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CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA A[IPECA BUPOBHUKA/IB:

YTICA CAC 304, aseHio [loktopa »XaHa Bpto, 47000 m. AxkaH, ®paHuis
NIUEH3IA HA BUPOBHULUTBO :

GMP CEPTUDIKAT:

HA3BA TA APECA KOHTPONK AKOCTI:
NIUEH3IA HA KOHTPONb AKOCTI:

M 15/196

M 15/198

2021/HPF/FR/M03
979, aseHio ge MipeHe, 47520 m. Jle Macax, ®paHuin

26.07.2021

CropiHka 1lis 2

15:48:52

HA3BA NPOAOYKTY:

OOHOPMIN 15 Mr — taBneTku, BkpuTi oBonoxkoro 1 Ty6a x 10 — Ykpaina

CKNAQL: 1 TabrieTka skputa 060NOHKOK MiCTUTE [lokcunaminy cykuwHaTy 15 mr
HOMEP PEECTPALIWHOIO NOCBIOYEHHA: UA/7213/02/01
HOMEP CEPII: B4609 CAN KOA: 1316177
KINbKICTb: 27,132.00 ynakoBok
DATA BUPOBHULTBA: 09/02/2024 CTPOK NMPUOATHOCTI: 01 /2027
Homep 3paska BuaHayeHHA MeToau KpuTepil npuiHATHOCTI PesynbTaTtH
; . MpamokyTHI 6ini TabneTku 3 . .
001000055455 OpraHonenTU4Hi XapakTepuCcTHKH BHYTPILLHIA ABOCTOPOHHBOI0 HAACIHKOH Bignosinae
ans noginy
001000055455 CepegHsa Maca €D2-9-5 0,134-0,156r 0,143 r
001000055455 Poanopain inauBigyanbHUXx mac €P2-9-5 Bionogigae Bignoeigae
001000055455 Po3napaHHAa €D2-9-1 <=15 xB Bignosigae
001000055455 Brpara B Maci Npu BUCYWYBaHHi €d2-2-32 <=3,0 % <3,0%
001000055455 laeHTuikauin gokcunaminy €®2-2-29 Bignoginae Bignosinae
CyKUMHaTy
001000055455 KinbkicHe BU3Ha4YeHHA €®2-2-29 14,3 - 15,8 mritabn 14,6 mritabn
AOKCUNaMiHy CYKUWHATY
001000057185  KowTponk nakyBaHHA BHYTPIWHIA Bianosinae Bianosinae
3aranbHa KinbKicTb aepobHUX €d2-6-12 <= 10°KYOIr He npoBoguscs
MiKpoopraHismie
3aranbHa KinbKiCTb NNiCHABUX Ta €d2-6-12 <= 102KYOIr He nposoguscs
ApixoxoBux rpubie
Escherichia Coli €®2-6-13 BigcyTHicTb/1 T He npoBoauBcs

CEPTHOIKATIB

Mot
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BnaHk

CEPTU®DIKAT AHANI3Y TA BIANOBIOHOCTI

HA3BA TA AOPECA BUPOEBHUKAI/IB:
YINCA CAC 304, aseHio JokTopa »XaHa Bpio, 47000 M. AxaH, ®paHuis

NILEH3IA HA BUPOBHULTBO : M 15/196
GMP CEPTU®IKAT: 2021/HPF/FR/103 26.07.2021
HA3BA TA AIPECA KOHTPOIK AKOCTI: 979, aseHio ge MipeHe, 47520 m. Ile Macax, PpaHuis
NILEH3IA HA KOHTPONb AKOCTI: M 15/198
HA3BA MNMPOOYKTY: JOHOPMIN 15 Mr — tabneTku, skpuTi o6onoHkoro 1 TyGa x 10 — YkpaiHa
CKNnAAL: 1 TabneTka skpuTa 06ONOHKOK MICTUTE [okcunamiHy cykumHaTty 15 mMr
HOMEP PEECTPALIMHOIO NOCBIAYEHHA: UA/7213/02/01
HOMEP CEPII: B4609 CAN KOA: 1316177
KINBKICTb: 27,132.00 ynakoBok
OATA BUPOBEHULTBA: 09/02 /2024 CTPOK MPUOATHOCTI: 01/2027

Lium niaTeepaxyto, Wo BULLEBKa3aHa iHhopMaLlis € CNPaBXHbOK | TO4HO. LIA cepis Nnpoay KTy Byna surotoBnexHa,
BKIIOYAKOYW YNaKoBKY | KOHTPOMb AKOCTI Ha BULYe sragaHiil AinbHAL B MOBHIA BignosigHocTi 3 BuMoramun GMP
MICLEBOro perymioloNoro oprady Ta 3i cneuumdikauielo peecTpauiiHoro cBifouTsa KpaiHu iMnopTepal/cdanny
cneywdikauii NpoAayKTy ANA AOCNIAXYBaHUX Nikapcbkux 3acobis crneuvdikauii iMNopTy NpoAyKTy cdann ans
pocnigkysanux Bupobis meaudHoro npusHaderHs. O6pobka cepii, nakysaHHs Ta aHanis 3anucis | BCTaHOBNEHO,
wo BignoeigHo go GMP.

