CropiHka 1i32
[lata cTeopeHHnA: 05/04/2024 11:44:55
BnaHk

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI
HA3BA TA A[IPECA BUPOBHWUKA/BUPOBHUKIB:
VICA CAC 979, aseHto ae MipeHe — 47520 NE NACAX, ®paHuisa

NIUEH3IA HA BAPOBHULITBO: M 15/198
GMP Ceptudikar: 2021/HPF/FR/78  01.06. 2021

HA3BA TA AIPECA KOHTPOIO AKOCTI: 979 aBeHio ae MipeHe — 47520 Jle Macax - dpaHuis
NILUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NMPOAYKTY: YNCAPWH YMNCA 500 MI" - TABJIETKU LLIMNYYl 4 CTPUMK x 4 - YkpaiHa

CKNAQA: 1 TabneTka wwunyya micTutb AUETUNCANILXNOBA KUCNOTA 500 Mr

HOMEP PEECTPALIIMHOIO CBIAOLITBA: UA/2308/01/01

HOMEP CEPII: B4037 CAI KOA: 1110357
KINbKICTb: 36,900.00 ynakoBok
OATA BUPOBHULITBA: 13 /03 /2024 CTPOK MPUOATHOCTI: 02/2027
Homep 3paska BusHaueHHA MeTogu KpuTepii NpUAHATHOCTI PesynbTatn

3i CKOLIEHUMU KpasimMu, NNacki,

001000055406 OpraHonenTUYHi BHYTPILLHINA 6ini TABNETKM 3 PUCKOH, Bignogipae
NAPAKTEPHCTIIM PO3YMHHI Y BOAi 3 yTBOPEHHAM
wuny4oi peakuii
001000055406 CepepnHAa maca BHYTPILIHIA  2.518 - 2.783 r 2.646 r
001000055406 OpHopiaHicTL €P2-9-5 Bignosipae Bianosipae
iHOuBiQyanbHUX mac
001000055406 Po3napgaHHA €D0478 <=5 xB Bianosinae
001000055406 pH €d2-2-3 5.7-6.3 6.0
001000055406  lneHTudpixauis €®2-2-29 Bianosinas BlRipniaE
AueTuncaniuunoBoi KUC/IOTH
001000055406  KinbKicHe BU3HAYEHHS €2-2-29 0.476 - 0.535 rfraGneTyy UAZN praCnsmiy
AueTuncaniunnoBoi KUCNOTH
9. =0.7% < 0.7%
001000055406 Caniuyunosa Kkucnora EIeEs o <w0.1% 0.7%
4, R = 9 i i
001000055406  InauBiayansHuit Al peeath =00 i
HeiaeHTUiKOBaHUIA NpoAYKT
posknaay
Qs <=0.7Y < 0.7%
001000055406  Cyma npoaykTis posknaay i 0.7% bt
001000055406 KoHTponb nakyBaHHA BHYTPILLIHIA  Bianosinae BignoBinae
001000055407 3aranbHa KinbKicTb aepobHux €P®2-6-12 <10°KYOIr BignoBinae
MiKpOOpraHismis
001000055407 3aranbHa KinbKicTb €02-6-12 <10%2KYOIr Bignosipnae
NNiCHABUX Ta APDKAXOBUX
rpubis

001000055407 Escherichia Coli €D2-6-13 BigcyTHicTte/1 1




CropiHKa 213 2
[laTa CTBOPE@HHA! 05/04/2024 11:44:55
BnaHk

CEPTU®IKAT AHANI3Y TA BIANOBIAHOCTI

HA3BA TA AIPECA BUPOBHUKA/BUPOBHUKIB:

VICA CAC 979, aseHio ae Mipere — 47520 JIE MACAX, dpaHuin

NILEH3IA HA BUPOBHULITBO: M 15/198

GMP CepTudikar: 2021/HPF/FR/78  01. 06. 2021

HA3BA TA ALIPECA KOHTPOJIO AKOCTI: 979 aseHto ae MNipeHe — 47520 Jle Macax - ®dpaHuin
NILUEH3IA HA KOHTPOIb AKOCTI: M 15/198

HA3BA NPOAYKTY: YNCAPWH YNCA 500 Mr - TAB/] ETKU WWUXNYYI 4 CTPUMMW x 4 - YkpaiHa

CKNAL: 1 TabneTka wuny4ya MiCTUTL ALIETUNCANILMNOBA KUCTTOTA 500 MI"

