknag,
BUNPOGYBaHHSA (iHLWi 3MiHW)
KOHTPO/O npvBeAeHHs
AKOCTI, BUMYCK nikapcbkoi hopmu o
cepi: opuriHaIbHNUX
KeTteneHt marepianis
[hxepmati peecTpauiiHoro
E6epbax Mm6X, [oCbe, a came
HimeyuunHa; 3a3HaYeHHs «Kancyam
BMNPO6YBaHHSA M'sIKi» (3aTBEpOKEHO:
KOHTPOIO «Kancynm»), 3

sKocTi: M'enita
Al', HimeuunHa

BiANOBIAHUMY 3MiHaMVU

BiANOBIAHUMY 3MiHaMV
B po3gin «Cknagy»
MKA N3.
3arBepaeHo:
Kancynm.
3anponoHoBaHo:
Kancynm m'ski. 3miHu
BHECEHO B iHCTPYKLitO
ANA MeauyHoro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginu "Cknag" 1a
"Mikapcbka hopma”
(3a3HauveHHs
nikapcbKoi hopmu) 3

B TEKCTi MapKyBaHHS1
yNakKoBOK NiKapCbKoro
3acoby. BeegeHHs

3MiH NpOTArom 6-Tu




430 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MicauiB nicns
3aTBEPAKEHHS.
230. | PO3ETUH rosuvastati | posyBacta | C10BAO | TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka NOBHWIA LWKN Ipeuis BHECEHHS 3MiH 0 3a UA/19802/01/02
n and TUH, 6 NAiBKOBOIO Pecny6nik BUPOGHMLTBA: peecTpauiiHnx peuenmom
ezetimibe e3eTnmi6 060n0Hkoto, 20 a ENNEH marepianis: 3minHu |
mr/10 wmr, no 10 ®APMACBHIOTIK TUny - 3MiHM LWoA0
Tabnetok y 6nictepi, Al KO, IHK., 6e3nekun/edheKTBHOCT
no 3 abo 6 6nictepis pevis; i Ta hapmakoHarnagy.
B KapTOHHIi Kopo6Lyi nepBuHHE Ta BBeneHHs1 ab0o 3MiHu
BTOPVHHE [0 y3aranbHeHUx
nakyBaHHs1, [JaHnx npo cuctemy
KOHTPO/Tb Ta chapmakoHarnsgy
BMNYCK cepil: (BBEAEHHSA
EJINEH y3arasibHeHuX AaHux
PAPMACBIOTIK npo cuctemy
AN KO, IHK., thapmakoHarnagy,
Ipeuis 3MiHa YNOBHOBaXEHOT

ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
hapmakoHarnsgy).
3miHa 6yna
3anpornoHoBaHa y
3B'AI3KY 3i 3MiHOI0
YNOBHOBaXEHOT 0co6U
3asBHuKa,
BiANOBiAA/IbHOT 32
3[iACHEHHS
hapmakoHarnsgy.
Takox 3MiHUIcs
KOHTaKTHi AaHi
YMOBHOBaXXEHOT
ocobwm.
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

231.

PO3ETUH

rosuvastati
n and
ezetimibe

posyBacTta
TUH,
e3eTumio

C10BAO
6

TabneTkn, BKpUTI
nAiBKOBOIO
o6onoHkoto, 10
mr/10 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o 6 6nictepis
B KapTOHHIi Kopo6Lyi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

NOBHUIA LMKN
BMPOGHMLTBA:
ENMEH
®APMACBIOTIK
AT KO, IHK.,
Ipevis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta
BUMYCK Cepii:
ENMEH
®APMACBIOTIK
AT KO, IHK.,
Ipeuis

Ipeuis

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis: 3minHu |
My - 3MiHK WoA0
6e3nekn/edheKTBHOCT
i Ta hapmakoHarnagy.
BBepneHHs a0 3MiHU
[0 y3arasibHeHuX
[JaHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHA
y3ara/ibHeHUX JaHnx
npo cuctemy
hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI
ocobu, BignoBiganbHOI
3a 3AjiiCHEHHSA
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHVKa A4/1A
3[iiCHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YMOBHOB&XXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsagy).
3miHa 6yna
3anporoHoBaHa y
3B’A3KY 3i 3MiHOIO
yNOBHOBaXeHOT 0cobm
3asBHUKa,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
thapmakoHarnsgy.
TaKkox 3MiHUIncA
KOHTaKTHi AaHi
YNOBHOB&XXeHOT
ocobu.

3a
peyenmom

UA/19802/01/01

232.

PO330P

Rosuvasta
tin and

Kncnorta
aueTtusica

C10BX0

5

Kancysv Teepgai no
75 mr/5 mr; no 7

TOB HB®
«MIKPOXIM

Ykpaina

BMPOBHUYA
OinbHUus (BCi

Ykpaina

BHECEHHS 3MiH 40
peecTpaLinHmX

3a
peyenmom

UA/19281/01/01




432 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
acetylsalic | niynnosa, Kancyn y énictepi; » cTagji marepianis: 3miHu |
ylic acid posysacTta no 4 6nictepn y BMPOGHNYOro My - 3MiHu LWoAo
TUH nauuji 3 KapToHy; No npouecy): TOB 6e3nekun/ehekTBHOCT
28 kancyn y 6aHui; HB® i Ta chapmakoHarnagy.
no 1 6aHui y nayui 3 «MIKPOXIM», BeefeHHst abo 3MiHn
KapTOHY YKpaiHa,; [0 y3arasibHeHNX
BiANOBigaIbHNI OaHux npo cuctemy
3a BUMycK cepii, hapmakoHarnsgy
He BK/I0Yaoun (BBEAEHHSA
KOHTPO/b/BUNPO y3arasilbHeHUX JaHnx
6yBaHHs cepi: npo cuctemy
TOB HB® hapmakoHarnsgy,
«MIKPOXIM», 3MiHa YNOBHOBaXEHOT
Ykpaina ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
233. | PO330P Rosuvasta | kucnota C10BX0 | kancynv TBepgi no TOB HB® Ykpaina BMPOGHUYa Ykpaina BHECEHHS 3MiH 40 3a UA/19281/01/02
tin and aueTtunca 5 75 mr/10 mr; no 7 «MIKPOXIM AinbHWUA (BCi peecTpauiiHnx peyenmom
acetylsalic | niynnosa, Kancyny énicrepi; » cTagji marepianis: 3miHu |
ylic acid po3ysacTta no 4 6nictepn y BMPOGHMYOro UMy - 3MiHM LWoAo
TUH nauuj 3 KapToHy; No npouecy): TOB 6e3nekun/ehekTBHOCT
28 kancyn y 6aHui; HB® i Ta chapmakoHarnagy.
no 1 6aHuj y nayui 3 «MIKPOXIM>», BBegeHHs 260 3MiHN
KapTOHY YKpaiHa,; [0 y3arasibHeHNX
BiANOBigaIbHUI [aHux npo cuctemy

3a BUMyCK cepii,
He BK/IYaruu

thapmakoHarnagy
(BBEAEHHSA




433

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KOHTPO/L/BUNPO
6yBaHHs cepi:
TOB HB®
«MIKPOXIM>»,
YkpaiHa

y3arasilbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, KL BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHOI
3a 3AjiiCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHUX
[aHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.

234,

PO330P

Rosuvasta
tin and
acetylsalic
ylic acid

kucnota
auetunica
niunnosa,
posyBacTta
TWH

C10BX0
5

Kancynwv Teepgi no
75 mr/20 mr; no 7
Kancyny énictepi;
no 4 6nictepn y
nauti 3 KapToHy; No
28 kancyn y 6aHui;
no 1 6aHuj y nayui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

Ykpaina

BMPOBHUYA
AinbHWUA (BCi
cragji
BMPOGHMYOro
npouecy): TOB
HB®
«MIKPOXIM>»,
YKpaiHa,;
BiANOBigaIbHUI
3a BUNyCK cepii,
He BK/IOYaoun
KOHTPO/L/BUNPO
6yBaHHs cepii:
TOB HB®
«MIKPOXIM>»,
YkpaiHa

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
dhapmakoHarnsgy

3a
peyerimom

UA/19281/01/03
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTH
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.

235.

PO3YBACTATUH
-TEBA

rosuvastati
n

posyBacTta
TURY
KasibLito

C10AAOQ

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

TOB «TeBa
Ykpaina»

Ykpaina

Tesa ®apma
C.Ny.

IcnaHis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. KoHTposb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HauyHa
3MiHa y 3aTBEpPAKEHNX
meToAax
BUNPOBYBaHHS) -
He3HauHi 3MiHM A0
aHaNiTUYHOT METOANKN
CYMpPOBIAHUX AOMILLOK
y N3 (3miHa y
dopMy i po3paxyHKy)

3a
peyenmom

UA/19505/01/02

236.

PO3YBACTATUH
-TEBA

rosuvastati
n

po3yBacTa
TUHY
KasibLito

C10AA0

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 20
Mmr; no 10 Tabnetok
y 6nicTepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma
C.ny.

IcnaHis

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |
TMNy - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTponb
roTOBOrO JliKapCbKoro
3acoby. 3miHa y

3a
peuyenmom

UA/19505/01/03
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

meTogax
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3aco06y (He3HauHa
3MiHa y 3aTBEPAKEHNX
meToAax
BUNPOBYBaHHSA) -
He3HauHi 3MiHM 40
aHasliTUYHOT METOANKN
CYNpPOBIAHUX AOMILLOK
y N3 (3miHa y
dhopMy i po3paxyHKy)

237.

PO3YBACTATUH
-TEBA

rosuvastati
n

posyBacTta
TUHY
KaUstbLito

C10AAO0

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 5 Mr;
no 10 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa ®apma
C.ny.

IcnaHis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPO6YBaHHSA
roTOBOrO /liKapCbKOro
3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEeHUX
meToAax
BMMNPOOYBaHHS) -
He3HauHi 3MiHM 0
aHaniTMYHOI MeToANKN
CYNpOBIgHMX AOMILLOK
y N3 (3miHa y
thopmyii po3paxyHky)

3a
peuyenmom

UA/19505/01/01

238.

PYMNMA®IH

Rupatadin
e

pynatagm
Hy
ymapat

RO6AX2
8

Tabnetku no 10 wmr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo
5 6nicTepis B
KapTOHHI kopobuy;
no 15 TabneTtok y
6nicTepi; no 2
6nictepis B
KapTOHHI Kopo6Lyi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

HOYKOP XENC,

C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
TMny - 3MiHK WoA0
6e3nekun/edeKTBHOCT
i Ta hapmakoHarnagy.
BBegeHHs1 abo 3MiHN
[10 y3aranbHeHux
[JaHnx npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHNX AaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT

3a
peyenmom

UA/18949/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ocobu, BignoBiganbHoI
3a 3AjiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
thapmakoHarnagy
3asBHMKa A4/1A
3[iACHEHHS
thapmakoHarnagy B
YKpaiHi, AKLL0 BOHA
BigMiHHA Bif
YMOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiiCHEHHS
thapmakoHarnagy
(BK/IHOHYAKOYM KOHTAKTHI
OaHi) Ta/abo 3MiHn y
PO3MilLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa yNOBHOBaXeHOT
0Cco6u 3asiBHMKA,
BiANOBIAA/ILHOT 3a
hapmakoHarnag.
[itoua pepakuis:
®ininosa Mogmuna,
MD / Ludmila Filipova,
MD. MNponoHoBaHa
pefakuis: Hikogemosa
Minocnasa, MD /
Miloslava
Nykodemova, MD.
3MiHa KOHTaKTHMX
[aHVX YroBHOBaXKeHOI
0COo6V 3asBHMKA,
BiANOBiAaIbHOT 3a
dpapMakoHarnsg.

239.

CAHAIMYH

ciclosporin

Lmkocno
pyH

LO4ADO
1

KOHLeHTpaT Ans
PO34nHyY Ans
iHdpy3ii, 50 mr/m;
no 1 mn B amnyni;
no 10 amnyn B
KapTOHHI Kopo6Lyi

Hosapric
dapma Al

LLiBeiiuapi
a

BUPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHe
naxyBaHHs,
BTOPUHHE
naKyBaHHs:
HosaprTic ®apma
LLTeliH AT,
LBeiiyapis;
BMNYCK cepil:
HosaprTic
PapmacbioTUKa,

Lliseiiua
pis/
IcnaHisi/
Himeuyun
Ha/
PpaHLis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3miHa(u) y KOpoTKilA
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS
abo iHCTpyKLjii gns
MeAMYHOro

3a
peyenmom

He
nionsie
ae

UA/3165/02/01




437 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
C.A,, IcnaHisi; 3acTocyBaHHsA ansg
BMNYCK cepil: niKapcbKoro 3acooby,
HoBaprTic ®apma niueHsoBaHoroy €C
v6X, 3a npoteaypoto
HimeuuunHa; B3aEMHOI0 BU3HAHHA
BTOPUHHE (nikapcbkwii 3aci6 He
nakyBaHHs: BXOAUTb A0 chepu aii
[enbtapm npoLeaypu B3aEMHOro

[ixxoH, ®paHuis

BU3HaHHSA, asie 3MiHa
BHOCUTBCS 5K
pesynbTaTt npoeaypu
i Big, BacHuka
TOProBol NiLeHsii He
BUMaraeTbCsl HafaHHs
XOLHNX HOBUX
[0AaTKOBUX faHNX)
3MiHV BHECEHO [0
IHCTpYKLii gns
MeAMYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3
HLUIMMKN NiKapCbKUMmn
3acobamMu Ta iHLi
BMAW B3aeMOpiin" Ta
"Oco6nuBocCTi
3acTocyBaHHsA"
BiANoBiAHO A0
marepianis
peecTpauiiHoro
focbe. BBeaeHHS 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKeHHs.
3MiHu 1l TUny - 3MiHK
oo
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy.
3MiHW y KOpPOTKilA
xapakrepuctui
niKkapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
IHCTpYKLii gns
MeAMYHOro
3aCTOCYBaHHA Y
3B'AA3KY i3 HOBVMMU
OaHnumu 3 AKOCTI,
OOKMIHIYHUMK,
KAIHIYHMW faHMK Ta
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

AaHuMm 3
thapmakoHarnagy -
3MiHV BHECEHO [0

IHCTPYKLT AnA
MeAMYHOro
3aCTOCYyBaHHSA

nikapcbKkoro 3acoby [0

posginis
"dapmakonoriyHi
B/1acTMBOCTI",
"B3aemogis 3 iHWyMK
NiKapCbKUMmn
3acob6amu Ta iHLi
BMAM B3aemogiii",
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflysaHHs rpyaato”,
"3paTHiCTb BNMBaTh
Ha WBUAKICTb peaku;i
npu KepyBaHHi
aBTOTpPaHCnopTom abo
HLIMK
MexaHiamamu",

"Cnoci6 3acTocyBaHHs
Ta o3n", "Tob6iuHi

peakuii" BignoBigHO A0

marepianis
peecTpadiiHoro
focke. BBefieHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHs

240.

CEBIKAP

olmesart
an_
medoxo
mil and

amlodipi
ne

onvecapt
aHy
Mef0KCOo
min,
amnoguni
HYy
6ecunar

C09DBO
2

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, N0 20
mr/5 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepay
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiuyi CaHkio
Opoyn Mm6X

Himeuyun
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
mMartepianis:
YTOUYHEHHS
HanucaHHs gitouor
peyoBUHU B HaKasi
MO3 YkpaiHun Ne 386
Big, 23.03.2026 B
npoueci BHeCeHHs
3MiH (3MiHuK | TUnYy -
3MiHM Wwozao
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnsagy
(iHWi 3MiHW). 3MiHN
BHECEHO Yy TeKCT
MapKyBaHHs1
nepBUHHOI (M. 6)

3a
peyerimom

UA/17647/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

yNakKoBKU NiKapcbKoro
3acoby). Pepaxkuis B
Hakasi - ofimecapTaHy
MefoKcoMin. BipHa
pepakuis -
onmMecapTaHy
MeAoKcoMin,
amnoamnidy 6ecunar

241.

