HEKJIAPAIINSA O COOTBETCTBUU

AEKJTAPAHT, HPHHHMAIOOU JEKTAPAIIHIO O COOTBETCTBHH:

AC "Canogu Poccus”

Ceedenus o pecucnipmyuu opeariusaipiti: Mexcpaiiontas uncheriin PedeparoHoll HA1020601 CTYHCEb! Mo
46 1o 2. Mocwse 01.01.2008, OT'PH 1027739079940, dama npuceoerus OTPH: 19.08.2002

Aopec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Teaeghonsharc: 8 (495) 721-14-007721-14-11

B aue: Ienepaenviit oupexmop Monsic O.A.

Hoceperroe mujo: 3véosa A.10. Hoeepennocnis: 6/4 om 06.11.2018

3AABISET, UTO

Aexdapcrngennoe cpedcmeo: Baparzun® M pacnicop 018 GHYNIPUGEHHOZO U GHVINPUMBIIEYHO20 B0edeH s
300 v2/371 5 a3, aanpyavt (5), ynaxoerxu smeifikoavte konnnprsie (1), navxn Kapmonnule, pez, yo.Ne IT
NOI1538/02 om 22.10.2008 (6ama enecenus uzsienennit 6 PV 28.02.2017), cepus 2118062, napmiis

15990 ynarosox, 200en do 01,09.2022, npoussodcmea Canoghu Hndus Jlurtiemed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hrudus, xod
OKIIA2 21.20.10.232, xod TH B3] 3004900002, xonmparm Ne250/40056192/F-2 om 20.10.2010, uneoiic
NeQOB5309607 om 17.10.2018

COOTBETCTBYET TPEBOBAHHIM
ITNO1I538/02-28041 1 uzv. Mo 1-5

JEKJAPAIHA OPHHSITA HA OCHOBAHHUH

npomiokon ucnvimanuny Ne 102247 om 27.11.2018 HIT 000 "Iewnmp xonmpoan kavecmea Buoaaig”,
anmecmanm arrpedumayuy RA.RU.21IHKOY om 22.07.2015 2., cepmghuram anarnza SAF180950
0m26.09.2018, Cepnuihureun POCC IN.@MOS.CO3746 om 27.11.2018

JBATA IPHHATHA JEKJIAPAIIHY 27.711.2018
AEKTAPATIIA JERCTBHUTEIBHA JIO 01.09.2022

< ?6 - 3yGosa A.IO.

TI0AIHCE OO0

CBEJEHVA O PETUCTPAITNHA

OPI'AH IO CEPTHOHAKAINMY, 3APETHCTPHPOBABINNH TEKJIAPAITHIO
Opzar no cepmuuxanjin npodyxyun

Obigecinea ¢ o2paririernoli O1IGeNICINBEHHOCTIBIO « OKDYHCHOU HeHMp ceprriguranii»,
adpec: 620014, POCCHA, Ceepoaoeckas obaacmn, Examepundype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55. www.ekbocs. ru. ammecmanm arkpedumaniu Ne RA.RU. 1 1PMOS

Umaepura ALA.

PykoBoguTeTs Oprana 1o
cepTHONKAINH BPOAYKLIH




SANOFI

Canodpu Hudus Nlumumed /Sanofi India Limited
Address: Sanofi India Limited, India / Aapac: Canodm Mpus Nismuten, Ungus

CEPTUOUKAT AHANTU3A

ANALYTICAL REPORT

Mpoaykr:  Bapanrmi® M, pacTHOp QIS BHYTPUBEHKOrO 1 Ne SAF180950
‘BHYTPHMbILIEYHOrO BEeAeHnd 500 mrimn

Product:  Baralgin® M, solution for intravenous and
intramuscular injection-500 mgim|

Date/flaTa 26/08/2018

Homep cepun 2118062 DOata npoussoacTea. 09-2018

Batch number- ‘ Manufacturing date

Otnen INJECTABLE TogeH go 09 - 2022

Depariment Expiry date

Pasmep napruu 450 LTR. NonyyeHo 12/09/2018

Batch size Recsived on

Nokaszarenn: Pesynkrarhi: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucarine [po3pauHsd, noutH | Mpo3paurniil, nouTv. GecuseTHBI  URK
BecuBeTHLIA “nm cnao | cnato -CKPALLBHHEIR _pacTeop.
OKpaLLEHHBIR pacTeop. | MNpakrudecky Bea dacTuly.
Fpakriudecku Bes vacruy

Description Clear, almost coloriess solution, Clear, almost cokoriess to faintly colored
Practically free from particles, solution.  Practically free from particles.

