JAEKJIAPAIIUASA O COOTBETCTBUHA

JAEKJIAPAHT, IPAHAMAIOIIHAHA TEKJAPAIHIO O COOTBETCTBHH:
AO "Canogpu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uricnexyus Pedepanvroll Hanozoeoli cnyxcber Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, éama npucesoenus OT'PH: 19.08.2002

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

B muye: I'enepanenviit dupexmop Monxe O.A.

Hosepenrioe muyo: Hepuuna O.J1. Jlosepennocme: 6/1 om 15.03.2019 2.

3ASABJIUIET, UTO
nexapcmeennoe cpedcmeo: BEapanzun® M mabnenmu 500 M2 10 wm., 6aucmeper (10), nauxu xapmosusie,
pe2.yd. Ne IT NO11538/01 om 05.11.2008 (0ama 3amener PY 10.05.2017), cepus INAOOQOS, napmus 29189
ynaxogox, 200ex 0o 01.01.2023, npouseodcmea Canochu Huoun Jumumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hnous,

ko0 OKIIA2 21.20.10.232, ko0 TH B3J 3004900002, xonnmpaxn Ne250/40056192/F-2 om 20.10.2010,
ungotic Ne9085327044 om 18.03.2019

]

COOTBETCTBYET TPEBOBAHHAM
IT N011538/01-140211 wzm. Ne 1,3,4,5,6,7

JAEKJIAPAIHSI IPHHATA HA OCHOBAHHAH
npomoxon ucnetmarnind Ne 37381 om 25.04.2019 HJT OO0 "I]enmp xonmpons kavecmea Buonaiigh ",

ammecmam axkpedumayuu RA.RU.21IIKOI om 22.07.2015 ., cepmugpuxam anarza Canogu Hudus
JTumumed Ne0O0S om 20.02.2019, Cepmugpuxam POCC IN.®MD5.CO6755 om 25.04.2019

JATA BPAHATHAA NEKJIAPAIIAM: 25.04.2019 .

Ilepomaaa O.J1.
OO

CBEJEHMS O PETUCTPAIINHA

OPT'AH II0O CEPTH®HKAIHH, 3APETHCTPHPOBABINAN NEKJTAPAITHIO

Opean no cepmugpuxayuu npodyxyuu

Obujecnea ¢ ozpanuiennoti omeememeerrocmbio «OKpYICHOT Yenmp cepmuguxanuu»,
adpec: 620014, POCCHA, Ceeponoecxas obnacme, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs. ru, ammecmam axxpedumayuu Ne RA.RU.1]1OMO5

N2 POCC RU JI-IN.®M05.4.24726/19

Juuepuna A.A.

PykoBoguTens opraHa mo
cepTH(AKAIHE DPOXYKIHHA




Y,

SANOFI

Canopu UHdus Nlumumed / Sanofi India Limited

Address: Sanofi India Limited, India / Anpec: Canodu MHans Numuren, WHans
CEPTUPUKAT AHANU3A

ANALYTICAL REPORT

Mpopykr: Bapanruu® M, TabneTiu 50
Product: Baralgin® M, tablets 500 mg

0 mr

Ne : 005
Date/[lata : 20.02.2019

Homep cepun Hara npoussoacTaa _
Batch number QNAOOQS Manufacturing date 01/2019
Orgen . [opeH go ;
Department Pharmaceuticals Use before date 01/2023
Paamep naptun - Mony4eko
Batch size 730_.00,000 Tablet_s_ Received on 01.02.2019
MNokaszavenu: PesynkTathi: Hopmui:
‘ TESTS RESULTS SPECIFICATION
OnvicaHue Kpyribie nnockue Tabnetky ot Kpyrnbie nrockue Tabnetku ot
Genoro go nouru 6enoro LBeTa Benoro go noutu Benoro Useta ¢
rpasuposkon «BARALGIN-M» Ha | rpaeupoakoit «BARALGIN-M» Ha
OfIHOW CTOPOHE, PUCKOI — Ha OfiHOI CTOPOHE, PUCKON — Ha APYrofl
Apyro# ¥ ¢ hackoii ¢ ABYX CTOPOH.
Description Round fiat white to aimost white Round flat white to almost white
tablets. Engraving: BARALGIN-M | tablets. Engraving: BARALGIN-M on
on one side and score fine on the one side and score line on the other
other side and beveled on both side and beveled on both sides.
sides.
MoanuHHOCTL:
-~ TecT A CooteeTcTRyeT CootseTcTBYET
~Tecr B CooteeTcreyer CooTeeTcTRYeT
— BOMX CoorsetcTyeT CootseTtcrayer
Identification: _ _
—TestA Complies Must comply
—TestB Complies Must comply
—HPLG Complies Must comply
CpegHsna macca 553,3 mr 550 mr + 5%
TabneTok |
Average weight 553,3 mg 550 mg + 5%
Pacnapaemoctb 05 munHyT He Bonee 15 MuHyT (c arcKkamu)
Disintegration period 05 minutes Not more than 15 minutes (with
disks)
flocTopoHHKe npumecy <0,05% 4-METUNAMUHOZHTUNMPUHE — He
6onee 0,5%
Related substance < 0,05% 4-methylaminoantipyrine — not more
than 0,5%
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MNpoaykr. Bapanrun® M, Tabnetxu 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepum / Batch number: 9NA000S

MNoxazarenu: Pe3ynbTarthbt: HopMbi:
TESTS RESULTS SPECIFICATION
OTKnOHeHue B Macce He wmeHee 90% (18/20) vabnetok

526,3  559,7 | 5664 | 567,2 “MeloT oTknoHexne + 5% ot cpepHen
maccsi Tabnetox, n He Gonee 10%
556,6 | 550,4 | 541,0 | 555,6 | (2/20) umetoT oTknoHeHwe + 10% oT
cpeaHeit maccew Tabnetok

5351 | 548,3 | 567,1 | 559,0 Out of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
547,3 | 553,7 | 543,1 | 5604 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
5650 | 6425 | 5628 | 657,3 average weight by £10%.
KonuuecteeHHOe 504 mr/rabn. Ot 475 mr no 525 Mr meTamuaona
onpefieneHve HaTpus B o4HOK TabneTtke
Assay 504 mg/tablet 475 to 525 mg/tablet
MukpoGuronormueckan yuctora:
Microbial limit test:
— AapobHeie Gakrepun <10/r <10%r
Aerobic bacteria <10/g <10%g
- Opoxoxesbie 1 <10/ <10%r
nnecHesble MPUbbI
Yeasts and moulds <10/g <10%g
-~ E. coli OTcyrcrayetir Orcyrcreyer/r
E. coli{in1g) Absent/g Absent/g

NPUMEYAHWE:OEPASEL| COOTBETCTBYET TPEBEOBAHUAM 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.

3 Sanofi India Limited
[MOMITACH, OTAEJ KOHTPOJISLI KAYECTBA  piot No. 3501, 3503-15, 6310 B-14

AUTHORISED SIGNATORY, QUALITY CONTROL GIDC Estate, P. B. No.-138,
Awkleshwar - 3983 002.

R. S. Trivedi

QaMHUIHNA OTBETCTBEHHOTO Ileyars

Name of Authorised Signatory Company Stamp
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