AEPXIIIKCITYXBA
AEPXKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KMIBCHKIA OBJIACTI

npocnekT Banepis JloGaHoBckkoro, 51, M. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Ko €JIPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3eHOro B YKpaiHy JIikapchKoro 3acoby

09.02.2022 Ne 3795/22/10

AJUIET'PA® 120 MI'

(HaHMeHYBaHH TikapchKoro 3aco6y 3rilMo 3 peecTpalifHIM TMOCBiTYeHHAM )
Ta01eTKH, BKPHTI 060,10HK010, M0 120 Mr Ne 10: o 10 Taéaerox y Gaicrepi; no 1 6aicrepy B
KapTOHHIH KopoOni

((bopma BHIycKy, 03YBAHHS, BU NAKYBAHHA JiKAPCHKOTO 3ac06y)
Howmep peecrpauiinoro nocsimaenns UA/8500/01/01 crpok xii peectpamitioro mocsimaenss 01.01.2099
Cepis nikapcekoro 3acoby Ne GT467A Kinskicts BBE3€HOTO iKapcrkoro 3acoby 15000

BupoGHuk CAHO®I BIHTPOIT IHTACTPIA - TYP3, dpanuis

(HaliMeHyBaHHA BUPOGHHKA JTiKapcRKOro 3acoby, KpaiHa [OXOKEeHHS)

Beeseno B Vxpainy ToBapucTBO 3 oﬁMgmeHom BizmosigaasnicTio "OIIEJLJIA
XEJICKEA YKPAIHA", inenr. kon: 43726391

(HaliMeryBanns 1a kox 32 €JIPTIOY opuanuHoi ocobH a6o Tpi3BHILE, iM'4, MO 6aThKOBI PizHyHOT
0co0u - minnpuemMus, ii Micue NpoXUBaHHS Ta peecTpauiduuii HoMep 06iKOBOT KAPTKH NIATHHKE
nonarkis a6o cepist Ta HOMep macnopra)

IIporoxon BisyannHoro koutposo Bin 01.02.2022 Ne 0257/1.

3a  pesynpTaTaMH JIepXaBHOrO KOHTPOIIO BCTAHOBJIEHO, MO Jikapcbkui 3aci6 BBesewo B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTRA MO0 3a0e3MeYeHHs AKOCT TiKapChKHX 3ac0GiB.
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SANOFI

Ilepeknan

CEPTHU®IKAT CEPII BAPOGHUKA

Hassa npenapary:
Jlikapcbka ¢popma:

Jiroui peyoBUHU:

Cepis Ne:
JlaTa BUTOTOBJIEHHA:
INlpuaaTHuii go:

AJpeca Ta Ha3Ba BUPOGHHKa:

AJZpeca Ta Ha3Ba Ai/ILHUILI
NaKyBaHHA:

PeecTpaniiine nocBigueHH:
JlieH3iss Ha BUPOGHUI[TBO Ne:
Tun naKyBaHHS:

Po3mMip cepii:

AJIJIETPA® 120 MT
TabJIeTKH, BKpUTI 060JI0HKOM, 110 120 Mr

dexcodpenaguny rigporaopuy 120 mr
(exBiBasieHTHO 112 Mr PekcodpeHaAUHY)

GT467A

04 cepnHa 2021

auness 2024

CAHO®I BIHTPOIT IHAACTPIA - TYP3
30-36, Aeniwo I'toctas Elidens, TYP3, 37100
®PAHIIIA

CAHO®I BIHTPOIT IHAACTPIA - TYP3
30-36, ABenwo I'octas Eiidens, TYP3, 37100
OPAHIIA

Ne UA/8500/01/01

2021.087_1_2

Ne10: no 10 Tabs1eTok B 6s1icTepi; no 1 6sicTepy B KapTOHHIN Kopoobui

15 000 BunyuieHux yrakoBOK

JlaHuM 3acBiguyto, 110 HaBeAeHa BUIlle iHpopMallis € JOCTOBIpHOIO Ta TOYHOM. /laHa cepis 6y./1a BUpOOJIEHa,
BKJIIOUAIOYM IaKyBaHHS/MapKyBaHHs Ta KOHTpPOJb SIKOCTI Ha BHIe3a3HayeHil [JibHULI y MNOBHIH
BignmoBigHOCTI 3 BUMOoraMu GMP, BCTaHOBJIEHUMHU MICLIEBUM PETYJAATOPHUM OPraHOM, a TaKOX BiZOBiAHO
o crnenudikalii, WO MICTATbCA Y peecTpaliiHOMy A0Cke KpaiHH-iMmnopTepa. [[poTOKO/IM BUPOGHUIITEA,
NaKyBaHHs Ta aHaJi3iB Oy/id leperJissHYTi Ta BCTAHOBJIEHO BiAnoBigHicTL GMP.

