JEKJIAPAIISA O COOTBETCTBUHA

JAEKJTAPAHT, IPHHUMAIOINMI AEKJIAPAITHIO O COOTBETCTBHIL:

AQ "Canogu Poccus”

Ceedenun o pezucnipaipun opearsaiu: Mexcpationnan uncnexius Qedepatvnoli Ha1020601 ciyicHvr Ne
46 no 2. Mockge 01.01.2008, OFPH 1027739079940, dame npuceoenus OTPH: 19.08.2002

dopec: 125009. 2. Mocwea, ya. Teepcras, 0. 22. Teneghons/parc: 8 (495) 721-14-007721-14-1]

B mue: Ienepanvnotii dupexmop Mouxe O.A.

Hocepenroe mjo: 3vboea A.JO. Jocepennocmn: 6/ om 06.11.2018

JAABJUSIET, YTO

Aerapeiieenrioe cpeocmeo: baparaun® M mabrennu S00 12 10 uon., 61ucniepot (10), nauxu KepnioHHsie,
peeyo.Ne Il NOT1538/01 om 05.11.2008 (dama sccenv: PV 10.05.201 7), cepus 8NAOOI2, napmmst 20349
ynaxoeox, zooen 00 01.07.2022, npouzeodcmea Carogpu Hndus hustumed / Sanafi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Huous, xod
OKIIO2 21.20.10.232, %00 TH B3 3004900002, Roxmpaxn Ne2 530/40056192/F-2 om 20.10.2010, uneolic
NeQ085309649 o 17,10.2018

COOTBETCTBYET TPEBOBAHHUSM
ITNGII538/01-140211 nzai. Ne 1,3,4,5,6,7

AEKJTAPAITHA HPHHATA HA OCHOBAHHAH

Hpotoro1 wenvthanufi Ao 101887 om 27,11.2018 HI 000 "Uernmp xowrmpoas xavecmea buoaaii”,
arnimecman akkpecumaiin RA.RU.2ILKOT om 22.07.2015 2., cepmugpuram anaansa Caroghn Hrous
Huwanmed Ne012 om 07.09.2018. Cepmughuxam POCC IN.OMOS.CO3735 om 27.11.2018

JATA IPHHATHA ZEKNAPAIIAH 27.11.2018

NERIAPARVSAENCTBATEILHA 10 01.07.2022

%}' - 3yGoea A 1O,

TIOATIHCE OO

CBEJEHUWA O PETUCTPAITUN

OPI'AH IO CEPTHO®HKAIINY, 3APETHCTPHPOBABIINI JEKTAPATIHIO

Opzan no cepnighurarun npooyKyi

Qbuecnioa ¢ 0zpaHieHON OIIGENICIBEHHOCHTbIO «OKPYICHORN teHmp cepmuduraiii»,
adpec: 620014, POCCHA, Ceepdaveckan obaaciy, Examepundype, Xoxparxoaa, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, anmecment axxpedumenun Ne RA.RU. 11 OMDS

JEKJAPAIIS O COOTBETCTBHH M POCC RU J-IN.€M05.4.08303/18
PEFRCSPALIMH 27.17.2018 f}

Yruepnaa ALA.

IIOIMHCE Pyxopomurens oprana 1o
CepTA(GHKALIH NPOXYKIIHH




SANOFI

Canocpu MHOus llumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Agpec: Catotu taus Mumuten, Vngus

