HJEKJIAPAIIASI O COOTBETCTBUHA

HAEKJIAPAHT, IPHHUMA O W JEKJAPAIIHIO O COOTBETCTBUN:
AQ "Canogpu Poccusn”

Coederun o peaucmpaun opeanuzayi.: MeXcpanonHas unchexiyus Dedeparonoil Ha1020601 CIYHCOB Ne
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoerus QrPH: 19.08.2002

Adpec: 125009, 2. Mocxea, v, Teepekas, 0. 22. Texeghon/panc: 8 (495) 721-14-007 721-14-11

B muye: I'enepazvrorii dupenmop Mownxe O.A.

Logepenroe muo: Qpyxcununa H.P, Josepennocnis: 6/ om 01.08.2018

3AABTIAET, YTO
AeKapcineenroe cpedcnico: baparaun® M madaenixu 500 sm2 10 won., 6aucnepst (2), nauxy xapmosusie,

pee.vo.Ne II NO11538/01 om 05.11.2008 (dama sanensr PY 10.03.2017), cepus 8NAOOI 3, napnmn 146300
VIGKO60K, 200e oo 01.08.2022, npoussodcmen Carnogu Hnous Tustumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus, k00
OKIIZ2 21.20.10.232, koo TH B3 3004900002, konmparm Ne250/40056192/F-2 om 20.10.2010, uneoiic
MNeQO85312131 o 05,11.2018

COOTBETCTBYET TPEEOBAHILAIM
IINOI1538/01-140211 uzn. Me 1,3,4,5,6,7

AEKJAPAITHSI IPHHATA HA OCHOBAHHI

nponiokoa ucnottnarilt Ne 110451 om 17.12.2018 HIT QOO “Lenmp xoumpoas xeuecmea Buoaaiigh”,
ammecman axkpeormaitiu RA.RU.2ILKOI om 22.07.2015 2., cepmugpuram anatuza Carogu Huous
JTuatumed NeOI3 ont 17.10.2018, Cepmingpuxam POCC IN.@MD5.CO3851 om 17.12.2018

JATA IPHHATHSA JEKIAPAITUH 17.12.2018
JEKJAPATHST ABHCTBHTEIBHA JIO 01.08.2022
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Hpyxunnna H.P.
©.11.0

CBEJJEHUA O PETUCTPAIINHA

OPT'AH IO CEPTH®HKAITHH, 3APETHCTPHPOBABHIAH JEKIAPAIIHIO
Opear no cepmuguranjun 1podviiun

Qbuiecniea ¢ ocpanudenHoli omeemcniGerHoCHTs0 «OKPYHCHOT eNmp cepruduranis,
adpec: 620014, POCCHA, Ceepdiosckas oracnmn, Examepunbype, Xoxpaxoasa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecman axxpedumayuu Ne RA.RU, 11 OMOS

HH M POCC RU J-IN.@M05.A4.10364/18

Urgeprnaa ALA.

no.-’mm: PyxoBoxHTens oprasa 1o
' cepTH})HKALH TPOLYKLHH
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SANOFI

Caxogpu MHdus Jlumumed / Sanofi India Limited

Address: Sanofi india Limited, India / Aapec: Canodu MHaus Numureq, Vngus
CEPTUOUKAT AHATIU3A

ANALYTICAL REPORT

Mpogykr: Bapanrun® M, TabneTtku 500 mr
Product: Baralgin® M, tablets 500 mg

Ng . 013
Date/llata : 17.10.2018

Homep cepuu ' ABAS fara npoussoacrea |,
Batch number 8NA0013 Manufacturing date e8/2018
Otpen . [ogen po
Department _Pharmaceutlcais Use before date 08/2022
Pasmep naptin {an S Monyueno , ;
Batch size 30,00,000 Tablets Received on 21.08.2018
Nokazatenn: PeaynkTathi: Hopmubi:
TESTS RESULTS SPECIFICATION
Onucanune Kpyrnsie nnockue Tabnerin or Kpyrneie nnockue Tabnetiu ot
Genoro o noyrk Denoro LpeTa ¢ Benoro go nouty Geroro UseTa ¢
rpasupoekoi «BARALGIN-M» Ha | rpaBuposxoii «BARALGIN-M» Ha
0QHOM CTOpOHE, PUCKOW — Ha ORHOV CTOpPOHE, PUCKOIA — Ha ApYroi
Bpyroi 1 ¢ thackoi ¢ 4ByX CTOPOH.
Description Round flat white to almost white Round flat white {o 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.
MNognuHHOCTL:
—TecT A Coorsercteyer CootsercryeT
- TecT B CootsercTeyer CoorBeTcTRYET
- BA»XX CooTBercTBYRT CooraeTtcreyeT
Identification; R
~TestA Complies Must comply
—TestB Compl!es Must comply
~HPLG Complies Must comply
Cpeatnn macca 548,1 mr 550 mr + 5%
TabneTok
Average weight 548,1 mg 550 mg + 5%
PactnagaemocTh 04 MuHyT He Gonee 15 MunryT (¢ auckamu)
Disintegration period 04 minutes Not more than 15 minutes {with
disks)
MocTopoxHue npumecy 0,0% 4-METUNAaMUHORHTUNUPDUHA — He
Gonee 0,5%
Related substance 0,0% 4-methylaminoantipyrine — not more
than 0,5%
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fipoaykr: Bapanrun® M, Tabnerku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number: SNA0013

MNokazarenu: Pezynkrares: Hopmuii:
TESTS RESULTS SPECIFICATION
OTtknoHerve B macce He menee 90% (18/20) taBnevox

5500 | 522,5 | 5421 | 541,0 UMeKT OTKNoHeHWe * 5% OT cpepHen
Maccel Tabnetrok, u He Gonee 10%
548,0 | 554.6 | 5534 | 529,7 (2120) wvmelor oTknoHenve + 10% ot
cpenHei Macceel Tabnetox

547.0 | 5398 | 5524 | 550,7 Out of 20 tablets not less than 80%

(18/20) of tablets deviate from average
tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from

Uniformity of weight 562,6 | 5545 | 550.7 557.0

5497 | 5474 | 551,3 | 557,6

average weight by £10%.

KonnuecteenHoe 495 mr/rabn. Ot 475 mr no 525 mr meTamuzona
onpefencHue HaTpWA B oAHON TabneTke
Assay 495 mgftablet 475 to 525 mghablet
Mukpobuonoruueckas yucroTa:
Microbial limit test:
~ AapobHoie bakTepun <10 /r <10%r

Aerobic bacteria <10/g <10%g
- fpoickessie w <10/ <10r

nnecHeskie rpubst
Yeasts and moulds <10/g <10%/g
~E. coli OrcyrereyeTir OrcyTcTRYeT/r

E. coli{in 1g) Absent/g Absent/g

NPUMEYAHVE:OBPASEL COOTBETCTBYET TPEEOBAHUSM KOHTPOMNS 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.
Gl
P Sanofi India Limited

HOAMMCD, OTAE KOHTPOJISI KAUECTBA Plot Ho. 3801, 3503-15,6310B-14

AUTHORISED SIGNATORY, QUALITY CONTROL aipcC Estate, F. B. No.-13§,
Ankieshwar - 398 002.

Jignesh Patel

DaMuius OTBETCTBEHHOTO Itevars
Name of Authorised Signatory Company Stamp
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