CropiHka 1i3 2

Bnaxk

CEPTU®IKAT AHANI3Y TA BIAMNOBIAHOCTI
HA3BA TA AOPECA BUPOBHUKA/BUPOBHUKIB:
YNCA CAC 979, aBeHto ge lMipeHe — 47520 JNIE MACAX, ®paHuis
NIUEH3IA HA BAPOBHULITBO: M 15/198
GMP Ceptudikar: 2021/HPF/FR/78  01.06.2021
HA3BA TA AZIPECA KOHTPOIJTKO AKOCTI: 979, aBeHto ae MipeHe, 47520 m. Jle Macax, PpaHuis
JNILUEH3IA HA KOHTPOIJ1b AKOCTI: M 15/198

HA3BA MPOAYKTY: YNCAPWH YMCA 3 BITAMIHOM C - TABJIETKU LUNMYYI 1 TYBA x 10 — YkpaiHa

CKIAL: 1 Tabnetka wunyya mictuts ALLETUNCANILNIOBA KUCIIOTA 330 MI', ACKOPBIHOBA KWUCIOTA (sitamin C) 200 Ml

HOMEP PEECTPALINHOIO CBIAOLTBA: UA/7598/01/01

HOMEP CERPII: B2583 CAI KOA: 1365430
KINBbKICTb: 11,040.00 ynakoBsok
OATA BUPOBHULTBA: 15/11 /2023 CTPOK NMPUAOATHOCTI: 10/2025
Howmep 3pa3ka BusHaueHHs MeTtoau KpuTtepii npuiHATHOCTI Pe3ynbraTtu

Bini TabneTku 3 puckoro ans
noginy, 3i CKOWWeHUMHU KpasaMu,

OpraHonenTUYHi _ PO34MHHi y BOAi 3 yTBOPEHHAM
001000051180 XapaKTepUcTUKu BHYTPIWHIN  wuny4oi peakuii Binnosinae
001000051180 CepepHs Maca BHYTPIWWHIA  2.853 -3.153 1 2.980r
001000051180 OpHopigHicTb

iHAUBiAyanbHUX Mac €9P2-9-5 BignoBinae Bignosipae
001000051180 Po3napaHHA €Dd0478 <=120c Bignosipae
001000051180 pH €D2-2-3 6.0-6.5 6.3

001000051180 lneHTudikauis
AueTuncaniyunoBoi KUCNOTHU €DP2-2-29 Bignoeigae Bignosigae

001000051180 laeHTudikauis AckopbiHoBoi

KUCIIOTH €P2-2-29 Bignosinae BignoBigae
001000051180 f\'::rxv:f;:umma:::uﬂ GiEore  SGIATS 314-346 mrita6n 333 mr/rabn
001000051180 T\TKZK;%?:;?}HK?;H;’:« €®2-2-29 190-210 mr/Ta6n 200 mriTa6n
001000051180 CaniuunoBa kucnorta €®92-2-29 <=3.0% <3.0%
001000051180 ﬁl’ﬂ?u}.f;“a Heeneundlxonana €®2-2-29 <=0.05% Bianosinae
001000051180  Cyma moMilok €d2-2-29 <= 3% <3%

001000051180 KoHTponb nakysaHHsA BHYTPIWHIA  Bianosipae Binnosinae

CEPTH®IKATIB
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CropiHKa 2 i3 2

BnaHk

CEPTU®DIKAT AHATI3Y TA BIANOBIAHOCTI
HA3BA TA AIPECA BUPOBHUKA/BUPOBHMUKIB:
YIMNCA CAC 979, aBeHto ae lMipeHe — 47520 JIE MACAXK, PpaHuis
NIUEH3IA HA BUPOBHULTBO: M 15/198
GMP Ceptudpikar: 2021/HPF/FR/78  01.06.2021
HA3BA TA AJPECA KOHTPOJIIO AKOCTI: 979, aBeHto ae MipeHe, 47520 m. e Macax, ®paHuis
NIUEH3IA HA KOHTPOIIb AKOCTI: M 15/198

HA3BA MPOAOYKTY: YMNCAPWH YMCA 3 BITAMIHOM C - TABJIETKU WWNMYYI 1 TYBA x 10 — YkpaiHa

CKNAL: 1 tabnetka wunyda mictute ALLEETUNCANILUNOBA KNWCNOTA 330 MI', ACKOPBIHOBA KUCIOTA (sitamin C) 200 Ml

