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| 000 "BPHCTO/I-MAHUEPC CKBHUBE"
| Caedenus o pezucmpajuu opeanisanu.: Medicpaiionian uncnexyus Dedepamoil narozo6oil cayobu Ne 46

Jloaepenmoe mnjo: Tonkaveea E.D., dosepennocms BMS-026/05-20-2019 om 20.05.20192

JEKJIAPAITASA O COOTBETCTBHHA

JEKJIAPAHT, IPHHUMAJOIMM JEKJIAPAITHIO O COOTBETCTBYH

no 2 Mocxae 01.01.2008, OI'PH 1027739068026, dama npucecenus OI'PH 14.08.2002.

Adpec: 105064, 2 Mocxea, yn. 3eamnoii Baa, dav 9, smasic 9, nawt. 11, ko, 8-11,13-16 Tenegon:
8(495)755-92-67

B munje: 'enepanvnoni dupexmop Mapex Baunriex

3ASBJSET, 4HTO
Rexapemoennoe cpedemeo: Yncapun Ynca® mabnenicu wumywie 500 vz 4 wim., cmpumi (4), navxu

xapmonnsie, PY Ne IT NO11368/01 om 27.07.2010 (dama savens: PY 23.05.2018), cepun X2237, napmus !
71000 ynaxosox, 200ex do 31.03.2022, npouséodcmea YIICA CAC, Gpanyus, UPSA SAS, 979 avente des '
Pyrenees, 47520 Le Passage, France xod OKII/]2 21.20.10.232, x0d TH B3J] 3004900002, kowmpaxm X ‘
366682 om 24.03.2015, wmeoiic Ne 2098637466 om 26.07.2019

COOTBETCTBYET TPEBOBAHHAM
171 N011368/01-230518

JEKJIAPAIIAS TIPAHSITA HA OCHOBAHHHA
npomoxan ucrezmanuii Ne 10821 om 06.08.2019 HIT 000 HI "PAPMOBOPOHA'", ammecnian

axxpedumayuu POCC RU.0001.21J140, Cepimepuxam POCC FR. ®M!15.C83420 om 07.08.2019

Tomauera E.3.
O.H.0

OPI'AH 110 CEPTHOHKAIIUH, 3APETHCTPHPOBABIIH I JIEKJIAPAITHIO

POCC RU.0001.11PMI5 OPIAH 110 CEPTHOHKALIHH ITPONYKIJHH OFIJECTBO C

OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec cpeamaynr: 115280, 2. Mockea, yn. Macmeproaa, 6. 4, am. 5, nou. 1, xax. 1., adpec opeawa no
ukayiai: 143581, Mocxoeckan ofnacms, Hempuncxuii paiion, dep, Jewwoso, d. 248, cmp. I, men.:

(495)640-96-69, (495)787-92-78 geb-caiim: ouxx.peh.

JIEKJIAPAIIHS] O COOTBETCTBHH 3APEI'HCTPHPOBAHA At POCC RU /f-FR.®MI5.4.20673/19

3apeironcxas H.A.
Pyxopaputens OC i ]




Buesa &% Bristol-Myers Squibb

CERTIFICATE OF ANALYSIS AND COMPLIANCE Page 1/2

NAME AND ADDRESS OF FABRICATOR(S) / MANUFACTURER(S) :
UPSA (a wholly cwned subsidiary of BMS)

978 avenue des Pyrénées - 47520 LE PASSAGE - France
Manufacturing Llcenco: M 15/1588

GMP Certificate Date : 2018/HPFIFRI1ST 13.00.2018
Name and Address of Quality Controk: 079 avenue des Pyréndes - 47620 LE PASSAGE - France
Quality Control Licence : M 157188