CEBIKAP

olmesart
an_
medoxo
mil and

amlodipi
ne

onmecapt
aHy
MeAOoKCOo
min,
amnoguni
Hy
6ecunar

C09DBO
2

TabneTku, BKpUTI
NAiBKOBOIO
060n0HkKot0, No 40
mr/5 wr; no 14
Tabnetok y 6nictepi;
no 2 6nictepay
KapTOHHI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[Oaiui CaHkio
HOpoyn MM6X

Himeyun
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
marepianis:
YTOUYHEHHSA
HanucaHHs gitouol
peyoBUHN B HaKasi
MO3 Ykpainu Ne 386
Big, 23.03.2026 B
npoueci BHeCEHHs
3MiH (3MiHuW | TUnNYy -
3MiHM Wwoao
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy
(iHLWi 3MiHW). 3MiHK
BHECEHO Yy TEeKCT
MapKyBaHHsI
nepBuHHOI (. 6)
yNakoBKW NMikapcbKoro
3acoby). Pepakuisi B
Hakasi - onmecapTaHy
Megfokcomin. BipHa
pepakuis -
onmecapTaHy
MeA0KCOMi,
amiogmnidy 6ecunar

3a
peyenmom

UA/17647/01/02

242,

CEBIKAP

olmesart
an_
medoxo
mil and

amlodipi
ne

onmecapTt
aHy
MeAOoKCOo
min,
amnoguni
Hy
6ecunar

C09DBO0
2

TabneTku, BKpPUTI
NAiBKOBOIO
o6onoHkoto, no 40
mr/10 mr; no 14
TabneTok y 6nictepi;
no 2 6nictepa y
KapTOHHIN nayui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

[aiui CaHkio
tOpoyn Mm6X

Himeuyun
Ha

BHECEHHS 3MiH [10
peecTpauinHmx
mMarepianis:
YTOYHEHHSA
HanucaHHA Aityoi
pevyoBUHM B HaKasi
MO3 YkpaiHu Ne 386
Big 23.03.2026 B
npoueci BHeCEHHA
3MiH (3MiHu | TVNY -
3MiHM Wwozo
6e3nekun/eheKkTBHOCT
i Ta hapmakoHarnagy
(iHWi 3MiHW). 3MiHK

3a
peyenmom

UA/17647/01/03
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440 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
BHECEHO Yy TeKCT
MapKyBaHHs
nepBuUHHOI (M. 6)
ynakoBKM MiKapCbKoro
3acoby). Pepakuis B
Hakasi - onimecapTaHy
MeoKCoMin. BipHa
pepakxuis -
onvecapTaHy
MeAoKcoMin,
amnoamnidy 6ecunar
243. | CEAAPUCTOH® - TpaBa NO5C kancynu, no 10 Ecnapma HimeuuunH BMPOGHMLTBO Himeuun BHECEHHS 3MiH 0 6e3 UA/13150/01/01
KANCynu 3Bipo6oto Kancyny énictepi; 6X a Hepo3dhacoBaHo Ha peecTpauiiHnx peuyenma
(Hyperici no 3 a6o 6, a6o 10 ro NPoayKTy, marepianis: 3minHu |
herba), 6nicTepiB y nepBuHHE TMny - 3MiHN 3 SKOCTI.
KopeHeBu KapTOHHI Kopo6Lyi nakyBaHHs, [OTOBWIA NiKapcbKuii
wa 3 BTOPVHHE 3aci6. KoHTponb
KOpeHsIMU nakyBaHHS, roTOBOrO /liKapCbKOro
BasiepiaHu KOHTPO/b SIKOCTI, 3acoby. 3miHa
(Rhizoma BMNYCK cepil: napameTpis
cum AgBaHc Papma cneundikaui Ta/abo
radicibus v6X, L0NyCTUMUX MeX
valerianae HimeuuunHa; roTOBOrO /liKapCbKOro
) KOHTPO/Ib AKOCTI: 3aco6y (BUyYeHHs
dapma He3HaYHOro MokasHuka
BepHirepoge (ranpwknag
v6X, 3acrapinoro
HimeuunHa; MOKa3HMKa, Takoro sk
BTOPUHHE 3anax Ta cmak, abo
naKyBaHHs: ineHTndikauis
ecnapma ®apma 6apBHUKIB UK
Cepsices 'mM6X, CMakoBuxX [06aBOK))
HimeuunHa BunyyeHHA nokasHuka
"[oBxuHa kancynun" 3i
cneumdikauii M3.
244. | CEBAPUCTOH® - TpaBa NO5C Kkancynu, no 10 Ecnapma HimeuuunH BMPOGHMLTBO Himeyun BHECEHHS 3MiH 40 6e3 UA/13150/01/01
KANCynu 3Bipo60t0 Kancyn y 6nictepi; 6X a Hepo3dhacoBaHo Ha peecTpauiiHnx peuyenma
(Hyperici no 3 a6o 6, a6o 10 ro NpoayKTy, marepianis: 3minHu |
herba), 6nicTepiB y nepBuHHE TMny - 3MiHK WoA0
KopeHeBu KapTOHHIi Kopo6Lyi nakyBaHHs, 6e3nekun/edheKTBHOCT
wa 3 BTOPUHHE i Ta hapmakoHarniagy
KOpeHAMU nakyBaHHs, (iHWi 3MiHW) 3MiHK
BasiepiaHun KOHTPO/b SKOCTI, BHeECeHo y n. 3 Tan.
(Rhizoma BUMYCK Cepii: 17 TeKkcTy MapKyBaHHs
cum ApsaHc dapma BTOPWHHOI YNaKoBKN
radicibus v6X, niKapcbKoro 3acooby.
valerianae HimeuyuunHa,; BBefeHHs 3miH




441 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
) KOHTPO/b SAKOCTI: NPOTArom 6-Tu MicaLiB
Papma nicns 3aTBeppkKeHHs.
BepHirepoge
M6X,
HimeuuunHa;
BTOPVHHE
nakyBaHHS:
ecnapma ®apma
Cepsices 'm6X,
HimeuyunHa
245. | CENTONETE® benzyda | 6eHsmgami | RO2AXO0 | cnpeii ana poToBoi KPKA, ao.4., CnoseHis BMPOGHMLTBO CnoseHi BHECEHHS 3MiH 0 6e3 UA/15458/01/01
TOTAN mine HYy 3 NMOPOXHUHW, PO3YVH; HoBo mMecTO roToBOro a peecTpauiiHnx peyenma
rigpoxnop no 30 mny nikapcbKoro marepianis: 3MiHu |
ng Ta nn1acTMKkoBoMy 3acoby, MRy - 3MiHK WoA0
ueTuanipu chnakoHi 3 nepBuHHE Ta 6e3nekun/epekTBHOCT
[OVHI0 [03ylo4nm BTOPWHHE i Ta chapmakoHarnagy.
xnopug, nyibBEpPU3aTopoM; nakyBaHHs, 3miHa yacToTn Ta/abo

no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

KOHTPO/Ib AKOCTI,
BUWMYCK Cepiii:
KPKA, a.4a.,
Hoso mecTo,
CnoBeHis;
KOHTPO/b Cepili:
KPKA, 4.4.,
Hoso mecTo,
CnoBeHis

TepMiHiB NogaHHs
perynsipHo
OHOB/IIOBAHUX 3BITIB 3
6e3nekn Nikapcbknx
3aco6iB. 3miHa
4acToTV NOAAHHS
perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6esneku:

[itoua pepakuis:
MopaHHA perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun 3
nepioguyHicTIO
BIANOBIAHO A0
nignyHKTY 1 NyHKTY 2
po3ainy 3 rnasun V
Mopsaaky 3aifCHEeHHA
thapmakoHarnsgy,
3aTBEPAXEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 30POB’A
YKpaiHu Big 27 rpyaHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuit
YkpaiHnmn 29 ciuHs 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0XOPOHM
3/10pOB'st YKpaiHu Bif
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442 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
26 BepecHA 2016 poky
Ne 996). MNMponoHoBaHa
pepakuisi: YactoTa
nofaHHa perynsapHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn 7 pokis.
KiHueBa gata ansa
BK/TOYEHHS AaHNX [0
PO3BE - 01.01.2026 p.
Jata nogaHHs —
01.04.2026 p.
PekomergoBaHo fj0
3aTBEPAKEHHS
BiANOBIAHO A0
nepiognyHocCTI
nofaHHa perynsapHo
OHOB/IIOBAHNX 3BITIB 3
6e3nekn Nikapcbknx
3aco6iB y EC.
246. | CENTONETE® benzyda 6eH3ngami | RO2AX0 | nbopsaHukm 3 mr/l mr | KPKA, g.4., CnoseHis KOHTPO/ib Ta CnoseHi BHECEHHS 3MiH 0 6e3 UA/15458/02/01
TOTAN mine HY 3 no 8 NbOAAHUKIB Y Hoso mecTo BUMYCK Cepili: al Ingjsa peecTpauiiHnx peyenma
EBKANIOT rigpoxnop 6nictepi; no 1 a6o KPKA, a.4., marepianis: 3MiHu |
na Ta no 2, abo no 3, abo HoBo mecTo, MRy - 3MiHK WoA0
ueTuanipu no 4, abo no 5 CnoBeHis 6e3nekun/ehekTBHOCT
[OVHI0 6nictepiB y BUPOBHULTBO i Ta chapmakoHarnagy.
xnopvg, KapTOHHI kopobuy; «in bulk», 3miHa yacToTn Ta/abo
nepBuHHA Ta TepMiHiB NofgaHHsA
BTOPVHHA perynsipHo
ynakoBKa: OHOB/IOBAHMX 3BITIB 3
KPKA, a.4., 6e3nekn Nikapcbknx
Hoso mecTo, 3aco6iB. 3miHa
CnoseHis 4acToTV NOAAHHS
[hxei. Bi. perynsipHo
Kemikasc eHpy OHOB/IOBAHOIO 3BITY 3
PapmacboTuKan 6e3neku: ditova

c Nimiteq, IHAis
KOHTpO/b cepili
(chizmuHi Ta
XiMiuHi MeToaM
KOHTPONI0):
KPKA, a.4a.,
HoBo mecTo,
CnoseHis
KPKA, a.4a.,
HoBo mecTo,
CnoseHisa
Hewinan
JlabopaTopi ogp

pepakuis:
MopnaHHsA perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku 3
nepioguyHicTIO
BIANOBIAHO A0
nignyHKTY 1 NyHKTY 2
po3ainy 3 rnasun V
Mopsigky 34iNCHEeHHS
hapmakoHarnsgy,
3aTBEPXEHOr0
Haka3om MiHicTepcTBa
OXOPOHW 340POB’A
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443 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
Xenc, YKpaiHu Big 27 rpyaHs
IHBapomeHT EHf, 2006 poky Ne 898,
®ya, CnoseHis 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuit
Ykpainun 29 ciuHs 2007
poky 3a Ne 73/13340
(Y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOB'A YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996). MNMponoHoBaHa
pepakuis: YactoTa
nofaHHa perynsapHo
OHOB/IOBAHOIO 3BITY 3
6e3nekn 7 pokis
KiHueBa gata ansa
BK/IIOYEHHSA faHUX [0
PO3B6 - 01.01.2026 p.
Jarta nogaHHs —
01.04.2026 p.
247. | CENTONETE® - 6eHsmpgami | RO2AX0 | nboasHukn, 3 mr/l KPKA, a.4., CnoBeHis | BMPO6HMUTBO “in | CrioBeHi BHECEHHS 3MiH 40 6e3 UA/16752/01/01
TOTAN NUMOH HYy 3 MTr; N0 8 NIbOASAHMKIB HoBo mecTo bulk", nepsrHHa A peecTpauiiHnx peuyenma
TA ME[ rigpoxnop y 6nicTepi, no 1 abo Ta BTOPVHHA marepianis: 3minHu |
na Ta no 2, abo no 3, abo yrakoBKa, TUny - 3MiHM LWoA0
ueTunnipm no 4,abono5 KOHTPO/Ib cepil: 6e3nekun/edheKTBHOCT
[OVHi0 6nicTepis y KPKA, a.4., i Ta hapmakoHarnagy.
xnopvg, KapTOHHI Kopo6Lyi HoBo mecTo, 3miHa yacToTn Ta/abo
CnoseHis; TEpMiHiB NoAaHHs
KOHTPO/b cepii: perynapHo
KPKA, a.4., OHOB/IOBAHMX 3BITIB 3
HoBo mecTo, 6e3nekun nikapcbknx
CnoseHis; 3aco6iB. 3miHa
KOHTPO/Tb Ta 4acToTV NoAaHHA
BUNYCK cepil: perynspHo
KPKA, a.4., OHOB/IHOBAHOrO 3BITY 3
HoBo mecTo, 6e3neku:
CnoseHis; [Litoua pepakuis:
KOHTPO/b cepii: MogaHHA perynspHo
HN30X OHOB/THOBAHOrO 3BITY 3
(HauioHanbHi 6e3neku 3

na6oparopis 3a

34paB'e, OKOJE
iH XpaHo),
CnoBeHis

nepioguyHIiCcTIO
BiANOBIAHO A0
NignyHKTY 1 NyHKTY 2
po3ainy 3 rnasn V
Mopsaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO
Haka3zom MiHicTepcTBa




444

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

OXOPOHW 30POB’A
Ykpainu Big, 27 rpygHa
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996). MNMponoHoBaHa
pepakuis: YactoTa
nofaHHsa perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn 7 pokis.
KiHueBa gata ansa
BK/TIOYEHHS AaHNX [0
PO3E - 01.01.2026 p.
[arta nogaHHs —
01.04.2026 p.
PekomengoBaHo [0
3aTBEPAXKEHHS
BiANOBIAHO A0
nepioguyHocCTi
nofaHHsa perynspHo
OHOB/IHOBaHVX 3BITIB 3
6e3nekn Nikapcbkux
3acobis y EC.

248.

CEPNI®T

sertraline

cepTpasiiH
y
rigpoxnop
na

NO6ABO
6

TabneTku, BKpUTI
06010HKOt0, Mo 50
Mr; no 14 tTabnetok
y 6nicTtepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaH
dapmacboT
nkan
IHpacTpi3
Nimiteq

IHgis

CaH
dapmacboTuKan
IHaacTpi3
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
CepTuddikat
BignosigHocTi/lE-
cepTtudikat
BiANOBIAHOCTI
€Bponeichbkii
thapmakonei/MoHorpa
opii. MogaHHsA HOBOTrO
abo OHOB/IEHOTO
ceptudpikata
BignosigHOCTI abo
BU/TyYEHHS
ceptudpikata
BiANOBIAHOCTI
€Bponeichbkii
hapmakonei: ans Adl;

3a
peyenmom

UA/4446/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

ONs BUXIAHOTO
mMaTtepiany/peareHty/n
POMDKHOTO MPOAYKTY,

Lo
BMKOPUCTOBYIOTbCH Y
BMPO6HMUTBI APIl; ans
[LO0NOMDKHOT peqyoBUHN
(ceptuddikat
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBEeHWiA
cepTudikar Big yxe
3aTBEPKEHOr0
BUpPOGHMKa. MogaHHA
OHOB/IEHOrO
cepTugpikata

BiAMNOBIAHOCTI

€Bponeiicbkili
thapmakonei Ne CEP

2017-264 - Rev 01
(3aTBepmkeHo: RO-
CEP 2017-264 - Rev
03) ana Adl
cepTpaniny
rigpoxnopugy Big
3aTBEPAKEHOr0
BMpPOGHMKa Sun
Pharmaceutical
Industries Limited

249.

CEPNI®T

sertraline

cepTpani
y
rigpoxnop
na

NOGABO
6

TabneTku, BKPUTI
0607/10HKOI0, MO 100
mr; no 14 tabneTok
y 6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

CaH
dapmacboT
vKan
IHpacTpi3
Nimiten

IHais

CaH
PapmacboTuKan
IHpacTpi3
Nimitepn

IHais

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
abo OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI 260
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeicbkii

3a
peyenmom

UA/4446/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

thapmakonei: gna Adl;

Ansa BuUxigHoro

marepiany/peareHty/n

POMIXKHOTO NMPOAYKTY,
wo
BUKOPMCTOBYHOTHCA Y

BMPOGHUMUTBI ADI; ans
[ONOMDKHOT PEYOBUHU

(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -

OHoBNEHWA

cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUpPOGHMKa. MogaHHA

OHOBJ/IEHOrO
ceptudpikata
BiANOBIAHOCTI
€Bponeiicbkili

thapmakonei Ne CEP
2017-264 - Rev 01

(3aTBepmxeHo: RO-

CEP 2017-264 - Rev

03) pnsa Adl

cepTpaniny

rigpoxnopuay Big
3aTBEPAXEHOr0
BMPOGHMKa Sun
Pharmaceutical

Industries Limited

250.

CUMBIKOPT®
TYPBYXANEP®

formoterol
and
budesonid
e

6ynecoHig,
MiKpPOHi30B
aHui

RO3AKO
7

MOPOLLIOK ANsA
iHransujn,
[030BaHwii, no 80
MKr/4,5 MKr/go3a; no
60 po3 abo no 120
[103 y N1acTUKOBOMY
iHransTopi; no 1
iHranATopy B
KapTOHHI Kopo6Lyi

AcTpa3eHek
a Ab

LLsewis

BWUIOTOB/IEHHS,
HanoBHEHHS,
KOHTPO/b SKOCTI,
MapKyBaHHs,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepii:
AcTpa3eHeka
AB

Lsewis

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabifbHICTb.
3MiHa y TepmiHax
npugaTHocTi abo
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3aco06y (36i/1bLIeHHS
TEPMiHy NpuaaTHocCTi
roTOBOrO /liKapCbKOro
3acoby) - Ans
TOProBOi YNaKoBKu
(nigTBEPAXYETLCA
AaHUMKN peasibHOTo

3a
peyerimom

He
nionse
ae

UA/5433/01/01




447 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

yacy) 36inbLUeHHs
TEepMiHy NpuAAaTHOCTI
N3y 3B'A3Ky i3
OTPVMMaHHAM
NO3UTUBHUX JaHNX
LLOA0 JOCNIMKEHHSN
cTabinbHoCT y
peasibHOMYy Yaci.
[itoua pepakuis:
TepMiH npuaaTHocTi. 2
poku. MNponoHoBaHa
pefakuisi: TepMiH
npugartHocTi. 36
MicAUiB. 3MiHK
BHECEHO [0 IHCTPYKL,i
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3giny "TepmiH
npugaTHocTi".
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBeppkKeHHs.
3MmiHu | TUnYy - 3MiHK
oo
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnsgy
(iHWi 3MiHW) 3MiHK
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3gainis
"PapMaKonorivHi
BracTmsocTi"
(pepaxuiriHi npasku),
"MMoka3aHHA"
(pepakuiiiHi npaskm),
"B3aemogis 3 iHWMmn
niKkapcbknmu
3acobamMu Ta iHLi
BMAW B3aeMoSjin",
"Oco6nuBocTi
3acToCyBaHHS",
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflysaHHs rpyaar"”
(pepakuiliHi npaBku),




Hassa

MixHapod

Hassa

Koo

448

ITpopoB>xeHHsT

ozarka 3

n/n

JliKapcbKo20
3acoby

Ha

HenameH

mosaHa
Ha3zsa*

diroyoi
pe4yosuHuU

ATX

dopma sunycky

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo
20

nocsioyeHHs1

251.

CUMBIKOPT®

Ta fo3n" (pepakuiini
npasku),
"MNepepo3yBaHHA",
"Mo6iuHi peakuyii” Ta

3acoby, a came fo n.

PEYOBUWHW, n. 3.
MEPENIK
AOMOMBPKHNX

ynakoBku; Ao n. 6.
IHLWE nepBuHHOI
ynakoBkun. BeefeHHs
3MiH NPOTArom 6-Tn
MicsiliB micns
3aTBEPMAKEHHSA. 3MiHU
I Tmny -
AAMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BK
niKkapcbkoro 3acooy -
3MiHa Ha3BK
nikapcbKoro 3acoby
YKParHCbKOI MOBOIO.
[itoua pepakuis:
CVIMBIKOPT
TYPBYXANEP
[ponoHoBaHa
pefakuis:
CMBIKOPT®
TYPBYXANEP®.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.

