TEKJAPAIIASI O COOTBETCTBUHA

JAEKJIAPAHT, IPHHHAMAIOINHA JTEKJIAPAIIAIO O COOTBETCTBHH:
AO "Canogpu Poccur"

Ceedenta o pecucmpayuu opearuzayuu: Mescpaiionnas urcnexyus Dedepansolt Hano2060ii cnyxcbol Mo
46 no 2, Mocxee 01.01.2008, OI'PH 1027739079940, oama npuceoernus OI'PH: 19.08.2002

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

B nuye: I'enepanvruiii dupexmop Monxe O.A.

Hoseperrioe nuyo: Hepwuna OJ1. Joeepennocme: 6/ om 15.03.2019 2.

3AABJISIET, UTO

nexapcingentoe cpedcmeo: bapanzun® M pacmeop 0na GHYIMPUBEHHO20 U GHYINPUMBIIIEYHO20 680N
300 me/mn 5 mn, aunyasl (5), ynakosku aveiikosvle kounpusie (1), nauxu xapmonnvie, pee.yd. Ne IT
NOI11538/02 omn 22.10.2008 (0ama snecenus uzmenentii 8 PY 28.02.2017), cepus 2119025, napmus
16445 ynaxoeox, 200ex do 31.03.2023, npouzeodcmea Canoghu Hudus JTusumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hrnous,

ko0 OKIIZ2 21.20.10.232, koo TH B3] 3004900002, xoumpaxm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne9085333112 om 13.05.2019

COOTBETCTBYET TPEBOBAHHAM
ITNO11538/02-280411 uzm. Me 1-6

JAERJIAPAIIAA ITPHHATA HA OCHOBAHHH
npontoxon ucnimanti Ne 569911 om 19.06.2019 HJT OO0 "Lfenmp xoumpons xavecmea Buonaiigh”,

ammecmam axkpeoumayuu RA.RU.2II[KOI om 22.07.2015 2., cepmupuxam ananuza Cavogpu Hudus
Jhumumeo SAF190382 om 18.04.2019, Cepmugpuxam POCC IN.®MU5.C07865 om 19.06.2019

JATA IPUHATHS JEKJIAPAITHHM: 79.06.2019 2.
TEKJAPANUS SEHNCTBATEIBLHA JO: 31.03.2023 2.
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CBEJEHUSA O PETUCTPAIIMHA

OPT'AH IO CEPTHOHNKAIIAH, 3APETHCTPUPOBABINHMA JEKJIAPAITHIO

Opezan no cepmughuxayuy npodyvkyuu

Obujecmea c ozparuqentioll OMGemcNIBeHHOCIIbIO «OKPYXHCHOT YeHmp cepmugukayi»,
aopec: 620014, POCCHA, Caepdnosckan obaacniv, Examepunbypz, Xoxparoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMO5

JEKJIAPAITUS] O COOTBETCTBHA M POCC RU JI-IN.®MOS.A.30773/19
JATAPEFHCTPAITHH: 19.06.201
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SANOF]

Canopu Undust lumumed /Sanofi India Limited

Address: Sanofi India Limited, India / Agpec: Carocn Ungus Numuren, Unaws

CEPTUDUKAT AHANN3A
ANALYTICAL REPORT
Npoaykr:  Bapanrun® M, pactaop AnA BHYYPUBEHHOTO 1 Ne SAF190382
BHYTPUMbLIWEYHOro BBeAeHUA 500 mr/mn o

Product:  Baralgin® M, soluition for intravenous and Date/fara 18/04/2019

intramuscular injection 500 mg/m!

Homep cepun 2119025 [ava npoussogcTea 04- 2019

Batch number _ Manufacturing date

Orpen INJECTABLE loaex ao 03 --2023

Depariment Expiry date

Pasmep naptuu 450LTR MNonyuewo 02/05/2019

Batch size Received on

Nokazavenu: PeayribTathl: Hopmbt:
TESTS RESULTS SPECIFICATION

Onucadne MpospayHblis, noyty | Mpoapaqkbid, nouTW GecuBeTHEI  Wnu
GecupeTHbId uwnu cnabo | cnabo OKpaLLIEHHbINA pacTeop.
OKpaLleHHbI pactsop. | MpakTuuecky ez yacTuy,
Npakruyecku 6e3 uactuLl,

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

NognuHHocTb:

