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BnaHk

CEPTU®DIKAT AHANI3Y TA BIAMNOBIAHOCTI
HA3BA TA AIPECA BUPOEHUKAI/IB:
YMNCA CAC 979, aseHio ge MipeHe, 47520 M. [e Macax, $paHuis
NILEH3IA HA BUPOBHULTBO : M 15/198
GMP CEPTU®IKAT: 2021/HPF/FR/78 01.06.2021
HA3BA TA AJPECA KOHTPOJIHO AKOCTI: 979, aBeHio e MipeHe, 47520 M. Ne Macax, ®paHuisa
NIUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NMPOAOYKTY: JOHOPMIN 15 Mr = TabneTtku wunydi 1 Ty6a x 10 — YkpaiHa

CKINAQL: 1 TabneTka wuny4ya MictTuTe [JokcunamiHy cykumHaTy 15 mr
HOMEP PEECTPALIMHOIO NOCBIAYEHHA: UA/7213/01/01

HOMEP CEPI: B5600 CAN KOQA: 1397217
KINBKICTb: 54,120.00 ynakoBok

31/08 /2024 CTPOK MPUOATHOCTI: 07 /2027

OATA BAUPOBHULTBA:

Homep 3paska BuaHayeHHs MeTtoaum KpuTepii npudHATHOCTI PesynbTati
. . UunivapuyHi nnacki 6ini ] .,
001000061120 OpranonenTuUYHiI BHYTPILWHIN TaBneTku 3 PUCKOK0 ANs NoAiny Binnosinae
XApAKTApNCTURN Ta CKOWIEHMMM KPasMH,
PO34YMHHI y BOAI 3 YTBOPEHHAM
wuny4oi peakuil; Aonyctuma
HafBHICTb CKOMIB.
001000061120 CepenHa Maca BHYTPILLHIWA 3,126 - 3,455r 3,284r
001000061120 OpHopigHiCTL IHAMBIAYaNLHUX €P2-9-5 Binnosipgae Bianosigae
Mac
001000061120 Brtpara B Maci Npu BUCYWYBAHHI BHYTPILLHIA <=0,25 % <0,25 %
001000061120 Po3napaHHsa €D00478 <=5 xB Bignoeigae
001000061120 pH €®32-2-3 55-6,0 57
001000061120 laeHTugikadin €®2-2-29 Bignoeinae Bignosinae
[OKCUNaMiHy CyKUMHaTy
001000061120 KinbkicHe BU3Ha4eHHA €m2-2-29 14,3 - 15,8 mr/rabn 15,0 mr/tabn
AOKCUNaMiHy CYKUMHATY
001000061120 OQHOpOAHICTE BMICTY €D2-9-6 Bignosinae Bignosigae
AOKCUNaMiHy CYKUMHATy
<= 0,5% Bignosi
001000061120 laeHTUdikoBaHUIA NpoAYKT €®2-2-29 d e
posnany
<= 0,2% Bignosigae
001000061120 HeigeHTudgikoBaHMi npoaykT €®2-2-29 : A A
poznaay
<=1,0% <1,0%
001000061120 Cyma npoayKTis posnaay €®2-2-29 °
- Bianosinae
001000061120 KOHTPONb nakyBaHHs BHYTPILLHIA et
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BnaHk

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA ALJPECA BUPOBHUKAI/IB:
YMNCA CAC 979, aBeHio ge lNipeHe, 47520 M. e Macax, ®paHuin

NILEH3IA HA BUPOBHULTBO : M 15/198
GMP CEPTUDIKAT: 2021/HPF/FR/78 01.06.2021
HA3BA TA AJIPECA KOHTPONKO AKOCTI: 979, aseHto ge MipeHe, 47520 m. Jle Macax, ®paHuis
NIUEH3IA HA KOHTPOIb AKOCTI: M 15/198
HA3BA NMPOAOYKTY: OOHOPMIN 15 Mr— taBnetku wunydi 1 Ty6a x 10 — Ykpaina
CKNnAQL: 1 TabneTka WKUny4a MicTUTb [JJoKkcunamiHy cykumuHaTy 15 mr
HOMEP PEECTPALIMHOMO NOCBIAYEHHA: UA/7213/01/01
HOMEP CEPI: B5600 CAI KoAa: 1397217
KINBbKICTb: 54,120.00 ynakoBsok
OATA BUPOBEHULITBA: 31/08 /2024 CTPOK MPUOATHOCTI: 07/2027
Homep 3pazka BusHauyeHHs MeTtoau Kputepii npuiAHATHOCTI PesyneTaTtn
=10°
001000061121 3aranbHa KinbkKicTe aepo6HMX €d2-6-12 SO Bianosipae
MikpoopraHiamiB
001000061121  3arankHa KiNbKiCTL NNiCHABUX €D2-6-12 <= 102KYOIr Bignosinae

