JEKJIAPALIMSI O COOTBETCTBUHA

JEKJIAPAHT, IPHHUMAIOHIHA JEKJIAPAIIHIO O COOTBETCTBUM:
AO "Canogpu Poccus®

Ceedenna o pezucmpayuu opeanuzayuu: Mesicpationnas uncnexyus Pedepanvroii Hanoz060ii cayxiclor Me
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucecenus OI'PH: 19.08.2002

Aodpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrvtii oupexmop Mornc O.A.

Hoeepenrioe nuyo: pywcuriuna H.P. [Josepenrnocmn: 6/ om 01.08.2018

JAABJSIET, YTO

Aexapcmeentoe cpedcmeo: Bapaneun® M pacmeop Ons HYMPUBEHHO20 U 6HYIMPUMbBILIEYHO20 6820eHUR

500 m2/mn 5 mn, avnyne (5), ynaxoexu aveiixoevie konmypuvie (1), nauxu kapmonnvie, pez.yd N IT
NO11538/02 om 22.10.2008 (dama enecenus uamerenuii ¢ PY 28,02,2017), cepun 2118092, napmus

| 16215 ynaxoeox, 200ex 00 01.10.2022, npouszeodcmea Canogpu Hndun JTumumed / Sanofi India Limited,

AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnudus, koo

OKRTI[2 21.20.10.232, ko0 TH B3 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, unsoiic

Ne9085311578 om 29.10.2018

COOTBETCTBYET TPEBOBAHHUAM
II NO11538/02-280411 usm. Ne 1-5

AEKJAPATIHA DPUHATA HA OCHOBAHHHA
npomoxon ucrimaruii Ne 106871 om 07.12.2018 HJT OO0 "Lenmp xoxnipors xavecmea Buonaiigh”,

ammecmam axkpeoumayuu RA.RU.2IL[KOI om 22.07.2015 2., cepmucpuxan ananusza SAF181079 om
19.10.2018, Cepmugpuxam POCC IN.OM0D5.C03826 om 07.12.2018

HATA TIPHHATHA JEKJIAPAIIMHA 07.12.2018
JEKJIAPAITAA JEUCTBUTEJIBHA 10 01.10.2022
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... CBEJEHHUA O PEFHCTPAI.II/II/I
OPFﬁEm Gmﬁmmkmlm 3APETHCTPHPOBABIIHI JJEKJIAPAIIHIO

Opaan no cepmugrxauy npodyxyuu

Obujecinea ¢ ozpariennoil omeemcneeHHocmysio « OXpyicHoli yesmp cepmuguxayuu»,
aopec: 620014, POCCHA, Ceeponoscxas obnacmys, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammmecmam axxpedumayuu M RA.RU.I1DMO5

AEKJIAPAITAA O COOTBETCTB M POCC RU [I-IN.DMO5.A.09552/18

Unuepuha A.A.
PykoBoZHTeNs Oprana o
cepTH)HKAME NPOTYKIGH
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Carocpu Undust Numumed /Sanofi India Limited

Address: Sanofi India Limited, India / Agpec: Canodn Mngua Numutes, NHaus

CEPTUGUKAT AHANTU3A
ANALYTICAL REPORT
Mpoaykr:  Bapanrus® M, pacTaop AnA BHyTpUBeEHHOrO K Ne SAF181079
BHYTPUMSIIUeYHOTro BBeaeHUA 500 mMrivn _

Product:  Baralgin® M, solution for intravenous and Date/flata 19/10/2018

intramuscular injection 500 mg/ml

Homep cepun 2118092 [ara npowseoAcTaa 10 - 2018

Batch nurmber Manufacturing date

Orgen INJECTABLE Fofien ao 10 - 2022

Department Expiry date

Paamep napruu 450 LTR MonyyeHo 05/10/2018

‘Batch size Received on

Mokazarenu: Pe3ynkTathi: Hopmut:
TESTS RESULTS SPECIFICATION

Onucanve Mpospautbiid, nouty | Mpoapadynbiid, noutn GecUBeTHBIE WK
GecuseTHeld  wAM  cnabo | cnaBo OKpaLIGHHbIH pacteop.
OKpalWeHHbLIR pacteop. | Mpakruvecku 663 vactuu,
MpaiTudeckn Ges vactiy,

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

MNoanuHRoOCTL:

