AEKJIAPAIIUSI O COOTBETCTBUU

RERJAPAHT, IPHHUMATOILIUH JEKJAPAIIMIO O COOTBETCTBHI:

AQ "Canodhu Poccun”

Ceedenun o pecrcipayuu opzarusaiin: Mexcpalionnas wncnexyus Qedepaivrol #a1020601 CIvIHCHL Ne
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoewus OTPH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepexas, 0. 22. Texeghon/panc: 8 (495) 721-14-00 7 72]1-14-11

B munye: Ienepamsruiii Oupexmop Monxe O.A.

Hocepenroe muyo: 3véosa A.10. Hoeepennocmn.: 6/ om 06,11.2018

JAABIAET, YTO _

AexapciGenroe cpedcmeo: baparzun® Mpaciicop 8 GHYIMPUGEHHO2G 1t GHYIIPUMBIMIEUHOZO 66ICHI
300 se/an 5 ;a, avmyaot (5), ynaroexu suesivocore xonnnpuste (1), nausi Kapiionnute, pe2.yo.Ne If
NOI11538/02 om 22.10.2008 (dama eHecenus uzmenenii ¢ PV 28.02.20]7 ), cepus 2118063, napmus

16222 ynaxosok, 200en do 01.09.2022, npouseodcniea Canoghu Hydus Jdusiumed / Sanaofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarai State, India, Hndus, xkod
OKTIA2 21.20.10.232, ko6 TH B2 3004900002, ronmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
Ne9085309607 om 17.10.2018

COOTBETCTBYET TPEFOBAHHAM
I N0O11538/02-280411 uzm, Mo [-5

HAEKJAPAIHA IPHHATA HA OCHOBAHHH

nponioxon ucnvimanuit Ne 1022510 om 27.11.2018 HJT Q0O "Lienmp xonmpoas kavecnica Buoiaigh”,
annnecniam axkpedumeajun RA.RU.2IIIKO] om 22.07.2015 2., cepnugpuram ancaza SAF180957
om27.09.2018, Cepnnigpuramn POCC IN.DMO5,C03747 om 27,11.2018

AATA HPHHATHA AEKTTAPAIIUH 27.11.2018
ATIHA JEHCTBHTEJIBHA A0 01.09.2022

%’/ 3ySoea A.IO.

TIOMNHCE 0.0

CBEJEHUS O PETUCTPAITNHA

OPFAH 10 CEPTHOHKAIIHH, 3APETHCTPHPOBABUINI JEKIAPAITHIO

Opzan no cepmughuxaifiin npodviu

Obiyection ¢ oepanirennolt 0MeeNCHIGEHHOCIbI0 «OKPYNCHOI YeRMP Cepmuguraiii»,
adpec: 620014, POCCHA, Ceepdnoscxan obaacins, Examepuntypz, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanuu Ne RA.RU. 11 OMOS

JERIAPATIERQ COOTBETCTBHIL e POCC RU J-IN.@MUS.A.08347/18
APE 27.11.2018 | }
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Canoghu UHdus NMumumed /Sanofi India Limited
Address: Sanofi india Limited, India / Appec: CaHocbw WHaus NMumurea, Mkgus

SANOF}

Ed. No. 0BA

CEPTUOUKAT AHATTU3A
ANALYTICAL REPCRT

Mpopyst:  Bapanrun® M, PacTeop AnA BHYTPUBEHHOrO.M Ng SAF180857

‘ BHYTPUMbIIEYHOrO BBeAGHKA 500 Mrimi .

Product:  Baralgin® M, solutior for intravencus and Date/jata 27/09/2018

intramuscular injection 500 mmg/ml :

Homep cepwm. 2118063 Hata npou3soacTea 08 . 2018

Bafch number o Manufacturing date

Orgen INJECTABLE Foped go 08 -2022

Department Expiry date

Paamep naptun 450 LTR Monyuero 13/00/2018

Batch size Received on

Moxasarenu: Pesynbrathi: HopMmebl:
TESTS RESULTS SPECIFICATION

Onicatue IMpo3apauHLi; nouTn | MpospauHblii, TOUTH OecuBETHEIR  mmv
GeCleaTHbIi hl cnabo | cnabo OKpALLEHHBIRA pacreop.
OKPELUEHHBIA pacTeop, npaicrvshrecxn faz vacTiy.
MpakTudecky Bes yactuy,

Bescription Clear, almost colorless solution. | Clear, almost colorless to faintly colored
Practically free from partlcles solutu:m Practically free from particles:

MognMHHoCTD:!