MoannHHOCT,: .

1. B3XX CooTBercTayeT CooTteeTCTRYST

[dentification:

1. HRLG Complies Complies

{ipo3pavHocTh CooTteercreyer Mpenapar gonkeH GbiTe [PO3pasHLM

- (cTenels Ero onanecueHUu® He AoniHa
NpesbilaTe  CTENeHW  onanecueHUWd
CTaHAapTHo# cycneHauu I)

Clarity Complies The. product is clear (extent of its
opalescence does nof exceed extent of
opalescence of reference suspension ).

LIBETHOECTE. CooTeercTeyeT VIHTEHCUBHOCTb  OKpACKH npenapara He
AOMKHA  NPeBbiaTh  UHTEHCHBHOCTL
OKPACKW -3TANOHHOIO pPacTeopa LUBSTHOCTH
BY,

Golaur Complies Color intensity of the product does rot
exceed color intensity of reference color
solutior BY,.

pH 8,88 076,000 8,0

pH 6.88 From 6,0 to 8,0
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Mpogyxr: Eapanmu 0, pacTBOPp ANA BHYTPUBEHHOTO K BHYTPHMbIISYHOrO BEeAEHNS 500 MriMn
Product: Baralgin® M, salution for intravenous and intramuscular injection 500 mg/ml

Homep cepuu / Batch number:2118062

MNokasarenu: Pesynbrartbi _ Hopmer:
TESTS RESULTS SPECIFICATION
Hasnekaemeiit 06bem (Mn) He menee OT yKa3aHHOID Ha aTHKRETKE {T.e.
He mexee 5,0 mn)
52 154 54 52 1582
Extractable Volume (mi) Not less than labeled volume
52 |52 5.4 54 154 | (i.e. not less than 5.0 mi).

MocropaHme nprmecy (BIXX)
- 4-METUNAMUHGAHTUNMPHH

- EAVHU4HAS MEKCUMATbHARN
r—eeu.qumdmumpyeman npUMets
- Cymma Bcex npusecai {He
BKMIOVRS
4-METUIAMUHOAHTUEMPIH)

Related impurities (by HPLC)

- 4-methylaminoantipyrine

- Single miaximum unknown

impurity

- Sum of all impurities {excluding
-methylammoantlpyrme)

2,1 % CooTteércreyer
0,03 % CooTretceyeT

0,07 % CoorseTcTBYET

2,1% - Complies
0,03 % - Compiies.

0,07 % - Complies

He Sonee 4,0 %
He Bonee 0,2 %

He Bonee 1,0 %

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

not more than 1,0 %

Bacterial Endotoxins

Homep otueTal Report
no.E/18/1449

CTepunEHOCTE Cooreércrayér /Complies’ Coorsercreyer
Steritity Homep Tectoporo otyetal Test | Complies
report
no.ST/18/1286,8T/168/1287
Baxrepuanuhyie 2HROTOKCKHHE Cocreercrayer /Complies He Gonee 0,14 ES/r

Not more than 6.14 EU/mg.

MexaHu4eckne BRIEYEHNA:

- HacTuy ¢ pasmepom 2 10 Mkm
- qacmu ] pasmepam 225 MKm
- BRIHOMEHUR, BUIUMBIE
HEBOOPYXEHHEIM I1IA30M

Particulate matter:

162/amnyna - cooTBeTCTRYET
QS/amnyna - CooTreTcTRyeT

OrcyTeTayior

.— He Bonee 3000/amnyria
— ve Gonee 300/amnyna

CooTsetcrByet

{by UV)

- particles > 10 pm 162fampoule - Complies Not more than 3000/ampoule

- particlés 2 25 pm D8fampoule - Complies Not more than 300/fampoule

- visible by naked eve Absent Complies

KenuyecTeenHoe citpesenetive "500,7 mrftan O 450,0 ao 550,0 Mr meTamizona HaTpuA
METaMW30NA HaTpUst B 1 MN npenapara

(Y& cnexrpothoromerpun)

Content of metamizole sodium 500,7mg/m} From 450,0 to 50,0 mg of metamizole

sodium in 1 mi of the product,

NPUMEYAHWE: OBPA3EL]| COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Preduction of the abiove mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements;

TIOJUITMCSE, OTAEN KOHTRPOIISI KAYECTBA
AUTHORISED SIGNATORY QUALITY CONTROL

ool

DaMuTHe OTBETCTBEHHOID
Name of Authorised Signatory

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

for Russia
Ed. No, 06A
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