JEKJIAPAIIUSA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHHMAIOHNIHH JEKJTAPAIIMIO O COOTBETCTBHH:
AQ "Canogpu Poccus"

Ceederus o pezucmpayuu opzanuzayun: Mexcpaiionnas uncnexyus @edepanvHoii HAN02060I CIVHCOLI No
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OIPH: 19.08.2002

Aopec: 125009, 2. Mockea, va. Teepckas, 0. 22. Tenegpon/eharc: 8 (495) 721-14-00/ 721-14-11

B nuyje: lenepanerviii dupexmop Morxe O.A.

Hogepenroe muyo: Kyaneyosa H.FO [Josepennocme: 6/n om 20.08.2019

3AABJAET, YTO
aexapemeennoe cpedcmeo: bapanzun® M mabaenncu 500 xm2 10 uon., 6aucmepur (10), nauku kapmonnsie,

pea.yo. Ne IT NO11538/01 o 05.11.2008 (dama 3avenst PY 10.05.2017), cepus INAOOI 3, napmus 28909
ynaxoeox, zoden 0o 01.05.2023, npouzeodcmea Canogu Hndus Jluvumeod / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus,

ko0 OKII[{2 21.20.10.232, koo TH B3 3004900002, xoumparm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085344143 om 20.08.2019

COOTBETCTBYET TPEBOBAHHUSAM
IT NO11538/01-140211 w3nm. Ne 1,3,4,5,6,7

AEKJIAPAIIMS TPUHATA HA OCHOBAHHHA
npomoxon ucreinanuli Ne 93741 om 26.09.2019 HJI QOO "Llenmp xKonmpoas kavecmea buoaaiigh”,

anmecmam axkpedumanin RA.RU.21I[KO1 om 22.07.2015 2., cepmugpuxam ananiza Canogpu Huonus
Jluniunied NeGl13 om 10.06.2019, Cepmugpuxam POCC IN.QMO5.C09746 om 26.09.2019

JATA IIPHHATHA AEKAAPAITHNA: 26.09.2019 c.
JAEKTAPAIIIA JEHCTBHTENBHA J10: 01.05.2023 ¢.

MIT. Kysnenosa H.IO
QeRAADHIN OCAITHCh O.1H.0

CBEJAEHMUS O PETUCTPAIIUA

OPI'AH 10 CEPTH®HKAIINY, 3APETHCTPHPOBABIIUM JIEKJIAPAIIHIO

Opzar no cepmughuxayuu npodyKyuu

Obugecmea ¢ 0zpaniyeHnoti omeemcmeeRHocmsio « OKPYXNCHOT! teHMpY Cepmuguraytiti»,
adpec: 620014, POCCHA, Ceeponosckas obnacme, Examepunbype, Xoxpsaxosa, 74, 1706,
mea: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayun Ne RA.RU.11OMO5

JEKJAPATESEQ COOTBETCTBUH M POCC RU JI-IN.®M05.A.43300/19
JATAPETACTPANME: 26.09.30]9 2.
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Canothu Undusn NMlumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Agpec: CaHoti Mnaus Numutes, Unaus