1. BAMWX CooreeTcreyer CooTeercrayeT

Identification: A

1. HPLC Complies Complies

{pospayHocTs Cooreercrayer fpenapar AoMker Obith NPOIPEYHLIM
{CreneHs ero onanecueHUuN He ASNKHA
NPeBbIaTe  CcTeneHy  OnanacueéHium
CTaHABPTHOW cycnenaun 1)

Clarity Complies The product is clear (extent -of its
opalescence does not exceed extent of
opaiescence of reference suspension. I},

LisetrocTe CoorseTcTayer YiHTeHCUBHOLTE OKDaCKM npenapara Ke
AOIKHA  NpeBLIWATb,  WHTEHCHBHMOCTL
OKDACKK ITANOHHOIO ‘PAcTBOPa LUBETHOCTH
BY,.

Colour. Complies Color intensity of the product does not
exceed color intensity of referénce colof
stlution BY,.

{ pH 7.11 Or6,0p080
H 7,11 From 6,010 8,0
for Russia. _Pag_e‘l of 2




Homep cepuu / Batch number:2118063

Mpoaykr: Bapanruk® M, pacteop ans BHYTRMBEHHOTO K BHYTPUMbILIGYHOTO BEReHUA 500 Mrimn
Product: Baralgin® M, solution for intravenous:and intramuscular injection 500 mgimi

{lokazaTenu: Pesynurars: Hopmen:
TESTS RESULTS SPECIFICATION
Wsenexkaemsif obbem (mn) He MeHee OT ykazaHHoro Ha aTikeTke (T.e.
‘ N “He'Meree 5.0 mn)
54 |52 52 54 154
Extractable Volume (ml) Not less than 1abef¢d volume
54 |52 52 54 |52 {i.e. not less than 5.0 mi).

MNocropoHHue npumeci {BINX)
- 4-MeTHNAMNHOAHTURMPUYH

~ EAMHnaHaA MakcnmansHas
HengenTinbuLupyeman npumecs
- Cymma Bcex npumecei (He
BRNIOYERA ,
4-METUIAMBHOAHTURVDIH),

Related impurities (by HPLC)

- 4-rnethylarinoantipyrine

- Single maximum unkriown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyiine)

2,0 % Coorsercrsyer
0,04 % CooraeTcrayer

0,08 % CogTeeTcTByer

20% - Compilies
0,04 % --Complies

0.08 % - Complies

He.Bonee 4,0 %
He Bonee 0,2 %

He Bonee 1,0 %

fiot more than 4,0 %
not more than 0,2 %

ngt more than 1,0 %

CrepuinHOCTE

Sterility-

Coorsetcreyet /Complies

Homep Tecroscro otueta/ Test
report A
no.ST/18/1280,5T/18/1281

CdoreeTcrayet

Complles

BakrepnanbHbie JHA0TOKCHHE|

Bacterial Endotoxins

CooteeTcteyeT /Complies

Homep oruera/ Report
no.E/18/1468,

He Sonee 0,14 E3imr

Not more thar 0.14 EU/mg

MexaHnJecke BRIDNEHWS;
~MacThl ¢ paamEpom 210 Mxm
- %aCTUL C pa3mMepom 2 25 MKM
~ BKITIOMEHWS, BUAUMEIE
HEBOOPYEeHHBIM FMasom

Particulate matter:

243/amnyna - cooTBeICTRYST
18/amnyna - Cooteercrayer

OreyTerayior

- He Bonee 3000/amnyna
- He Bonee 30C/amnyna

Cooreercrayer

{by UV)

— particigs = 10.um 243{ampoule - Complies Not moere than 3000/ampoule

~ particles = 25 um , 18/ampoule — Complies Not more than 300/ampoule

- visible by haked eye .Absent Complies

KonniiecteeHHoe onpejenenne 4912 mrinn Ot 450.0 a0 550,0 Mr M&Tamuaona HaTpus
MeTamu3ona HaTpus 8 1 Mn npenapara

(Y® cnexrpothoTomeTpun)

Content of metamizole sodium 491 2mg/ml From 450,0'te 550,0 mg-of metamiizole

sodium In 1 mi of the product,

NPUMEYAHVE: OBPASEL COOTBETCTBYET TPEBOBAHUAM KOHTPCIIH KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Productien of the above mentioned batch was in accordance of Good Manufactuiing Practice (GMP) requirements.
S

Y

TIOJIHCE, OTHAEIN KOHTPOIY KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

et

Dampmma OTBETCTBEHHOTO
Name of Authorised Signatory

(Vincent Dsouza, Sr. Manager QA, External Manufacturing)

foF Russia
Ed. No. 0BA
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