TEKJAPAITASI O COOTBETCTBHH

NEKJAPAHT, IPHHAMAIOIIAHA JEKJTAPAIIUIO O COOTBETCTBHH:
AQ "Canoghu Poccuz"

Ceedenns 0 pezucmpayuy opzanusaipui: Medsicpaiionnan urcnexyus Pedepaneioil HaA020601 cAYHCOL! Mo
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucecerus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepckas, 9. 22. Tenepon/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Tenepansrutit Oupexmop Mondic O.4.

Jlosepenroe aunjo: Kysneyosa H.IO Josepenrnocme: 6/ om 20.08.2019

3AABJIAET, YTO
Aexapemeenroe cpedcmeo: bapanaun® M pacmeop Ons 6HyNIPUSEHHOZO0 U GHYIIPUMBIUIEUHO20 geedeHUA

500 am2/un 5 mn, avnymwl (5), ynakoexu Aueiikossie koHmypHete (1), nasxit xapmonnvie, pe2.yo. MNe IT
NO11538/02 om 22.10.2008 (dama enecenus uzmenenuti ¢ PY 28.02.2017), cepun 2119058, napmus
16305 ynaxoeox, 200en 0o 31.07.2023, npouseoocmea Canogu Hudus JTumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnous,

xod OKIT2 21.20.10.232, kod TH B3J] 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne9085348181 om 26.09.2019

COOTBETCTBYET TPEBOBAHUAM
IT NOI11538/02-280411 usm. MNe 1-6

AEKJIAPAIIMSI IPUHATA HA OCHOBAHHH
npomoxon ucrstmanudt Ne 12108/ om 31.10.2019 HIT OO0 "Llenmp xonnipons xasecmed Buonaig”,

ammecmam axkpedumayun RA.RU.21L[KOT om 22.07.2015 2., cepmugpuxant ananusa Caroghu HHous
JTumumed SAF190871 om 17.09.2019, Cepmugpuxam POCC IN.®MO5.C10747 om 01.11.2019

JATA TIPHHATHSA JEKJTAPAIIAN: 01.11.2019 2.
TEKJIAPAITAA TEACTBATEIBHA A0: 31.07.2023 2.
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CBEJEHHS O PETUCTPAIIMHA

OPTAH IO CEPTUG®HKAIINH, 3APETHCTPHPOBABIIHH JEKJIAPAIIHIO

Opzan no cepmudhuxanui npoodvKyuu

Obujeciea ¢ 0zpantenHoll OMEeniCIGERHOCTIbI0 «OKPYXCHO enmp cepmuguxayuiy,
adpec: 620014, POCCHA, Ceepdnosckas obracmy, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmamn axxpedumayuu Ne RA.RU.11®MO5

JEKJAPAIIAA O COOTBETCTBHAH » POCC RU H-IN.®MO5.4.49115/19
JATA PETHCTPAIIRM: 0/.11.201 9?3
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o SANOFI

Canogpu Hndus Jlumumed /Sanofi India Limited

Address: Sanofi India Limited, India / Agpec: Carodm Uagua Nvumuteq, Uupus

CEPTUOUKAT AHANUIA
ANALYTICAL REPORT
Mpoaykr:  Bapanruk® M, pacTBop ANA BHYTPMEEHHOrO W Ne SAF 190871
BHYTPUMEHEYHOrO BB2aeHun 500 mr/mn '

Product:  Baralgin® M, solution for Intravenous and Date/flata 17/09/2019

intramuscular injection 500 mg/mi

Homep copum 2119058 Dara npoussogeTea 08- 2618

Batch number Manufacturing date

OTaen INJECTABLE FopeH o 07 - 2023

Department Expiry date

Paswep napruun 450 LTR Monyyexo 28/08/2019

Bafch size Received on

fokasarenu: Peayncrarsl: Hopmut:
TESTS RESULTS SPECIFICATION

Oniucanue MpospadHbiii, fouTH | Mpospaukbil, novyrn GecuseTHeid wnu
BeclBeTHbI unu cnabo | cnabo OKpalLieHHbIA pacraop.
okpaweH HuIdi pacteop. | MpakTuueciy Bea yactuy,

‘ MNpakrudecku Ges yacwuu, _

Description Clgar, almost colorless solution. | Clear, almost colorless to faintly colored
Practically free from particles. solution. Practically free from particles,

TlognuxHocTs: _

1. BAXX CootBeTcTByeT Cooreercrayet

Identification;

1. HPLC Complies Complies

MNpo3paylocTe CooTBeTCTRYET Mpenapar pomked GbiTb hpoapavHbIM
(cTeneHs ero onanecueHLMK He AOMmKHA
npé€sbiliaTb  CTeneH  onanecueHumu
CTaHAapTHON cycneHaum I)

Clarity Complies The product is clear (extent of its
opalescence doas not exceed extent of
opalescence of reference suspension ).