CEPTUOUKAT AHAITU3A
ANALYTICAL REPORT

Mpoayxr: Bapanruu® M, TaGneriv 500 mr
Product: Baralgin® M, tablets 500 mg

No

@,

LY 4

SANOFI

: 013

Date/lata : 10.06.2019

Howmep cepum

9NA0013

Dara npouseoacTea

_Batch number - Manufacturing date ML
Ortgen . _ . Fopex o :
Department Phan’nac.eutlcgls Use before date 05/2023
Pasmep napruu A MonyueHo .
Batch size 30,00,000 Tablets Recaived on 27.05.2019
flokasarenu: Pesynbatb!: Hopmi::
TESTS RESULTS SPECIFICATION
Onucaxue Kpyrnsie nnockue Tabnetku ot Kpyrnbie nntockve TabneTku oT
6enoro o noyTy 6enoro LseTa ¢ Benoro Ao noytn Genoro ugeTa ¢
rpasuposkoit «<BARALGIN-M» Ha | rpapupoBkoit «BARALGIN-M» na
OQHOW CTOPOHE, PUCKOR — Ha OLHOM CTOPOHE, puckoi — Ha Bpyroii
ApYro# “ ¢ hacKoi ¢ ABYX CTOPOH.
Description Round flat white to almost white Round flat white to almost white
tablets. Engraving: BARALGIN-M | tablets. Engraving: BARALGIN-M on
oh one side and score line onthe | one side and score line on the other
other side and beveled on both side and beveled on both sides.
sides.
{lognuHHoCTL:
—TecT A CooTtseTcTByeT CootBercrayer
—-TectB CooTBeTcTBYET CooteetcTByeT
—BIWX CoorBeTcTBYET CoorsercTByeT
Identification: o
—TestA Complies Must comply
~TestB Complies Must comply
~HPLC Complies Must comply
CpeaHss Macca 550,3 Mr 550 mr + 5%
TabneTok
Average weight 550,3 mg 550 mg + 5%
Pacnapaemocte 04 MuHyT He Goree 15 MuHyT (¢ Anckamn)
Disintegration period 04 minutes Not more than 15 minutes (with
disks)
MocTopoHHue Nnpumecu 0.3% 4-MeTUNaMNHOAHTUNUPUHE — He
Gonee 0,5%
Related substance 0,3% 4-methylaminoantipyrine — not mare

than 0,5%

Sanofi india Limited, 3501, 3503-15, 6310B-14, GIDC Estate, P.B, No. 136, Ankleshwar — 393 002, Dist. Bharuch, Gujarat, India.
Tel; +81 (2646) 668666 Fax : +91 (2646) 251968

Regd. Office: Sanofi House, CTS No.117-B, L&T Buginess Park, Saki Vihar Road, Powai, Mumbai 400 072 - India

Tel : +91(22) 2803 2000 Fax : +91 (22) 2803 2932



Mpoaykr: Bapanrun® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Howmep cepuy / Batch number: 9NA0013

Mokasarenn: PeaynbraTbi: Hopmbi:
TESTS RESULTS SPECIFICATION
OTknoHeHne B Macce He mMenee 90% (18/20) TtabneTok
560,6 | 562,0 | 546.4 | 544,6 MMET OTKnOHeHWe = 5% or cpepHeis
maccot Tabnetox, U He Gonee 10%
530,1 | 544,7 | 657,7 | 547,9 | (2/20) umeior oTknoHenwe + 10% ot
CpeAHei Macce TabneTok
UiitormEy of woiht 5065 | 5487 | 47,5 | 5489 Out of 20 tablets not less than 80%
niform weig (18/20) of tablets deviate from average
5451 | 5526 | 5436 | 5455 tablet weight by + 6% and not more
than 10% (2/20) of tablets deviate from
566,1 | 560,7 | 552,8 | 553,3 average welght by +10%.
KonwuecreeHHoe 504 mr/radn, Ot 475 Mr o 525 mr MmeTamusona
onpegneneHue HaTPUA B oaHoW TabneTre
Assay 504 mg/tablet 475 to 525 mgAablet
MuxkpoGuonomueckan uwucrora:
Microbial limit test:
- A3apobHbie GakTepum <10/r <10%r
Aeroblc bacteria <10/g <10%g
— Opoxoxesbie 1 <10/r <10%r
nnecHeskte rpubbi
Yeasts and moulds <10/g <10%g
- E. coli Oteyrerayet/r OtcyTterayen/r
Ecolin1g) Absent/g Absent/g

NMPUMEHAHUE:OBPASEL| COOTBETCTBYET TPEEOBAHUAM KOHTPONSI 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.

\.\\}:;.E Sanofi India Limited

TIOJIKCD, OT/IEJI KOHTPOJL KAYECTBA  PlotNo. 3501, 3503-15, 6310 8-14

IDC Estate, P. B. No.-136,
AUTHORISED SIGNATORY, QUALITY CONTROIS'0C Estata, B B 00"

R. 8, Trivedi
DaMIIAg 0TBETCTBEHHOTO Ieuars
Name of Authorised Signatory Company Stamp

Sanofi India Limited, 3501, 3503-15, 6310B-14, GIDC Estate, P.B. No. 136, Ankleshwar - 393 002, Dist. Bharuch, Gujarat, India.
Tel; +91 (2646) 668666 Fax : +91 (2646) 251968
Regd. Office: Sancfi House, CTS No.117-B, L&T Business Park, Saki Vihar Road, Powal, Mumbai 400 072 - India
Tel : +#91(22) 2803 2000 Fax : +91(22) 2803 2939