"Cnoci6 3acTocyBaHHs

[l0 TEKCTY MapKyBaHHSsI
YNaKoBKM NiKapCbKoro

2. KINBKICTb AIo4oil

PEYOBWH BTOpUHHOI

TYPBYXANEP®

formoterol
and
budesonid
e

6yfecoHig,
MiKpPOHIi30B
aHui

RO3AKO
7

MOPOLLIOK ANs
iHransauin,
[030BaHuiA, no 160
MKr/4,5 MKr/po3a; no
60 po3 a6o no 120
£03 y N1acTUKOBOMY
iHranaTopi; no 1
iHransaTopy B
KapTOHHI Kopo6Lyi

AcTpa3eHek
a Ab

LLseuis

BuroToBnieHHs,
HaNOBHEHHS,

MapKyBaHHS,
BTOPUHHE
nakyBaHHs Ta
BUNYCK cepil:
AcTpa3eHeka
AB

KOHTPO/1b SKOCTI,

LLseuis

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. CtabinbHICTb.
3MiHa y TepMiHax
npugaTHocTi abo
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby (36inbLIeHHs

TEPMiHY NPUAATHOCTI

3a
peyenmom

He
nionsie
ae

UA/5433/01/02




449 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

roTOBOrO /liKapCbKOro
3acoby) - Ans
TOProBOi YNakoBKu
(niaTBEpPOXYETLCA
[aHVMK peanbHOro
yacy) 36inbLUEHHsA
TEPMiHY NpUAAaTHOCTI
N3y 3B8'A3KY i3
OTPUMaHHAM
NO3UTUBHUX JaHNX
LLOAO0 AOCAIMKEHHS
cTabinbHOCTI y
peasibHOMY Yaci.
[itoya pepakuis:
TepmiH npugaTHocTi. 2
poku. MponoHoBaHa
pegfakuis: TepMiH
npugatHocTi. 36
MicsaLiB. 3MiHU
BHECEHO 0 IHCTPYKL,i
ANA MeuyHoro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3giny "TepMiH
npugartHocTi".
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs.
3MiHu | TUnYy - 3MiHK
o0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy
(iHWi 3MiHW) 3MiHK
BHECEHO A0 IHCTPYKLUIT
A5 MefnyHOro
3aCTOCYyBaHHS
nikapcbkoro 3acoby [0
po3ginis
"®apmakonoriyHi
BacTmsocTi”
(pepakuiliHi npaBku Ta
YTOUYHEHHS
iHdhopmauii),
"Moka3aHHs"
(pepaxuiriHi npasku),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamMu Ta iHui
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BMAM B3aemogii”,
"Ocob6nuBocCTi
3aCToCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BaritTHocTi abo
rogyBaHHa rpyaar”
(pemaxuiliHi npaBku),
"Cnoci6 3acTocyBaHHs
Ta go3n" (pepakuiiHi
npasku), "Oitn"
(pepakuiliHa npaBka),
"Mepepno3yBaHHA",
"Mo6ivHi peakui™ Ta
[0 TEKCTY MapKyBaHHS
YyMNaKoBKN NiKapCbKoro
3acoby, a came 4o .

2. KINBKICTb Alfo4ol

PEYOBVHW, n. 3.
MNEPENIK
AOMOMBDKHNX
PEYOBWH BTOpUHHOT
ynakoBKu; Ao n. 6.
IHLWE nepBuHHOT
ynakoBkn. BeefieHHs
3MiH NpOTAroM 6-Tu
MicsauiB nicns
3aTBEPAKEHHSA. 3MiHN
I Tvny -
AAMiHICTpaTUBHI
3MiHN. 3MiHa Ha3Bw®
nikapcbkoro 3acoby -
3miHa Has3Bu
nikapcbKoro 3acoby
YKPaiHCLKOK MOBOIO.
[itoya pepakuis:
CVIMBIKOPT
TYPBYXAJIEP
MNponoHoBaHa
pepakuis:
CVIMBIKOPT®
TYPBYXANEP®.
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBeppKeHHs.

252.

CUMBIKOPT®
TYPBYXAJIEP®

Formoterol
and
budesonid
e

6GyaecoHia
MiKPOHi30B
aHui

RO3AKO
7

NOPOLLIOK ANsA
iHranswin,
[030BaHui4, no 320
MKr/9,0 MKr/go3a; no

AcTpa3eHek
a Ab

LLiBeuis

BurotoBrieHHs,
HanoBHEHHSA,

KOHTPO/b SIKOCTI,

MapKyBaHHs,

LLiBeuis

BHECEHHS 3MiH 0
peecTpauiiHnx
martepianis: 3MiHu |
TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

He
nionsie
ae

UA/5433/01/03




451 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
60 no3y BTOPUHHE [OTOBWIA NlikapCbKuii
na1acTUKOBOMY nakyBaHHs Ta 3aci6. CtabifbHICTb.
iHransATopi; no 1 BUMYCK Cepii: 3MiHa y TepmiHax
iHransaTopy B AcTpa3eHeka npugatHocTi abo
KapTOHHIi Kopo6Lyi Ab ymoBax 36epiraHHs

roTOBOrO /liKapCbKOro
3aco06y (36i/1bLUeHHS
TEepMiHy NpUAAaTHOCTI
roTOBOrO /liKapCbKOro
3acoby) - Ans
TOProBoi ynakoBKu
(nigTBEPOXYETLCA
[aHVUMKN peasibHOro
yacy) 306iMbLUeHHs
TepMiHy NpUAATHOCTI
N3y 3B'A3KY i3
OTPVMAHHSM
NO3UTUBHUX JaHNX
LLOA0 [OCNIMKEHHSN
cTabinbHOCTI Y
peaslbHOMYy 4aci.
[Litova pepakuis:
TepmiH npugaTHocTi. 2
poku. MponoHoBaHa
peakuisf: TepmiH
npugaTHocTi. 36
MicsLiB. 3MiHM
BHECEHO A0 IHCTPYKLUIT
ANA MeuyHOro
3aCTOCYyBaHHSA
nikapcbKkoro 3acoby [0
po3giny "TepmiH
npugatHocTi".
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.
3MiHY | TNy - 3MiHK
o0
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHW) 3MiHK
BHECEHO [0 IHCTPYKLU,i
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby Ao
po3ainis
"dapMaKonorivHi
BN1aCTVBOCTI"
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

(pemakuiliHi npaBku),
"MMoka3aHHs"
(pepaxuiriHi npasku),
"B3aemogisa 3 iHWMun
nNikapcbknMmn
3acobamMu Ta iHLi
BMAM B3aemogii”,
"Oco6nuBocCTi
3aCTOoCyBaHHSA",
"3acTocyBaHHsA y
nepiog, BaritTHocTi abo
rogyBaHHa rpyanr”
(pemakuiliHi npaBku),
"Cnoci6 3acTocyBaHHs
Ta go3n" (pepakuiiHi
npasku),
"Mepepno3yBaHHA",
"MobiuHi peakyii” Ta
[10 TEKCTY MapKyBaHHS
yNakoBKW NikapcbKoro
3acoby, a came 40 .
2. KINIbKICTb AIo4orl
PEYOBUVHW, n. 3.
NEPENIK
JOMNOMDKHUX
PEYOBWH BTOpUHHOT
ynakoBku; Ao n. 6.
IHLWE nepBuHHOI
ynakoBku. BBefeHHs
3MiH NPOTAroM 6-Tu
MicauiB nicns
3aTBEPAKEHHS. 3MiHN
I Tvny -
AOMiHICTpaTVBHI
3MiHW. 3miHa Ha3Bu
nikapcbkoro 3acoby -
3MiHa Ha3Bu
nikapcbKoro 3acoby
YKPaiHCbKOK MOBOIO.
[Litova pepakuis:
CUMBIKOPT
TYPBYXAJIEP
lponoHoBaHa
pefakuis:
CVIMBIKOPT®
TYPBYXANEP®.
BBefeHHs 3MiH

NpoTsirom 6-Tv Micsiuis




453 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
nicns 3aTBepaKeHHs
253. | CIMIAOHA Cimicifuga | Kopenesu G02CX0 | TabneTku no 13 mr; Amakca 1T, Benuka BMPOGHMLUTBO 3a | LUBeiua BHECEHHS 3MiH 0 6e3 UA/14582/01/01
®OPTE erhizoma | wa 4 no 30 Tabnetok y BputaHis | MOBHWM UMK/IOM: pis peecTpauiiHnx peyenma
umigndoy 6nictepi; no 1 a6o 3 Makc Llennep marepianis: 3MiHu |
m 6nictepu B 3b0oHe Arl', MRy - 3MiHKU WoA0
(Cimicifug KapTOHHI Kopo6Lyi LBeiiyapis; 6e3nekun/ehekTBHOCT
a anbTepHaTNBHA i Ta hapmakoHarnagy
racemosa 1 BUPOBHUK: (iHWi 3MiHW) -
(L.) Nutt., KOHTPO/Ib AKOCTI: OHOBJ/IEHHS TEKCTY
rhizoma) Nabop MapKyBaHHs
Llonninrep Ar, NepBUHHOI Ta
LBeiiyapis; BTOPUHHOI YNaKkoBOK
anbTepHaTNBHA nikapcbkoro 3acoby.
1 BUPOBHUK: TepmiH BBEAEHHSA 3MiH
KOHTPO/Ib Cepili: npoTsArom 6 micsyis
IHTEepnabop nicns 3aTBepAKEHHS
Benn Al',
LLBeliuapis.
254. | CIHErPA sildenafil cungeHad | GO4BEOQ | Ttabnetku, BKpUTI HOBEN TypeuunH HOBEN INAY Typeyun BHECEHHS 3MiH 40 3a UA/15696/01/01
iny usTpar 3 nniBKOBOO INAY CAHAT a CAHAI BE Ha peecTpauiiHnx peyenmom
o060noHkoto, no 25 BE TIOI>KAPET A.LL. marepianis: 3MiHu |
mr, no 1 TabneTuiy TIOKAPET My - 3MiHU 3 AKOCTI.
6nicTepi; no 1 A.ll Ceptucpikar
6nictepy y BignosigHocCTI/TE-
KapTOHHII ynakoBLi; cepTudikat
no 4 Tabnetkn y BiANOBIAHOCTI
6nicTepi; no 1 €Bponeiicbkili

6nictepy y
KapTOHHI ynakoBLi

thapmakonei/MoHorpa
goii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTugpikata
BiANOBIAHOCTI a6o
BU/TyYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakonei: gna Adl;
Ans BUXigHoro
mMartepiany/peareHty/n
POMIKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPO6HULTBI ADI; ans
[OMOMDKHOT pEYOBUHU
(cepTudpikar
BiANOBIAHOCTI
€Bponenchbkii
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ITpopoB>xeHHsT

Ymosu

ozarka 3

Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Bionycky

MyBaH
Hs**

peecmpayiliHo
20
nocsioyeHHs1

thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUKA. [ogaHHA
OHOBJ/IEHOr0
cepTudpikara
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2013-002 - Rev 01
(3aTBepmxeHo: R1-
CEP 2013-002 - Rev
00) ana Al
cungeHadiny uytpary
Bif, BXe
3aTBEPKEHOr0
BMpo6HKa HETERO
DRUGS LIMITED,
India. 3miHu | Tuny -
AAMiHICTpaTUBHI
3MiHW. BunyyeHHs
BVMPOGHWYOT AiNbHUL
(BKTHOMAOUM AiNbHULI
ons A®l, npoMixHoro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKa,
BiANOBIAa/ILHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/to cepii) abo
noctavasibHuKa
BUXIAHOrO MaTepiany,
peareHTy abo
[OMOMDKHOT PEYOBMHN
(AKL0 3a3HaYeHo y
[0CbE) BUNTYYEHHSA
BMPO6HUKa AdI
cungeHadiny yutpar
MYLAN
LABORATORIES
LIMITED, India

255.

CIHEIrPA

sildenafil

cungeHad

iny umtpat

GO4BEO

TabneTkn, BKPUTI

3

NAiBKOBO

HOBEN

TypeyuunH

ITAY CAHAT

a

HOBEN INAY

Typeuun

CAHAI BE

Ha

BHECEHHS 3MiH 40
peecTpaLinHmX

3a

peyenmom

UA/15696/01/02




455 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
060/10HKO10, M0 50 BE TIOI>KAPET A.LL. marepianis: 3MiHu |
mr, no 1 Tabnetuiy TIOIXKAPET My - 3MiHK 3 SKOCTI.
6nicTepi; no 1 Al Ceptucpikar
6nictepy y BignosigHocCTI/TE-
KapTOHHI ynakoBL; ceptudikat
no 4 TabneTtkn y BiAMNOBIAHOCTI
6nicTepi; no 1 €Bponeiicbkili

6nictepy y
KapTOHHI ynakoBLi

thapmakonei/MoHorpa
¢oii. MopaHHsA HoBOrO
ab0 OHOBMIEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
0151 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO NPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN
(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -
OHoBNEHWA
cepTudikaT Big yxe
3aTBEPAXEHOr0
BMPOGHUKA. [NogaHHA
OHOBJ/IEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei Ne CEP
2013-002 - Rev 01
(3aTBepmxeHo: R1-
CEP 2013-002 - Rev
00) pna AdI
cungeHadiny uytpary
Bif, BXe
3aTBEPKEHOr0
BMpo6HKa HETERO
DRUGS LIMITED,
India. 3miHu | Tuny -
AIMiHICTpaTVBHI
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3MiHW. BunyyeHHs
BVMPOGHWYOT AiNbHUL
(BrTHOMAOUM AiNbHUL
ons A®l, npoMixHoOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ans
npoBefeHHs
nakyBaHHs,
BUPOGHMKa,
BiANOBIAa/ILHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/to cepii) abo
noctavasibHuKa
BUXIAHOrO MaTepiany,
peareHTy abo
[OMOMDKHOT PEYOBUHN
(AKL,0 3a3Ha4eHo y
[0CbE) BUTYYEHHSA
BMPO6HUKa AdI
cungeHadiny yutpar
MYLAN
LABORATORIES
LIMITED, India

256.

CIHEIrPA

sildenafil

cungeHad
iny unTtpat

GO4BEO
3

TabneTkn, BKPUTI
nNiBKOBOIO
060n10HKOt0, No 100
mr, no 1 Tabnetuiy
6nicTepi; no 1
6nictepy y
KapTOHHIN ynakoBLi;
no 4 TabneTkn y
6nictepi; no 1
6nictepy y
KapTOHHI ynakoBLi

HOBEN
INAY CAHAT
BE
TIIKAPET
A.ll

TypeyuunH
a

HOBEN INAY
CAHAI BE
TIIXKAPET A.LL.

Typeuun
Ha

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHK 3 SKOCTI.
Ceptudpikar
BignosigHocCTI/TE-
ceptudikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpa
gpii. MopaHHsA HoBOrO
ab0 OHOB/IEHOrO
cepTugpikata
BignoBigHOCTI abo
BU/yYEHHSA
cepTugpikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei: ansa Adl;
051 BUXiAHOTO
mMatepiany/peareHty/n
POMDKHOTO MPOAYKTY,
Lo

3a
peyerimom

UA/15696/01/03
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

BUKOPWCTOBYHOTLCH Y
BMPOGHMLTBI APIl; ans
[OMOMDKHOT PEYOBUHN

(cepTudpikat
BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei) -

OHoBNEHWA

cepTudikaT Big yxe
3aTBEPAKEHOr0
BMPOGHUKA. [NogaHHA

OHOBJIEHOrO
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil

thapmakonei Ne CEP
2013-002 - Rev 01

(3aTBepmxeHo: R1-

CEP 2013-002 - Rev

00) ana A®l

cungeHadiny uytpary
Bif, BXe
3aTBEPKEHOr0
BMpo6HKa HETERO
DRUGS LIMITED,
India. 3miHu | Tuny -
AAMiHICTpaTUBHI
3MiHW. BunyyeHHs
BMPOGHWYOT AiNbHUL
(BrTHOMAOUM AiNbHUL
ons A®l, npoMixHoOro
npoaykTy abo
roTOBOrO /liKapCbKOro
3acoby, AinbHUL Ansa
npoBefeHHs
nakyBaHHs,
BUPOGHMKa,
BiANOBIAa/ILHOIO 3a
BUMYCK Cepiid, micue
npoBefeHHs
KOHTpO/to cepii) abo
noctavasibHuKa

BUXIAHOrO MaTepiany,

peareHTy abo

[OMOMDKHOT PEYOBUHN
(AKL0 3a3HaYeHo y
[0CbE) BUNTYYEHHSA

BMPOGHUKa AdI|




458 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
cungeHadiny yutpar
MYLAN
LABORATORIES
LIMITED, India
257. | CIHPAN3 C1- iHriGiTOp BO6ACO | nopoLuok Ta Takega ABCTpIs [03BiN Ha ABcTpisi/ BHECEHHS 3MiH 40 3a UA/18748/01/01
inhibitor, C1- 1 PO3YMHHWK ANA MaHydhekuy BUMYCK Cepii: Himeuun peecTpauiiHnx peyenmom
plasma ecTepasu PO3UMHY NSt iH'EKLiA | piHr ABCTpis Takena Ha marepianis: 3MiHu |
derived NOANHN no 500 MO; no 2 Al MaHyhekuypiHr My - 3MiHN 3 SKOCTI.
chnakoHm 3 ABcTpis AT, A®I. KoHTponb AdI.
NopoLUKOM, 2 ABCTpIg; 3MiHa y napameTpax
hnakoHm 3 BMPOGHMLTBO cneundikauii Ta/abo
PO3YMHHUKOM, 2 N3, nepBuHHE [OMYyCTUMUX MEX,
npucTpor ans Ta BTOPUHHE BU3HAYEHUX Y
nepeHeceHHs 3 nakysaHHs N3, cneumdikauisx Ha
hinbTpoMm, 2 KOHTPO/b AKOCTI Adl, abo
04HOPa30BMX cepi: BUXigHWIA/NPOMIKHWIA
wnpuuy o6’emom 10 Takepa npoAayKT/peareHT, Wo
mn, 2 Habopw ans MaHychekuypiHr BMKOPVCTOBYIOTHCH Y
BEHeNyHKLi i 2 ABcTpis Al', npoueci BUpobHULTBA
3aXUCHUX KUMKW Y ABCTpIS; A®| (3BYXEHHSA
KapTOHHI Kopo6Lyi KOHTPO/Ib AKOCTI [ONYCTUMMX MEX,
cepi: BU3HAYEHUX Y
"CTepwbHicTb" cneuudikavii Ha
Ta nikapcbki 3acobu, ans
"EHA0TOKCUHN": AKUX OTPUMYETHLCA
Takepa [03BIiNT Ha BUMYCK cepii
MaHychekuypiHr Bif odpiyjiiHoro
ABcTpis Al', perynaTopHoro
ABCTpIS; opraHy) 3BY>XEHHS
BUPOBHNLITBO, [ONyCTUMUX MEeX ANs
nepBuHHe napameTpy
nakyBaHHs Ta cneumdikauii