LiseTHoCTL Cootsetcreyer WHTEHCHBHOCTL OKpackM npenapata He
FAOfPKHA  NPEBEILATD  MHTEHCUBHOCTDL
0Kpacky 3TANONHOMO pacTeopa LBETHOCTH
BYa.

Calour Complies Color intensity of the product does not
excead color intensity of reference édlor
solution BYa4.

pH 8,71 076,040 8,0

pH 6,71 From 6.0 to 8.0

for Russia Page 1 of2
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Homep cepun / Batch number:2119058

Mponykr: Bapanrui® M, pacTBOp ANA BHYTPHBEHHOTO U BHYTPHMBILEYHORO BBEAGHMS 500 MriMn
Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/ml

- Single maximum unknown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyrine)

0,07% - Complies
0,11 % - Complies

Nokasarenu: Peaynbrarni: HopMmbi:
TESTS RESULTS SPECIFICATION
Wasnekaembil obbem (Mn) He meHee OT ykasaHHOro Ha aTUkeTKe (T.e.
He meHee 5,0 mn)
| 52 |54 52 54 |52 |
Extractable Volume {ml) Not less than labeled volume
54 |52 52 52 |54 (i.e. not less than 5.0 ml).
MNocTopoHHue npumecy (BIMX)
- 4-METHNAMWUHOHTHUNUPHH 2,3 % CooTBeTCTBYET He Gonee 4,0 %
- EQVHMYHAaR MaKkcuManbHas
HengeHTUdULUpyeMan npuMect 0,07 % Coorsercreyet He Gonee 0,2 %
- Cymma Bcex npumeceii (He
BKMIOMaR 6,11 % Cooreercrayer He Gones 1,0 %
4-METUNAMUHOSHTUNNPUH)
Related impurities (by HPLC)
- 4-methylaminoantipyrine 2,3% - Complies not more than 4.0 %

not more than 0.2 %

not more than 1.0 %

{(by UV)

CrepunbHOCTb Cooteercrayet /Complies Cooteetcrayer
Sterility Homep Tecvosoro otyera/ Test | Complies
report no. ST/19/1274,
ST/191275
BakrepuansHble 3HAOTOKGUHb Cooteetctayer /Complies He Gonee 0,14 E3/mMr
Bacterial Endotoxins Homep otuera/ Report no. Not more than 0.14 EU/mg
E/19/1322
MexaHuueckue BKNIDYEHUA!
- yacTuy ¢ pamepom = 10 Mim 289/amnyna - cooteercTeyeT | — He Gonee 3000/amnyna
- 4acTuy C pasMepoMm = 25 mim 17/amnyna - CooTeeTcTByeT | - ne Gonee 300/amnyna
— BKNICYEHNA, BUAUMEIE
HEBOOPYKEHHbIM rNa3oM Orcyrcreylot CooTeercTayer
Particulate matter:
- particles = 10 ym 289/ampoule - Complies Not more than 3000/ampoule
~ particles = 25 ym 17/ampoule — Complies Not more than 300/ampoule
— visible by naked eye Absent Complies
KonuuectseHHoe onpegeneHue 490,6 wmrimn Ot 450,0 go 550,0 Mr MeTamu3ona HaTpus
MeTaMK3ona HaTpus 8 1 mn npenapara
(Y® cnexrpodoromeTpus)
Content of metamizole sodium 490,86 mg/mi From 450.0 to 550.0 mg of metamizole

sodium in 1 ml of the product.

NPUMEYAHUE: OEPA3EL} COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAUYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above menticned batch was in accordance of Good Manufacturing Practice (GMP) requirements.
NOJITUCh, OTAEN KOHTPOJISI KAUYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

%.\ 1a]o9p4/9

daMuKg OTBETCTBEHHOTO
Name of Authorised Signatory

(Vincent Dsouza, Manager QA, External Manufacturing)
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