AHANITUYHI NOCHUNAHHA: CTaHaapT TecTyBaHHA: TS00011152
Bepcis: 14
CTATYC 3ateepaxeHo
ENEKTPOHHO BUMYLWEHO Najib FOURDAOUS
YMNOBHOBAXEHOK OCOBCHKD
OATA PENIBAMAC 31/05/2024, 15:48:37

MpoaykT Bignosigae cneuundikauii pyTUHHoOro Bunycky
MIKPOBIONOMYHA YACTOTA: BUKOHYETLCA ABa pasu Ha pik
Bunyck cepii 3aiCHIOETLCA Ha BUPOBHMYIN ginsHui: YTICA CAC, 304, aseHto [lokTopa XKaHa bpro, 47000,

M. AxaH, PpaHuis
TNiyeHsin Ha BupobHULTBO: ByAb Nacka, 3BepHITLCA A0 AaHUX, 3a3HAYEHWUX B 3aroroBky cepTudpikaty

Lie# cepTudikaT BMaaHo BanifosaHOK CUCTEMOK AKOCTI. EneKTPOHHWUA NiANMC eKBIBANEHTHUA PYKOMMCHOMY

nianucy.
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date: 31/05/2024 15:48:52
CERTIFICATE OF ANALYSIS AND COMPLIANCE
NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 304 Avenue du Docteur Jean Bru, 47000 Agen - France
Manufacturing Licence: M 15/196
GMP Certificate Date: 2021/HPF/FR/103 26.07.2021
Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198
NAME OF PRODUCT: DONORMYL 15 MG - FILM COATED TABLETS 1 TUBE X 10 - Ukraine
Composition: 1 film-coated tablet contains Doxylamine succinate 15 mg
Marketing Authorization Nr:  UA/7213/02/01
Batch: B4609 SAP Code: 1316177
Quantity: 27,132.00 PC
Date of Manufacture: 09/02/2024 Expiration Date: 01/2027
Sample Number  Determinations Methods Acceptance Limits Results
001000055455 Organoleptic characters INTERNAL Rectangular white tablets  Conform
with break line on both
faces
001000055455 Average mass EP2-9-5 0.134-0.156 ¢ 0.143 g
001000055455 Uniformity of individual mass  EP2-9-5 Conform Conform
001000055455 Disintegration EP2-9-1 <= 15 min Conform
001000055455 Loss on drying EP2-2-32 <=3.0% <3.0%
001000055455 Doxylamine succinate EP2-2-29 Conform Conform
identification
001000055455 Doxylamine succinate assay =~ EP2-2-29 14.3 - 15.8 mg/tablet 14.6 mg/tablet
001000057185 Packaging control INTERNAL Conform Conform
Total aerobic microbial count EP2-6-12 <= 10 exp3 CFU/g Skip Test
Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Skip Test

moulds count

Escherichia coli EP2-6-13 Absence/1g
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S):
UPSA SAS 304 Avenue du Docteur Jean Bru, 47000 Agen - France

Manufacturing Licence: M 15/196

GMP Certificate Date: 2021/HPF/FR/103 26.07.2021

Name and Address of Quality Control: 979 avenue Pyrénées - 47520 LE PASSAGE - France
Quality Control Licence: M 15/198

NAME OF PRODUCT: DONORMYL 15 MG - FILM COATED TABLETS 1 TUBE X 10 - Ukraine
Composition: 1 film-coated tablet contains Doxylamine succinate 15 mg

Marketing Authorization Nr:  UA/7213/02/01

Batch: B4609 SAP Code: 1316177
Quantity: 27,132.00 PC
Date of Manufacture: 09/02/2024 Expiration Date: 01/2027

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation
of the importing country / product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Analytical References: Testing Standard TS00011152
Version 14

Status Approved
Digitally Released by Qualified Person Najib FOURDAOUS
Release Date/Time 31/05/2024 15:48:37

The product conforms to the routine release specification
MICROBIAL CONTAMINATION: performed twice per year
Batch release is performed at the manufacturing site: UPSA SAS, 304, avenue du Docteur Jean Bru, 47000

AGEN, France
Manufacturing Licence : please refer to data indicated on the header of the CoA

This document is issued by a validated computerized system. The electronic signature is equivalent to a
handwritten signature.




JEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCBKIA OBJIACTI

npos. Ceitinuunoi Hagxii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
NPO SIKICTH BBE3€HOIr0 B YKpaiHy JiKapchKOro 3acody

27.11.2024 Ne 61531/24/10

JOHOPMLI

(HaliMeHyBaHHA JIKapchKOro 3acofy 3riHO 3 peecTpalliiHiM MOCBIIHCHHAM)
TabJ1eTKH, BKPHTI 000/10HK010, 10 15 Mr no 10 Tadaerok y Tydi; mo 1 Tydi B KapTOHHIi
Kopooui

(popma BHITYCKY, IO3YBAHHA, BUJ NIAKYBaHHA JIIKapChbKoro 3acoly)
Homep peecrpauiiinoro nocsimuenns UA/7213/02/01 crpok nii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne B4609 KinbkicTs BBe3eHOr0 Jikapcskoro 3acoby 27132

Bupobuuk VIICA CAC, ®panuis

(maliMmenyBanHs BHpoGHHKa NiKapckKoro 3acoly, KpalHa MOXO/KEHHS )

Bsesero B Yipainy ToBapucTBO 3 06MekeHo10 BianmoBinaabHicTio "JIEJIBTA
MEJIKEJI", inent. xon: 39448817

(naiimenyBanHs Ta koA 3a €JIPTIOY ropuauvHoi ocobu abo npizeuile, iM's, no 6aTbkoBi iznyHOT
ocobu - niaAnpHeMILd, 11 Miclie NPOXKMBAHHA Ta peecTpauiifHui HoMep 00.1iK0BOT KAPTKH MJIATHHKA
noaarkis abo cepis Ta HOMEp MacropTa)

Ipotokoa Bisyansnoro koutpoio Bin 26.11.2024 Ne 3699/2.

3a pe3ynbTaTaMH JIepKaBHOTO KOHTPOJIIO BCTAHOBJIEGHO, 110 JIKapchbkHH 3aci® BBeseHo B YkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA T0/10 3a0€3MeYeHHA AKOCTI MiKapChKHX 3ac00iB,
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