CEPTHO®MKAT AHAJIU3A

ANALYTICAL REPORT

Ipopnykr: BapanruH® M, Tabnetkv 500 mr
Product: Baralgin® M, tablets 500 mg

Ne ;012
Date/flara : 07,09,2018

Homep cepum , fara npenasogcTea

Batch number 8NAD012 Manufacturing date 07/2018

Otpen - lopewx ao

Dépariment Pharmaceuticals Use before date 07/2022

Pasmep naprtin Monyyeno

Batch size 30,00,000 Tablets Received on 27.08.2018

Nokazarenmn: Pesynkratul Hopmi:
TESTS RESULTS SPECIFICATION

Onucanne Kpyrneie nnockue tabrietiv ot Kpyrribie nnockwe TabneTku ot
Genoro Ae nouTk Beriaro UBeTa ¢ Benoro ao noyTtn Genoro LBeTa ¢
rpasuposkoii «BARALGIN-M» Ha rpaBupoBkoil «BARALGIN-M» na
OOHOIl CTOROHE, PUCKON — Ha O[HOM CTOPOHE, PUCKOH — Ha ApYroit
Apyroi U ¢ hackol ¢ gBYX CTOPOH.

Description Round flat white to aimost white Round fiat white to aimost white
tablets. Engraving: BARALGIN-M | tablets. Engraving: BARALGIN-M on
on one side and score line on the one side and score line on the other
other side and beveled on both side and beveled on both sides.
sides.

MoanwH+ocTs:

—Tect A CooTseTcrayer CooreercrByer

--TecT B CooTeetcTBRyST CooTeercrayer

~ BIXKX Cooteerctyer CooreeTcreyeT

Identification: )

~ Test A Complies Must comply

- Test B Complies Must comply

— HPLC Complies Must comply

CpegHsn macca 548,2 mr 550 mr + 5%

Tabnertok

Average weight 548,2 mg 550 mg + 5%

Pacnagaemoctb 04 MuHyT He Bonee 15 MuHyT (c auckamu)

Disintegration period 04 minutes Not more than 15 minutes (with

disks}
MocTopoHHKe npumecy <0,1% 4-METUNaMNHOAHTUMUPKUHA — HE
' Gonee 0,5%
Related substance <0,1% 4-methylaminoantipyrine — not more

than 0,5%
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Npogykr: Bapanruu® M, Tabnetkn 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number; SNADO1 2

Nokazarenu: PesynbTaThi: Hopwmbi:
TESTS RESULTS SPECIFICATION
OTknocHeHue B Macce He wmenee 90% (18/20) Tabnetok

547,6 | 559,0 | 545,1 5324 UMEIOT OTKNoHeHne + 5% oT cpejHen
maccel Tabnetox, u He Bonee 10%
5628 | 5427 | 5532 | 533,8 {2/20) umewT oTknoHeHwe + 10% or
cpeaHen Maceo TabneTok

1
541.3 | 5617 | 5408 | 549,0 Out of 20 tablets not iess than 90%

Uniformity of weight (18/20) of tablets deviate from average
5429 | 549,5 | 5385 | 542.1 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
567,4 | 566,3 | 5496 | 537,3 average weight by +10%.
KonwuecteenHoe 501 mrirabn. Ot 475 mr go 525 Mr meTamusona
onpefeneHne HaTpwua B 0aHOI TabneTke
Assay 501 mgftablet 475 to 525 mgtabiet

MukpoBuonoruueckas uncToTa:
Microbial limit test:

—~ AapobHbie Gakrepun <10/r <10%r
Aerobic bacteria <10/ <10%g

— OpoxckeBble u <10/ <10%r
frecHessle rpubbl

Yeasts and moulds <10/g <10%g

- E. coli OtcyTtereyetir Otcyrcreyer/r
E. coli (in 1 g) Absent/g Absent/g

NMPUMEYAHWE:OBPA3EL, COOTBETCTBYET TPEBOBAHMAM 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.

\& — Sanofi Indiz Limited
[IOAIHCH, OTHEN KOHTPOJISI KAUYECTRA Bot Ko, 3501, 3503-15,6310 B-14

AUTHORISED SIGNATORY, QUALITY CONTROL ginC Estate, P B. Ko .-136.
Ankteshwar - 368 002,

L. H. Sharma

DaMUAHA OTBETCTBEHHOTO Ileyats

Name of Authorised Signatory Company Stamp
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