AEKJIAPAIIMA O COOTBETCTBUM

JEKJIAPAHT, IPUHUMAIOIINH AEKJIAPAITHIO O COOTBETCTBHH:
AO "Canogpu Poccus"

Ceedenua o peaucmpayuu opeanusayuu: Mesicpaiionnas uncnexyus Dedepanvioti Hano2060ti cayxicbor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocksa, yn. Teepckan, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrwiii dupexmop Monxc O.A.

Hosepennoe nuyo: Jpyscununa H.P. Josepennocms: 6/n om 01.08.2018

3ASIBJISIET, YUTO

Rexapcmeennoe cpedcmeo: bapanzun® M pacmeop 0na eHympusenno20 u BHyMpuMblue¥Ho20 86€0eHUA
300 m2/mn 5 mn, amnyne (5), ynaxkosku avetikosvie koumypruie (1), nauxu xapmonnvie, pez.yo.Ne IT
NO011538/02 om 22.10.2008 (0ama snecenus usmenenuii ¢ PY 28.02.2017), cepus 2118120, napmus
16280 ynaxosox, 200ex do 31.10.2022, npouseodcmea Canogpu Hndus JTumumed / Sanofi India Limited,
AT & Post Dabhasa, Tal - Padra, Dabhasa - 391 440, Vadodara, Gujarat State, India, Hndus, koo
OKII[12 21.20.10.232, koo TH B3] 3004900002, xowmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
MNe9085316165 om 06.12.2018

COOTBETCTBYET TPEBOBAHHSIM
IT N011538/02-280411 uzm. Ne 1-5

AEKJIAPAITUSA ITPHHSATA HA OCHOBAHUHA
npomoxon ucneimariun Ne 19-000061 om 11.01.2019 O00 "HLJIC "Buomexnonozui", ammecmam

axkpedumayuu RA.RU.21OMO4 om 27.06.2016 2., cepmugpuxam ananuza Canogpu Huoun JTumumed
SAF181250 om 28.11.2018, Cepmugpuxam POCC IN.®MO5.C05105 om 11.01.2019

JATA IIPHHSTHUS JEKJIAPAIIMM 11.01.2019
JEKJAPAINS JEHCTBHTEJIBLHA A0 31.10.2022
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OPFAﬁ"'MIEE‘HCDHKAHHH, 3APETMCTPHUPOBABIIHA AEKJIAPAITHIO
Opean no cepmughuxayuu npodyxyuu

Obwecmea ¢ ozpanuiennoti omeemcmeennocmvio «OXpyxcHoil yermp cepmuguxayuu»,
aopec: 620014, POCCHA, Ceeponoeckan obracms, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11DMO5
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Canochu Undua Nlumumed /Sanofi India Limited
Address: Sanofi India Limited, India / Agpec: Canocdn NHgua Numuten, Ungus
CEPTUOMUKAT AHAJI3A
ANALYTICAL REPORT
fiponykr:  Bapanruk® M, pacTBOp AN BHYTPUBEHHOTO U Ne SAF181250
_ BHYTPUMBIWEUHOro BReAGHNA S00 mMrimn
Produet:  Baralgin® M, solution for intravenous and Date/flata 28/11/2018
intramuscular injection 500 mg/ml
Homep cepun 2118120 Dara npovasoacrsa 11- 2018
Batch number Manufacturing date
Orgen INJECTABLE TogeH Ao 10-2022
Department Explry date
Pasiuep naptuu 450 LTR MNanyveuo 1441142018
Batch slze Received on
Mlokazareny: PeaynbTarol: H'opuu_:' _
TESTS RESULTS SPECIFICATION
Onucaxune Mpo3apayHe, novTH | MNpospadyHbid, noyty OecypeTHsid unw
BacLpeTHbM nnu cnabo | cnabo OKpaLLEHHbI# pacreop.
OKpALUEHHLIA pacteop. | MpaKkruyecku 6e3 yacTuy.
MpakTuyeckn 623 yactuy.
Description Clear, almost colorless solution. | Clear, almost colorless to faintly colored
Practically free from particles. solution. Practically free from particles.
MNognuHHOCTD!
1. BOKX CooTBeTcTayer Coorsercrayet
Identification:
1. HPLC Complies Complies
MpoapayHocts CooteercTByer Mpenapat fonkeH ObiTb NPO3PAYHDIM
{CTeneHb ero oRanecueHUnd He AOMNMKHA
npesblate  CTENeHH  onanecleHLuu
CTaHAapTHO CycneH3ny. |)
Clarity Complies The product is clear (extent of its
opalescence does not exceed extent of
opalescence of reference suspension I).
LiBetHocTb CootRetcTRYeT MHTEHCHBHOCTD OKpackw npenapara He
[OMKHE  npesbiWaTs  MHTEHCUBHOCTL
OKpacku 3TanoHHOFO pacTBopa LBETHOCTY
BY,,
Colour Complies Color infensity of the product does not
exceed color intensity of reference color
solution BY 4.
{ pH : 6,86 Ot76,0 ao 8.0
pH A 6,86 From 6.0 to 8.0
)}
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Homep cepun / Batch number:2118120