NAME OF PRODUCT: UPSARIN 500 mg - Effervescent tablats (4 sirips x 4) - RUSSIA

BATCH NUMBER: X2237
SAP CODE: 1250171
COMPOSITION: Acetylsalicylic acid 500 mg

DATE OF MANUFACTURE: 30/04 /2018 EXPIRY DATE: 03/2022
Determinations ) Mathods Acceptance Limits Results
Organoleptic characlers INTERNAL Flat, round, white tablet with baveled  Conform

edges, scored on onae side, Soluble In
wator ylalding an efforvescent

. reaction.
Appearance of the solution INTERNAL Conform Conform
Disintegration PE0478 <=5 min <5 min
pH PE2.23 67-62 &0
Acetylsalicylic acld ldentification PE2.2-29 Conform Conferm
Acetylsalicylic acid assay PE2.2-28 0.476 - 0.525 pitablat 0.503 ghablet
Content uniformity of acetyisallcylic acld - PE2-840 100.2%
average of 10 units
Contant uniformity of acetyisalicylic acid - PE2.9-40 28%
acceptance value of 10 units
Contont uniformity of acetylsallcylic acld - PE2.840 98.3%
minimum of 10 units
Contant unlformity of acetylsalicyllc acld - PE2-8-40 1024 %
maximum of 10 unlts
Uniformity of content : acetylsalicylic acld PE2-3-40 Conform
Salicylic acld PE2-2-28 <36%
Individuat unidentified degradation product PE2-2-29 <=0.05% Conform




vesa. &5 Bristol-Myers Squibb

CERTIFICATE OF ANALYSIS AND COMPLIANCE PR

NAME AND ACDRESS OF FABRICATOR{S) / MANUFACTURER(S)

UPSA (a wholly cwned subsidiary of BMS)

979 avenue des Pyrénées - 47520 LE PASSAGE - France

Manufacturing Licenco : M 15188

GMP Certificate Date : 2018/HPFIFRME7 13.08.2018

Name and Address of Quality Control: 879 avenue des Pyrénées - 47520 LE PASSAGE - France
Quality Contrel Licence : M 15188

NAME OF PRODUCT. UPSARIN 500 mg - Effervescen tablels (4 sirips x 4) - RUSSIA

BATCH NUMBER:  X2237

Determinations Methods Accaptance Limits Results
Total degradation products PE2-2-29 <=38% <3.6%
Packaging control INTERNAL Conferm Canform

| hereby certify that the above (nformalion Is authentis and accurate. This batch of product has been febricstedimanufactured, Including packaging
and quality centrol at the above mentioned site(s) In full compliance with the GMP requirements of the local Regulatory Autharity and with the
specificaticns In the Marketing Authorisation of the imparting country / product specification file for Investigationsl Medicinal Preducls. The balch
processing. packaging and analysls records were reviewed and found to be in compliznce with GMP,

ANALYTICAL REFERENCES: Testing Standard: 00011123
Version: 1"
STATUS: Approved
DIGITALLY CERTIFIED BY: Virginie BARBIERO
DIGITALLY RELEASED BY QUALIFIED PERSON: Dupont Fanny
RELEASE DATETIME: : 21 /0572019, 17:48:22

This document Is Issued by a validated ccmputerized sysiem,
The alectronic signature !s equivalent to a handwritten signature.




UPSA

Une 5o € Dristol Mywn Sqd

% EPHCTOJ-MAHEPC CKBUEE

CEPTUOUKAT AHAITU3A

HavmeHOBaHKE I ALPEC NPOWIBCRUTENA:

UPSA (npunagnesxt xomnanur Bpucron-Malepe Crauss)

979 avenue des Pyrenees— 47520 LE PASSAGE - France

NuyeHsust e npoussogcTeo: M 15/158

GMP cepruduxar. 201 &/HPF/FR/M5T 13.06.2018

Halsanwe u agpec nncwaa, oTRECTsaHMOR 312 KONTPONL KavecTea: 979 avenue des Pyrenees— 47520 LE PASSAGE - France
TNuuexan Ha KOKTPONL KavecTea: M 18198