KOHTPO/b AKOCTI
PO3UYMHHKKA:
3irdopig,
XamenbH MM6X,
HimeuunHa

«AKTUBHICTb iHriGiTOpY
Cl-ectepa3un»/C1l-
esterase inhibitor
activity 3 280 MO/mn
0o 80-185 MO/mn ans
LiH040T PEYOBUHN.
JlofaTtkoBo BHOCATLCSA
peakLiiHi 3mMiHW 0
po3ginis 2.3.S Ta
3.2.5.4.5. 3miHun | TNy
- 3MiHK 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. Cuctema
KOHTelHep/3aKynoptoB
anbHUii 3aci6. 3miHa
nocrayajibHuKa




ITpopoB>xeHHsT

ozarka 3

459
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaslbHUX
marepianis abo

KOMMNIEKTYUnNX (KO
3a3HayeHo B JOCbE)
(BUNYYEHHSA
noctavasnbHvka) 3miHa
Ha3BW nocTavyasibHMKa
nakyBaslbHOro
KOMMOHEHTY AN
chnakoHy 3 NOPOLLKOM
Ta (hnakoHy 3
pO34MHHMKOM (BOAA
Ans iH'ekuijin) 3 1ISO-
Gesellschaft fur
Arzneiverpackungen
(Industriestrasse 4,
97631 Bad
Konigshofen im
Grabfeld, Germany)
Ha Remy & Geiser
GmbH. 3minu | TNy -
3MiHM 3 AKOCTI.
[oTOBWIA NnikapcbKunii
3aci6. KoHTposnb
roTOBOrO /liKapCbKOro
3acoby. 3miHa 'y
meToAax
BMNPOGYBaHHSA
roTOBOro NiKapCbKOro
3acoby (He3HauyHa

meToAax

BMNPOOYBaHHS)
He3HayHa 3MiHa y

MeToAnL;j
BUNPOOYBaHHA 3a
NOKa3HNKOM

"Lintpartun”, 3okpema:
3aMiHa uMTpaTHoro
TecT-Habopy ans
BUNPOBYBaHHA Npu
BUMYCKY rOTOBOrO
niKapcbKoro 3acooby.

akocTi. Ceptudikat
BignosigHocCTI/TE-
ceptudikat

3MiHa y 3aTBepAXeHNUX

3MiHu | TNy - 3MiHu 3

Bi4noBIAHOCTI
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep

peecmpayiliHo

20
nocsio4YeHHs

€Bponeiicbkili
thapmakonei/MoHorpa
doii. 3MiHK, NOB'A3aHI 3
HeobXiaHICTH
npuBeAeHHs y
BiAMNOBIAHICTb A0
MoHorpadii 4®Y abo
€BponelicbKoi
thapmakonei, abo
iHLWOT HaujioHaNbHOT
hapmakonei gepxasm
€C (3miHay
crneuudikauisx,
noB'A3aHa 3i 3MmiHamu
B AdY, abo
€Bponeiicbkili
thapmakonei, abo
iHWI HauioHasbHIMN
hapmakonei gepxasu
€C) BUNYy4YEHHA TecTy
Ha BaXki meTasm 3
po3giny 3.2.P.7
Container Closure
System (Cuctema
KOHTelHep/3aKynoptoB
anbHuii 3acib), y
3B’A3KY 3 OHOB/IEHHAM
n. 3.2.9. r'ymosi
3aKyrnoproBasibHi
3acobu gns
KOHTeliHepiB 3
BOAHVMM NiKapCbKUMK
3acobamu s
napeHTepasibHoro
3acTOCyBaHHs,
NOPOLLKIB Ta
niodpinizoBaHnx
nopoLukis €sp. Papm.
(pepakuin 11.1).

258.

CMEKTUT

Diosmectit
e

okeng,
OMIHI0
Ta
[BOOKMC
KPEMHI0

MOPOLLOK
(cybeTaHuis) B
noABiNHMX
nonieTueHoBmX
Milkax ans
thapmaueBTUYHOro
3acTocyBaHHS

TOB "TK
"ABPOPA"

YkpaiHa

WaHbayH Jlye
dapmacbloTikan
Ko., Jita.

Kutait

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
A®|. KoHTposb A®I.
3miHa y meTogax
BMNPO6YBaHHA AdI
abo BuxigHoro
mMartepiany/npomixxHor

UA/14283/01/01




461 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
0 NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETHCA
y npoueci
BMpOoOHULTBa API
(He3HayHi 3MiHn y
3aTBEPAKEHNX
meToAax
BMNPOGYBaHHS)
3MiHa B onuci MeTogy
BU3HAYEHHS
nokasHuka
«ApcopbujiiHa
30aTHICTb» MoB’A3aHa
3 YCYHEHHAM
pefakuifiHOi NOMUIIKK
npu nepeknagi
METOANKM 3
KuTaricbkoi MOBM Ha
YKPaiHCLKY MOBY.
259. | COMATYNIH lanreotide naHpeotu HO1CBO | po3uuH Ans iH'ekuiin INCEH PpaHuis INCEH ®APMA | ®paHuis BHECEHHS 3MiH 0 3a He UA/13432/01/01
AYTOXE/Nb 120 a 3 MPOJIOHrOBaHOro DAPMA BIOTEK, / peecTpauiiHnx peyenmom | nidnse
Mr BUBINIbHEHHS, 120 Mr PpaHuis; Benbris marepianis: 3MiHu | ae
/wnpuuy; no 1 ramMmma- ™ny -
nonepeaHbO BMMPOMIHIOBaHH AAMiHICTpaTUBHI
HanoBHEHOMY A 3MiHW. 3MiHa
wnpuyy Ans INCEH ®APMA HalilMeHyBaHHs Ta/abo
0/[HOPa30BOro BIOTEK, afipecu 3asBHUKa
BMKOPUCTAHHSA dpaHuin (BnacHuka
MicTkicTio 0,5 mn 3 abo peecTpauinHoro
aBTOMaTUYHOK CTEPIOXXEHIKC noceigyeHHs). 3miHa
3axuUCHOoI BENbIA CA ajpecun 3asBHUKa.
cMcTemoto, 1 ronkoto (PNIEPYC), 3MiHN BHECEHO B
(1,2x20 mm) B Benbrisa iHCTpYKLito Ans
3aXMCHOMY MeAMYHOro
KoBNauky, y 3acTocyBaHHsA
6araroiapoBomy nikapcbKoro 3acoby y
nakeTuky B po3ainu "3asBHuK" Ta
KapPTOHHI KOpooL,i «Micue3HaxomKeHHs
3asBHUKa». BBegeHHA
3MiH NpoTArom 6
MicsauiB nicns
3aTBEPAKEHHSA
260. | COMATYNIH lanreotide naHpeoTu HO1CBO | po3uuH gnsi iH'ekuiit INCEH PpaHuis INCEH ®APMA | ®paHuis BHECEHHS 3MiH 0 3a He UA/13432/01/02
AYTOXXE/b 60 i} 3 NpPOJIOHIOBaHoro PAPMA BIOTEK, / peecTpauinHmx peyenmom nionse
Mr BUBiNIbHEHHS, 60 PpaHuis; Benbris marepianis: 3MiHu | ae
mr /wnpuy; no 1 ramma- ™ny -

nonepesHLO

BMMNPOMiHIOBaHH

AAMiHICTpaTuBHI




462 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
HanoBHEHOMY A 3MiHW. 3MiHa
wnpuuy Ans INCEH ®APMA HaliMeHyBaHHs Ta/abo
0/[HOPa30oBOro BIOTEK, afipecu 3asBHUKa
BMKOPUCTAHHSA ®paHuin (BnacHuka
MicTkicTio 0,5 mn 3 abo peecTpauiiHoro
aBTOMaTUYHOK CTEPIOXEHIKC noceigyeHHs). 3miHa
3axucHo BENbIA CA ajpecu 3aABHUKa.
cucTemoto, 1 rosikoto (PNIEPYC), 3MiHVN BHECEHO B
(1,2x20 mm) B Benbrisa iHCTpYKLito Ans
3aXMCHOMY MeAMYHOro
KoBnauky, y 3acTocyBaHHsA
6araroiapoBomy nikapcbKoro 3acoby y
nakeTuky B po3ainu "3asBHuK" Ta
KapTOHHIi Kopo6Lyi «Micue3HaxomKeHHs
3asBHUKa». BBegeHHA
3MiH NpoTArom 6
MicsauiB nicns
3aTBEPAKEHHS
261. | COMATYNIH lanreotide naHpeoTtu HO1CBO | po3uuH gns iH'ekuii INCEH PpaHuin INCEH ®APMA | ®paHuis BHECEHHS 3MiH 0 3a He UA/13432/01/03
AYTOXXENb 90 i} 3 NpPOJIOHIOBaHOro PAPMA BIOTEK, / peecTpauinHmx peyenmom nionse
Mr BUBI/IbHEHHS, 90 ®paHuis; Benbris marepianis: 3miHu | ae
mr /wnpuy; no 1 ramma- ™ny -
nonepeaHL0 BWMNPOMIHIOBaHH AAMiHICTpaTuBHI
HarnoBHEHOMY A 3MiHN. 3MiHa
wnpuuy Ans INCEH ®APMA HalilMeHyBaHHs Ta/abo
0/[HOPa30BOro BIOTEK, afipecu 3asiBHUKa
BMKOPUCTaHHSA ®paHuis (BnacHvika
MicTkicTio 0,5 mn 3 abo peecTpadiiHoro
aBTOMATUYHOIO CTEPIOXEHIKC noceigyeHHs). 3miHa
3axncHoo BENbIIA CA ajpecun 3aaBHUKa.
cucTemolto, 1 rosikoto (PNEPYC), 3MiHM BHECEHO B
(1,2x20 mm) B Benbris IHCTpYKLit0 oNns
3aXMCHOMY MeAMYHOro
KOBMauKy, y 3aCTOCYyBaHHSA
6ararowlaposomMy nikapcbKoro 3acoby y
nakeTuky B po3ainu "3asBHuK" Ta
KapTOHHI Kopo6Lyi «Micue3Haxo4xeHHs
3aaBHMKa». BBegeHHA
3MiH npoTarom 6
Micauis nicns
3aTBEPKEHHS
262. | CTEPOKOPT® Methylpre mMeTunnpe DO7AC1 | kpem 0,1 % no 15ry MPAT Ykpaina BiAnNoOBigasibHMIA | YkpaiHa BHECEHHS 3MiH 40 6e3 niosnse UA/7784/01/01
dnisolone [OHI30N0HY 4 Ty6i; no 1 1y6i y "®ITODAPM 3a peecTpauiiHnx peuyenma ae
alenoHar naJui 3 KapToHy " BUPOGHMLTBO, martepianis: 3MiHu |
nepBrHHeE, TMNYy - 3MiHN 3 AKOCTI.
BTOPUHHE [OTOBWIA NikapcbKuii

nakyBaHHA,

3aci6. 3MiHM y




463 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KOHTPO/b SKOCTI
Ta BUNycK cepii:
MPAT
«PITOPAPM»,
YkpaiHa
BiANoBigaIbHWI
3a BUNyck cepii,
He BK/OYaOun
KOHTPO/b/BUNPO
6yBaHHs cepii:
MPAT
"GITOPAPM",
YKpaiHa
BiZJNOBIfAbHWIA
3a
BMPOGHMLTBO,
nepBuHHE,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI:

AT
"Ny6Hndhapm”,
YkpaiHa

BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCSA BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amina abo
AofaBaHHA
BMPOGHMKA, WO
Bignosigae 3a
BBE3EHHSA Ta/abo
BMMYCK cepii) - He
BK/THOHAI0UM
KOHTpONb/BUNpPOOYBaH
Hs cepii. 3MiHa
aapecy BUPOGHMYOT
AiNbHUL ANA BANYCKY
cepii MPAT
"®ITOPAPM". 3MiHK
BHECEHO B po34in
"Micue3HaxomKeHHs
BMPOOHYMKa Ta agpeca
MiCLil NPOBa)KEHHSA
ioro pgisinbHocTI" B
IHCTpYKLit0 oNns
MeAMYHOro
3aCTOCyBaHHSA Ta AK
Hacnifok - y TekcT
MapKyBaHHS yNakoBKy
nikapcbKoro 3acoby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKeHHs.
3MiHY | TNy - 3MiHK
oo
6e3nekun/ehekTnBHOCT
i Ta chapmakoHarnagy
(iHWi 3MiHM). 3MiHK
BHECEHO Yy TeKCT
MapKyBaHHsI
nepsuHHOI (n. 11, 17)
Ta BTOPWHHOI (1. 17)
ynakoBKM MiKapCbKoro
3acoby, 30kpema
LLOZ0 BUJTyYEHHS
nocuNaHHA Ha canT
KomnaHii. BBeieHHs
3MiH MpoTArom 6-u




464 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MicauiB nicns
3aTBepAKEHHSA.
263. | CTONTYCUH- Cough 6yTtamipat | RO5FBO | Tabnetku, no 10 TOB «TeBa YkpaiHa BMPOGHMLUTBO 32 | MonbLia BHECEHHS 3MiH 0 6e3 nions UA/2447/03/01
TEBA suppressa | y uuTpar, 2 Tabnetok y 6nictepi; YKpaiHa» NOBHUM LMKIOM: peecTpauiiHnx peyenma 2ae
nts and reandeHe no 2 6nictepu B TOB TeBa martepianis: 3MiHu |
expectora | 3uH KOpoo6Li OnepeiwH3 iy -
nts MonaHpg AOMiHICTpaTVBHI

3MiHW. BunyueHHs
BVMPOGHMYOT AiNbHUL
(BKKOYAKOUM OiNbHULL
ans A®l, npomixHoro
npoaykty abo
roTOBOrO /liKapCbKOro
3aco6y, AinbHULUI Ans
npoBefeHHs
nakyBaHHs,
BMPOGHMKA,
BiANoBiAa/IbHOrO 3a
BUMYCK Cepiid, micue
npoBeLEeHHS
KOHTpOsto cepii) abo
noctavasibHuKa
BMXigHOro marepiany,
peareHTy abo
[ONOMDKHOT peqyoBMHN
(AKLLLO 3a3HaYeHo Yy
[0Cbe) Bunyuenns
BUPOGHWYOT AiNTbHULL
'N3 BignosigansbHoT
3a MOBHUIA LMK
BMPOGHMLTBA, a came
TeBa Yex IHaacTpi3
C.p.0., Yecbka
Pecny6nika
3a/IMLLIAETLCA
anbTepHaTnBHa
[iNbHMLA 32 NOBHUM
LMKIOM BUPO6HMLITBA
TOB TeBa
OnepeiiwH3 MonaHg,
Monbuwa. 3miHn
BHECEHO B pO34inun
"BUPOBHUK" Ta
«MicLe3HaxomKeHHs
BMPOOHVKa Ta agpeca
MiCList NPOBaKEHHS
0ro AjsinbHOCTI» B
iHCTpYKLUit0 ans




465 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
MeAMYHOro
3acTOCyBaHHSA Yy
3B'A3KY 3 BUTyYEHHAM
OfHI€ET 3 BUPOOBHUUNX
AiNbHULB Ta AK
HacnifokK - y TekCT
MapKyBaHHS yNakoBKy
nikapcbKoro 3acoby.
BBegeHHs 3MiH
NPOTArom 6-Tu MicaLiB
nicns 3aTBepkKeHHs.
264. | CYMINAP Ramipril amnoguniH | CO9BBO | kancynu TBepai no CaHpos CnoBeHis Bunyck cepiii: CnoBeHi BHECEHHS 3MiH 0 3a UA/15318/01/01
and y 6ecunat 7 10 mr/5 mr; no 7 dapmacbloTi Nek a/ peecTpauiiHnx peuenmom
amlodipine | Ta Kancysn TBepaux y Kans g.4. dapmaueBTnyHa | Monblua marepianis: 3minHu |
paminpun 6nicTepi; no 4 KomnaHia g.4., UMy - 3MiHM LWoA0
6nictepu y CnoseHis; 6e3nekun/edheKTBHOCT
KapTOHHI Kopo6Lyi Bupo6HuyTBO in i Ta hapmakoHarnagy.
bulk, BBepgeHHs1 a6o 3MiHN
TeCTyBaHHS, [0 y3aranbHeHunx
nepBuHHe Ta [JaHnx npo cuctemy
BTOPVHHE chapmakoHarnsgy
nakyBaHHS: (BBEAEHHS
Apaveg ®apma y3arasibHeHUX AaHux
C.A,, Monblua; npo cuctemy
TecTyBaHHs: thapmakoHarnsgy,
Apameg dapma 3MiHa YNOBHOBaXEHOT
C.A., Monbwa ocobu, BignoBiganbHOI

3a 34jiCHEHHS
hapmakoHarnsgy;
KOHTaKTHOI 0cobwu 3
chapmakoHarnsgy
3as1BHUKA 4715
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, KL BOHA
BigMiHHA Bif
YNOBHOBaXXeHOI
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
chapmakoHarnsgy
(BK/KOUAKOYM KOHTaKTHI
OaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-
tharina cuctemmn
thapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOT
0cobu 3asBHUKA,
BiANoBiAa/IbHOI 32
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Bupo6HUK

KpaiHa

ITpopoB>xeHHsT

Peecmpayjitina

Ymosu

ozarka 3

Pekna

Homep

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

3asiBHUK

BUPOGH
uKa

npoyedypa

hapmakoHarnsg.

Bionycky

MyBaH
Hs**

peecmpayiliHo
20
nocsioyeHHs1

Oi

CnoBeHi

[bxoH flesic / David

Moxamepn Ani. 3miHa

ocobu, BignoBigansbHoI

toya pegakuis: flasig

John Lewis.
MponoHoBaHa
pepakuis: Kotan

KOHTaKTHUX JaHnX
YNOBHOB&XXeHOT

3a 3AjiCHEHHSA
thapmakoHarnsgy.
3MiHa KOHTaKTHOT
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi. [itoua
pegakuis: Opnos
B'auecnas
BikTopoBuuy.
lponoHoBaHa
pepakuis: TaHacosa
3opsHa MukonaiBHa.
3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI
0cobu 3asBHUKA,
BiANOBIAA/ILHOT 3a
3[jiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. 3miHa micus
3[jiACHEHHSI OCHOBHOT
LisANbHOCTI 3
dapmakoHarnsgy
BHECEHHS 3MiH 40

3a

UA/20220/01/01

265.