1. BAXX Coorsercrayer CoorsercrsyeT

Identification:

1.HPLC Complies Complies

pospavHocTb Coovsercreyer Mpenapat gomkeH GbiTe NpPo3pavHbImM
(cTeneHb ero onanecueHuMH He AONKHE
npesbillaTh  CTENeHW  onanecyeHuuw
cTaHpapTHOW cycneHanu [)

Clarity Complies The product is clear (extent of its
opalescence does not exceed extent of-
opalescence of referance suspension |),

LsetHocTe CoorsetcreyeT MHTEHCMBHOCTE  OKpacku npenapara He
OOMKHA  NpeBbIWATb  WHTEHCHBHOCTL
OKPackn 3TafOHHOIO pacTBopa LIBETHOCTH
BY,.

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

pH 6,98 OT6,0808,0

pH 6,98 From 6.0 to 8.0

for Russia

Ed. No. 06A
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Homep cepuu / Batch number:2119025

NpopykT: BapanmufM, pacTBOp ANRA BHYTPHBEHHOrO U BHYTPUMBIWEYHOTO BREASHKA S00 MriMn
Product: Baralgin® M, solution for Intravenous and intramuscular injection 500 mg/mli

Mokasarenu:
TESTS

PeaynsraTui:
RESULTS

Hopmbt:
SPECIFICATION

M3snexkaemslii o6wem (Mn)

Extractable Volume (ml)

52 |52 52 54 |52

54 |54 54 52 |54

He MeHee OT ykasaHHOro Ha STUKeTKe (T.€.
He meHee 5,0 mn)

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

MNocTopottue npumecu (B3MX)
~ 4-METUNAMUHOAHTUNNPUH

- EquunyHan MakcuMansHas
HenaeHTUbMLIMPYeMan NPUMECH
- Cymma Bcex npumecei (He
BKNIOMEA
4-METUNAMUHOGHTUIIKPUR)

Related impurities (by HPLC)
= 4-methylaminoantipyrine
- Single maximum unknown

2,5 % Cporsercrayet
0,04 % CootBetcTayeT

0,12 % CooreeTcrByeT

2,5 % - Complies
0,04 % - Complies

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

He Gonee 1,0 %

not more than 4.0 %
not more than 0.2 %

report no. ST/15/0648,
ST/19/0649

impurity _ _

- Sum of all impurities (excluding 0,12 % - Complies not more than 1.0 %
4-methylamincantipyrine)

CTepunbHOOTL Cooreercreyer /Complies CooreetcTayeT
Sterillty Homep TecToBoro oTyeTal Test | Complies

BakTepuansHse SHAOTOKCHHE

Coorsercrayer /Complies

He 6onee 0,14 E/mr

(by UV)

Bacterial Endotoxins. Homep oryera/ Report no. Not more than 0.14 EU/mg
B/19/0651
MexaHuyeckne BKIIQYSHUA:
- YacTuy ¢ pasmepom = 10 MkM 288/amnyna - cooTEETCTBYET | — He Bonee 3000/amnyna
—YACTUU € Pa3MepoM = 25 MKM 36/amnyna - CootBeTcTBYET | — He Bonee 300/amnyna
— BKRIOYEHUA, BUANMbIE
HEBOOPYXEHHBIM FIa3oM QrcyTerayior CooTtaeTcrayer
Particulate matter:
— particles 210 pm 288/ampoule - Complies Not more than 3000/ampoule
- particles > 25 ym "36/ampoule — Complies Not more than 300/ampoule
— visible by naked eye Absent Complies
KonuuecTeeHHoOe onpepeneHue 499,3 mr/mn Ot.450,0 oo 550,0 Mr meTamnzona HaTpua
meTamMusona HaTpus B 1 mn npenapara
(Y@ cnexrpochoTomeTpms)
Content of metamizole sodium 499,3. mg/ml From 450.0 to 550.0 mg of metamizole

sodiym in 1 ml of the produit.

NPUMEYAHWE: OBPA3EL] COOTBETCTBYET TPEEOBAHWAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Praduction of the above imentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

[IOMIIKCD, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

%’\%ﬁ?ﬁo {ffwlq

DaMUNKA OTBETCTBEHHOTO
Name of Authorised Signatory

{Vincent Dsouza, Manager QA, External Manufacturing)

for Russia
Ed. No. 0BA:
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