TNEKJIAPAIIASI O COOTBETCTBHH

JEKJAPAHT, MPEHUMAIOINUY JEKJAPAIIHIO O COOTBETCTBHH:
AO "Carnoghu Poccua”

Ceedernn o pecucmpayuu opeanuzayuu: Mexcpatiounan uncnexyus @edepansroil HaN02060H cayAHCEu1 Ne
46 no 2. Mockee 01.01.2008, OF'PH 1027739079940, dama npuceoenus OT'PH: 19.08.2002

Adpec: 125009, e. Mocxea, yn. Teepckas, 0. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansnuiii dupexmop Monswe O.A.

Hosepennoe nuyo: Apyxcunura H.P. Joeepennocniw: 6/4 om 01.08.2018

3ASBJISIET, YTO

nexapcmeentoe cpedcmeo: bapan2un® M pacnieop Ons 6HyMpUBEHHOZ0 U BHYIIPUMBIHIEUHO20 88EOeHUS
300 ma/mn 5 mn, amnyaer (5), ynaxoexu adeiikoavie xovmypusie (1), nauxu xapmonwvie, pe2.yd.Ne IT
NO11538/02 o 22.10.2008 (dama enecenus uzsenenuit ¢ PY 28.02.2017), cepus 2118099, napmus

16250 ynaxoeox, 200en do 01.10.2022, npouzeodcmea Canoghu Hudus JTumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnous, ko0
OKIIN2 21.20.10.232, koo TH B3] 3004900002, xonmpaxnt Ne250/40056192/F-2 om 20.10.2010, uneoiic
Ne9085315118 om 28.11.2018

COOTBETCTBYET TPEBOBAHHAM
1T NO11538/02-280411 uzm. Ne 1-5

JERJAPATIAA ITPUHATA HA OCHOBAHHH
npomoxon ucnvimaruii Ne 19-000103 om 14.01.2019 OO0 "HIJJIC "Buomexrnonozus", amniecinam

axxpedumayu RA.RU.21OMO4 om 27.06.2016 2., Cepmughuxam POCC IN.OMODS5.CO5115 om
14.01.2019

JATA IPHHATHA JEKIAPAIUN 14.01.2019
JAEKTAPAIIMSA JENCTBHTEJBHA O 01.10.2022
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OPTAH ]10§CEPTH<I>HRA]IHH, 3APETHCTPHPOBABIINN JEKJIAPAITHIO

Opean no cepmughuxayuy npodyxyuu

Obujeciea ¢ 02paniientol OmeemcnGeHHoCmbI0 «OKPYNCHON YeHmp cepmuguxaytii»,
adpec: 620014, POCCHA, Ceepdnoscxan obracniv, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMO5

UugepraHa ALA.
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Ed. No. 08A

SANOFI
_ Canogpu UHOusn Jlumumed /Sanofi India Limited e e
Address: Sanofi India Limited, india 7 Aapec: Carothu Ungus Numutes, Viaus
CEPTU®UKAT AHANK3A
ANALYTICAL REPORT
Npoaykr:  Bapanrud® M, pacreop anna BHyTpHBeHHOTO H Ne SAF181109
BHYTPUMBEIWEYHOrO BBegeHuA 500 mr/mn
Product:  Baralgin® M, solution for intravenous and Date/flara 27/10/2018
intramuscular injection 600 mg/ml

Homep cepun 2118099 flata npouasoacTea 10-2018

Batch number i Manufacturing date

Otaen INJECTABLE loaex go 10 - 2022

Department Expiry date

Paamep naptun 450 LTR MNonyueHo 10/10/2018

Batch size Received on

Nokazateny: Peaynerarii: Hopmi:
TESTS RESULTS" SPECIFICATION

Onucarure Mpoapavnbii, noyti | flpoapaunbii, nourW GecuseTHuld  wnu
O2CcUBeTHLH unw ¢nabo | cnabo OKPALUEHHLIRA pacTeop.
OKpaLUeHHbLIA pactsop. | Mpakrhieckn 6e3 YacTiLy,
MpakTuseckn Bes yacTil,

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

FloanwHHOCTE;

1. BOMX Cooteercreyet CooTeeTCTBYOT

Identification:

1. HPLC Complies Complies

MpoapauHocTs Coorpercreyer MNpenapat ApomkeH OwTe nNPO3paYHEBIM
(cTenesb ero onanecueHUWA He AOMKHa
NPeBLILATE  CTerneHn  onanecueHuuy
CTaHAapTHOW cycneHsuu 1)

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

LjserHocTh CooTeercTeyer WMHTEHCUBHOCTL OKpAacKw npenapara He
AOMKHA  NPERBILETE  WHTEHCUBHOCTL
OKpacky 3TaNOHHOTO pacTsopa LUBeTHOCTY
BY;,

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

pH fx_‘ 7,18 076,0008,0

pH__ 7,18 From 6.0 to 8.0

for Russia
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Homep cepuu / Batch number:2118099

Npoaykr: Bapanrus® M, pacTBOp ANA BHYTPUBEHHOIO W BHYTPWUMbiWeYHOro BBeaeHns 500 mrimn
Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/ml

4-METHNAMUHOAHTUIUPWH)

Related impurities {by HPLC)

- 4-methylaminoantipyrine

- Single maximum unknown
impurity

- Sumn of all impurities (excluding
4-methylaminoantipyrine)

20 % - Complies
0,04 % - Complies

0,12 % - Complies

Noxka3zavenwu: PesynbTaThbi: Hopmsi:
TESTS RESULTS SPECIFICATION
WssnekaeMblit obtem (M) He MeHee oT yKasaHHOro Ha 3TUKeTKe (T.e.
He meHee 5,0 mn)

54 {62 54 52 |52

Extractable Volume (ml) Not less than labeled volume
52 |52 52 54 | 54 (i.e. not less than 5.0 mi).

NocTopoHHue npumecu (BIXKX)

- 4-METUNAMWHOAHTUNUPUH 2,0 % CooreetcrayeT He Gonee 4,0 %

- EquHwiHan makcumansHan

HenaeHTUhUUMpyeMan NpUMech 0,04 % Cootpercreyer He Gonee 0,2 %

- Cymma Bcex npumeceii (He

BKNIOMaA 0,12 % Coorsercrayer He Gonee 1,0 %

not more than 4.0 %
not more than 0.2 %

not more than 1.0 %

CrepuneHocTb

Sterility

Cootsetcrsyer /Complies

Homep TecTosoro otyerta/ Test
report no. ST/18/1493, 57/18/1494

Coorteercrayer

Complies

BakrepuanbHble 3HQOTOKCUHBI

Bacterial Endotoxins

Cooreetcrayer /Complies

Homep otyeta/ Report no,
E/18/1651

He 6onee 0,14 EQ/mr

Not more than 0.14 EU/mg

MexaHnyeckne BKNIOYEHUA:
—vactiy ¢ pasmepoM = 10 mMkm
- YacTul ¢ paaMepom = 25 mkm
— BKNIOYEHUR, BUAUMbIE
HEBOOPYIEHHBIM FNA30M

Particulate matter:

216/amnyna - cooTBRETCTRYET
18famnyna - CooTeercTeyer

OrcyrereyoT

- He Bonee 3000/amnyna
- He Gonee 300/amnyna

CoorsetcteyeT

(by UV)

- particles = 10 ym 216/fampoule - Complies Not more than 3000/ampoule

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

— visible by naked eye Absent Complies

KonuuecteeHroe onpeaenenve 4974  wmrimn Ot 450,0 ao 5§50,0 mMr meTamuaona HaTpus
METaMU30Na HaTpPWUA & 1 Mn npenapara

(Y@ cnekrpothoTomeTpusn)

Content of metamizole sodium 4974  mg/ml From 450.0 to 550.0 mg of metamizole

sodium in 1 ml of the product.

MPUMEYAHUWE: OBPA3EL] COOTBETCTBYET TPESOBAHMUAM KOHTPONA KAUECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

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

A OTBETCTBEHHOIO
ame bf Authorised Signatory

HHOMIIUCD, OTAEJ KOHTPOJIA KAUYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

(Hemathg Kalavadia, Manager QA, External Manufacturing)

for Russia
Ed. No. 06A
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