NroaykT : YNCAPUH YTICA 0,51, TABNETKK Wuryyue Ne16
Homep cepuu:  X2237
Kop SAP: 1258171
Cocras: Aueruncanvuyunosas kucnora 500 mr
Dara npoussoacrea: 30/04/2018 Cpox rogHocty : 03.2022
MOKAIATEN® METORb! HoPMb! PEIYTBTATS!
XAPAKTEPACTWKM Kpyrnie, ANOCKME GO CROWEHHbLIMK KPRRMM |
- puckoR Ka oaMoR cropone Benste Talnencl. Mpu
Coucarime BHYTREHHIR PECTROPCMIA B BOAE HaGNIGAGETCR BLAENOHME CootaeTcrayer
Ny3e!pbos ra38
3"0:_‘-:"? BAA APHIOTCE/IBHHOND ENYTPERNMA Cooreercrsyer Cootsercreyet
a
Pacnagaenocts PED478 S5 mier <5 MuH
pH PE2-2-3 57863 6.0
DOANMHHOCTH AKTWBHOIO
KOMMOHEHTA
ALSTHASANMUMNCEER KNCNTTE PE2-2-28 Cocteercrayer Cooreercrayer
-
KonwsecTsennoa onpegensuie
AUBTHNCANMLIANORSA KNCNOTa PE2-2-29 0,475-0,825 rirab 0,503 rfrab
OaHopogHOCTE gwmm
BUETANCANMUNNCECH KMENOTH PE2--40 89,4%
| cpegnes ann 10 Talnevox
OAMOPDAHOCTS A0IMPOBENHS
AUETHNCANKUMNOBOR KUCNOTM - PE2-3-40 $150% 2,8%
xpUTepHiA npuesmnemocTy Ana 10
rabneTox LULLED
OAHOPORHOCTE ROIMPOBaHIA (7 ONG,
SUETHNCATKLMIOBORA KACNOTS - PE2-0-40 /7 m o\ | 0e.3%
[ witritwym 419 10 Tabrerex S =% A :
DRMOPOAHOCTD AOIMPOBANNA 1 VR X RGN
BUETMACNKLMNOBON KMCNCTS! - PE2840 | B 2ed  &E) | —
40 Tabnarox \".‘L\" 2% /I’/?) &
- k=i
AHCDOACCTS AOHPODIHIR PE2.0.40 v."wz:? Coorsercrayer
PoacToeHHne npumacy: W
e
Canmuunoean xwcnota PE2-2-29 $36% <3,6%
ERuHMRan HEMAENTUE MINECRaHHAs PE2-2-29 £0,05% Coovsercrsyer
| NPAMBCH _—
Cymwa npumecei PE2-2-28 %3,6% <3,6%
KowTpons ynakoaxu BHYTPEHH®A CocTeeTcTEyeT CocTeercrayeT

HacToauti NOATEMRARIO, HT0 NPIISIERHAN HIWE MMOPMALIIA AOSTORCpNER It TONKAL. JeiNnaR Cepiiy NPCRApPETE NPOINSCACHA, BKNICHAT YIIAKORKY H

XONTPORL XaXeCTsa, B NONHOM cOOTRCTCTRIM ¢ TpeSoamitimn GMP, neficTayionuns ¥ cTpaKe Ha TEPPITORINI mmpom ocymmn BPOHABAZCTRO ¥

CRENEND SERAIOMEHNE, wTO N cooTeeTcTayoT GMP. Cranaapr veoriposanna 00011123, sepenn 11

Craryc:
CepTucuumposano:

Buinyctuno YnonHoMmcoueHHoE NuLo:

[iara seinycka:

Opnobpetro
Vigginie Barbiero
Dupont Fanny

21.05.2019, 17:49:22
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MHUHUCTEPCTBO 3APABOOXPAHEHUSA
POCCUNACKON OEIEPALIMM

_ Perucrpnuuouuoe ynocronepeime , -
- JIeKapCcTBeHHOro npeuapa‘ra As Menuuﬁncxoro nplmeue:mn