HOMEP PEECTPALIMHOIO CBIAOLITBA: UA/2308/01/01

HOMEP CEPII: B4037 CAN KOA: 1110357
KINbKICTb: 36,900.00 ynakoBok
OATA BUPOBHULTBA: 13 /03 /2024 CTPOK MPUOATHOCTI: 02/2027

Lim niaTBEpAKYHO, WO BULLEBKa3aHa iHGOPMaLiA € CMPaBXHBOI | TOYHO. LA cepia NPOAYKTy Byna BUroToB/IEHS,
BK/IOYAKOUYM YMAKOBKY i KOHTPO/b AKOCTI Ha BWLLe 3ragaHiit AinbHUUi B MOBHI¥ BiANOBIAHOCTI 3 BUMOramu GMP
MiCLLeBOro perya4oro opraHy Ta 3i cneundikauiero peecTpauinHoro CBiAOUTBA KpaiHK imnoptepa/danny
cneundikauii NPoAyKTy AnA AOCNIAXYBaHUX nikapcbkmx 3acobis cneuudikalii iMNopTy NPOAYKTY danin pgna
focniaxysaHMm Bupobis MeAnNYHOro Npu3HaYeHHs. 0O6po6Ka cepii, NaKyBaHHA Ta aHani3 3anucie i BCTAHOBNEHO, WO
BignosigHo Ao GMP.

AHaniTUYHI NOCUNAaHHA: CTaHfapT TecTyBaHHsA TS00011123
Bepcis 15
CraTtyc 3aTBepaxeHo
EneKkTpoHHO BunyLeHo YNoBHOBaXEHO Ocoboto BENET Celia
[Nata Penisa/Mac 05/ 04 /2024, 11:44:37

MIKPOBIONONYHA YUCTOTA: TecToBuiA napameTep BUKOHYETbCA ABiYi Ha piK
Bunyck cepii 34iCHI0ETECS Ha BupoBHuuin ainsHui: YINCA CAC, 979, aseHto ae MNipere, 47520 Jle Macax, dpaHuin

TiueHsist Ha BUpoBHNLTBO: ByAb Nacka, 3BEPHITLCH A0 AAHNX, 3a3HAYEHNX B 3aronosKy ceptudikary

Lieit cepTudikaT BUAAHO BaniaoBaHOK CUCTEMOLO AKoCTi. ENeKTPOHHMI NiANUC eKBIBANEHTHUIA PyKOMMCHOMY nignuey.




NAME AND ADDRESS OF FABRICATORégg)

&3 UPSA

CERTIFICATE OF ANALYSIS AND COMPLIANCE

/| MANUFACTURER(S):
LE PASSAGE - France

UPSA SAS 979 avenue des Pyrénées - 47

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

Page 1 of 3

Creation date:

05/04/2024 11:44:55

NAME OF PRODUCT:

Composition:

Marketing Authorization Nr:

Batch:
Quantity:

Date of Manufacture:

Ukraine

UPSARIN UPSA 500 MG - EFFERVESCENT TABLETS 4 STRIPS X4 -

1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

B4037

36,900.00 PC

13/03/2024

UA/2308/01/01

SAP Code:

1110357

Expiration Date: 02/2027

Sample Number  Determinations Methods Acceptance Limits Results
001000055406 Organoleptic characters INTERNAL Bevelled, flat, white tablet  Conform

with a line, soluble in water

yielding an effervescent

reaction
001000055406 Average mass INTERNAL 2.518-2.783 g 2.646 g
001000055406 Uniformity of individual mass ~ EP2-9-5 Conform Conform
001000055406 Disintegration EP0478 <=5 min Conform
001000055406 pH EP2-2-3 57-6.3 6.0
001000055406 Acetylsalicylic acid identificationEP2-2-29 Conform Conform
001000055406 Acetylsalicylic acid assay EP2-2-29 0.475 - 0.525 g/tablet 0.496 g/tablet
001000055406 Salicylic acid EP2-2-29 <=0.7% <0.7%
001000055406 Individual unidentified EP2-2-29 <= 0.05% Conform

degradation product
001000055406 Total degradation products EP2-2-29 <= 0.7 Y %
001000055406 Packaging control INTERNAL Conff gn ¥ prm
l # | CEPTHOIKATIB |* §
. 27 1 =

