[ JIEKJIAPALIASI O COOTBETCTBUNA

JEKJAPAHT, IPHHUMAIOIIANA JEKJNAPAIIUIO O COOTBETCTBHH:
AO "Canoghu Poccus"

Ceedenns o pecucmpayuu opzanusayuu: Mescpationnas uricnexyun Qedepanvhoii Hano2060ii cryichsr No
46 no 2. Mockee (1.01.2008, OT'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegon/haxc: 8 (495) 721-14-00/ 721-14-11

B muye: I'enepanvnuiit dupexmop Monsic O.A.

Hoeepennoe nuyo: Hepuwuna 0.1, Jlosepennocms: 6/u om 15.03.2019 2,

3ASABJIAET, YTO

JexapcmeerHoe cpedcnieo; bapanzun® M pacmeop ona 6HympueenHoz0 U HYIMPUMblIieYHO20 6BeeHUR

| 500 m2/sin 5 ma, aumynot (5), ynaxoexu aueiixogvie konmypreie (1), nauxn xapmonneie, pez.yd. Ne IT
NO11538/02 om 22.10.2008 (0ama enecenun usmenennii ¢ PY 28.02.2017), cepus 2119028, napmus
16490 ynaxosox, 200ew oo 31.03.2023, npouzeodcmea Cavogu Hnoun JTumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnous,
xo@ OKII2 21.20.10.232, koo TH B3J 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010,

| ungotic Ne9085333112 om 13.05.2019

COOTBETCTBYET TPEFOBAHHUAM
1T NO11538/02-280411 wuzm. Me 1-6

AEKJIAPAITAA ITPHHATA HA OCHOBAHHHA
npomoxoa ucreimanuii M 57027 om 19.06.2019 HJT 00O "Lienmp xonmpons xavecmea Buonaiigh”,

ammecmam axkpeoumayu RA.RU.211JKO1 om 22.07.2015 e., cepnughuixam ananusa Canogpu Hrous
Jhumumed SAF190387 om 19.04.2019, Cepmughuxam POCC IN.OMO5.C07868 om 19.06.2019

AATA IPHHATAA AEKJAPAITMH: 19.06.2019 .
AEKTAPATIASA ABACTBHTEJBHA JIO: 31.03.2023 2.
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CBEAEHUS O PETUCTPAIINA

OPT'AH IO CEPTHO®HKAITAA, 3APETHCTPHPOBABIIHH NEK/IAPAIIHIO

Opezan no cepmughuxayuu npodyxkyuu

Obujecinea ¢ ozpanuienroli oneemcmeennocnvio «OXpYICHON yeHp cepruguxayui»,
adpec: 620014, POCCHA, Ceeponoeckas obnacme, Examepunbypz, Xoxpaxoaa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumanuu Ne RA.RU. 1 1OMO5

AEKJAPAIINA O COOTBETCTBHH /¥ POCC RU JI-IN.DM05.4.36779/19
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Canocpu Undus Jlumumed /Sarniofi India Limited

Address: Sanofi India Limited, India / Aapec: Canodm Vingua Numuter, MHgun

CEPTU®UKAT AHATNN3A
ANALYTICAL REPORT
Mponyxr: Bapanrun® M, pacTeop ANA BHYTPHUBEHHOTO U Ne SAF190387
_ BRYTpUMbIWeYnoro sseaenvn 500 mrimn

Product:  Baralgin® M, solution for intravenous and Date/dara 19/04/2019

intramuscular injection 500 mgiml.

Homep cepuv 2119028 lara npouseoacTea 04- 2019

Batch nurnber Manufacturing date

Orgen INJECTABLE MoaeH go 03 — 2023

Department Expiry date

Pasmeép naptuu 450 LTR Monyyeno 03/05/2019

Batch size Received on

Nokasarenu: PesynkTatel: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucanne Mpoapaynbi, noutk | MpoapaqHbid, nouTH GecuBeTHLIA  wnu
OecuseTHBIA (1] cnabo | cnabo OKpaLJEHHBIA pacraop.
OKpaLLeKHbIA pacTaop. | MNpakTudeckn Ge3 vacriu.
Mpakruyecku Ges yactul,

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

floanuHHoCTh:

1. BOKX Coorsercreyer CooteeTcrayar

ldentification:

1. HPLC Complies Complies

MNpospayHocTe CooTReTcTeyeT Mpenapar gonxeH ©6biTh NPO3PEYHLIM
{cTeNeHs ero ONanecUsHUMW He [onKHa
npesbiaTL  CTeNeHW  onanecuyeHywn
CTadHgapTHON cycneHavu |)

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

LeerHoctb CoorsercrByeT WHTeHcuBHOCTL OKpacka npenapaTta He
DOMKHE  NPEBbILETE  WHTEHCHBHOCTD
OKpacKy -STANOHHOrO PACTBOPA UBETHOCTN
BY,,

Colour Comgplies Color intensity of the product does not
exceed color intensity of reference color
solution BY.

