I[EKJIAPAIII'IH O COOTBETCTBUH \

JNEKJIAPAHT, [IPEHAMAIOIMI JEKJIAPATMIO O COOTBETCTBHH:

AO "Canogu Poccus” l
Caedennn 0 pezicmpayuu op2aHU3aylLL; MedicpaitoHHaa NHCneKyuR dedeparvHoil nan0206011 cIyHCE®! M |
46 o 2. Mocxee 01.01.2008, OF. PH 1027739079940, dama npuceoents OIPH: 19.08.2002 "
Aopec: 125009, 2. Mocksa, v1. Teepckas, 0. 22. Tenepow/paxc: 8 (495) 721-14-00/ 721-14-11 \
B nuye: Tenepanshviit OUpexiiop Mowxc O.A. .
[oseperHoe nuyo: Kysneyosa H.IO [ogepenHociiv: 6/n om 20.08.2019 \

JAABJISET, YTO
JNeKapCcigeHtoe cpeocneo: Bapanzun® M pacmeop N8 GHYMPUGEHHO2O U BHYINPUMBIUIEYHO2O0 a6e0eHUA

500 m2/Man 5 MmA, amnyasl (5), ynaxoski sueitvogeie konmypHuie (1), nasxiu KAPINOHHYIE, Pez.yO. M IT
NO11538/02 om 22.1 0.2008 (dama eHeceHUR u3MeHeHNl 8 PV 28.02.2017), cepus 2119060, napmua
16305 ynaxosox, 200eH do 31.07.2023, npouzeoocmea Canogpu Hrous JTumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hnous,

x00 OKITA2 21.20.10.232, 00 TH B3] 3004900002, KoHnmpaxii No250/40056192/F-2 om 20.1 0.2010,
ungoiic Ne9085348181 om 26. 09.2019

COOTBETCTBYET TPEBOBAHHAM
T NO11538/02-280411 usm. N 1-6

TEKJIAPAITAA NPUHATA HA OCHOBAHHH
nponioKon UCHBINARUI Ne 12110 om 31.10.201 9 HJT 000 "Lenmp KoHnipona xavecmea Buoraug”,

ammecnam arkpeounayiu RA.RU.21LJKOI om 22.07.2015 2., cepmugbuxam aHan3a Canocpu Hrous '
JTunumed SAF 190883 om 17.09.2019, Cepmugpuxam POCC IN.@M05.C10745 om 01.1 1.2019 \

JATA NPUHATHA JNEKJAPAITHH: 01.11.2019 2. \
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" CBEJEHHS O PETUCTPAIINH

OPTAH IIO CEPTHOHKAIINH, JAPETHCT PHPOBABLINAN NEKJIAPAITAIO

Opaari nio cepmuguxaiui npooyKyuu

Ob6ugecmea c ozparuyenHoil ongememeerHocmpio « OKpYJ’CHOT yeHmp cepmugpukaytin»,
aopec: 620014, POCCHSA, Caepdrogekas obaacnis, Examepunbype, Xoxpsxoea, 74, 17006,
men: (343) 380-27-55, www.ekbocs.ru, ammecmarn axkpeoumayuu Ne RA.RU.110MO5

JAEKJIAPAIIHA O COOTBETCTBHH M POCC RU JT-IN.OM05.4.49117/19
JTATA PETUCTPALIUH: 0I.1 1.20}% 2.
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| | SANOFI

CaHogpu UHAusA Jlumumed /Sanofi India Limited

Address: Sanofi India Limited, India / Anpec: Cauodu Mravs Mumutea, Vinana

CEPTUOUKAT AHATIM3A
ANALYTICAL REPORT
Mpoaysr:  Bapanrun® M, pacTeop ANA BHYTPWUBEHHOFO M Na SAF190883
BHYTPUMbIILEYHOTO aaepeHus 500 mr/mn
Product  Baraigin® M, solution for intravenous and Date/fata 17/08/2018
: intramuscutar injection 500 mg/mi

Homep cepun 2119080 [laTa npou3scAcTea 08- 2019

Batch number , Manufacturing date

Otaen INJECTABLE ropeH Ao 07 - 2023

Department. Expiry date

Pa3mep napTmn 450 LTR MonyueHo 20/08/2019

Batch size Recelved on

Nokasatenu: Pesynbrathll Hopmut:
TESTS RESULYS SPECIFICATION
Onucanue NpoapauHbii, nouTw | Mpospadnsll, NOYTH BecupeTHbIA  Unv
GecuBeTHLIA wnm cnabo | cnabo oKkpalerHbii pacTaop.
OKpaLLIeHHbI#H pacteop. | Mpakviecky Ge3 HacTvL,
Mpaktudecky 683 YacTul. .

Deseription Clear, almost colorless solution. Clear, almost coloriess to faintly colored

‘ Practically free from particles. solution. Practically free from particles.