Mpoaykt: Bapanruu® M, pacTBop ANA BHYTPUBEKHOrO ¥ BHYTPMMbIWEYHOro BaeaeHna 500 mrimn
Product: Baralgin® M, solution for intravenous and intramuscular injection 500 mg/m!

Extractable Volume (ml)

52 |54 |52 I[52 [54

Mokazarenu: PeaynbTaTth: Hopsbi:
TESTS RESULTS SPECIFICATION
Waenekaemolil cGvem (Mn) He meHee oT yKka3aHHOro Ha 3TukeTKe (T.e.
He meHee 5,0 mn)
54 (52 54 54 |52

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

MNocTopoHkue npumecu {BIXX)
- 4-MeTINaMUHOAHTUANPIH

- EnuHryHan makcumansHas
HeWASHTNHLMPYEMan NPUMECh
- Cymma Bcex npumeced (He
BKNIOYaA
4-METUNaMUHOAHTUNKPHUH)

Related impurities (by HPLC)

- 4-methylaminoantipyrine

- Single maximum unknown
impurity

- Sum of all impurities (excluding
4-methylaminoantipyrine)

1.9 % CooTReTcTRYET
0,04 % CooteercreyeT

0,07 % Cooreetcreyet

1,9 % - Complies
0,04 % - Complies

0,07 % - Complies

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

He Bonee 1,0 %

not more than 4.0 %
not more than 0.2 %

not more than 1.0 %

CTepunbHOCTL

Sterility

Coorsercrayet /Complies

Homep Tecrosoro otveta/ Test
report no. STM8/1697,
S§1/18/1698

Coortpercrayer

Complies

Eax'repuan bHEIE 3HAOTOKCHHBI

Bacterial Endotoxins

CooteercTeyet /Complies

Homep otyera/ Report no.
E/t8/1852

He Gonee 0,14 EQ/Mr

Not more than 0.14 EU/mg

MexaHnJYeckue BKNIOUYEHR:

— 4acTyy ¢ paamepom = 10 MKkm
~ Y4acTuy, ¢ paamepom = 25 Mkm
— BKNIOMEHUS, BUGKUMbIE
HEBOOPYKEHHBIM FNa30oM

Particulate matter:
- particles = 10 ym
- particles = 25 pm

270/amnyna - cooTBeTCTRYET
36/amnyna - CooTsercrayer

OTcyTeTeyoT

270/ampoule - Complies
36/ampoule ~ Complies

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

CooTBercTRyeT

Not more than 3000/ampoule
Not more than 300/ampoule

(by UV}

— visible by naked eye Absent Complies

KonwyecrseHHoe onpegeneHne 4976 wMrimn Or 450,0 go 550,0 Mr meTamnaona HaTpus
MEeTamMuIoNa HaTpua 8 1 Mii npenapara

(Y® cnextpochoTomeTpus)

Content of metamizole sodium 4976 mg/mi From 450.0 to 5§50.0 mg of metamizole

sodium in 1 mi of the product.

NMPUMEMAHUE: OBPA3EL COOTBETCTBYET TPEBOBAHNAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

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

[OAITUCD, OTAEN KOHTPOJISI KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

QaMHUITHA OTBETCTBEHHOIO
Name of Authorised Signatory

ey

(Kaushik PANDIT, Sr Manager QA, External Manufacturing)
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