HOMEP PEECTPALINHOIO CBIAOLTBA: UA/7598/01/01

HOMEP CEPI: B2583 CAMN KoAa: 1365430
KINbKICTb: 11,040.00 ynakosok
OATA BUPOBHULITBA: 15/11/2023 CTPOK NMPUOATHOCTI: 10/2025
Homep 3paska BusHauyeHHsA MeTtoau KpuTtepii npuiHATHOCTI Pesynbratu

3aranbHa KinbKicTb
XUTTE3OATHUX aepPOBHUX
MiKpoopraHi3miB €P2-6-12 < 103KYOIr He npoBoauthLCs

3aranbHa KinbKicThb
OPDKOXKOBUX Ta NITICHABUX
rpu6is €D2-6-12 <10%2KYOIr He nposBoauTthLcs

Escherichia Coli €d2-6-13 BiacyTHicte/1 r He npoBoauTthbCs

Lvm niaTBepayto, WO BULLEBKa3aHa iHGOPMaL,is € CPaBKHbOW | TOYHO. Lia cepis npoayKTy Byna BurotosneHa,
BK/IHOYAOYM YMAKOBKY | KOHTPO/b AKOCTI Ha BUWLLE 3rafaHiii AinbHWLI B NOBHIW BignosigHocTi 3 Bumoramu GMP
MICLLIEBOro pery/iiolodoro opraHy Ta 3i cneuudikauielo peecTpauiHoro csigoutsa KpaiHu imnopTtepa/dainy
cneumdikauii NpoAyKTy 4N8 [OCNIAXKYBaHWUX JNiKapCbKMx 3acobis cneuundikauii imnopty npoaykty dann ana
AocnifXyBaHUM BUpobiB meanyHOro npusHadeHHa. OBpobka cepii, NakyBaHHA Ta aHasi3 3anuciB | BCTAHOBNEHO, L0
BignosigHo Ao GMP.

AHaniTUYHI nocunaHHa: CraHaapT TecTyBaHHsA TS00013208
Bepcis 9
Cratyc 3arTsepaxeHo
EnexkTpoHHo BunyweHo YnosHosaxeHot Ocoboto Cindy FRECHIC
[aTta Peniza/Mac 03 /01 /2024, 18:04:59

CYNPOBIAHI AOMIWKW (Caniuunosa kucnoTa, 6yAb - Aka HecneuudikoBaHa JoMilLKa, Cyma AOMILLOK): KOHTPOMb TECTOBOro
napameTpy NPOBOAUTLCS HE PYTUHO

MIKPOBIONOTTYHA YUCTOTA: npoBoAUTLCS 415 ABOX CEPIN Ha pPiK.

Bunyck cepii 3aiicHioeTbest Ha BUpobHuuin ainsHui: YINCA CAC, 979, aseHto ae [lMipeHe, 47520 Jle Macax,

JliueHsia Ha BUpoBHUUTBO: ByAb Nnacka, 3BEPHITLCA A0 AaHWX, 3a3HAYEHNX B 3aronoeky ceptudikaTy

CEPTH®IKATIB

Llen cepTudbikaT BUAAHO BaniA0BaHOK CUCTEMOIO SKOCTI. ENEKTPOHHUIA NiANUC eKBiBaNeHTHWI PyKONUC nucy. Ny




UPSA SAS 979 avenue des Pyrénées - 4752
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EB UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE
NAME AND ADDRESS OF FABRICATOR(S) | MANUFACTURER(S):

Manufacturing Licence:
GMP Certificate Date:

Name and Address of Quality Control:

Quality Control Licence:

LE PASSAGE - France
M 15/198
2021/HPF/FR/78 01.06.2021
979 avenue Pyrénées - 47520 LE PASSAGE - France
M 15/198

NAME OF PRODUCT:

Composition:

Marketing Authorization Nr:

Batch:
Quantity:

Date of Manufacture:

UPSARIN UPSA WITH VITAMIN C - EFFERVESCENT TABLETS 1 TUBE X
10 - Ukraine

1 effervescent tablet contains Acetylsalicylic acid 330 mg, ascorbic acid
(vitamine C) 200 mg

UA/7598/01/01
B2583 SAP Code: 1365430
11,040.00 PC
15/11/2023 Expiration Date: 10/2025