MoANMHHOCTD!

1. BOMX CooTsercreyer CooTBeTCTBYET

Identlfication:

1.HPLC Complies Complies

o

Mpo3pa4HocTe CootaevcTeyeT Npenapat ASRXEH 6bTb  NPO3PEYHBIM
(cTeneHs ero onanecuéHUMM He AOFMKHa
npesbillaTe  CTENeHw onangscuUeHLMy
cTaHaapTHOR cycnexaun 1)

Clarity Complies The product Is clear (extent of s
opalescence does not exceed extent of
opalescence of referance suspenston 1).

LigeTHOCTb CoorseTcTeyeT HTEHCUBHOCTL OKpacku npanapata He
JOMKHE  MpeseNuETb  MHTEHCUBHOCT®
OKpacKy BTESOHHONG PacTeopa 1BETHOCTH
BYa.

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

pH 6,56 O786,0.208,0

pH 8,56 From 6.0 t0 8.0

for Russia Fage 1 of 2
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MpopykT. Bapan

rMH® M, pacTeop AnA nhyfpuaouuoro 1 BHYTPHMbILLIOWHOTO BBEACGHHA 500 mrimMn
Product Baralgin® M, golution for intravenous and intramuscular injection §00 mg/ml

Homep cepuu / Batch number:2119060 _
MoxajaTenu: Peaynbrarbl Hopmbi:
TESTS RESULTS SPECIFICATION
ViasnexaeMbiil 05beMm (Mn) \ \ ‘ He meHee OT yKa3aHHOro Ha aTukeTke (T.e.
He menee 5,0 mn)
52 | 54 52 54 |52
Extractable Volume (mi) Not less than labeled volume
(i.e. not less than 5.0 ml).
54 |52 54 52 |54
MoCcTOpPOHHUE NPUMEcH {(BIX)
- 4-METHNAMUHOBHTHITMPUH 2,4 % CoorservcTeyer e Gonee 4,0 %
- EQUHWUHBA MaKCHManbHan
HenaeHTUdUUMpyeMan NpUMect 0,04 % CooTBETCTBYET He Gonee 0,2 %
- Cymma BCeX npumeceh (He
BKAKOMARA 0,12 % CooteeTcTByeT ne 6onee 1,0 %
4-METHNAMUHOBHTVNHPHH)
Related impurities (by HPLC)
- 4-methylaminoantipyr'tne 2.4 % - Complies not more than 4.0 %
- Single maximum unknown 0,04% - Complies not more than 0.2 %

impurity
. Sum of all impurities (excluding
bmeﬁ}!hminoantipyrina)

0,12 % - Complies

not more than 1.0 %

CTepuNbHOCTL Coorsercrayer /Complies CooTBeTCTBYST
Sterility Homep TECTOBOTO orvetal Test | Complies
report no. ST/19/1288,
ST/19/1288
BakrepnanbHbie 3HAOTOKCHHY! Coorsercrayer /Complies He Gonee 0,14 E3/wr
Bacterial Endotoxins Howmep otueta/ Report no. Not more than 0.14 EU/mg
E/19/1332
MBXaHHYEeCKue BKNIOUEHUA.
— 4acTul| C pasmepom 2 10 Mxm 204/amnyna - cooTeeTCTBYeT — He Gonee 3000/amnyna
— 4ACTHL ¢ pasMEpOM 2 25 MKM 17/amnyna - CooTaeTCTByeT - He Bonee 300/amnyna
~ BKNIOYEHUA, BUANMBIE
HEBOOPYXEHHbIM FMasoM OrcyTcraytoT CooTBeTcTayeT
Particulate matter:
- particles 2 10 pm 204/ampoule - Complies Not more than 3000/ampoule
- particles 2 25 ym 17/ampoule — Complies Not more than 300/ampoule
- visible by naked eye Absent Complies
KonvdecTaexHoe onpeaeneH1e 499,0 mr/Mn Or 450,0 Ao 550,0 mr MeTamuaona HaTpva
MeTaMu3ona HaTpua g 1 Mn npenapara
(Yo cnekTpodoTOMETPHSA)
Content of metamizole sodium 499,0 mg/ml From 450.0 to 550.0 mg of metamizole
{by UV) sodium in 1 m! of the product.

NPUMEYAHWUE: OBPASEL COOTBETCTBYET TPEGOBAHWAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above mentioned batch was in accordance 0

oI
AUTHORISED SIGNATORY, Q

Mﬂlwﬂ

(Vincent Dsouza, Manager QA, External Manufacturing)

daMuTHA OTBETCTBEHHOIO
Name of Authorised Signatory

for Russia
Ed. No. 0BA

f Good Manufacturing Practice (GMP) requirements.

Cb, OTIEJI KOHTPOJLA KAYECTBA
UALITY CONTROL