IM’q1, mocaja Ta miANUC ymoBHOBAaXKeHO0i 0CO6H, 10 YIOBHOBAXKEHA HA BUMYCK cepii:

KAMIH PIBAJIEH [CAMILLE RIVALIN]

Ynosnosasicena ocoba
Aara: 03 rpyans 2021

JMignuc/



Ceptudikar anaxisy /
CepTudikar cepii

SANOFI v g

[lepexnaan

CAHO®I BIHTPOIIT IHAACTPIA
30-36, aBeHto l'octaB Eiidesb,
37100 Typs, ®panuis

Bupo6nuya ginpHULs: TYP3

ApTHKYI: 574476 | |

Onmc: AJUJIETPA® 120 MT, TabseTKH, BKpUTi 06010HKO010, Ne10 ns1a Ykpainu

Homep cepil: GT467A Jlata Bupo6uuutna: | 04 cepnna 2021
OrnspoBa napTis: 000007094657 [IpugaTHUL fo: JianeHs 2024

Tun: Tabs1eTKH, BKpUTi o60si0HK010 | [laKkyBaHHS: 1 6stictep no 10 TabsieToK
YMoBHU 36epiraHHs: 36epirannas npu <25°C

Kpaina-imnoprep: YkpaiHa

PeryasaTopHuii dain: VV-QUAL-0286465

Bepcis Ceptudikarty ananizy: | 1

HalimeHyBaHHA NOKa3HHUKIB Bumoru MK/ (cnenudikanii) Pe3ysbTaTU BUNIPOGYBaHb
Onuc TabaeTku nepcuKoOBOro Koabopy B opmi BianoBigae
Onuc KaTlCyJI1, BKPHUTI 000JIOHKOM), C
rpaBipyBaHHaM «012» Ha OAHIN CTOPOHI iy
BUIJIS] IPONMCHOI JIiTepH «e» Ha iHILIIN
CTODOHI, po3MipoM NpUGJIU3HO
6,1x15,8 MM
InenTudikanis
dekcodeHaauny rigpoxaopus (BEPX) BianoBifHiCTh Yacy yTpUMyBaHHA Ha Bianosigae
XpoMaTorpaMax BUIPoGyBaHOro Ta
CTaHAapPTHOTO PO34YUHY
dekcodenanuny rigpoxaopug (14) I4 cniexTp 3pa3ka Ma€ MaKCHUMYMH
NOTJIMHAHHS NPY THUX CAMUX AOBXUHAX BianoBigae
XBUJIb, 1110 i COEKTP CTAHJAAPTY
Tutany giokcun, Bignosizae Bignosigae
Oxcup 3asisa Bignogigae Bignosigae
Tecrn
OfHopigHICTh AO3YBAaHHS Bianogigae Bumoram USP/€EBp. Papm. Bignosinae
Po3uuHeHHsA
S1: Minimy™m 4epes 45 xB 285% 97 %
BMicT Bogu He 6iabiie 6,5 % 3,9%
IIpoAyKTH po3naay
MDL 102.038 <0.6% He BUSAAB/ISAETHCS KiJIbKICHO
MDL 46.016 <03% He BUgBJIEHO
CyMa iHIIMX NPOAYKTIB po3nagy <0.2% He BUSIBJISIETBCSA KiJIBKiICHO
CyMa BCiX NpOAYKTIiB po3naay <1.0% He BUSBJSIETHCS KiJIBKiICHO

KinbKicHe BU3HaAYeHHS

dekcodeHaAUHY TipOXIOPHUS

114,0 - 126,0 Mr/TabaeTKy

| 118,1 Mr/TabseTKy

KoHTposb 9KOCTI 3a MiKp0o6ioIOTiYHHMU MOKAa3HUKAMH BUKOHYEThLCS TEpioAUYHO.
[uMm miaTBep KyeMo Bci cTafii BUpoOHUITBA JaHoi cepii rOTOBOro mMpoAyTy GyJiM TPOBeJeHi y BiAMOBiJHOCTI 10
BuMor GMP €EC, Ta BiAmoBifjlae moJsioxeHHSM [0 BigmoBigHOro PeecTpaliiHOTO MOCBifYeHHs KpaiHH / KpaiH

NPpU3HAYECHHHA.

PimeHHa moa0 BUNYCKYy cepii:
Jara Bunycky (UTC +1):
YnoBHOBa)keHa 0c06a, 1o niAnucaaa:

Jlo3BoJsieHO

03 rpyansa 2021 14:46:00.00
KAMIH PIBAJIEH [CAMILLE RIVALIN]

CepTudikaT sKocTi 3aTBEPAKEHUH B eJIeKTPOHHOMY BUTJIAAL.