1. BOXKX CooteercTayeT Cootgercrayer

Identification:

1. HPLC Complies Complies

MNpoapavHocTs Coorsercrayet MpenapaT AonkeH 6bTe NPO3pPaYHLIM
(cTenelb ero onanecuexuMM He. AO/KHA
fpeBLiWath  CTEneHn  onanecueHuWn
CTangaprHoil cycneHanm I)

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

LiBeTHoCTS Cooteetcreyer WMHTeHCMBHOCTL Okpatkk npenapata He
AON¥HA  NpeBbIETb  KHTEHCMBHOCTH
OKPaCKy 3TaNOHHOIO pactBopa UBETHOCTH
BY.,

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

pH 6,89 Ov 6,0 so 8,0

pH 6,89 From 6.0 to 8.0

for Russia. Page 1 of 2

£d. No. 064




Homep cepwuu / Batch number:2118092

MNpoaykT: Bapanrun® M, pacTBOp AN BHYTPUBEHHOTO W BHYTPUMbItIeSHOro BBegeHUA 500 Mr/mn
Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/mi

Flokasatenu: Pesynbrarbl: Hopmbi:
TESTS RESULTS SPECIFICATION
Wasnekaemblit o6bem (mn) He MeHee OT YKa3aHHOro Ha aTukeTke (1.e.
He meHee 5,0 mn)
52 |52 52 52 |52
Extractable Volume (ml) Not less than labeled volume
(i.e. not less than 5.0 ml).
54 |62 52 54 |54

MocTopoHKne npumech (B3IMX)
- 4-meTMNaMUHOAHTUNNPUH

- EAMHMYHARA MakcUuManbHan
HengeHTuduUUpyeman npumMecs
- Cymma Bcex npumecei (He
BKNIO4as
4-METUNAMWHOAHTUNNPUH)

Related impurities (by HPLC)

- 4-methylaminoantipyrine

- Single maximum unknown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyrine)

2,0 % CooteetcrayeT
0,03 % CooTeercTBYyeT

0,10 % CooteetcTayer

2,0 % - Complies
0,03 % - Complies

0,10 % - Complies

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

He Bonee 1,0 %

not more than 4.0 %
not more than 0.2 %

not more than 1.0 %

CrepunbHOCTb

Sterility

CootsetctyeT /Complies

Homep TectroBoro otuetal Test
report no. ST/18/1461, ST/18/1462

CooTeetcreyeT

Complies

Bakrepwanbhble 3HAOTOKCUHb!

Bacterial Endotoxins

Coorteerctayet /Complies

Homep otyetal/ Report no.
E/18/1620

He 6onee 0,14 E3/Mr

Not more than 0.14 EU/mg

MexaHnyeckue BKNOYEHUA:

— JacTuy ¢ pamepom = 10 MM
— YacTily C pasMepom = 25 MKM
— BKRIOMEHUA, BUANMbIE
HEBOOPYXEHHbBIM rNa3oMm

Particulate matter:
-~ particles = 10 pm

225/amnyna - cooTBeTCTayeT
18/amnyna - CooTeeTcTayeT

OrtcyTerayior

225/ampoule - Complies

- He Bonee 3000/amnyna
- ve Honee 300/amnyna

CoorseTcrayeT

Not more than 3000/ampoule

(by UV)

- particles > 25 ym 18/ampoule — Complies Not more than 300/ampoule

- visible by naked eve Absent Complies

KonuuecTBeHHOE OnpeaeneHue 507,5 mr/Mn OT1 450,0 no 550,0 mr meramusona HaTpua
MEeTaMK30Na HaTpus e 1 Mn npenapara

{Y® cnextpodoTOMETPURA)

Content of metamizole sodium 5075 mg/m! From 450.0 to 550.0 mg of metamizole

sodium in 1 mi of the product.

NPUMEYAHUE: OBPA3EL| COOTBETCTBYET TPEBOBAHNAM KOHTPONA KAHYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

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

JEJI KOHTPOJISI KAYECTBA

TIOATIUCH, O

AUTHORISED SIGNATORY, QUALITY CONTROL

damMuIIHA OTBETCTBEHHOTO
Name of Authorised Signatory

(Kaushik PANDIT, Sr Manager QA, External Manufacturing)

for Russia
Ed. No. 08A

Ileyars
Company Stamp
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