L/t ST4T

AEKINAPALIMA O COOTBETCTBUU

LEKNAPAHT, NPUHUMALIOLLMIA AEKNAPALIMIO O COOTBETCTBUM:

AD“"Canothu Poccua®, WHenekuwn PegepansHoi Hanorosov cnyxtbi Ne 10 no r. Mockee OFPH: 1027739079940
or 17.02.2012 r., agpec: 125009, r. Mockea, ynuua TBepckas, foM 22, Tenedon: (495) 721-14-00. daxc: (495)
721-14-11.

B-nnye: MenepancHoro aupexTopa AgamsH H.B.

DHoeepeHHoe nuue: batykaesa E.A.

HosepenHocts Ne; 6/H o1 28.01.2016 T.

3AABNAET, YTO NNEKAPCTBEHHOE CPEACTBO:

Bapanrui® M, pacTeop Anf BHYTPUBEHHONO 1 BHYTPUMBILIEYHOrO BBEAEHMUS 500 Mr/Mn 5 mn, amnynel (5),
YNaKOBKM AYeitkoBble KOHTYPHbIE (1), nadkn KapToHHEe, per. yA. N2 1 NO11538/02 ot 22.10.2008 {(nara
nepeodopmnetn per.yg. 20.08.2013), cepus 2116060, roaeH A0:.01.11.2020, naptus: 16250 ynakosok.
Konrpakr Ne 250/40056192/F-2 ot 20.10,2010 r., uHBoiic N2 8085231040 o1 20.12.2016 r.

Kop OKIaz:
BbIMyCKaeMoOe M3roroBurenam: 21.20:10.232
Catocpu Wiagus Numuten, Unpus/Sanofi India Limited Plot Nos, 3501,3503-15,6310 B 14,
GIDC Estate, Ankleshwar-393002, Dist. -Bharuch, India, cTpana; VHgus
COOTBETCTBYET TPEBOBAHUAM: ™ Ron THE3A,

AEKNAPALIMA NMPUHATA HA OCHOBAHUU

MNpotokon nenbiranni Ne 4337 ot 27.01.2017, OO0 W1 "LKKuBJIC", arTectar akkpegutauun: POCC
RU.0001.219J106 ot 28.08.2015 r., CepTucukar coarsercraus: POCC IN.®B14.C27764 o1 27.01.2017

f/ : Barykaesa E.A.

(noAnucs ) { @amuris, BEHManb )

CeBegeHus o perncTpaumnm gexsiapayui 0 COOTBETCTBUM

3A0 “Texxauyecrso”, 108044, r.Mocxsa, yn.[iutamosckas, 5.1A, 0.400, Ten.:(495)676-52-54, dhakc: (495)676-54-
17, www.tehkachestvo.ru, tehkachestvo@gmail.com, OIPH: 1057745286189 Arrtecrar per. Ne POCC

RU.0001.11®B14, ®enepanbHei cnyxGoii no akkpeuralmm

[ara peructpauun: 27.01.2017
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Carnodhu HHOus Mumumed /7 Sanofi India Limited
Address: Sanofi India L1d., India / Anpec: Canodin Uinpua Numuteg, Wugus

N
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SANOFI

CEPTUOUKAT AHANIU3A
ANALYTICAL REPORT

Mpopykr:  Bapanmn® M, pacTeop.Ans uibexumii ,5 M Ne SAF161134

Product:  Baralgin M, solution for In]ection 5 m! Date/flata 02/12/2016

Homep cepun aTa nponsroAcTBa

Batch number 2116060 anufacturing date .11-2016

Omien ' fonex go

Department INJECTABLES Expiry date 11-2020

1 Paamep napruu ] Fonyyeso
{ Batch size. 450 it Received on 17/11/2016
flokazarenn: PesynnTarsi: Hopmui:
TESTS RESULTS SPECIFICATION
" OnucaHune Mpo3spaynbiit, or novyru { Mpoapaunblé, or  nogymw
GecuseTHaro AC  xefrro- | GecupetHoro go  xenTo-
| OKpaLllBHHOro pacTecpa, | okpallenHoro pacgrBeop3,
npakryeckn  ceofOAMbIA  OT | npakruecks cboGoAHLW or
HACTHY YacTuy