CYMINAP H

Ramipril
and
amlodipine

amioauni
y becunar
Ta
paminpun

C09BBO
7

Kancynm Teepgi 5
mr/5 mr/12,5 mr no
10 kancyn Teepanx
y 6nictepi, no 3
6nictepu a6o 10
6nictepiB y
KapTOHHI Kopo6Lyi

CaHpo3 CnoBeHis
dapmacbloTi

Kans a.4.

BUMYCK Cepiii:
Iex
dapmaueBTUyYHa
KomnaHia g.4.,
CnoBeHis; in
bulk
BVMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Apavepg ®apma
C.A., NonbLa;
nepBrHHE Ta

al
MonbLa

BTOpPUHHE

peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/epekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasbHeHunx
[aHux nNpo cuctemy
thapmakoHarnagy

(BBEAEHHSA

y3arasibHeHUX JaHnx
npo cuctemy

peyerimom

hapmakoHarnsay,




467 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaHHs, 3MiHa YNOBHOBaXEHOT
KOHTPO/b/BUNPO ocobwu, BignoBiganbHOI

6yBaHHs cepii:
Apameg ®apma
C.A,, MonbLa

3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobwu, BignoBiganbHoI
3a 34jiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT
0COo6V 3asiBHMKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg,.
[litova pepakuin: dasig,
[bxoH Nesic / David
John Lewis.
lponoHoBaHa
pepakuis: Kotan
Moxamepn Ani. 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXXEHOT
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy.
3MiHa KOHTaKTHOT
0COo6V 3asIBHMKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. [itoua
pegakuis: Opnos
B’auecnas
BikTopoBuy.
[ponoHoBaHa
pepakuisi: TaHacoBa
3opsaHa MukonaisHa.
3MiHa KOHTaKTHUX




468 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
[AaHUX KOHTaKTHOI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
3[iiCHEHHS
thapmakoHarnagy B
YkpaiHi.
3miHa micus
3/ ACHEHHSI OCHOBHOT
LisANbHOCTI 3
thapmakoHarnsgy.
3miHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cucrtemu
thapmakoHarnsgy Ta
noro Homepa.
266. | CYMITIAP H Ramipril, paminpun, | C09BBO | kancynwu TBepgi 10 CaHpos CnoseHis BUWMYCK Cepiii: CnoseHi BHECEHHS 3MiH 0 3a UA/20220/01/03
amlodipine | amnoguniH 7 mr/10 mr/25 mr no 10 | dapmachtoTi Nexk al peecTpauiiHnx peyenmom
and y 6ecunar, Kancyn TBepaux y Kans g.4. dapmaueBTnyHa | Monblua marepianis: 3MiHu |
hydrochlor | rigpoxnop 6nicTepi, no 3 KomnaHia g.4., UMy - 3MiHM LWoAo
othiazide oTiasng, 6nictepu a6o 10 CnoBeHis; in 6e3nekun/epekTBHOCT
6nictepiB y bulk i Ta chapmakoHarnagy.
KapTOHHI Kopo6Lyi BVMPOGHMLTBO, BeefeHHst abo 3MiHu
nepBuHHe Ta [0 y3arasbHeHunx
BTOPVHHE [aHux nNpo cuctemy
nakyBaHHs: thapmakoHarnagy
Apavepg ®apma (BBEAEHHSA
C.A., NonbLya; y3arasibHeHUX AaHux
nepBrHHE Ta npo cuctemy
BTOPVHHE thapmakoHarnsgy,
nakyBaHHs, 3MiHa YNOBHOBaXEHOT
KOHTPO/b/BUNPO ocobwu, BignoBiganbHOI

6yBaHHs cepii:
Apameg ®apma
C.A,, Monbwa

3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy
3asBHUKa A1
3iiCHEHHSA
dhapmakoHarnsgy B
YKpaliHi, KLL0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBigansHoI
3a 34iliCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHI
OaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-




267.

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod

HenameH

Hasga
diroyoi
pe4yosuHuU

Ha

mosaHa

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

3asiBHUKa

469

KpaiHa Bupo6HuK

KpaiHa

PeecmpayjitiHa

ITpopoB>xeHHsT

ozarka 3

Ha3zsa*

BUPOGH
uKa

npoyedypa

tpaiina cuctemu

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

TABINEK

Lavandula

e

edipHa RO5CA

onis

Kancynm

KVILLIKOBOpOS'-WIHHi

dapmaueyTi
we chabpik

AscTpis

BMPOGHMLTBO
Hepo3dhacoBaHo

chapmakoHarnsgy Ta

Himeuyun

thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg,.
[litova pepakuin: dasig,
[xoH Nesic / David
John Lewis.
lponoHoBaHa
pepakuis: Kotan
Moxamepn Ani. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XXeHOI
ocobu, BignoBiganbHOI
3a 34jiCHEHHS
hapmakoHarnsgy.
3MiHa KOHTaKTHOT
0cobu 3asiBHUKA,
BiANOBiAaIbHOT 3a
3[iiCHEHHS
dhapmakoHarnsgy B
YkpaiHi. [itoua
pegakuis: Opnos
B’ssuecnas
BikTopoBuy.
[ponoHoBaHa
pepakuisi: TaHacoBa
3opsaHa MukonaisHa.
3MiHa KOHTaKTHUX
[AaHUX KOHTaKTHOI
0cobu 3asBHUKA,
BiANOBIAA/IbHOT 32
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi.
3miHa micus
3/ ACHEHHSI OCHOBHOT
LisANbHOCTI 3
thapmakoHarnsgy.
3miHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cuctemm

noro Homepa.

Ha/

BHECEHHS 3MiH 0
peecTpaLinHmX

6e3

peuyenmy

UA/5604/01/01




470 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
aetheroleu | nasaHau M'Aki no 150 mr; no MoHTaBiT T npoaykuii ABCTpis marepianis: 3MiHu |
m 10 kancyny M6X (kancynioBaHHs, My - 3MiHu LWoAo
6nicTepi; no 3 KOHTPO/Ib SKOCTI 6e3nekun/ehekTBHOCT
6nictepu B [O0NOMDKHUX i Ta chapmakoHarnagy.
KapTOHHIi Kopo6Lyi peyvoBuH, BBeneHHs ab60o 3MiHN
KOHTPO/b B [0 y3arasibHeHnx
npoteci [JaHux npo cuctemy
BMPOGHMLTBA): thapmakoHarnagy
KataneHt (BBEAEHHSA
Ixepmai y3arasilbHeHUX JaHnx
E6epbax, npo cuctemy
HimeyuunHa; hapmakoHarnsgy,
HaHeceHHA 3MiHa YNOBHOBaXEHOT
KMLLKOBOPO3YMH ocobwu, BignoBiganbHOI
HOro MOKpPUTTA 3a 3[iiCHEHHA
Ha kancyny, thapmakoHarnsgy;
nepBuHHE Ta KOHTaKTHOI 0cobu 3
BTOPVHHE chapmakoHarnsgy
nakyBaHHs, 3asBHUKa 41
KOHTPO/Ib AKOCTI 3AilicCHeHHsA
Ta BUMYCK cepii: dhapmakoHarnsgy B
dapmaueyTiwe YKpaliHi, K0 BOHa
habpik BiAMiHHA Bif
MoHTaBIT T'M6X, YMOBHOBaXEHOT
ABCTpis ocobu, BignoBiganbHoI
3a 3AjiCHEHHS
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
hapmakoHarnagy)
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3MiHa KOHTaKTHUX
LAHUX KOHTaKTHOT
0COo6U 3asBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsg B
YKpaiHi.
268. | TANTIKOM® timolol, Tacbnynpo | SO1EDS5 | kpanni ouHi; no 0,3 CaHTteH AT diHnAHAA Bupo6HuuTBO, PpaHuin BHECEHHS 3MiH 0 3a UA/15538/01/01
combinatio | cT, 1 My TIOGUKY- nepBuHHE Ta / peecTpauiiHnx peyenmom
ns TMMONON KpanesnbHuuj; no 10 BTOPWHHE PiHNAHL, mMartepianis: 3miHu Il
TIOOMK-KpanenbH1Lb nakyBaHHs, is My - 3MiHK 3 SKOCTI.

y nakeri; no 3

KOHTPOJ1b SKOCTi:

ADI. (iHWi 3MiHK).




471 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
NnakeTu B KApTOHHIl Na6opatyap OHoBneHHa ASMF Ha
KopoobLi tOHiTep, Ad| TadhnynpocTy,
®paHuis; BMpo6Huka AGC Inc.
Brvpo6HuK, no Version 9/date (27-
BiZJNOBIfAbHWIA 12-2022)
3a BUNYCK cepii: (3aTBEpAXEHO:
CaHTeH AT, Version 7).
PiHnAHAIA
269. | TANTIKOM® timolol, Tachnynpo | SO1ED5 | kpanni ouHi; no 0,3 CaHTteH AT diHnAHAjA Bupo6HMLTBO, PpaHLis BHECEHHS 3MiH 0 3a UA/15538/01/01
combinatio | cT, 1 My TIOBUKY- nepBuHHe Ta / peecTpauiiHnx peuenmom
ns TMMONON KpanenbHuui; no 10 BTOPVHHE PiHNAHA, marepianis: 3minHu |
THOOMKIB- nakyBaHHs, is UMy - 3MiHM LWoA0
KpanesbHUUb Y KOHTPO/b SAKOCTI: 6e3nekun/edeKTBHOCT
nakeTi; No 3 nakeTn Nabopatyap i Ta hapmakoHarnagy.
Y KapTOHHI kopobuj lOHiTep, 3miHa yacToTn Ta/abo
PpaHuis; TepMiHiB NoAaHHs
Brpo6HuK, perynapHo
BiAnoBigaNbHWI OHOB/IOBaHMX 3BITIB 3
3a BUMYCK cepii: 6e3nekun nikapcbknx
CaHTeH AT, 3acobis - 3miHa
diHNAHAIA 4acToTW NoJaHHs

perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku: Mditoua
peaakuis: NMogaHHA
perynsipHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku 3
nepioguyHIiCcTIO
BiANOBIAHO A0
NignyHKTY 1 NyHKTY 2
po3ainy 3 rnasun V
Mopsaaky 34iiCHeHHS
thapmakoHarnsgy,
3aTBEPAKEHOTO
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’A
Ykpainu Big, 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTBi rocTuuii
Ykpainu 29 ciyHg 2007
poky 3a Ne 73/13340
(y pepakuji Hakasy
MiHicTepcTBa OXOPOHM
3/10pOB's YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996) MponoHoBaHa




472 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
pepakuis: YactoTa
nofaHHsA perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn 3 poku
KiHueBa gata ansa
BK/TIOYEHHS AaHNX [0
PO3b6 - 02.12.2026 p.
[ata nogaHHs —
02.03.2027 p.
PekomengoBaHo [0
3aTBEPAXKEHHS
BiANOBIAHO A0
nepioguyHoCTi
nofaHHsa perynspHo
OHOB/THOBAHUX 3BITIB 3
6e3nekn Nikapcbkux
3acobiBy EC
270. | TEBOKAH Ginkgo ekcTpakT 3 | NO6DX0 | TabneTtku, BKpUTI [Op. Binbmap | HimeuunH [Op. Binbmap Himeuun BHECEHHS 3MiH 0 6e3 nionse | UA/14890/01/01
folium nnetA 2 NAiBKOBOIO LLisabe a LLisa6e MmbX i Ha peecTpauiiHnx peuyenma ae
TiHKro 060/10HKO, Mo 120 'm6X i Ko. Ko. KI martepianis: 3MiHu |
6ino6u mr; no 20 TabneTok Kl My - 3MiHN 3 SKOCTi.
CyXuii y 6nicTepi; no 1, 2 [OTOBWIA NikapcbKuii
(EGb abo 3 6nictepu B 3aci6. Onuc Ta cknag,.
761°) KapTOHHI Kopo6Lyi 3miHa y cknagi
(Ginkgo (BoNoOMKHMX
biloba L., peyoBUHax) roToBOro
folium) nikapcbKoro 3acoby

(iHWi goNOMiXHI
peyoBuHK) - Byab-aka
He3HayHa 3MiHa
KinbKicHOro cknagy
[OMNOMDKHWUX PEYOBUH
y roTOBOMY
nikapcbkomy 3acobi
BUyYEHHS 6apBHMKa
(nirmeHTy) Aiokcuay
TuTany (TiO2) 3i
cknagy naiBKOBOro
noKpUTTA. 3MiHu |
My - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbkunit
3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHU
BMNpO6yBaHb abo
[OMYyCTUMUX MEX,
BCTaHOB/IEHUX Y
cneuudikavisx, nig
yac BUpOGHMLTBA




473

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

roTOBOrO /liKapCbKOro
3aco6by (BUIyYEeHHs
HeCcyTTeBOro
BUNPOGYBaHHSA B
npoeci BUPO6HULITBA)
BUNYYEHHA NYHKTY IP1
(BunpobyBaHHsA B
npoLieci BUPO6HMLITBA)
«HacunHa WinbHICTb»
K HECYTTEBOIO |
3acTapinoro
napametpa 3a
piLLeHHAM KOMNaHii
BMPOGHMKA. 3MiHK |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. Cucrtema
KOHTeliHep/3aKkynoptos
anbHWit 3aci6. 3miHa y
NepBUHHIl ynakoBLj
roTOBOrO /liKapCbKOro
3acoby (skicHWi Ta
KinbKicHUIA cknag) -
TBepaj nikapcbki
cdhopmMu 3MiHa Y
NepBUHHIl ynakoBLj
roTOBOrO /liKapCbKOro
3aco6y 3 MBAX 40
r/M? Ha MBAX 90 r/m?,
antoMiHieBa 6nictepHa
dhonbra 3annaeTbes
6e3 3MiH

271.

TENAINIH

telmisarta
n,
amlodipin

Tenwvicapt
aH Ta
amioauni

C09DB0O
4

Tabnetku, 40 mr/10
Mr; no 10 Tabnetok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in

bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/Ib Cepili:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis

CnoseHi
a

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3miHu Il
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMM
OaHnUMn 3 SKOCTI,
OOKNIHIYHUMY,

3a
peyenmom

He
nionsie
ae

UA/17332/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KNIHIYHUMUW faHuMKn Ta
[aHuMK 3
chapmakoHarnsgy -
3MiHW BHECEHO B
IHCTpYKLito AnA
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"PapmakoTepanesTuy
Ha rpyna. Kog ATX "
(peparyBaHHs TEKCTY),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamu Ta iHLi
BVAW B3aemogjin”
(peparyBaHHs TeKCTy),
"Ocob6nuBocTi
3aCToCyBaHHS",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyanro”
(yTOuHeHHS
iHdpopmawii), "Cnoci6
3acTocyBaHHA Ta
[031n" (YTOUYHEHHS
iHchopmawii),
"MNepepo3yBaHHA",
"MobiuHi peakwyji".
TepmiH BBEAEHHS 3MiH
- npoTArom 6 micsAuis
nicns 3aTBepmkeHHs

272.

TENAINIH

telmisarta
n,
amlodipin

Tenwvicapt
aH Ta
amioauni

C09DB0O
4

Tabnetku, 80 mr/5
Mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/Ib Cepili:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHi
a

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3miHu Il
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMM
OaHnUMn 3 SKOCTI,
OOKNIHIYHUMY,

3a
peyenmom

He
nionsie
ae

UA/17332/01/02
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KNIHIYHUMUW faHuMKn Ta
[aHuMK 3
chapmakoHarnsgy -
3MiHW BHECEHO B
IHCTpYKLito AnA
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"PapmakoTepanesTuy
Ha rpyna. Kog ATX "
(peparyBaHHs TEKCTY),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamu Ta iHLi
BVAW B3aemogjin”
(peparyBaHHs TeKCTy),
"Ocob6nuBocTi
3aCToCyBaHHS",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyanro”
(yTOuHeHHS
iHdpopmawii), "Cnoci6
3acTocyBaHHA Ta
[031n" (YTOUYHEHHS
iHchopmawii),
"MNepepo3yBaHHA",
"MobiuHi peakwyji".
TepmiH BBEAEHHS 3MiH
- npoTArom 6 micsAuis
nicns 3aTBepmkeHHs

273.

TENAINIH

telmisarta
n,
amlodipin

Tenwvicapt
aH Ta
amioauni

C09DB0O
4

Tabnetku, 80 mr/10
Mr; no 10 Tabnetok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/Ib Cepili:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHi
a

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3miHu Il
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMM
OaHnUMn 3 SKOCTI,
OOKNIHIYHUMY,

3a
peyenmom

He
nionsie
ae

UA/17332/01/03
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KNIHIYHUMUW faHuMKn Ta
[aHuMK 3
chapmakoHarnsgy -
3MiHW BHECEHO B
IHCTpYKLito AnA
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"PapmakoTepanesTuy
Ha rpyna. Kog ATX "
(peparyBaHHs TEKCTY),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamu Ta iHLi
BVAW B3aemogjin”
(peparyBaHHs TeKCTy),
"Ocob6nuBocTi
3aCToCyBaHHS",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyanro”
(yTOuHeHHS
iHdpopmawii), "Cnoci6
3acTocyBaHHA Ta
[031n" (YTOUYHEHHS
iHchopmawii),
"MNepepo3yBaHHA",
"MobiuHi peakwyji".
TepmiH BBEAEHHS 3MiH
- npoTArom 6 micsAuis
nicns 3aTBepmkeHHs

274.

TENAINIH

telmisarta
n,
amlodipin

Tenwvicapt
aH Ta
amioauni

C09DB0O
4

Tabnetku, 40 mr/5
Mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
no 9 6nictepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta
BUMYCK Cepiii:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTPO/Ib Cepili:
KPKA, a.4.,
HoBo mecTo,
CnoseHis

CnoseHi
a

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3miHu Il
TUny - 3MiHM LWoA0
6e3nekun/edheKTBHOCT
i Ta hapmakoHarnagy.
3MiHN Y KOpPOTKiii
xapakrepuctuuj
niKapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT anA
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY i3 HOBUMM
OaHnUMn 3 SKOCTI,
OOKNIHIYHUMY,

3a
peyenmom

He
nionsie
ae

UA/17332/01/04
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

KNIHIYHUMUW faHuMKn Ta
[aHuMK 3
chapmakoHarnsgy -
3MiHW BHECEHO B
IHCTpYKLito AnA
MeAMYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3sginis
"PapmakoTepanesTuy
Ha rpyna. Kog ATX"
(peparyBaHHs TEKCTY),
"B3aemogisa 3 iHWMun
niKapcbknmu
3acobamu Ta iHLi
BVAW B3aemogjin”
(peparyBaHHs TeKCTy),
"Ocob6nuBocTi
3aCToCyBaHHS",
"3acTocyBaHHsA y
nepiog, BaritHocTi abo
rogysaHHsa rpyanro”
(yTOuHeHHS
iHdpopmawii), "Cnoci6
3acTocyBaHHA Ta
[031" (YTOYHEHHS
iHchopmawii),
"MNepepo3yBaHHA",
"MobiuHi peakwyji".
TepmiH BBEAEHHS 3MiH
- npoTArom 6 micsAuis
nicns 3aTBepmkeHHs

275.