001000055407 Total aerobic microbial count  EP2-6-12 <=1 CFU/gmb rm
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U pS‘ \ Creation date: 05/04/2024 11:44:55

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 500 MG - EFFERVESCENT TABLETS 4 STRIPS X 4 -
Ukraine

Composition: 1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

Marketing Authorization Nr:  UA/2308/01/01

Batch: B4037 SAP Code: 1110357

Quantity: 36,900.00 PC

Date of Manufacture: 13/03/2024 Expiration Date: 02/2027

Sample Number  Determinations Methods Acceptance Limits Results
001000055407 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform

moulds count

001000055407 Escherichia coli EP2-6-13 Absence/1g Conform




U ps Page 3 of 3
A Creation date: 05/04/2024 11:44:55

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 500 MG - EFFERVESCENT TABLETS 4 STRIPS X 4 -
Ukraine

Composition: 1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

Marketing Authorization Nr: UA/2308/01/01

Batch: B4037 SAP Code: 1110357
Quantity: 36,900.00 PC
Date of Manufacture: 13/03/2024 Expiration Date: 02/2027

| 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 TS00011123
Version 15
Status Approved
Digitally Released by Qualified Person BINET Célia
Release Date/Time 05/04/2024 11:44:37

MICROBIAL CONTAMINATION : test parameter is 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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JIEPJKABHA CJIYKBA 3 JIKAPCHbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCbKIN OBJIACTI

npoe. Ceitimunoi Hazii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
IO SIKiCTh BBE3eHOIr0 B YKpaiHy JIiKapchbKoro 3acody
21.10.2024 Ne 52502/24/1011
YIICAPHUH YIICA 500 MI'

(HaiiMeHYBaHHA JTiKAPCBKOro 3acoBy 3TiIHO 3 peccTPaLiiHHM NOCBIA4EHHAM)

Tabuerkn wuny4i no 500 Mr; no 4 TadJeTKH B CTPUMI; 110 4 CTPHNY B KAPTOHHIH Kopooui
(opma BuIyCKY, 103yBaHHs, BHJL NAKyBaHHA JIKAPCHKOr0 3aco0y)

Homep peecrpaniitnoro nocsinuenns UA/2308/01/01 crpox nii peectpauiiinoro nocsixdemns 01.01.2099
Cepis nikapcskoro 3aco6y Ne B4037 KinskicTh BBe3eHOro mikapcskoro sacoby 13900

Bupo6HHK VIICA CAC, ®panuis

(naiiMeHyBaHHA BHPOOHHUKA JiKapchkoro 3acofy, kpaiHa MOXOKEHHS)

Beeseno B Yipaiiy TosapucTBo 3 00Mexenomo Bianosinaasuictio "JIEJIbTA
MEJIKEJ", inent. xon: 39448817

(naiivenysanns Ta ko1 33 €/IPTIOY ropuanuHoi 0cobu abo mpiseHILe, iM'A, N0 6aTHKOB] bizuunoi
0co6H - MmiANpHEMILS, Ti MiCIE IPOKMBAHHS Ta PeeCTpaLiiHHi HoMep 001iKOBOT KAPTKH MIaTHHKA
nojaTkie abo cepis Ta HOMep nacnopra)

IMporokoa sizyaasroro koutpomo sin 10.10.2024 Ne 3126/1.

3a  pe3ylbTaTaAMM  JICPKABHOTO KOHTPONIO BCTAHOBIEHO, WIO JIKAPCHKHH 3acib BBe3eHo B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHO/IaBCTBA LIONIO 3a0€3Me4CHHSA AKOCTI TIKapChKUX 3ac00iB.
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CropiHka 23 2
Nara cteopenHa: 08/07/2024 17:51:02
BnaHk

CEPTU®IKAT AHATI3Y TA BIANOBIAHOCTI

HA3BA TA AJPECA BUPOBHWUKA/BUPOBHUKIB:
YMNCA CAC 979, aseHio ae MipeHe — 47520 NIE MACAX, ®paHuin