¥

(HO"CP PEr#CTPaUHOHHOTO YAOCTOREDEHH ACKRPCTREHHOMD ﬂpmlpﬂl}

Hnuuonuue nep:mn (Baaxeannn) |
PETHCTPALNOREOTD YAOCTOBEPEHKH !
ACKAPCTBENHOTO NpenapaTa _ }

AZPEC MECTOMAXOKALHNE ALPXKATEAN

VIICA CAC, Gpasuss
UPSA SAS

AEKAPCTBCHHOMO npenapars

A2Ta rocyaapersenyof perucrpauny
ACKAPCTBEHHOrO UPenapara

|Cpox acitcramn perucrpaunonworo
| yaDCTOBEPEHER ALKAPCTREHKOrD NpenapaTa

27.07.2010

Beccpouno

.{flava suecenms HIMeseHNR B perncTpRUMOHHOE
YACCTOBCPERME AEKAPCTBENHOTD NPenapeTa
(asTa 3amenn perncrpaunonKore
YROLTOREPEHM A ACKAPCTBENHOIO Npenapara)

23.05.2018

(Bragennua) persct paumonnoro ynecronepeann . 3, rue Joseph Monier, 92500 Rueil Malmauon Frmeg z

Hndopuauus o nperm:rpnponuuou NIeKBDCTBEHHOM upenlpan
“{Toprosoe nanmenosanne : Yneapun Ynea®

i Mewaynapoauoe uenatenrossunoe, i |
* |FPYUNNpPoBOYHOE, AN XRMHYECKOE | AUETHNCATHUMNOBAS KHCAOTA
. |HaumenoRanue { .

= Jlexaperseunas ¢gopma ' TalneTKH WHNyYHe

 {BCUOMOTATEALUMIX BewecTn
./ jaueTMACATWLAROBER KuCAOTA S00.0 Mr, BCMOMOTaTENRHAIE seutecTee (RATPHS ruapoxaploKaT, nHMoHHAR

Joisposxa 500 mr

fa;
| Kavecraeninnth cocran u xoauun’ttnuut COCTaB JeACTBYIOLINT BEWIECTS H KaXeeTReH bl cocras -

. |xncaora Gessonuan, HeTphs untpat Gersoansill, Hatpua kapGonar Geasoanwill, acnapTam, nosuaon (KJO), =
[ KPOCTIOBHLOH, BPOMATHIATOD anenLcHHosLil)

‘| Dopma mrnycxs (rexaperaennan gopma, Te6neTxic winyvwe, 500 mr (ctpun) 4 x 4 (naska
'|ROINPOBXR, MEPRHYKAR YNAKOBKA, KOAMYECTBO |KAPTOHHEA)

aexkaperoennoll Gopmu B mepenHol
YRAKOBKE, KO/INTECTBO NEPRUUHON yNAKOBKE B
‘|morpebuTeascxalt ynaxonxe, KOMEJICKTHOCTS)

;' (PexBuInTI HOpPMATHDRON ROKYMENTARMA FINOJ1368/01-230518

0 L
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Crpanuuia 2 peructpausonsoro yrocrosepenus Ne ITNO1 1368/0

1Tpon3BoACTREHELIE NIOWEAKH, YHRCTBYIOUINE B NPOLECCE NPONIBOACTEE NEKAPCTREHHOMO
MPENEPaTa, ¢ yKalaHueM cTaauil NpoMIBoRcTBa, HaIBaHil # AKTHYCCKHX aapecos
MECTOHAXOMACH IS

Mpowssodumens (Bee cmadun npowzsodemaa) }anA CAC, ®pantua / UPSA SAS, France

979 avenue dﬁ Pyrences, 47520 Le Passage, France a0 77
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Crarc-cexpeTaps - 3aMeCTHTSb

J1.B. Kocrenunkos
Mumnucrpa
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