TETPAKCUM®/
TETRAXIM
BAKUVHA AN
MPO®INAKTUKN
OUNDTEPII,
MPABLS,
KALLISTIOKY
(ALENIONAPHU
A KOMIMOHEHT)
TA
MOMIOMIENMITY
ALCOPBOBAHA,
IHAKTUBOBAHA,
PIAKA

Diphtheria
-pertussis-
poliomyelit
is-tetanus

avdpTepii
HWiA

aHaTOKCUH
1.

npasLeBwu
n

aHaTOKCUH
1.

aHTUreHn
Bordetella
pertussis:
KaLLI1t0KOB
nii
aHaTOKCUH
1.

doinameHT

JO7CAO
2

cycneHsis ans
iH'ekuilA; no 1
nonepeaHbL0
3anoBHEHOMY
wnpudy no 0,5 mn
(1 po3a) 3
NpUKpINIeHoo
roskoto (abo 2-ma
OKpEMUMU Trofikamu),
LLIO MIiCTUTb
cycneHsito ans
IH'EKUIN, B KAPTOHHIN
Kopoo6uji 3
MapKyBaHHSAM
YKpaiHCbKO abo
aHrniricbkoro, abo

CaHodi
Mactep

®paHuis

BMPOGHMLTBO
roToBOro
Hepo3acosaHo
ro nNpoaykTy,
KOHTPO/b SKOCTI,
BTOPVHHE
nakyBaHHs,
BMNYCK cepil:
CaHocpi MNactep,
®paHuis;
NOBHUIA LMKN
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BTOPVHHE
nakyBaHHs1,
BMNYCK cepil:

PpaHLis
/

Yropum
Ha

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. KoHTponb AdI.
3MiHa y meTogax
BMNpoGyBaHHSA AD|
a60 BuXigHoro
mMartepiany/npomikHor
0 NpoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETHCS
y npoueci
BMpo6HULTBa AdDI
(iHWi 3miHK y MeTogax
BMNPOGYBaHHSA
(BK/KOYAKOUM 3aMiHY

3a
peyenmom

UA/13069/01/01




478 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
HWi IHLWMMK iIHO3EMHVUMU CaHodpi MNactep, a60 [0NoBHEHHS) AdI
remarnoT mosamu; no 1 ®paHuis; abo
WHIH nonepeaHbO BTOPUHHE BUWXIiAHOr0/MPOMiXXHOro
(Pra)Y 3anoBHeHOMY nakyBaHHs, npoaykTy) - 3MiHa y
iHaKTMBOB wnpuyy no 0,5 mn BUMYCK Cepii: MeToZi BUNpobyBaHHs
aHuii Bipyc (1 po3a) 3 CaHodpi-ABeHTic A®| 3a NoKa3HUKOM
nosiomieni NPUKpPINJIEHo 3pT., YropwmHa "BigcyTHICTb
Ty, ronkoto (a6o 2-ma 3a/IMLLIKOBOrO
™ny 1 OKPEMUMM rofiKamu), [EePMOHEKPOTUYHOTO
(Mahoney) O MICTUTb TOKCUHY", WO
; cycneHsito gns BUKOHYETbCS HA
iy 2 IH'EKULi/i B KAPTOHHI Muwax gns
(MEF-1); Kopoo6Lji, B sikiiA oyuLLEeHOro
Tmny 3 MiCTUTbCSA NPOMDKHOrO NPOAYKTY
(Saukett); cTaHAapTHO- FHA, a came
tancop6oB eKCropTHa ynakoBka BU/TYYEHHS 3 TeCTy
aHi Ha Ta iHCTPpYKUia ans NO3UTUBHUX
rigparoBa MeLVYHOro KOHTpO/iB. TepMiH
HOMY 3aCTOCYBaHHSA 3 BBEJEHHS 3MiH -
TIOMIHI0 MapKyBaHHAM XOBTEHb 2027 - 3MiHN
rigpokcugi YKpaiHCbKO abo Il TNy - 3miHK 3
SKyNIbTUBO aHrnincbkor, abo AKOCTi. A®Il. KoHTpob
BaHi Ha IHLLMMMN IHO3EMHVIMK A®l. 3miHa y
KNiTUHaxX mMoBamMm napameTpax
Vero cneuudikauii Ta/abo

[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
Adl, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BUKOPWCTOBYHOTLCS Y
npoveci BUpobHuuTBa
A®| (po3LwmnpeHHs
[OMYCTUMUX MEX,
BU3HAYEHUX Y
cneuugikalisax Ha
BUXIgHI
marepianu/npomikHi
NPOAYKTH, AKi MaloTb
iCTOTHWIA BN/IMB Ha
AakicTe A®| Ta/abo
roTOBOrO /liKapCbKOro
3acoby) - 3miHa
KpuTtepito
NPUAHATHOCTI ANA
TecTy knacTtepHoi
aKTUBHOCTI Ha




479 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
KniTnHax CHO
(Chinese hamster
ovary cell - kniTuHn
AEYHUKA KUTalCbKOro
XOM'siKa), Lo
NPOBOAMNTLCA AK
KOHTPO/b NPV BUNYCKY
Ta B KiHLi TepMiHy
npuaaTHOCTI Ha
NPOMIXXHOMY MPOAYKTI
OUULLEHOTO
aHaTOKCUHY KaLlsTloKy
(PT). TepmiH
BBE/€HHS 3MiH -
TpaBeHb 2027
276. | TIBOPE/b - apriHiHy CO1lEX | pO34uMH OpasibHUiA; TOB "HOpis- Ykpaina TOB "tOpis- Ykpaina BHECEHHS 3MiH 0 3a UA/20222/01/01
ACIMAPTAT acnaptar no 100 mn a6o no dapm" dapm"” peecTpauinHmx peuyenmom
(L-apriHiHy 200 My marepianis: 3minHu |
L- KOPWYHEBIN NAsLLLi My - 3MiHU 3 AKOCTI.
acnaprar), nosliMepHiii 3 A®I. CTabinbHiCTb.
NeBOKapHi KPULLKOHO 3 3miHa nepiogy
TWH KOHTPO/IEM MEepLLOro

BiAKpMTTA, No 1
NAAWLUi 3 MipHUM
CTakaH4MKoM y
KOpOO6L 3 KAPTOHY

NOBTOPHMX
BMNpo6yBaHb/nepioay
36epiraHHa abo yMoB
36epiraHHs A®I (3a
BiACYTHOCTI y
3aTBEPAKEHOMY
[ocbe cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei, LWo
BK/IHOYAE nepiog
NMOBTOPHOTO
BUNPOBYBaHHS)
(nepios, NOBTOPHOrO
BMNpoGyBaHHsA/nepios
36epiraHHs) -
36ibLeHHs abo
BBEfleHHs nepiogy
NOBTOPHOTO
BMNpo6yBaHHA/nepios
y 36epiraHHs Ha
OCHOBI pe3ynbTartis
[OCNimpKeHb y
peaslbHOMYy 4aci.
36iNbLUEHHS TEPMiHY
nepekoHTposno APl
JleBOKapHITVH
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ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BMpo6Huka Northeast
Pharmaceutical Group
Company, Limited,
KnTaii (3aTBEpAXEHO:
retest period 2 years;
3anpornoHoBaHo: retest
period 3 years).
277. | TIOKTALUNO® thioctic TiokTOBa A16AX0 | Tabnetku, BKpUTI Biatpic HimeuumnH BVPOGHWK, Himeuun BHECEHHS 3MiH [0 3a He UA/6616/01/01
600 HR acid (o- 1 MN/1iBKOBOIO Xenckea a BiANOBiAaIbHNI Ha/ peecTpauiiHnx peyenmom | nidnse
ninoesa) 060/10HKO10, NO 600 6X 3a BMPO6GHMLTBO | IpnaHgis martepianis: 3miHa ae
Kkmcnota mr; no 30 a6o no Hepo3cacosaHo 3aaBHuka /13 (MIBIM)
100 TabneTok, T npoaykuji, (BnacHvika
BKPUTYX MNIBKOBOIO nepBuHHe Ta peecTpaLiiHoro
060/10HKOI0, Y BTOPVHHE nocsigyeHHs) (3rigHo
thnakoHi; no 1 nakyBaHHs, Haka3y MO3 Big
hnakoHy B KOPOO6LL KOHTPO/b AKOCTI: 23.07.2015 Ne 460).
3 KApTOHY MEJA 3MiHM BHECEHO B
MeHbtodhekuepu iHCTpYKLito Ans
Hr TM6X, MeANYHOro
HimeuumnHa; 3acToCyBaHHA
nikapcbKkoro 3acoby Ta
BUPOBHNK, y TEKCT MapKyBaHHS

BiANOBIAAIbHUI
3a BUNYCK cepii:
MEJA ®apma
v6X eHg Ko.
KI, HimeuunHa;

anbTepHaTUBHU
1 BUPOGHIK,
BiANOBigaIbHUI
3a BUPOGHNLTBO
Hepo3dacoBaHo
T npoayku;i,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepii:
PotTadapm
Nta., lpnaHgis

yNakoBKU NikapcbKoro
3acoby woao
[oflaBaHHA po3ainis
«3asABHMK» Ta
«Micue3HaxomKeHHs
3asiBHMKa». BBeAEHHS
3MiH npoTarom 12-tu
MicsyiB micns
3aTBEPMAKEHHSA. 3MiHU
| TMny - 3MiHKn Woa0
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasilbHeHUX JaHunx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobw, BignoBsiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, K0 BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHoI
3a 34iiCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTH
OaHi) Ta/abo 3miHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa KOHTaKTHUX
[LaHVX YroBHOBaXKeHOoI
0co6u 3as1BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3miHa
MiCLIe3HaXOKEHHS
macTep-gaiina
cuctemu
thapmakoHarnsgy.
3miHa micus
3/ ACHEHHSI OCHOBHOT
LisANbHOCTI 3
hapmakoHarnsgy.

278.

TPIO®OPTE®

acetylsalic
ylic acid,
combinatio
ns excl.
psycholept
ics

kucnota
auetunica
niunnosa;
napaueta
mon;
KogheiH

NO2BA5
1

Kkancynu; no 6
Kancyn y énicrepi;
no 1 a6o 2 6nictepu
B NauLj 3 KapToHY

MPAT
"OITOPAPM

Ykpaina

BiANOBIAAIbHUI
3a
BUPOGHMLTBO,
nepBuHHE,
BTOPUHHE
naxyBaHHs,
KOHTPO/b SKOCTI
Ta BUNyCK cepii:
MPAT
"®ITOPAPM",
YKpaiHa,;
BiANOBigaIbHUI
3a BUNycCK cepii,
He BK/IIoYaoyu
KOHTPO/1b/BUNPO
6yBaHHs cepii:
MPAT
"®ITOPAPM",
YkpaiHa

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
TMny - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. CtabifbHICTb.
3MiHa y TepmiHax
npugaTHocTi abo
ymoBax 36epiraHHs
roTOBOrO /liKapCbKOro
3acoby (3miHa 'y
3aTBEPAKEHOMY
npoToKosi
cTabinbHOCTI). 3miHa Yy
3aTBEPAKEHOMY
npoToKosi
crabinbHocTi N3,
LLoA0 NepioAnyHOCTI
3[iACHEHHS] KOHTPO/HO
NOKa3HWKIB, @ came:

6e3
peyenma

UA/2317/02/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

NOKa3HUKN
"OfHOpIgHICTb
[,030BaHNX O4MHULBL",
"OpfHOPIAHICTL MacK
BMICTY kancynn"
KOHTPOJIIOI0TLCA NPpK
BMMNYCKY Ta HanpuKiHLi
TepMiHy NpUAAaTHOCTI;
MOKa3HUKN
"lgeHTudikauis” Ta
"Mikpob6ionoriuHa
yucrtora”
KOHTPO/IOIOTLCA NpK
BUNYyCKy, Yepes 3
MicsLi nicns BUMYyCKy
Ta HanpuKiHLi TepmiHy
npuaaTHOCTI.

279.

YNCAPWH YMNCA

500 MI'

acetylsalic
ylic acid

auetunica
niynnosa
kucnora

NO2BAO
1

TabneTky wunydi no
500 mr no 4
TabneTky B CTpUMI;
no 4 ctpunu B
KapTOHHI Kopo6Lyi

YMNCA CAC

®paHuis

YMNCA CAC

PpaHLis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®I. CTabifbHICTb.
3miHa nepiogy
NOBTOPHMX
BMNpo6yBaHb/nepioay
36epiraHHa abo ymoB
36epiraHHa A®I (3a
BijCYTHOCTi Y
3aTBep)KEHOMY
[ocbe cepTudiikata
BiANOBIAHOCTI
€Bponeichbkii
hapmakonei, wo
BKJ/IIOYAE nepio,
NMOBTOPHOTO
BMNPOGYBaHHSA) (iHLUi
3MiHK) - MNprBeaeHHs
BHYTPILLUHBOrO nepiogy
NMOBTOPHOTO
BMNPO6YBaHHA AdI
aueTuncaniunnosa
Kucnota, Lo
3actocoByeTbca UPSA
(1 pik), y BignoBigHICTb
[10 3aTBEPXEHOr0 Ta
3apeecTtposaHoro CEP
Ne R1-CEP 2001-292-
Rev 04, BUpo6HMKa

6e3
peyenma

UA/2308/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

A®| Bayer Hispania,
S.L., AKunit
BCTaHOBJ/IIOE
nigTBEpLKEHNI re-test
period 24 wmicsaui -
3MmiHu | TUnYy - 3MiHK 3
akocTi. AdL.
CrabinbHicTb. 3miHa
nepiofy NOBTOPHWX
BUNpo6yBaHb/nepioagy
36epiraHHa abo ymoB
36epiraHHa A®l (3a
BiiCYTHOCTi Y
3aTBepKEHOMY
[ocbe cepTudiikata
BiANOBIAHOCTI
€Bponeiicbkili
hapmakoneli, wo
BK/IIOYAE nepiog,
NOBTOPHOTO
BMNPOGYBaHHS) (iHLUi
3MiHun) MpuBeaeHHsA
BHYTPILLUHBOrO nepiogy
NOBTOPHOTO
BMNPO6YyBaHHA AdI
aueTuncaniunnosa
Kucnota, Lo
3acTtocoByeTbca UPSA
(1 pik), y BignoBigHICTb
[10 3aTBEPXEHOr0 Ta
3apeecTtposaHoro CEP
Ne R2-CEP 1993-007-
Rev 06, BMpoGHMKa
A®| Novacyl, sikuit
BCTaHOBJ/IIOE
niaTBepXeHNIA re-test
period 3 poku

280.

YNCAPWH YTNCA
3 BITAMIHOM C

acetylsalic
ylic acid,
combinatio
ns excl.
Psycholep
tics

auetunca
niunnosa
Kucnorta,
ackopbiHo
Ba
KkucnoTa
(BiTamiH
0

NO2BA5
1

TabneTky Wwunyyi, no
10 TabneTok y Ty6i;
no 1 a6o 2 1yéu y
KapTOHHI Kopo6Lyi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuisn

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
BBegeHHs 260 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA

6e3
peyenma

UA/7598/01/01
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

y3arasilbHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOB&XEHOT
ocobwu, BignoBiganbHOI
3a 3[iliCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa 41
3[jiCHEHHS
dhapmakoHarnsgy B
YKpaliHi, KL BOHa
BiAMiHHA Bif
YNOBHOB&XXeHOT
ocobu, BignoBiganbHOI
3a 3AjiiCHEHHSA
chapmakoHarnsgy
(BK/IKOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MilLEHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy).
3MiHa yNnoBHOBaXKeHOT
0COo6V 3asBHMKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg,.
[Litova pepakuis:
Saloua Mekhfiwi.
[ponoHoBaHa
pefakuis: Jeremie
Magnaud. 3miHa
KOHTaKTHUX AaHnX
yNOBHOBaXeEHOT 0co6M
3asBHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.

281.