- pH 7.02 O0716,0808,0

PH . 7,02 From 6.0 tc 8.0

for Russia

Ed. No: BBA
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Homep cepun / Batch number:2119028

FpoRyxT. Eapanruu M, pacTBOp ANA BHYTPMBEHHOIO ¥ BHYTPUMbLILIEYHOTO BBEAGHUA 500 Mr/Mn
Product: Baralgin® M, solution for intravenous and Intramuscular injection 500 mg/ml

Extractable Volume {ml)

52 154 54 54 162

Rokasarenu: Pe3ynuTathl: Hopmbt:
TESTS RESULTS SPECIFICATION
W3spnekaemblit 0Bbvem (mn) He MeHes OT YKa3aHHOO Ha ITUKETKe (T.e.
He meHee 5,0 mn)
54 | 54 5,2 52 |54

Not less than labeled volume
{i.e. not lass than 5.0 ml)..

MocTopoHHKe npuMeck (BOHX)
~ 4-METUNAMUHOBHTHIAPUH

- EAVHUYHEA MakcuManbHas
HeWASHTUDUUMPYEMAR NPUMECh
- Cymma Beex npumeceit (He
BRIHONEA
4-MeTUNTAMUHOAHTBNINPWH)

Related impurities (by HPLC)

- 4-methylaminoantipyrine

- Single maximuni unknown
impLirity

- Sum of all impurities (excluding
4-methylaminoantipyrine)

2,3 % CoovseTcreyeT
0,04 Y% Cooteerarsyer

0,14 % Coorsercreyer

2,3 % - Complies
0,04 % - Complles

0,14 % - Complies

He Gonee 4,0 %
He Gonee 0,2 %

He Bonee 1.0 %

not more than 4.0 %
hot more than 0.2 %

not more than 1.0 %

CrepunbHoCTb Coorsercrayer /Complies Coorsetcrayet
Sterility Homep Tecrosoro oryeral Test | Complies
report no. ST/19/0654,
ST/19/0655 A
BakTepuansHbie 3HAOTOKCUH! Coorsercrayer /Complies He Gonee 0,14 EQ/mr
Bacterial Endotoxins Howmep otyeral Report no. Not more than 0.14 EY/mg
E/19/0657

MexaHu4eckue BRNIOYEHUS:

- 4aCTUL © pasmepoM = 10 mkm

- HACTHL, C pa3Mepom 2 25 MKM
BKIIOMEHUSN, BUAUMBEIE

HEBOOPYXEHHBIM [Na3oM

Particuiate matter:
- particles = 10 ym

351/amnyna - cooraererayer
36/amnyna - CooTeeTCcTRYST

OrtcyTerayior

351/ampoule - Complies

— He Gonee 3000/amnyna
~ He Gonee 300/amnyna

CooteetcTayeT

Not more than 3000/ampoule

(by UV)

- particles 2 25 pr 36/ampoule — Complies Not more than 300/ampoule

— visible by naked eye , Absent Complies

KonnyecteenHOE onpefensHue 4989 wmrimn Or 450,0 po 550,0 Mr meTamvsona HaTpus
METaMU30r1a HaTpus B 1 MN npenapara

(Y® cnexTpothoTomMeTpus)

Content of metamizole sodium 498,9 mgfmi From 450.0 to 550.0 mg of metamizole

sodium in 1 ml of the product.

NMPUMEYAHUE: OBPA3EL] COOTBETCTBYET TPEBOBAHWAM KOHTPOJI1 KAYUECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

[TIOAIIACH, OTAENT KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

%ﬁiikﬂ; 4

DaMHIHA OTBETCTBEHHOTO
Name of Authorised Signatory

(Vincent Dsouza, Manager QA, External Manufacturing)

for Russle
Ed. No. 08A
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