Description Clear, almost colorless t6 yellow- | Clear, almost .colorless 1o

coloured solution, practically free | yellow-coloured solution,

_ from particles | practically free from particles

" NognubHocTb: o

1. YO-cnextp Cooreevcrsyer Coorsercreyer

2, TCX CooTteercTayet CoorsercrryeT

{dentification: ’

1. UV-spectrum ‘Complies, Must comply

2. TLC Complies Must comply

MNpoapa4HocTs NMpenapar  gomxeH  Gbitb

CootpeTcTRyET npo3paqHLIM nny He
NpeBbIlaTL  ‘onanecuUsHLyo
CTaHAAaPTHOR cycneHaum |
Clarity Sample solution must be cléar
Complies or not more opalescent than
reference suspension |

LiseTHoOCTE WyrencuBHocTs OKpackut

CoorsevcrayeT npenaparta Qo/MmKHa HaxXxoaWTeH
B lipefienax MEXRY WHTEHCHB-
HOCTLIO OKpacKW ~aTanoHHoro
pacTeopa uBeTHOCTH By #
MHTEHCHBHOCTLIO OKpacku
3TaNOHHOTO pacTeopa
HeeTHOCTH BY,

Colour Complies The intensity colour sample
‘solution should be in the limits
between intensity  colour

for Russia

Ed. No. 05A
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Mponykr: Bapanran®.M, pacteop Ans uHBLeKLMi ,5 M
Product: Baraigin M, solution for injection , 5 ml
Homep-cepuu / Batch nimber: 2116060

{ IMokasarenu: PeayneTarst: Hopmbt: —{
TESTS RESULTS SPECIFICATION
pH 7.3 6,0-860
-pH 7.3 6,0~ 8,0

HomunansHbii 66vem (Mn)

5.1 { 52 |52 [52 |51

Extractable Volume. {ml)

5.2 51 |52 5.1 5.2

He veHee 0T yxasaHHoro Ha
aTukeTke (1.€, He MeHee

5,0 mMn)

Not less than labeled volume
(i.e. not ess 5,0 mi)

- [oCTOpOHHUe npUMecH
2.1 - CooteeTcTayer

2.1 - Compilies

4-MeTRIIaMUHOAHTHIMPIUHE
[0M%HO BbiTh He Bonee 4%

Not more than 4%

STM6/1377, ST/16/1378

4-methylaminoantipyrine

CrepunbHocTs ) Cooteercrayet /Complies CooTeeTcTRYET
Homep Tecrosoro otderal Test

Sterility report no. Must comply

Coateercrayer /Complies
Homep orvera/ Repart no.
Report No.E/16/1815

BakTepuansHbie: 3H0TOKCUHS!

Bacterial Endoloxins

He Bonee 0,14 EUlwr

Not more than 0,14. EU/mg

Mexannyeckue Braoyerua:
—yvacmy ¢ pasmepom = 10 mi
— HacTuL 'C pasmMepomM 2 25 Mkm
— BKAKOYEHWS, BUAKMbIE
HEBOOPY)XEHHBIM rNa3oM

75/amnyna - cooTsercreyer
00/amnyna - Cooreercrayer
' OTeyrereyioT

Particulate matter:
- particles = 10 ym
—~ particles > 25 ym
— Visible by naked eye

75/ampoule - Complies
00/ampoule — Complles
Nit

Must'comply

~ He Bonee 3000/amMnyna

- He Bonee 300/amnynz.
Coorsercreyer

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

Konuyecraetinoe onpegeneHve 501.5 nr/Mn

MEeTamMuaona Hatpua

480,0"mr ~ 550,0 mr/mn

450,0 mg ~ 550,0 mg/m!

Content of metamizole sodium 501.5 mg/m)

NPUMEYAHUE: OBPA3EL| COOTBETCTBYET TPEBOBAHNAM KOHTPONS 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.

NIOATTUCE, OTEJ KOHTPOJIS KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

C Z e ol At R
. éﬂ‘ﬂfﬁm
FHedaiod,

DaMuI OTBETCTBEHHOTO 0% N
Name of Authorised Signatory f@ﬁ;/ ‘Comp\a“nj’aééamp
N B Y

(Rahul SAHU, Asst Manager QA, External Manufacturing)

for Russia
Ed. No. 05A
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