YPCO®A/IbK

ursodeoxy
cholic acid

ypcoaesok
cuxonesa
Kucnota

AO5AA0

CyCneHsis opasibHa,
250 mr/5 mn, no 250
M1y CKNSHIN
naswui; no 1
naswyi pasom 3 1
MipHUM
CTakaH41Kom B
KapTOHHI Kopo6Lyi

[p. ®anbk
dapma
M6X

HimeyunH
a

BignosigansHuii
3a BUNYCK cepiit
KiHLLeBOro
npoAykty: Ap.
dansbk Papma
M6X,
HimeuuunHa;
Bupo6Huk
[,030BaHoOIl
thopmu,
NepBUHHE,

Himeuyun
Ha/
Lliseiiua
pist

BHECEHHS 3MiH 40
peecTpauiiHnx
mMartepianis: 3miHu Il
UMy - 3MiHM LWoAo
6e3nekun/ehekTBHOCT
i Ta chapmakoHarnagy.
3MiHN Y KOpPOTKiit
xapakrepuctui
niKapcbKoro 3acooby,
TEKCTi MapkyBaHHs Ta
iHCTPYKLIi ans

3a
peyerimom

He
nionse
ae

UA/3746/01/01




485 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
BTOPVHHE MeAMYHOro
nakyBaHHs Ta 3acTOCyBaHHSA Yy
KOHTPO/b SIKOCTI: 3B'A3KY i3 HOBUMM
KopgeH dapma OaHnumu 3 SKOCTI,
dpibypr Al OOKNIHIYHUMN,
LiBaliHigepnaccy KAIHIYHMW faHMKn Ta
Hr ETTiHreH, AaHumm 3
Lseliuapis; hapmakoHarnsgy.
NosaH ®apma 3MiHU BHECEHO 0
v6X, IHCTpYKUiT Ans
HimeuuunHa; MeauYyHOro
Bnpo6HuK, 3aCTOCYyBaHHSA
BiANOBigaIbHNI nikapcbKoro 3acoby Ao
3a KOHTPO/1b po3giny "Mo6iuHi
SKOCTi: bioeksam peakujii" JOMOBHEHO
AT, WBeiiuapis; HOBI NOGIYHI peakuji Ta
JNlo3aH ®apma [04aHO TeKCT Woao
62X, BaXX/IMBOCTI
HimeuuunHa; NoBi4OM/IEHHS NPO
MpuBaTHWiA nigo3proBaHi NoGiyHi
HaykoBso- peakuii.
focnigHwi BBeneHHs 3MiH
IHCTUTYT npoTsArom 6 micsiuis
Xennenep nicnsa 3aTBepKeHHs.
v6X,
HimeuyunHa
282. | ®IKCAMPOCT® timolol, nataHonp SO1ED5 | kpanni ouHi, po3uvH; | JIJABOPATY ®paHuis EKCENBI3IOH PpaHLis BHECEHHS 3MiH 0 3a UA/19777/01/01
combinatio | ocT, 1 no 0,2 mn B AP TEA peecTpauiiHnx peuenmom
ns Tumonony 0[lHO4,030BOMY martepianis: 3MiHu |
masnear KOHTelHepi; no 5 My - 3MiHN 3 SKOCTi.
04HOA030BUX [OTOBWIA NikapcbKuii

KOHTeliHepiB,
3'eIHAHNX MiX
CO60I0 Yy CTPiUKYy Yy
caule; no 6 abo no
18 cawe (Ne30 a6o
Ne90) y kopobui

3aci6. 3MiHN Yy
BVMPOGHULTBI. 3MiHN Y
npoueci BUpobHULTBA
roTOBOrO /liKapCbKOro
3aco0y, BK/IoYatoun
NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCS
npy BUPOBHNLTBI
roTOBOrO /liKapCbKOro
3acoby (He3HayHa
3MiHa y npoueci
BUPOBOHULTBA)
HesHauHi 3miHn y
npoveci BUpobHuuTBa
y 3B'A3KY i3
BBE/JeHHSIM HOBOrO
po3mipy cepii 1000 5,




ITpopoB>xeHHsT

ozarka 3

486
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioYyeHHs1
Hassa*
a came: 3MmiHa npu

BHECEHHI copbiTy;
JofaBaHHsA HOBOrO
inbTpa, Akuii mae
TaKy X AKIiCTb, 8K i
3aTBEPMKEHNIA
inbTP, Wo
BUKOPVCTOBYETLCA
[ANA cepiii po3mipom
100 n 1a 300 n;
36inbLUeHHs 06'emy
npo6u posuunHy B, wo
BUKOPVCTOBYETLCA
NSt PO3YNHEHHSA
nataHonpocTy;
PO3LUMPEHHS
nianasoHy o6'emy,
AKUIA NOTPIBHO 311TH
Ha noyaTtky po3nmBy
npenaparty. 3MiHu |
TMny - 3MiHN 3 SKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. 3MiHM Yy
BVMPOGHWLTBI. 3MiHK
BMNpoGyBaHb abo
[OMYCTUMUX MEX,
BCTaHOB/IEHUX Y
crneundikaisx, nig,
yac BUpobHuLTBA
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHN)
3MiHa yacTotu
nepesipkn
repMeTUYHOCTI calle y
cneumdikauisx nig yac
BMPOGHMLITBA
roTOBOrO /liKapCbKOro
3acoby (3amicTb 10
nakeTiB KOXHi 4
rOAVHW NPOMOHYETLCSA
8 nakeTiB KOXHi 2
roguHmn). Takox, B
pamMkax Ui€i 3MiHn
BHOCATbCS pefaKLiiiHi
APYKapCbKi YTOYHEHHS
Bp.3.2.P.34
«KOHTPO/Ib KPUTUYHUX

cTagiii i NpomidkHOT




487 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

npoaykuii». 3miHu |
My - 3MiHK 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY
cepii Ta KOHTPO/IO
AKOCTi FOTOBOTO
nikapcbKoro 3acoby
(3amiHa abo
[oAaBaHHSA finbHWLI,
Ha SIKiil 34jicCHI0ETbCS
KOHTpONb/BUNpPOOYBaH
HS cepii) 3amiHa
LinbHULL
MiKpo6iosioriyHoro
BMNPOGYBaHHSA
roTOBOrO /liKapCbKOro
3acoby i3 KEYBIO
(Aubagne Cedex -
PpaHuin) Ha KEYBIO
(La Ciotat - ®paHuis).
3MiHn | Tuny -
AOMiHICTpaTVBHI
3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo
agpecu micus
NpOBaXEHHS
OisNbHOCTI
BMpoGHUKa/imnopTepa
roTOBOrO JliKapCbKOro
3aco0y, BKIoyaoun
OinbHULU BUNYCKY cepil
abo micue
npoBefeHHs
KOHTPO/IO AKOCTI.
([isnbHICTB, 3a AKy
Bignosigae
BMPOGHMK/iMNopTep,
He BK/10Yaoun BUMYyCK
cepiii) 3miHa agpecu
MiCLisi NPOBaKEHHS
AisnbHOCTI Ans
OiNbHUL BTOPYHHOMO
nakysaHHsa SERVIPAC
roTOBOrO liKapCbKOro
3aco6y. 3miHu | Tuny -




488 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

3MiHM 3 AKOCTI.
[oTOBWIA NnikapcbKunii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3MiHa
po3wmipy cepii
(BKNtOYAKOUN AianasoH
po3mipy cepii)
roTOBOrO /liKapCbKOro
3aco6y (36i/1bLUeHHS
00 10 pasiB NOpiBHAHO
i3 3aTBEPAKEHUM
po3mipom) 3miHa
pOo3Mipy cepii roToBOro
nikapcbKoro 3acoby:
[0[aHHA po3Mmipy cepii
1000 n, ansa
pO3LWMpPEHHS 06'eMy
BUMYCKY NPOAYKTY
(3aTBEpAXEHO: 100 N i
300 n). 3minm | TNy -
3MiHVM 3 AKOCTI.
[OTOBWIA NlikapCbKuii
3aci6. 3MiHM Yy
BVMPOGHWLTBI. 3MiHK
BMNpoGyBaHb abo
[OMYCTUMUX MEX,
BCTaHOB/IEHUX Y
crneundikaisx, nig,
yac BUpobHuLTBA
roTOBOrO /liKapCbKOro
3aco06y (iHLWi 3MiHN)
3MiHN JonycTUMmnX
MeX, BCTAHOB/IEHVX Y
cneuudikauisx nig vac
BMPOGHULITBA
roTOBOrO /liKapCbKOro
3acoby woao
uinicHocTi doinbTpa,
30KpemMa
NPOMNOHYETHLCA 3MIHUTK
cneumdikauit
BMNpobyBaHb
uinicHocTi (hinbTpa B
npoveci BUpobHuLTBa
(BnpobyBaHHs
NpPSAMOro noToKy).
3MiHn |l Tuny - 3MiHn 3
AKOCTI. [0TOBUIA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

nikapcbkuii 3aci6.
KOHTpOsb roToBOro
nikapcbKoro 3acooby.
3MmiHa napameTpis
cneumdikauii Ta/abo
[0NyCTUMUX MEX
roTOBOrO /liKapCbKOro
3acoby (3miHa
3HaxoAuTbCA No3a
3aTBEPAKEHNMU
[0nyCTUMUMK
mMexamn
cneuudikawii)
Po3LLUMPEHHA HUKHBLOT
Mexi cneumdikauii Ha
TepMiH NpuaaTHocTi
ANa avHaTpilo
efiletaty npuv KOHTPO
roTOBOrO /liKapCbKOro
3aco6y (HWXHSA Mexa
poswwupeHa 3 0,0465
r/100 mn go 0,0450
r/100 mn. fQitoua
pepakuis: 0.0475 —
0,0525 r/100 mn — npu
sunycky; 0.0465 —
0,0535 /100 mn — Ha
TEepMiH NpuaaTHOCTI.
MNponoHoBaHa
pepakuis: 0.0475 —
0,0525 r/100 mn — npu
sunycky; 0.0450 —
0,0535 /100 mn — Ha
TepMiH NpuAaTHOCTI.
MKS (Bepcis eCTD
0000).

283.

®/IABAMEA®
TABNETKW BIj,
KALLHO

ambroxol

amM6poKco
n

RO5CBO
6

Tabnetku no 30 mr,
no 10 TabneTtok y
6nicTepi; no 1 abo
no 2, abono5
6nictepiB y
KapTOHHI Kopo6Lyi

BEP/IH-
XEMI Al

HimeyunH
a

Bupo6HULTBO
"in bulk",

KOHTPO/Ib Cepili:

BEPIH-XEMI
Al', HimeuunHa;
MNakyBaHHs,
KOHTPO/Ib Ta
BUMYCK Cepiii:
BEP/IH-XEMI
Al', HimeuunHa;
Brpo6HMLTBO
"in bulk",

Himeuyun
Ha

BHECEHHS 3MiH [0
peecTpauinHmx
marepianis: 3miHu I
TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCT
i Ta hapmakoHarnagy.
3MiHU Y KOPOTKiii
XapaxkTepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi gns
MeAMYHOro

6e3
peuyenma

nionsie
ae

UA/3591/02/01




490 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*
nakyBaHHs Ta 3acTocyBaHHS

KOHTPO/b Cepili:

MeHapiHi-®oH
XeligeH TM6X,
HimeuunHa

reHepuyYHUX/ribpuaHNX
/6ionoaibHmx
nikapcbKuUx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHu Ha
pedhepeHTHUIA
npenapar (3miHa, aKy
HeobXigHO B
nofasbLIoMy
06r'pyHTYBaTN HOBUMMU
[08aTKOBUMUN JaHNMK
(Hanpuknag,
MOPIBHAHHICTb
6ionoriyHmx
nNiKapcbknx
npenaparis)) 3MiHu
BHECEHO [0 IHCTPYKL,i
ANA MeauyHoro
3acTocyBaHHsA
nikapcbKoro 3acoby y
posgainu
"dapMaKonorivHi
BMacTneocTi",
"Oco6nuBocTi
3acToCyBaHHS",
"3acTocyBaHHA y
nepiog, BaritHocTi abo
roflysaHHs rpyaato”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "Oitn"
(peparyBaHHs),
"Mo6iuHi peakwyi"
3rigHO 3 iHhopmaLieto
LL0A0 MEANYHOrOo
3aCTOCYyBaHHS
pedrepeHTHOro
nikapcbKoro 3acoby
(Mucosolvan®
Tabletten 30 mg).
IHCTpYKUis ans
MeAMYHOro
3aCTOCYyBaHHS
nikapcbKoro 3acoby
(eCTD Bepcis 0003)
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicnsa 3aTBepKEHHS.




491 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioYeHHs1
Hassa*
284. | ®NIMEHAI efinaconaz | edpiHakoHa | DOL1AC1 | pO34MH HaLLKipHUI O-p Peppi'c IHais EHK'106 ETikans IHais BHECEHHS 3MiH 10 3a UA/20805/01/01
ole 30”1 9 10 %; no 4 mn abo 8 | JlabopaTopi MpavisiT NimiTeq, peecTpauiiHux peyenmom
My h/1akoHi 3 c g marepianis: 3minHu |
annikaTopom 3i My - 3MiHK WoA0
LLiTOYKOO, 3aKpUTUIA 6e3nekun/epekTnBHOCT
KoBMaykom, rno 1 i Ta hapmakoHarnagy
h1akoHy B (iHLWi 3MiHW)
KapTOHHI Kopobuj OHoBNEHO TeKCT
MapKyBaHHsI
NepBUHHOI Ta
BTOPVHHOI YNakoBKu
nikapcbKoro 3acoby
(eCTD Bepcis 0002).
BBefeHHs 3MiH
npoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHS.
285. | ®/TIOHOKCUN xylometaz | kcunomet RO1AAO0 | cnpeit HazanbHWiA, CninbHe YkpaiHa CninbHe BHECEHHS 3MiH 0 6e3 nionse | UA/20482/01/01
oline asoniHy 7 [o3oBaHuin 1,0 YKpaiHCbKO- YKpaiHCbKO- peecTpauiiHnx peyenma ae
rigpoxnop mr/mn no 8 mn abo icnaHcbke icnaHcbke marepianis: 3MiHu |
na 10 mn, a6o 12 mny nignpvemMcTs nignpMeEMCTBO My - 3MiHK 3 SKOCTI.
nonieTusieHoBOMy o0 "Cnepko "Cnepko [oTOBWIA NikapcbKuii
KOHTElHepi 3 YkpaiHa" YkpaiHa" 3aci6. Cuctema
Hacocom i3 (MoBHUIA uyKN KOHTeliHep/3aKkynoptos
po3nunoBayem y BVMPOGHMLTBA, anbHuii 3aci6. 3miHa
naJi 3 KapToHy BUNYCK Cepil; pO3Mipy ynakoBku
KOHTPO/b roTOBOrO /liKapCbKOro
AKOCTI) 3acoby (3miHa

Macu/o6'emy BMICTY
KOHTeliHepa
6araTo,030B0ro
nikapcbKoro 3acoby
ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0[IH04,030BOrO,
4acTKOBOro
BUKOPUCTaHHS))
BBEJEHHSA
[0AaTKOBOro 06'emy
BMICTY KOHTeliHepa no
8 mn ta 12 mn, 6e3
3MiHM NepBVHHOIO
nakyBaslbHOro
marepiany. Ak
HacnifoK, BHOCATbCSA
BiANOBIAHI 3MiHM [0 p.
3.2.P.3.2. Cknag Ha
cepito, 3.2.P.5.1.




492

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

Cneupndpikanis(i),
3.2.P.5.2. AHaniTnyHi
meTtoguku, 3.2.P.5.4.

AHanisu cepiit,
3.2.P.7. Cucrema
KOHTelHep/
3aKynoproBasibHUIA
3aci6, 3.2.P.8.
CTabinbHICTb, a Takox
MK#A N3
(Cneumdikauis/MeTog,
1 KOHTpO/to N. O6’'em
BMICTYy KOHTeliHepa Ta
p. YnakoBka).

3aTBepmkeHo: p.
Ynakoska - Mo 10 mn y

nonieTuneHosomy
KOHTEeWHepi 3 HacocoMm

i3 po3nuoBavemM y
nauuj 3 KapToHy.
3anponoHoBaHo: p.
Ynakoska - 1o 8 mn
a6o 10 mn, a6o 12 mn
y nonieTuIeHoBoMy
KOHTelHepi 3 Hacocom

i3 po3nuntoBayem y

nauuj 3 KapToHy.

3MiHW BHECEHO B

po3ain "Ynakoska" B
iHCTpYKLito Ans
MeAMYHOro
3aCTOCYyBaHHA Y
3B'A3KY 3 BBELEHHAM
[08aTKOBOro po3Mipy
ynakoBKn
(nopaTkoBoro 06'emy
BMiCTY KOHTEliHepa) Ta
AK HacNigoK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHsI
[0[aTKOBOT yNaKoBKU
nikapcbKoro 3acooby.
BBeneHHs 3MiH
npoTArom 6-Tn MicAUiB
nicns 3aTBepKeHHs

286.

onymyumn

acetylcyst
eine

aueTunum
CTEIH

RO5CBO
1

PO3YMH NS iH'EKNA,
100 mr/mn; no 3 mn
B amnyni; no 5

3amb60H
C.M.A.

ITanisa

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3MiHu |

3a
peyenmom

UA/8504/01/01




493

ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
amnyny ™ny - 3MiHW WoAo
na1acTUKOBOMY 6e3nekun/eekTnBHOCT
NiAAOHI B KAPTOHHIN i Ta hapmakoHarnagy
nauui (iHWi 3MiHW).
OHOB/IEHHA TEKCTY
MapKyBaHHsI
NepBUHHOI Ta
BTOPVHHOI YNakoBOK
nikapcbKoro 3acooby.
TepMmiH BBegeHHsA
3MiH NpOTArom 6-Tn
MicsiyiB micns
3aTBEPAKEHHS.
287. | XITAKCA desloratad | gesnopar RO6AX2 | TabneTku, Wwo AT "Apavep, Monba BUPOBHMLTBO 3a Mpeuisi/ BHECEHHS 3MiH 40 6e3 UA/15529/02/01
ine afauH 7 AncnepryoTsca B dapma” NOBHUM UuKnoMm: | lMonbla peecTpauiiHnx peyenma
POTOBI NOPOXHWHI, [xeHadapm marepianis: 3MiHu |
no 2,5 mr; no 10 C.A,, lpeuis; UMy - 3MiHM LWoAo
TabneTok y 6nictepi, BMPOGHMK 6e3nekun/epekTBHOCT
no 1 a6o 3 6nictepu BiANOBigaIbHUI i Ta chapmakoHarnagy.