NIUEH31A HA BUPOBHULTBO: M 15/198

GMP Ceptudikart: 2021/HPF/FR/78  01. 06. 2021

HA3BA TA AJJPECA KOHTPOIK AKOCTI: 979 aBeHio ae MNipeHe — 47520 Ne Macax - ®paHuis
NMIUEH3IA HA KOHTPOIb AKOCTIL: M 15/198

HA3BA MPOAYKTY: YMCAPWH YMCA 500 MI" - TABJTIETKU WUUMYYI 4 CTPUMMW x 4 — Ykpaina

CKNnAQD: 1 TabneTka wunyya mictute ALULETUNCANILUWUIOBA KUCNOTA 500 Ml

HOMEP PEECTPALIMHOIO CBIOOLTBA: UA/2308/01/01

HOMEP CEPII: B4479 CAN KOQO: 1110357
KINbKICTb: 36,800.00 ynakosok
OATA BUPOBHULTBA: 03 /06 / 2024 CTPOK MPUOATHOCTI: 05/2027

LIMM niaTBEpAXYIo, WO BULLEBKa3aHa iHOPMaLA € CNPaBXHbOI | TouHOW. U cepia npoaykTy b6yna suroToBneHa,
BKNIOYAKOUYM YMAKOBKY | KOHTPONb AKOCTI Ha BULLE 3raAaHii AinbHWUI B NOBHIKA BiANOBIAHOCTI 3 BUMOramm GMP
MICLLEBOrO perynioyoro oprady Ta 3i cneuudikalielo peecTpauiitHoro cBigouTsa KpaiHu imnoprepa/danny
cneundikalyii NPoAyKTy ANA AOCNIAKYBaHMX Nikapcbkux 3acobis cneuudikauii imnopty npoaykTy dain gna
L0CNiAXKYBaHUM BUPOBiB MeaW4YHOro npusHaderHs. OBpobka cepii, nakyBaHHs Ta aHanis 3anucis i BCTAHOBNEHO, L0
signosigHo Ao GMP.

AHanITUYHI NOCUNAHHA: CraHaapT TecTysaHHA TS00011123
Bepcis 15
Cratyc 3aTeepaxeHo
EnekTpoHHo BunyweHo YnosHoeaxeHow Ocoboto Elodie BONNEFOUS
[ara Peniza/Mac 08 /07 /2024, 17:50:55

MIKPOBIOJNIOMNYHA YACTOTA: TecToBMiA NnapamMmeTep BUKOHYETLCSA ABIMI HA pik
Bunyck cepii 3aiACHIOETbCS Ha BUpoBHUIA ainanui: YIICA CAC, 979, aserio ae Mipere, 47520 fle Macax, ®paHLUis

NiueH3is Ha BupoBHUUTBO: Byab Nacka, 3BEPHITLCA A0 AaHWX, 3a3Ha4eHWNX B 3aronoBKy cepTudikaTy

Lle#t cepTudikaT BUAAHO BaMNiA0BAHOK CHCTEMOK SKOCTI. ENEKTPOHHWIA NIANMC eKBIBANEHTHWIA PYKONMCHOMY nianucy.
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[larta crsoperua: O

BnaHk

CEPTU®DIKAT AHANI3Y TA BIANOBIAHOCTI
HA3BA TA A[JPECA BUPOBEHWUKA/BUPOEHUKIB:
YMCA CAC 979, aseHio ae MNipeHe — 47520 NNE NACAX, ®paHuis
NILUEH3IA HA BUPOBHUUTBO: M 15/198
GMP CepTtudikar:
HA3BA TA AJJPECA KOHTPOIO AKOCTI:
NIUEH3IA HA KOHTPONb AKOCTI:

2021/HPF/FR/78  01. 06. 2021
979 aseHio ae NipeHe — 47520 e Macax - ®paHuis

M 15/198

CropiHka 1i3 2

IN7/9034 1251 )
WrisgZ0Z4 1 /:01:0U2

HA3BA NPOAOYKTY: YIMCAPWUH YNCA 500 MI" - TABTETKW LUUMYYI 4 CTPUMU x 4 — YkpaiHa
CKNAL: 1 Tabnetka wunyya mictute ALUETUNCANILMNOBA KUCNOTA 500 M