Ta ApixmxoBux rpubie

001000061121 Escherichia Coli €d2-6-13 BipcyTHicTe/1r Bignosigae
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Bnank

CEPTU®IKAT AHATNI3Y TA BIANOBIAHOCTI

HA3BA TA AOPECA BUPOEHUKA/IB:
YIMCA CAC 979, aBeHw ae MipeHe, 47520 m. Jle Macax, ®paHuis

NILEH3IA HA BAPOBEHULTBO : M 15/198

GMP CEPTU®IKAT: 2021/HPF/FR/78 01.06.2021

HA3BA TA ALPECA KOHTPOIIO AKOCTI: 979, aeeHio ae Mipexe, 47520 M. Jle Macax, ®paHuisa

NILEH3IA HA KOHTPOJIb AKOCTI: M 15/198

HA3BA MNMPOOYKTY: JOHOPMIN 15 mr — TabneTku wunyuyi 1 Ty6a x 10 — YkpaiHa
CKnAn: 1 TabneTka wuny4a mictute [lokcunamiHy cykunMHaTy 15 Mr
HOMEP PEECTPALIIMHOIO NOCBIAYEHHA: UA/7213/01/01

HOMEP CEPII: B5600 CAN KOA: 1397217
KINBKICTb: 54,120.00 ynakoBoK

OATA BUPOBEHULUTBA: 31/08 /2024 CTPOK NPUOATHOCTI: 07 /2027

Lium | 3aceiguylo, Wo HasegeHa Bue iH(OPMaUis € AOCTOBipHOW Ta To4How. Lilo cepito npoaykuii Byno
BAPOBNEHO, BKMOYAKYM NakyBaHHA Ta NPOBEAEHO KOHTpONb ii AKOCTI Ha BULe3asHaueHil AinbHWULI y NOBHIA
BignoeigHocTi 3 BUMoramu GMP, BCTaHOBNEHUMW MICUEBUM PErynsaTOPHWM OpPraHoMm, a TakoX BignoBigHoO A0
cneundikalin, Wo MICTATLES y peecTpauiiHoMy Aocke KpaiHu imnopTepa abo y Aocke cneuwdikauii Ha npenapat
ANs AocnifikyBansHoro nikapcekoro 3acoby. MpoTtokonu BupoBHWLTBa, NakyBaHHA Ta aHanisie Gyno nepernsaHyTo
Ta BCTaHOBMNEHO BignosigricTe GMP.

AHAJTITUYHI MOCUNAHHS: CTaHaapT TecTyBaHHs: TS00011140
18
Bepcis:
CTATYC: 3arteepaxeHo
ENEKTPOHHO BUNYLEHO MARIE CHERUEL
YNOBHOBAXEHOK OCOBOH:
JATA PENI3AMAC: 27109/ 2024 10:53:37

TECT HA YACTOTY: KOHTPONIOETLCA Ha OAHIW cepii Ha pik

MIKPOBIONOMNYHE 3ABPYAHEHHA: KOHTPONKETHCA Ha ABOX Cepisax Ha pik

Bunyck cepii 34iiicHI0eTbCA Ha BMPoGHWYin ainsHui: YICA CAC, 979, aseHio e Mipere, 47520 m. Ie Macax,
dpaHuis

NiueHsin Ha BupoBHULTBO: Byap nacka, 3BepHITLCA 40 AaHWX, 3a3Ha4YeHUX Y 3aronoBky cepTudikaTy aHanisy

Ta BiANOBIOHOCTI

Lle# [AOKYMEHT BMMyLlEHO BariA0BaHOK KOMMIOTEPHOK CUCTeMOo. EneKkTpoHHUA nianuc ekBiBaneHTHWA

PYKORWCHOMY Mianucy.
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR S&I MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence:
GMP Certificate Date:

Name and Address of Quality Control:

Quality Control Licence:

M 15/198

2021/HPF/FR/78 01.06.2021
979 avenue Pyrénées - 47520 LE PASSAGE - France

M 15/198

NAME OF PRODUCT:

Composition:

DONORMYL 15 MG - EFFERVESCENT TABLETS 1 TUBE X 10 - Ukraine
1 effervescent tablet contains Doxylamine succinate 15 mg

Marketing Authorization Nr:  UA/7213/01/01

Batch: B5600 SAP Code: 1397217
Quantity: 54,120.00 PC
Date of Manufacture: 31/08/2024 Expiration Date: 07/2027