Y KapTOHHI kopobuj

3a BUNycCK cepii,
He BK/IIoYaouu
KOHTpONb: AT
«Apawvep,
dapmay,
MNonbLa;
Bupo6HuyTBO in
bulk, nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
Papmanac C.A.,
Ipeuis

BBegeHHs a60 3MiHN
[0 y3arasibHeHnx
[aHux nNpo cuctemy
thapmakoHarnagy
(BBEAEHHSA
y3arasibHeHUX JaHnx
npo cuctemy
thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT
ocobwu, BignoBiganbHOI
3a 3filiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3anBHUKa A1
3[iACHEHHSA
dhapmakoHarnsgy B
YKpaliHi, KLL0 BOHa
BiAMiHHA Bif
YNOBHOBaXXeHOT
ocobu, BignoBigansLHoI
3a 34jiiCHEHHS
chapmakoHarnsgy
(BK/IKOHAKOYM KOHTaKTHI
OaHi) Ta/abo 3miHn y
PO3MilLEeHHI MacTep-
tpaiina cuctemu
thapmakoHarnsgy) -

3MiHa KOHTaKTHMX




494 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
[LaHVX YroBHOBaXKeHOoI
0co6u 3a8BHUKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3MiHa KOHTaKTHUX
LAHUX KOHTaKTHOT
0COo6V 3asBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsg B
YKpaiHi
288. | XNMNOPFEKCUAWH | chlorhexidi | xnoprekc | DOBACO | po3uuH gns MPAT YkpaiHa BiAnNOBiAa/ibHUI | YKpaiHa BHECEHHS 3MiH 0 6e3 nionse | UA/18022/01/01
ne ONHY 2 30BHILUHLOIO "®ITOPAPM 3a peecTpauiiHnx peyenma ae
[OUTNIOKOH 3acTocyBaHHs, 0,05 " BUPOGHMLTBO, marepianis: 3MiHu |
ar %; no 100 mn a6o nepBuHHE TMny - 3MiHK 3 SKOCTI.
200 My nakyBaHHs, [oTOBWIA NikapcbKuii
noniMepHmX KOHTPO/b AKOCTI: 3aci6. 3MiHn y
chnakoHax 3 MPAT BMPOGHMLTBI. 3MiHa
Hacagkoto ons "®ITOPAPM", iMnopTepa/3MiHu, Lo
CrnpsAMOBaHoOro YkpaiHa CTOCYHOTbCS BUMYCKY
BBE/eHHS BigNoBigaIbHWI cepii Ta KOHTPO/IO
nikapcbKoro 3acoby 3a AKOCTi rOTOBOrO
BUPOGHMLTBO, nikapcbKoro 3acoby
nepBuHHE (3amiHa abo
nakyBaHHs Ta [0AaBaHHSA

KOHTPO/1b AKOCTI:

TOB "®apma
Yepkac",
YkpaiHa
BiANOBIAAIbHUI
3a
BUPOGHMLTBO,
nepBuHHE
nakyBaHHsA Ta

KOHTPO/1b AKOCTI:

MM "Kinaddp",
YkpaiHa
BiANOBigaIbHUI
3a BUNyCK cepii,
He BK/IOYaoun
KOHTPO/L/BUNPO
6yBaHHs cepii:
MPAT
"®ITOPAPM",
YkpaiHa

BUPOGHMKA, LLO
Bignosigae 3a
BBE3€eHHA Ta/abo
BUnyck cepii) - He
BK/THOHAI0UM
KOHTpO/b/BMNpo6yBaH
HS cepil. 3miHa
afpecyt BUPOGHNYOI
AiNbHULI ANa BUNYCKY
cepii MPAT
"®ITOPAPM". 3MiHn
BHECEHO B pO34inun
"BUPOBHUK" Ta
"Micue3HaxomKeHHS
BMPOOHVKa Ta agpeca
MiCList NPOBaKEHHS
noro gisnbHocTi" B
iHCTpYKLito Ans
MeAMYHOro
3acToCyBaHHs Ta AK
HacnifokK - y TekcT
MapKyBaHHS yNakoBKu
nikapcbKoro 3acooby.
BBegeHHs1 3MiH
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ITpopoB>xeHHsT

ozarka 3

n/n

JliKapcbKo20

Hassa

3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

NPOTArom 6-Tu MicaLiB
nicns 3aTBeppkKeHHs.
3MiHu | TUnYy - 3MiHK

oo
6e3nekn/edheKTBHOCT

i Ta hapmakoHarnagy

(iHLWi 3MiHW). 3MiHK
BHECEHO Yy TEeKCT
MapKyBaHHsI
NepBUHHOI YNakoBKK

nikapcbKoro 3acoby (n.
17) wopo BUMyYEHHS

nocuNaHHA Ha canT

KomnaHii. BBeieHHs

3MiH NPOTAroM 6-Tu
MicauiB nicns
3aTBEPAKEHHS.

289.

LEPE3/M® 400

of4

imiglucera
se

imirniouep
asza

A16ABO
2

MOPOLLOK ANst
NPUroTyBaHHs
KOHLEHTpaTy ans
pPO34uHY ANs
iHdpysiin no 400 OJ,
1 abo 5 hnakoHiB 3
MOPOLLKOM Y
KapTOHHI Kopo6Lyi

CaHodi B.B.

HinepnaH
an

Brpo6HMLTBO
KiHLLeBOro
NPoAyKTy
(fillAfinish),

KOHTPO/Ib cepil,
nakyBaHHs,

MapKyBaHHS,

MicLie3Haxomxe
HHS
YNOBHOB&aXeHOI
ocobu, BUNYyCK
cepii: [xeHsaiim
IpnaHg, Niviten,
IpnaHgis

IpnaHgis

BHECEHHS 3MiH [0
peecTpauiiHnx
martepianis: 3MiHu |
My - 3MiHN 3 SKOCTi.
A®l. BupobH1UTBO.
3MiHM B npoueci
BMpo6HULTBa AdDI
(He3HayHa 3MiHa y
npoveci BUpobHuLTBa
AdI).
HesHauyHa 3MiHa y
npoveci BUpobHuLTBa
Ailo40T peYoBUHHY, a
came BrpoBagKeHHs
HEK/T040BOro
napameTpa npotiecy
(Non-KPP) ans
Temneparypu 36opy
entoary CM 3
BCTaHOB/IEHVM
po6oymM fianazoHom
2-10°C. 3miHu | Tuny -
3MiHu 3 aKocTi. AL,
KoHTponb A®I. 3miHa
y MeTogax
BMNPO6YBaHHA AdI
abo BuxigHoro
marepiany/npomiKHor
0 NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETHCA
y npoLeci

3a
peyenmom

UA/8659/01/02




496

ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

®Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BMpoOHULTBa API
(He3HayHi 3MiHn y
3aTBEPAKEHNX
meToAax
BMMNPOGYBaHHS).
He3HauHi 3miHn y
3aTBEPMKEHNX
meToAax
BMNPOGYBaHHS Aito4oi
peyoBVHM, a came
OHOBJ/IEHHSA
po3paxyHKy Ta
KpuTepiiB
NPUAHATHOCTI ANA
yncna TeopeTUUHNX
Tapinok, po3aisibHoi
34aTHOCTI Ta
KoedpiljieHTa acumeTpii
(thbakTopa cumeTpii) 3
MeTO0 BiANOBIAHOCTI
Buvmoram USP
xpomatorpadii gns N-
rNiKO3NBaHHA Ta
arperaulii.

290.

LUNCMNNATUHA
AKKOPJ,

cisplatin

umucnnatu
H

LO1XAO
1

KOHLeHTpaT Ans
PO34nHyY Ans
iHdpysii, 1 mr/mn, no
10 mn, no 25 Mn, no
50 mn, no 100 mny
thnakoHi; no 1

hNakoHy y
KapTOHHI Kopo6Lyi

Akkopa
Xenckea
Moncka Cn.
3.0.0.

MonbLua

Bupo6HULTBO
N3, nepsuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii:
IHTac
dapmacbloTikas
3 NlimiTes, IHAjs;
anbTepHaTUBHA
1 BUPOBHUK:
IHTac
PapmacbloTikau
3 Mliviten, IHAis;
BTopuHHe
nakyBaHHS:
AkKopp, Xernckea
NimiTen, Benuka
BpuTaHis;
KOHTPO/b SKOCTI
cepiii:
dapmagokc
Xenckea Jita,,
MasibTa;

IHais/
Benvka
BpuTaHi

a/
Manbta/
MonbLwa

/
Mpevwjis/
YropLum
Ha

BHECEHHS 3MiH 10
peecTpauinHmx
marepianis: 3minHu |
My - 3MiHU 3 AKOCTI.
Ceptucpikar
BignoBigHocCTI/TE-
cepTudikat
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei/MoHorpa
ooii. MogaHHA HoBOrO
ab0o OHOB/IEHOTO
cepTudpikata
BiANOBIAHOCTI abo
BUJTyYEHHSA
cepTudpikata
BiANOBIAHOCTI
€Bponeiicbkil
hapmakonei: gna Adl;
Ansa BUXigHOro
marepiany/peareHTy/n
POMIKHOTO MPOAYKTY,
Lo
BUKOPWCTOBYHOTLCH Y

3a
peyenmom

UA/15240/01/01




497 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HerameH | pe4yoBUHU ynakoska) uka HST** 20
mosaHa nocsioyeHHs1
Hassa*

KOHTPO/1b AKOCTI
cepiii:
dapmasanig
nra.
Mikpob6ionoriyHa
naboparopis,
YropuuHa;
BiZJNOBIfAbHWIA
3a BUNYCK cepii:
Akkopg Xenckea
Moncka Cn. 3
0.0. Cknapg,
ImnopTepa,
MonbLya;
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepiii:
Akkopg Xenckea
CiHrn Membep
C.A., I'peuis

BMPOGHMUTBI ADIl; ans
[ONOMDKHOT PEYOBUHU
(ceptudpikat
BiANOBIAHOCTI
€Bponeiicbkili
thapmakoner) -
OHoBNEHUA
cepTudikaT Bif yxe
3aTBEPAKEHOr0
BUPOGHMKa - MogaHHA
OHOBJ/IEHOTO
CepTuchikata
BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei CEP
2003-075-Rev 04
(3aTBepaxeHo: R1-
CEP 2003-075-Rev
03) gna gitoyoi
PEYOBWHM
LincnnatuHy Big
3aTBEPAXEHOr0
Bupo6Huka HERAEUS
DEUTSCHLAND
GMBH&CO.KG,
GERMANY. Y 3B'Aa3ky
3 oHoBNeHHsAM CEP
Bigbynacs 3miHa
Ha3BW BUPOOHMKA Ha
HERAEUS
PRECIOUS METALS
GMBH & CO. KG,
GERMANY. 3minu |
TMNYy - 3MiHU 3 AKOCTI.
[oTOBWIA Nnikapcbkunii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3amiHa
abo BBeEHHSA
[04aTKOBOT AiNbHNLI
BMpOOHULTBA AN
4acTUHK abo BCLOro
BMPOGHMYOro npouecy
roTOBOrO /liKapCbKOro
3acoby (ginbHUUA ans
BTOPWHHOTO
nakyBaHHs) -
AofaBaHHA
BUPOGHMKA
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ITpopoB>xeHHsT

ozarka 3

n/n

Hassa
JliKapcbKo20
3acoby

MixHapod
Ha
HenameH
mosaHa
Ha3zsa*

Hasga
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOGH
uKa

Peecmpayjitina
npoyedypa

Ymosu
Bionycky

Pekna
MyBaH
Hs**

Homep
peecmpayiliHo
20
nocsioyeHHs1

BignoBigasIbHOro 3a
BTOPWHHE MaKyBaHHS:
Akkopp, Xenckea CiHrn
Membep C.A. (64-ii km
HaujioHanbHOI goporu
Adpitu, Namis, 32009,
I'peuif) / Accord
Healthcare Single
Member S.A. (64th
Km National Road
Athens, Lamia, 32009,
Greece). 3minHu | TUNy
- 3MiHW 3 AKOCTI.
[oTOBWIA NnikapcbKuii
3aci6. 3mMiHN Yy
BMPOGHMLTBI. 3MiHa
iMnopTepa/3MiHn, Lo
CTOCYIOTbCSA BUMYCKY
cepii Ta KOHTPOsI0
AKOCTi rOTOBOrO
nikapcbKoro 3acoby
(3amina abo
[ofaBaHHA AiNbHUL,
Ha SKil 34jACHI0ETbCSA
KOHTpOnb/BUNPOGYBaH
Hs cepii) - AofaBaHHsA
BMPOGHMKa
BignoBigasIbHOro 3a
KOHTPO/b AKOCTI
cepiii: Akkopg,
Xenckea CiHrn
Mem6ep C.A. (64-1i km
HauioHanbHoi goporu
AdpiHn, Namisa, 32009,
Ipeuis) / Accord
Healthcare Single
Member S.A. (64th
Km National Road
Athens, Lamia, 32009,
Greece)

291.

LUTPAMOH-
JAPHULIA

acetylsalic
ylic acid,
combinatio
ns excl.
psycholept
ics

aueTwnica
niunnosa
KMcnoTa;
napaueTa
MorT;
KogheiH

NO2BA5
1

Tabnetku, no 6 abo
no 10 Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBskax; no 6 abo
no 10 TabneTok y
KOHTYPHIli
YapyHKOBIl

MpAT
"®apmauesT
nyHa dpipma

"fapHuus”

Ykpaina

MpAT
"®apmaueBTUyH
a thipma
"fapHnus”

Ykpaina

BHECEHHS 3MiH 40
peecTpauiiHnx
marepianis: 3MiHu |
My - 3MiHN 3 SKOCTI.
[oTOBWIA NikapcbKuii
3aci6. Onwvc Ta cknag,
(IHLWi 3miHK)
OHOBJIEHHA pO3AiNny

6e3
peyenma

UA/6550/01/01




499 ITponoB>xeHHs fofaTKa 3
Ne Hassa MixHapod Hassa Koo dopma sunycky 3assHuUK Kpaina Bupo6HUK KpaiHa PeecmpayjitiHa Ymosu Pekna Homep
n/n JliKapcbKo20 Ha diroyoi ATX (nikapcbka ¢hopma, 3asiBHUKa BUPOGH npoyedypa Bionycky MyBaH | peecmpayiliHo
3acoby HermameH | pe4yoBUHU ynakoska) uKa HsT** 20
mosaHa nocsioyeHHs1
Hassa*
ynakosLi, no 1 3.2.P.3.2. Cknag Ha
KOHTYPHIlA cepito, y 3B'A3KY 3
YapyHKOBIli ynakoBLyi NpUBEAEHHSAM Y
B nauuj; no 10 BignoBigHicTb go CTD-
TabneTok y dopmaTy, 6e3 3MiHun
KOHTYPHIl cknagy. 3minu | Tuny -
YapyHKOBIl 3MiHU 3 AKOCTI.
ynakosLi; no 6 abo [OTOBWIA NikapcbKuii
no 12 KOHTYPHWX 3aci6. 3mMiHN Yy
YapyHKOBUX BMPOGHULTBI. 3MiHU Y
ynakoBOK B nayLi npoLeci BUpoGHMLITBA
roTOBOrO /liKapCbKOro
3aco0y, BkIoyatoun
NPOMIKXHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCS
npv BUPOOHULTBI
roTOBOrO JliKapCbKOro
3ac006y (iHLWi 3MiHN)
OHOB/IEHHA po3Ainy
3.2.P.3.3 Onunc
BMPOGHMYOro npouecy
Ta KOHTPO/I0 NpoLecy,
Y 3B’3KYy 3
onTumizauiero
TEXHOMOrIYHOro
npouecy.
* gidrnosidHo do iHghopmayii ogiyitiHozo catimy Lienmpy BOO3 no crisnpayi 8 Memodosiozii cmamucmuyHux docnidxens (https://www.whocc.no/atc_ddd_index/)
**y pasi BHECEHHS 3MiH 00 IHCMPYKUIT Npo MeoduyHe 3acmocyBaHHSs
B.o. HayanbHHUKA
dapmaleBTUYHOI0 YIpaB/IiHHA Osnekcanpp

I'PINEHKO
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IIEPEJIIK
JIIKAPCBKHMX 3ACORIB, IKVM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIII ABO Y
BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

IIpojoBxxeHHs fofaTKa 3

AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3p0poB’a YkpaiHn «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiliHux

MaTepianie»
Big 13 kBiTHA 2026 poky Ne 498

Ne Hassa Popma 3assHUK Kpaina Bupo6HuUK KpaiHa lMiocmasa lMpoyedypa
n/n JNliKapcbKo20 Burnycky
3acoby

1. EKTEPULUNO® PO34uMH A TOB "BIOJIIK YKpaiHa TOB YkpaiHa 3acifaHHs i . ) . ) .
30BHILUHbOIO PAPMA" "BIONIK HTP Neo 11 BlHMOBMTM Yy 3arBepg)XeHHl - 3MIHN | TMny - 3MIHM 3 AKOCTI. [oToBUIA
3aCTOCYBaHHS; DAPMA" BiA Nikapcbkunii 3aci6. KOHTPO/b rOTOBOrO MikapcbKoro 3acoby. 3MiHa napameTpis
no 50 MmN a6o 19.03.2026 cneuudikalin Ta/abo JOMYCTMUX MeX TOTOBOrO Jlikapcbkoro 3acoby (iHui
no 250 Mn B 3MiHu) (B.1l.r.1. (x) IB), BHeceHHs 3MiH g0 Creuundikavii/MeToais BUNPO6YBaHHS

NAALWLi CKNSHIi;
no 1 nnswui B
nauuj

N3, 30kpema: 3amiHa nokasHuka "CTepusbHICTL" Ha NokasHMK "MikpobGionoriyHa
ymcToTa". BignosigHo BUMor Aitouoi pedakyii AdY, 3aranbHOT CTaTTi Ha flikapebki
3acobu "Pigki nikapcbki 3acobu A11 HaLLKIPHOTO 3acToCyBaHHA" - "pifaki Nikapcbki
3ac061, NpU3HaYeHi A1 BUKOPUCTaHHA Ha AyXe YLIKO[KEHIN LWKipi, MaloTb 6yTn
cTepunbHuMK”. OCKINbKW, B IHCTPYKLUiT ANS MeAUYHOro 3acTocyBaHHA Ha /13
"ExTepuuma” B po3gini MokasaHHs 3a3Ha4YeHo - "NikyBaHHsA nicnsionepayiiHix Ta
TpaBMaTUYHUX paH, YCKIAAHEHUX THINHOW IHEKLUiE; paH, Lo MOBifIbHO
rpaHyiolTb Ta A0BIO He 3arollTbCs; PypyHKYNiB; kapOyHKyniB; HOpPULEBUX
OOpM OCTEOMIENITY; ONiKiB; TPODIYHMX BUPA3OK 3 HArHOEHHAM", KOHTponb M3
3a nokasHuMkom CTepunbHICTb Mae NPOBOAWTUCH BiAMOBIAHO A0 3aTBEPAKEHOT
cneuudikayii Ta Bumor AdY. Takox, 3rigHO HagaHOro eKCrnepTHOro BMCHOBKY
npoinsHOI KoHCynbTaTuBHOI-eKCnepTHOT rpynu «[MpOTUMIKPOOBHI,
aHTUreNIbMiHTHI  Ta NPOTMBIPYCHI JlikapCbki 3acobu», OCKiIbkn B ymoOBax
3aCTOCYyBaHHA 3a3HAa4YeHO «HaK/MafaHHA Ha paHy CepBeTKM, 3MOYeHO!
npenapaTtom», AaHuii  nikapcbkuii 3aci6 Mae 6esnocepefHili  KOHTakT i3
BHYTPILLHIMX  pigHaMn  opraHiamy, TOMYy BUK/OUYEHHSA BunNpobyBaHHA 3a
NMOKa3HNUKOM «CTepU/bHICTb» € HeAOLi/TbHAM

B.o. Haua/IbLHUKAa
dapmMaleBTTUUHOr0 yrpaB/IiHHA

I'PINEHKO

Oekcanjp
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