HOMEP PEECTPALIIMHOIO CBIAOLTBA: UA/2308/01/01

<

CEPTH®IKATIB
Nal

i O
s km"\ *

HOMEP CEPII: B4479 CAMN KOAO: 1110357
KINTBKICTb: 36,800.00 ynakoBok
OATA BUPOBHULITBA: 03 /06 / 2024 CTPOK MPUOATHOCTI: 05/2027
Homep 3paska BusnavyeHHsn MeTtoau KpuTepil npuiHAaTHOCTI Pesynbratu
. . 3i CKOWEeHUMHM KpaaMu, Nnacki, . :
001000058886  OpraHonenTuuHi BHYTPIWHIA ¢, = F’:Hcmw, Bignoeinac
XapakTepucTHku PO34MHHI ¥ BOAI 3 YTBOPEHHAM
wuny4oi peakuii
001000058886 CepepnHsa Maca BHYTPIWHIA 2.518 -2.783r 2.636r
001000058886 OpHopigHicTL €d2-9-5 Bignosinae Bignosigae
iHOMBIgYyanbHUX Mac
001000058886 Po3anapgaHha €D0478 <=5 xB Bianosinae
001000058886 pH €d2-2-3 5.7-6.3 5.8
001000058886  lnenTudbikauin €02-2-29 Eanosiage RiARRIppS
AueTuncaniyMnoBol KUCNOTH
001000058886  KinbKicHe BU3HaYEHHS €®2-2-29 D7 0520 riatineruy HASS Hratnarty
AueTuncaniyunoBoil KUCNOTH
-2 <=0.7Y% 75
001000058886 CaniuunoBa kucnora OlEEa0 0re =0T
: = €®2-2-2 <=0,05% Bi i
001000058886 IHanBigYyansHUM 9 0.06% FInEaeE
HeigeHTUdiKOBaHUIA NpoayKT
po3knagy
©2-2- <=0.79 < 0.79
001000058886  Cyma npoaykTiB posknagy G- A A
001000058886 KoHTponk nakyBaHHA BHYTPIWHIA Bignoeinae Bignosipae
001000058887 3aranbHa KinbkicTe aepo6Hux E€®2-6-12 <10°KYOIr BignoBipae
MikpoopraHismis
001000058887 3aranbHa KinbKicTb €D2-6-12 < 102KYOIr Bignosipae
NNICHABUX Ta APIKOKOBUX
rpubie
001000058887 Escherichia Coli €P2-6-13 BigcyTHicTe/1 T
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Creation date:

EB UPSA

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

UPSA SAS 979 avenue des Pyrénées - 4752

Manufacturing Licence:

GMP Certificate Date:

Name and Address of Quality
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

Control:

NAME OF PRODUCT:

Composition:

UPSARIN UPSA 500 MG - EFFERVESCENT TABLETS 4 STRIPS X 4 -
Ukraine
1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

Marketing Authorization Nr:  UA/2308/01/01

Batch: B4479 SAP Code: 1110357
Quantity: 36,800.00 PC

Date of Manufacture: 03/06/2024 Expiration Date: 05/2027

Sample Number Determinations Methods Acceptance Limits Results
001000058886 Organoleptic characters INTERNAL Bevelled, flat, white tablet Conform

with a line, soluble in water

yielding an effervescent

reaction
001000058886 Average mass INTERNAL 2.518-2783¢g 2.636 g
001000058886 Uniformity of individual mass  EP2-9-5 Conform Conform
001000058886 Disintegration EP0478 <=5 min Conform
001000058886 pH EP2-2-3 57-6.3 5.8
001000058886 Acetylsalicylic acid identificationEP2-2-29 Conform Conform
001000058886 Acetylsalicylic acid assay EP2-2-29 0.475 - 0.525 g/tablet 0.493 g/tablet
001000058886 Salicylic acid EP2-2-29 <=07% <07 %
001000058886 Individual unidentified EP2-2-29 <=0.05% Conform

degradation product
001000058886 Total degradation products EP2-2-29 <=07 % :
SN Mp e
‘ fé\§1¢‘ éu—f-{?f )
001000058886 Packaging control INTERNAL Conform f@ "&é
g A)

001000058887 Total aerobic microbial count EP2-6-12 <= 10 exp3 CFU/

7 4
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Page 2 of 3

UI S‘ \ Creation date;: 08/07/2024 17:51:02

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR%S()JI 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 500 MG - EFFERVESCENT TABLETS 4 STRIPS X 4 -
Ukraine

