NTEKJAPAIIHASI O COOTBETCTBUH

NEKJAPAHT, IPHHAMAIOINAN JEKJAPAITHIO O COOTBETCTBHH:
AO "Canoghu Poccun”

Ceedenia 0 pecucmpayuu opzanusajuir: Mexcparionras uncnexyus PedeparsHolt Ha102060i cvachor Ne
46 no 2. Mockee 01.01.2008, OFPH 1027739079940, dama npuiceoerns OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxsa, ya. Teepcxan, 0. 22. Tenegpon/gparc: 8 (495) 721 -14-00/721-14-11

B anye: Ienepanvruiii oupexmap Monsie O.4.

Jocepennoe muyo: Kysneyoea H.FO Jlosepennociy: 6/4 om 20.08.2019

3AABJIIET, YTO
nexapcmeentoe cpedcmeo: Baparzun® M mabaemxu 500 vz 10 wni., Gaucmepst (2), nauxu KapmoHubsie,

pe2.yd. Ne IT NO11538/01 om 05.11.2008 (dama 3amenst PY 10. 05.2017), cepus INAOOI7, napmus
150385 ynaxogox, z0den oo 01.08.2023, npouzeoocmea Canogu Hudus JTuwimeo / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hnous,
k00 OKITI2 21.20.10.232, xod TH B3] 3004900002, xonmparxm Ne250/400561 92/F-2 om 20.10.2010,
ungoiic Ne 9085349342 om 07.10.2019

COOTBETCTBYET TPEBOBAHHAM
IINO11538/01-140211 uzm. Me 1,3,4,5,6,7

JEKJIAPAIAA NPUHATA HA OCHOBAHHH

npomoxon ucnvimanuit Ne 133907 om 15.11.2019 HJT OO0 "Lennip xonnipons xaqecmea FBuoaaiih",
ammecmen axkpedumain RA.RU.21LTKOI om 22.07.2015 2., cepmuuram ananisa Carnogu Huons
Thiviumed Ne017 om 21.09.2019, Cepmugpuxam POCC IN.OMOS5.C11026 om 15.11.2019

| TATA TTPHHATHS JTEKJIAPAITAN: 18.11.2019 2.
NEKJIAPATHAJIENCTBATENBHA J0: 01.08.2023 .

N1 %/ Ky3uenosa I1.10

oerrapanii TIOOITHCh ¢.H.0

£
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CBEJEHHS O PETUCTPALIUHN

OPTAH 10 CEPTHOHKAIMH, 3APETHCTPHPOBABIIHH JEKJIAPAITHIO

Opzari no cepmuguxailinl NPOOYKuU

OBlectieq ¢ 02paNINERHOT OMBEMCNIBEHHOCTNGIO «OKPYJICHOT tfernip cepmuurau»,
adpec: 620014, POCCHA, Ceeponosckas obracmy, Examepunbype, Xoxparosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumaryut Ne RA.RU.11OMOS

M POCC RU J-IN.®M05.4.51021/19

YugeprHa AA.

PykoBoauTelIb oprasa 1o
cepTH(HKAIMH IPOXYKIHH
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SANOFI
Caropu Undus lumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Agpec: Canodm Vinaus Numuten, Wnans
CEPTU®OUKAT AHAJIU3A
ANALYTICAL REPORT
Ne 1 017

MNpogykT: Bapanrun® M, Ta6netku 500 mr
Product: Baralgin® M, tablets 500 mg

Dateffiara : 21.09.2019

Homep cepun v Hara nponseopcrea
Batch number ONAGDH7 _ Manufacturing date —
Ovgent ' . FopeH po :
Department Pharmaceuticals Use before date 08/2023
PasmMep napTum | lMony4exo '
Batch size | 31,50,009 Tablets Received on 07.09.2019
Mokasarenm: Pesynurathbl: Hopmbi:
TESTS RESULTS SPECIFICATION
Onucanye Kpyrrnible nnockve rabnerkm ot Kpyrnbie nrockue TabneTku or
Heroro Ao novTu Geroro LeeTa ¢ Benoro go nouty Benoro yseTa ¢
rpasnpoBioil «<BARALGIN-M» Ha rpasuposkoil «BARALGIN-M» Ha
OOHONA CTOPOHe, puckoil — Ha OAHOIA CTOpOHe, pUcKoil — Ha APYrof
Apyroi 1 ¢ chackoik ¢ BYX GTOPOH.
Description Round flat white to almost white Round fiat white to almost 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.
MoanuHHOCTS:
—Tect A CooTtBetcTayer CooTteeTcreyeT
~TecT B CooTeeTCTRYET CootseTcrayet
—BaWX CooTaetcrayer Coorsercreyer
Identification: .
~Test A Complies Must comply
—TestB Complies Must comply
—~HPLC Complies Must comply
CpegHnan macca 558,1 mr 550 Mr + 6%
Tabnerok
Average weight 558,1 mg 550 mg + 5%
PacnagaemocTs 04 muRyT He Gonee 15 muHyT (¢ Auckamu)
Disintegration period 04 minutes Not more than 15 minutes (with
disks)
MocTopoHHKe npumecy 0,0% 4-MEeTUNAMUHOAHTUNNPUHA ~ HE
bonee 0,5%
Related substance 0,0% 4-methylaminoantipyrine — not more
than 0,5%
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MpopykT: Bapanruu® M, ra6neriu 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number: 9NA0017

Noxasatenu: "~ PesynbTarhl Hopmsi:
TESTS RESULTS SPECIFICATION
OTknoHeHWe B Macce He wmenee 90% (18/20) Ttabnetok

571,89 | 5559 | 571,0 | 548,5 UMBIOT oTknoHernve + 5% ot cpegHen
Maccul Tabnetox, u He Gonee 10%
570,4 | 555,0 | 573,4 | 570,3 | (2/20) wmeioT oTKnOHenwe : 10% or
cpeaHeil Macce TabneTox

5700 | 5424 | 5518 | 5474 Out of 20 tablets not fess than 90%

Uniformity of weight (18/20) of tablets deviate from average
540.9 | 563,2 | 5644 | 545,3 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
552,7 | 562,3 | 551,4 | 554,86 average weight by £10%.
KonnuecrtaenHoe 505 mr/raén. Ot 475 mr go 525 mr meTamuaona
onpeneneHue HaTpuA B 0gHOW TabneTke
Assay _ 505 mg/tablet 475 to 525 mg/tablet
MwikpoGuonoruieckas umcrora:
Microbial limit test:
| — A3poGHuie baktepun <107 <10%F
Aerobic bacteria <10/ <10%g
— Opoxokesbie 1 <10/r <10%r
nnecHesbie rpubui
Yeasts and moulds <10/g <10%g
- E. coli Otcytcreyet/r OreyrereyeT/
E. coli {in 1 g) Absent/g Absent/g

NPUMEYAHUE:OBPASEL| COOTBETCTBYET TPEEOBAHUAM KOHTPONSA 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.
i India Limited
"T m Sanofi India Limited
TIOJITHCh, OT/IEN KOHTPOJIS KAYUECTBA Pg;;*ggj.".“;?i'f’é."'&i?ff .
AUTHORISED SIGNATORY, QUALITY CONTROL Ankleshwar - 393 002.

R. 8. Trivedi

QaMHNNA OTBETCTBEHHOTO Ileuats

Name of Authorised Signatory Company Stamp
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