JAEPXIJIKCIIYXBA
JTEP)KABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepig Jlobanoscskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
IPO AKICTH BBE3CHOI'0 B Y KPaiHy JIIKAPCHKOI0 3ac00y

01.03.2022 Ne 7914/22/10

AJVIEI'PA® 120 MI'

(HaliMeHyBaHHs JIIKapCLKOTO 3ac00Y 3riAHO 3 peeCTPallifHUM NOCBITUSHHSIM)
Ta0JIeTKH, BKPHUTi 000/10HK010, 110 120 Mr; Ne 10: o 10 Taduerok y OJicrepi; mo 1 0.icrepy
B KapTOHHil KopoOui

(dopma BUITyCKY, 03yBaHHA, BUJ] TAKyBaHHs JTIKapChKOTO 3aco0y)
Howmep peectpaniiinoro nocsiguenss UA/8500/01/01 crpox aii peectpauiitnoro noceizuerns 01.01.2099

Cepis nikapcbkoro 3acoby Ne GT695A Kinsxicts BBe3eHOTO JiKapcskoro 3acoby 55000

BupoGHuk CAHO®I BIHTPOII IHAACTPIA - TYP3, ®panuis

(HalfiMeHyBaHHs BUPOOHHKA JIIKAPCHKOTO 3ac00y, KpaiHa IIOXOMKEHHST)

BeeseHo B Ykpainy ToBapucTBo 3 00Me:xkenolo Bitnositaabuictio "OIEJLIA
XEJICKEA YKPAIHA", inenr. koa: 43726391

(naiiMenyBanns Ta xoa 3a €JIPTIOVY ropuauunoi ocobu abo npissuile, imM's, Mo 6aTbkoBi
(isuqHOl ocobu - minnpuemus, ii Micle MPoXKUBAaHHA Ta peecTpaliiiHuii HoMep 06MiKOBOT
KapTKU IUTATHHKA MOAATKIB aG0o cepist Ta HOMEp NacnopTa)

Ipotoxoa BizyansHoro konTposo Bix 16.02.2022 Ne 0498/1.

3a pe3yipTaTaMHd JIEpXKaBHOTO KOHTPONIO BCTAHOBIEHO, IO JIKApCHKMiL 3aci0 BBe3eHO B YKpaiHy 3

JOTPHMAHHAM BuMOT 3aKOHOJABCTBA IIOJI0 3a0€3IIEUEHHS SKOCTI JIKapChKUX 3ac00iB.
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SANOFI

[lepeknapn,

CEPTH®IKAT CEPII BAPOGHUKA

HasBa npenapary:
Jlikapcbka ¢popma:

Aio4i peyoBUHU:

Cepis Ne:
JlaTa BUTOTOBJ/IEHHS:
IlpuaaTHUi J0:

AJZpeca Ta Ha3Ba BUPOGHHKa:

AJZpeca Ta Ha3Ba Ai/ILHUILI
NaKyBaHHA:

PeecTpaiiiiHe NOCBiAYeHHA:
JlineH3ist Ha BUPOGHUI[TBO N2:
Tun nakyBaHHA:

Po3wMmip cepii:

AJIJIETPA® 120 MI'
TabJsieTKH, BKpUTI 060/I0HKOW, 10 120 Mr

®ekcopeHaauny rigpoxaopua 120 mr
(exBiBasienTHO 112 Mr ®ekcodeHajuHy)

GT695A

19 xkoBTHA 2021

BepeceHb 2024

CAHO®I BIHTPOII IHAACTPIA - TYP3
30-36, ABeHto I'toctaB Eiidenn, TYP3, 37100
®PAHLIA

CAHO®I BIHTPOII IHAACTPIA - TYP3
30-36, ABento I'toctaB Eiidens, TYP3, 37100
GPAHIIA

Ne UA/8500/01/01

2021_087_1_2

Ne10: no 10 TabsieTok B 6J1icTepi; o 1 6JicTepy B KapTOHHiN Kopo6ui

55 000 BunyuieHHUx yIaKOBOK

JlaHuM 3acBiguyro, 10 HaBeAeHa BUIlle iHpOopMallis € JOCTOBIPHOIO Ta TOYHOM. /laHa cepis 6y/1a BUPOOJIEHa],
BKJ/IIOYAIOYM INaKyBaHHs/MapKyBaHHA Ta KOHTPOJIb SIKOCTI Ha BUIe3a3HauyeHil ibHULI y NOBHIH
BignosigHocTi 3 BUMoramu GMP, BCTaHOBJIEHUMU MiCLIeBUM PEryJsITOPHUM OpraHoM, a TaKo0X BiZIIOBIAHO
o crnenudikalii, WO MICTATbCA Y peecTpaniiHOMy A0Chke KpaiHu-iMnopTepa. [[poTOKO/IM BUPOGHUIITEA,
NaKyBaHHS Ta aHaJi3iB OyJ/id NeperssiHyTi Ta BCTAaHOBJIEHO BignoBigHicTe GMP.