Composition: 1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

Marketing Authorization Nr:  UA/2308/01/01

Batch: B4479 SAP Code: 1110357

Quantity: 36,800.00 PC

Date of Manufacture: 03/06/2024 Expiration Date: 05/2027

Sample Number Determinations Methods Acceptance Limits Results

001000058887 Total combined yeast and EP2-6-12 <= 10 exp2 CFU/g Conform
moulds count

001000058887 Escherichia coli EP2-6-13 Absence/1g Conform

"EPTHOIKATIB | *
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U ps Page 3 of 3
‘ ‘ Creation date: 08/07/2024 17:51:02

CERTIFICATE OF ANALYSIS AND COMPLIANCE

NAME AND ADDRESS OF FABRICATOR S()JI 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 500 MG - EFFERVESCENT TABLETS 4 STRIPS X 4 -
Ukraine

Composition: 1 EFFERVESCENT TABLET CONTAINS ACETYLSALICYLIC ACID 500 MG

Marketing Authorization Nr:  UA/2308/01/01

Batch: B4479 SAP Code: 1110357
Quantity: 36,800.00 PC
Date of Manufacture: 03/06/2024 Expiration Date: 05/2027

| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging and guality 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 TS00011123
Version 15

Status Approved
Digitally Released by Qualified Person Elodie BONNEFOUS
Release Date/Time 08/07/2024 17:50:55

MICROBIAL CONTAMINATION : test parameter is performed twice per year

Batch release is performed at the manufacturing site : UPSA SAS, 979, avenue des Pyrenees, 47520 Le
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JEPKABHA CJIYKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KMIBCBKIN OBJIACTI

npos. Ceitimunoi Haxii, 3, m.Kuis, 02099, ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €ZIPTIOY 37078774

BHMCHOBOK
NMPo AKICTH BBE3€HOI'0 B YKpaiHy JIKapcbKOro 3acody

27.01.2025 Ne 1856/25/10

YIICAPHUH YIICA 500 MI'

(naiimMeHyBaHHs J1iKapchKOro 3acofy 3rijlHO 3 peecTpauiiiHHM MOCBIIMEHHAM)
Tabaerku wunyyi no S00 mr; no 4 TadeTKH B CTPHII; M0 4 CTPHNH B KAPTOHHIH Kopooui

(dbopma BHITYCKY, 103yBaHHS, BU/l NAKYBAHHs JIIKAPCHKOro 3acoby)
Homep peectpauiitnoro nocsigaenns UA/2308/01/01 crpox aii peecrpauiitnoro nocsiguenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne B4479 Kinskicts BBeseHoro nikapebkoro 3acoby 4800

Bupo6uuk YIICA CAC, ®pauuis

(HaiimeHyBaHHs BHpoBGHHKa NiKapchKoro 3acofy, KpaiHa noXo/pKeHHs)

Bresero B Vipainy ToBapucTso 3 o6mexenor BinnosinaasHicrio "JAEJIBTA
MEIKEJI", inent. koa: 39448817

(naiimenyBanns Ta koa 3a €/IPTIOY ropuauunoi ocobu abo npiseuiLe, iM'a, o GaTeKOBI QiznuHOT
ocobu - mianpHemis, il Miclie TPOKHBAHHS Ta peecTpalifHHi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojatkiB abo cepis Ta HOMEp nacrnopTa)

IMporokoa Bisyaasnoro kourposo six 21.01.2025 Ne 0107/2.

3a pesynbTaTamMH JIEPKaBHOTO KOHTPOJI BCTAHOBIEHO, MI0 JIKApCeKWH 3acid BBeseHo B YKpaiHy 3
AOTPHMAHHHAM BHMOr 338KOHOJABCTBA 11010 3a0€3MeUeHHA AKOCTI JiKapChKHX 3aco0iB.