Sample Number Determinations Methods Acceptance Limits Results
001000061120 Organoleptic characters INTERNAL Cylindrical, flat, white tablet, Conform
with break line, with beveled
edges, soluble in water
producing an effervescent
reaction. Chips are
admissible.
001000061120 Average mass INTERNAL 3.126-3455¢g 3.284¢g
001000061120 Uniformity of individual mass  EP2-9-5 Conform Conform
001000061120 Loss on drying INTERNAL <=0.25% <0.25%
001000061120 Disintegration EP0478 <=5 min Conform
001000061120 pH EP2-2-3 55-6.0 5.7
001000061120 Doxylamine succinate EP2-2-29 Conform Conform
identification
001000061120 Doxylamine succinate assay ~ EP2-2-29 14.3 - 15.8 mg/tablet 15.0 mg/tablet
001000061120 Uniformity of content : EP2-9-6 Conform Conform
doxylamine succinate
001000061120 Individual identified EP2-2-29 <=0.5%
degradation product
001000061120 Individual unidentified EP2-2-29 <=0.2%

degradation product
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATORéS&I MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: M 15/198
GMP Certificate Date: 2021/HPF/FR/78 01.06.2021

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 - EFFERVESCENT TABLETS 1 TUBE X 10 - Ukraine
Composition: 1 effervescent tablet contains Doxylamine succinate 15 mg

Marketing Authorization Nr:  UA/7213/01/01

Batch: B5600 SAP Code: 1397217

Quantity: 54,120.00 PC

Date of Manufacture: 31/08/2024 Expiration Date: 07/2027

Sample Number  Determinations Methods Acceptance Limits Results
001000061120 Total degradation products EP2-2-29 <=1.0% <1.0%
001000061120 Packaging control INTERNAL Conform Conform
001000061121 Total aerobic microbial count EP2-6-12 <= 10 exp3 CFU/g Conform
001000061121 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform

moulds count
001000061121 Escherichia coli EP2-6-13 Absence/1g Conform
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CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATORéS /| MANUFACTURER(S):
UPSA SAS 979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licence: M 15/198

GMP Certificate Date: 2021/HPF/FR/78 01.06.2021

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 - EFFERVESCENT TABLETS 1 TUBE X 10 - Ukraine
Composition: 1 effervescent tablet contains Doxylamine succinate 15 mg

Marketing Authorization Nr:  UA/7213/01/01

Batch: B5600 SAP Code: 1397217
Quantity: 54,120.00 PC
Date of Manufacture: 31/08/2024 Expiration Date: 07/2027

| 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 TS00011140
Version 18

Status Approved
Digitally Released by Qualified Person MARIE CHERUEL
Release Date/Time 27/09/2024 10:53:37

PURITY TEST: performed ones per year

MICROBIAL CONTAMINATION: performed twice per year

Batch release is performed at the manufacturing site: UPSA SAS, 979, avenue des Pyrenees, 47520 Le
Passage, 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.
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JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKINA OBJIACTI

npoB. Ceitnuynol Haaii, 3, m.Kuig, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
NPo SAIKICTh BBE3€HOI0 B YKpPAIHy JIIKapChKOro 3acoly

27.11.2024 Ne 61530/24/10

JOHOPMLI

(HaliMeHyBaHHA JIKapChKOro 3acoby 3TIHO 3 peeCcTpaLiHHMM [OCBIIYCHHAM)
Tabaerku wunyyi no 15 mr no 10 Taéaerok y Ty6i; no 1 T1y6i B kapToHHii Kopodui

(dopma BunycKy, 103yBaHHA, BH NaKyBaHHSA JIiKapchKoro 3acofy)
Howmep peecrpauiiitnoro noceizgenns UA/7213/01/01 crpox aii peectpauiiinoro noceizuenns 01.01.2099
Cepis nikapcrkoro 3acoby Ne BS600 KinbkicTs BBesenoro nikapcskoro 3acoby 54120

Bupobuuk VIICA CAC, ®panuis

(nafimeHyBanHs BHpoOHHKA NTiKapceKoro 3acofy, KpaiHa MOXOoMKeHHS )

Beeseno B Vipainy ToBapuctso 3 oomexkeHolo BirnosigansHicTio '"JIEJIBTA
MEJJIKEJI", izent. xox: 39448817

(nafimenyBanHs Ta kox 3a CAPITOY topuanuHoi ocobu abo npizsuLie, imM's, 1o 0aTbkosi GizHuHOT
0co0H - MIAMPHEMLIA, 1T MICLIE IPOJKHBAHHA Ta peecTpaliiHHA HoMep 00JIIKOBOT KapTKH IUIaTHHKA
nojatkie abo cepis Ta HOMep nacnopTa)

Iporoxoua Bizyansnoro kontpoao Bin 26.11.2024 Ne 3699/1.

3a pesyapTaTaMH [JepXKaBHOMO KOHTPOJNIO BCTAHOBIEGHO, 010 JiKapchKHH 3acif BBeseHo B VYkpainy 3

AOTPUMAHHAM BHMOT 3aKOHO/IaBCTBA 1110/10 3a0e3neuenHs SKOCTI JIIKapChKHX 3ac00iB.

27/ - Onbra €PLOMEHKO

{ninnuc) (inivianu Ta npissAme)
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