IM’s1, mocaja Ta niANMUC ymoBHOBaXKeHO1 0COGH, [0 YMOBHOBaKEHA Ha BUIMYCK cepii:

KAMIH PIBAJIEH [CAMILLE RIVALIN]

YnosHoeaxceHa ocoba
Jdara: 24.01.2022

/Migmuc/



Ceptudikar anaxisy /
Ceptudikar Cepii

SANOFI v g

[lepexnaan

CAHO®I BIHTPOIIT IHAACTPIA
30-36, aBeHto l'octaB Eiidesb,
37100 Typs, ®panuis

Bupo6nuya ginpHULs: TYP3

ApTHKYI: 574476 | |
Onmc: AJUJIETPA® 120 MT, TabseTKH, BKpUTi 06010HKO010, Ne10 ns1a Ykpainu
HomMep cepii: GT695 JaTta Bupo6buuuTaa: | 19 xkoBTHa 2021
OrsigfoBa naprid: 000007113233 [IpugaTHUL fo: Bepecens 2024
Tun: Tabs1eTKH, BKpUTi o60si0HK010 | [laKkyBaHHS: 1 6stictep no 10 TabsieToK
YMoBHU 36epiraHHs: 36epirannas npu <25°C
Kpaina-imnoprep: YkpaiHa
PeryasaTopHuii dain: VV-QUAL-0286465
Bepcis Ceptudikarty ananizy: | 1
HalimeHyBaHHA NOKa3HHUKIB Cnenudikanii Pe3ysbTaTU BUNIPOGYBaHb
Onuc TabaeTku nepcuKoOBOro Koabopy B opmi BianoBigae
Onuc KaTlCyJI1, BKPHUTI 000JIOHKOM), C
rpaBipyBaHHaM «012» Ha OAHIN CTOPOHI iy
BUIJIS] IPONMCHOI JIiTepH «e» Ha iHILIIN
CTODOHI, po3MipoM NpUGJIU3HO
6,1x15,8 MM
InenTudikanis
dekcodeHaauny rigpoxaopus (BEPX) BianoBifHiCTh Yacy yTpUMyBaHHA Ha Bianosigae
XpomaTorpaMax BUIpo6yBaHOro Ta
CTaHJAPTHOI'0 PO3UYUHY
dekcodenanuny rigpoxaopug (14) I4 cniexTp 3pa3ka Ma€ MaKCHUMYMH
HNOTJIMHAHHSA NPU THX CaMUX AOBXHUHAX Bignosigae
XBUWJIb, L0 i CIEKTP CTAHAAPTY
Tutany giokcun, Bignosizae Bignosigae
Oxcup 3asisa Bignogigae Bignosigae
Tecrn
OfHopigHICTh AO3YBAaHHS Bianogigae Bumoram USP/€EBp. Papm. Bignosinae
Po3uuHeHHsA
S1: Minimy™m 4epes 45 xB 285% 92 %
BMicT Bogu He 6iabiie 6,5 % 3,8%
IIpoAyKTH po3naay
MDL 102.038 <0.6% He BUSAAB/ISAETHCS KiJIbKICHO
MDL 46.016 <03% He BusABJIEHO
CyMa iHIIMX NPOAYKTIB po3nagy <0.2% He BUSIBJISIETBCSA KiJIBKiICHO
CyMa BCiX NpOAYKTIiB po3naay <1.0% He BUSBJSIETHCS KiJIBKiICHO

KinbKicHe BU3HaAYeHHS

dekcodeHaAUHY TipOXIOPHUS

114,0 - 126,0 Mr/TabaeTKy

| 119,0 Mr/TabseTKy

KoHTposb 9KOCTI 3a MiKp0o6ioIOTiYHHMU MOKAa3HUKAMH BUKOHYEThLCS TEpioAUYHO.
[uMm miaTBep KyeMo Bci cTafii BUpoOHUITBA JaHoi cepii rOTOBOro mMpoAyTy GyJiM TPOBeJeHi y BiAMOBiJHOCTI 10
BuMor GMP €EC, Ta BiAmoBifjlae moJsioxeHHSM [0 BigmoBigHOro PeecTpaliiHOTO MOCBifYeHHs KpaiHH / KpaiH

NPpU3HAYECHHHA.

PimeHHa moa0 BUNYCKYy cepii:
Jara Bunycky (UTC +1):
YnoBHOBa)keHa 0c06a, 1o niAnucaaa:

Jlo3BoJsieHO

24 ciyng 2022 15:30:27.00
KAMIN PIBAJIEH [CAMILLE RIVALIN]

CepTudikaT sKocTi 3aTBEPAKEHUH B €JIeKTPOHHOMY BUTJIAAL.



http://www.tcpdf.org