Onera EPBLOMEHKO

(mignuc) {ininianw Ta npissHiLe)




NEPKABHA CJYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKINA OBJIACTI

npos. Ceiimynoi Hapaii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
npo sAKiCTh BBE3eHOro B YKpaiHy JiKapchbKoro 3acooy

18.03.2025 Ne 12569/25/1011

YIICAPHUH YIICA 500 MI'

(HaiiMeHyBaHHA JIKapChKOTo 3aco0y 3riJIHO 3 peecTpaLiifHHM [IOCBITICHHAM)
tabueTku wuny4i no 500 mr; no 4 TabjaeTku B CTpHINi; 110 4 CTPHIIH B KAPTOHHIl Kopodui

(hopma BHITYCKY, 103YBaHHS, BH]| 1AKyBaHHA JIikapcbKOro 3acody)
Howmep peectpauiiitoro nocsizuenns UA/2308/01/01 crpox nii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acody Ne B4479 KinbkicTs BBe3eHoro nikapeskoro saco0y 10000

Bupo6Huk VIICA CAC, ®panuis

(HaliMeHyBaHHA BHpOOHHKa JTiKapchKOro 3acoly, kpaiHa MOXOKeHH:)

Beeseno B YkpaiHy ToBapHcTBO 3 00MexkeH010 BiinosizaabHicTO "JEJIBTA
MEJIKEJI", inent. kox: 39448817

(naitmenyBanns Ta koa 3a €JIPTIOY ropumuuHoi ocobu abo npiseHie, iM'a, 0 6aTbkoBi hizHyHOI
0co0H - nianpueMus, i MicLle NIPOKHBAHHS Ta peecTpauifiHni HoMep 001iKOBOT KAPTKH NIaTHHKA
nojaTkiB abo cepis Ta HOMep nacmopra)

Mporokoa Bisyansuoroe koutpomio sia 13.03.2025 Ne 0783/2.

3a pe3yiabTaTaMM  JIEPKABHOTO KOHTPOJIKO BCTAHOBJNEHO, 10 JiKapchKuH 3aci® BBeseHO B YKpaiHy 3

JOTPHMAHHSAM BHMOT 3aK0HO/IaBCTBA 1110710 3a0€3MeYeHHA AKOCTI JIKapChKHX 3aco0IB.

Omnera EPBOMEHKO

mgox KOHTPOJIIO) {miamac) (iriuiamy Ta npissuLIe)
%




JEPKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KHiBCBKINA OBJIACTI

npos. Ceitanunoi Haaii, 3, m.Knis, 02099, mun/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo sIKiCTH BBE3€HOr0 B YKPaiHy JiKapchbKoro 3acody

21.04.2025 Ne 19368/25/1011

YIICAPHH YIICA 500 MI'

(HaliMEHYBaHHA TIKApCLKOTO 3ac00Y 3riIHO 3 PeeCTpaLiiiHHM NOCBITYCHHAM)
raduerkn muny4i no 500 mr; 1o 4 TaduieTKH B CTPHII; 11Q 4 CTPUIH B KAPTOHHIH KOpoOui

(thopma BMNyCKY, 03YBAHHS, BU/I TTAKYBAHHA JiKapCLKOro 3acody)
Homep pecctpauiiinoro nocsizuenrs UA/2308/01/01 crpox nii peectpauiiinoro nocsixuenna 01.01.2099
Cepis nikapcbkoro 3acoby Ne B4479 KinekicTs BBe3eHOro ikapehkoro 3acoby 7200

‘BupoGmnk VIICA CAC, @paniis

(HaiiMeHyBaHHA BHPOOHHKA TiKapCHKOro 3acoby, kpaiHa MOXOMKCHHA)

‘Bseseno B Ykpainy TosapucTBo 3 00MesxkeHoto Bianosigzaasnictio "JIEJIBTA
MEJOIKEJ", inenr. kon: 39448817

(naiivenysaniis Ta kox 3a C€JIPTIOY opuananoi ocodu abo npissuie, iM's, 110 GaThKOBI (iznwHoi
0codu - nianpuemus, i Micue upommam'ﬁ peectpauiiinuit HoMep 001iKOBOT KapTKH NIIATHAKA
nojartkie abo cepis Ta HOMEP nacrnopra)

Mporokoa Bisyansnoro konrpoo six 18.04.2025 Ne 1248/2.

3a  pesyibTaTaAMM  JIEPHKABHOTO KOHTPOMIO BCTAHOBICHO, WO JIiKapchkuid 3aci6  BBeseHo B Ykpainy 3

JOTPHMAHHSAM BHMOT 3aKOHOIABCTBA 11010 3a0e3MeueHHs AKOCTI JIIKapchKHX 3acobiB.

Onsra EPLOMEHKO

(miamnwc) (ininiamu Ta npissHe)
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