Sample Number Determinations Methods Acceptance Limits Results
001000051180 Organoleptic characters INTERNAL White tablets with score Conform

line, engraved with bevel,

soluble in water yielding

effervescence
001000051180 Average mass INTERNAL 2.853-3.153¢g 2.980g
001000051180 Uniformity of individual mass  EP2-9-5 Conform Conform
001000051180 Disintegration EP0478 <=120s Conform
001000051180 pH EP2-2-3 6.0-6.5 6.3
001000051180 Acetylsalicylic acid identificationEP2-2-29 Conform Conform
001000051180 Ascorbic acid identification EP2-2-29 Conform Conform
001000051180 Acetylsalicylic acid assay EP2-2-29 314 - 346 mg/tablet 333 mg/tablet
001000051180 Ascorbic acid assay EP2-2-29 190 - 210 mg/tablet 200 mg/tablet
001000051180 Salicylic acid EP2-2-29 <=3.0 °/ 3.0%
001000051180 Individual unidentified EP2-2-29 <=0 A rm

degradation product

001000051180 Total degradation products EP2-2-29 <=3
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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: UPSARIN UPSA WITH VITAMIN C - EFFERVESCENT TABLETS 1 TUBE X
10 - Ukraine

Composition: 1 effervescent tablet contains Acetylsalicylic acid 330 mg, ascorbic acid

(vitamine C) 200 mg
Marketing Authorization Nr:  UA/7598/01/01

Batch: B2583 SAP Code: 1365430

Quantity: 11,040.00 PC

Date of Manufacture: 15/11/2023 Expiration Date: 10/2025

Sample Number Determinations Methods Acceptance Limits Results

001000051180 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 Skip Test
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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: UPSARIN UPSA WITH VITAMIN C - EFFERVESCENT TABLETS 1 TUBE X
10 - Ukraine

Composition: 1 effervescent tablet contains Acetylsalicylic acid 330 mg, ascorbic acid

(vitamine C) 200 mg
Marketing Authorization Nr: UA/7598/01/01

Batch: B2583 SAP Code: 1365430
Quantity: 11,040.00 PC
Date of Manufacture: 15/11/2023 Expiration Date: 10/2025

| 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 TS00013208
Version 9

Status Approved
Digitally Released by Qualified Person Cindy FRECHIC
Release Date/Time 03/01/2024 18:04:59

PURITY TEST (Salicylic acid, individual unspecified degradation product, total degradation products) : control
of the test parameter is not routine

MICROBIAL CONTAMINATION : test parameter is performed for two batches on 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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JIEPJKABHA CJIY)KBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMH Y KUiBChKIN OBJIACTI

npos. CeiTiuunoi Hapii, 3, m.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €/IPTIOY 37078774

BUCHOBOK
Mpo AKICTH BBE3€HOro B YKPaiHy JiKapcbKoro 3acody

27.06.2024 Ne 31033/24/10

YIICAPUH VIICA 3 BITAMIHOM C

(HaitMeHyBaHHs JIIKapCbKkoro 3aco0y 3rijiHo 3 peecTpalifHUM MOCBITYEHHAM)
taGaerkn wHny4i; no 10 Taéaerok y Ty6i; no 1 Ty6i y kapTouHiii kopooui

(opma BUITYCKY, 103yBaHHS, BU NAKyBaHHA JiKapcbkoro 3aco0y)
Howmep peectpauiiitoro nocsinuenns UA/7598/01/01 crpox aii peectpauiiinoro nocsinuexns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne B2583 KinbkicTs BBe3eHOTO sikapcekoro 3acoby 11040

Bupo6Huk VIICA CAC, ®panuis

(HaiiMeHyBaHHs BUPOGHHKA JTiKapchKOTO 3ac00y, KpaiHa MoXoUKEHHS)

Baeseno B Ykpainy TosapucTBo 3 o6Meskenolo Bianosizanbuictio "JIEJIbTA
MEIIKEJI", inent. xoa: 39448817

(HaiimenyBanns Ta ko 3a €JIPTIOY ropuaudnoi ocobu abo npissuie, iM's, 110 GarbkoBi iznuHOT
0c06H - nignpuemus, il Micle IPOXKMBAHHS Ta peecTpauintuii Homep 00/11KOBOT KapTKH TJIATHHKA
noaaTKiB a0 cepis Ta HOMep Macropra)

I potokon Bisyansnoro kontpouo sia 21.06.2024 Ne 1765/2.

3a  pesyNbTaTaMM epKABHOTO KOHTPOJIKO ~BCTAHOBJNEHO, IO  JIiKApCKHH 3aci6 BBe3eHO B YKpaiHy 3

JOTPHMAHHSIM BHMOT 3aKOHOJABCTBA LI0J10 3a0e3Mey eHHS AKOCTI JTIKapChbKHX 3aco0iB.
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