AEKJIAPAIIUAS O COOTBETCTBUA

JEKJIAPAHT, IPHHUMAIOIRHA JTEKJAPAITAIO O COOTBETCTBHH:
AO "Canogpu Poccus”

Ceedenun o pecucnpayuu opzanusayuu: Mexcpationnas uricnexyus @edepanvHoil Hano2060ti cyxctot Ne
46 no 2. Mocxee 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH: 19.08.2002

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

B nmuye: I'enepanvnntit oupexmop Mownoc O.A.

Hosepenroe muyo: Hepwuna O.J1. Joeepernocms: 6/1 om 15.03.2019 2.

3AABJDIET, UTO

nexapemeennoe cpedcmeo: bapaneun® M mabnemxu 500 M2 10 uim., 6nucmepnt (10), nauxu xapmounrnvie,
pez.yo. Ne IT NO11538/01 om 05.11.2008 (0ama 3amener PY 10.05.2017), cepus INAOOO4, napmus 29095
ynaxosox, 2o00ex oo 01.01.2023, npouzeodcmea Caroghu Hudus JTumumeo / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, Hudus,

xe0 OKIIN2 21.20.10.232, koo TH B3/] 3004900002, xoumparin Ne250/40056192/F-2 om 20.10.2010,
uneolic Ne9085324608 om 25.02.2019

COOTBETCTBYET TPEGOBAHMSAM
11 NO11538/01-140211 wuzm. Ne 1,3,4,5,6,7

AEKJIAPATIASA IIPHHATA HA OCHOBAHHH

npomoxon ucnstmariuii Ne 309217 om 08.04.2019 HII OO0 "Lennp xonmpona xavecmea Buoratigh”,
ammecmam axxpedumayun RA.RU.2IIJKOI om 22.07.2015 2., cepmuguxanm ananuza Canoghu Hrous
Jhuwumeo NeOO4 om 14.02.2019, Cepmugpuxam POCC IN.®MOS5.C06569 om 08.04.2019

JATA I[PHH}ITHH AEKJTAPAIIAM: 08.04.2019 2.
IlEl(.JIAPAlIHSI I{EHCTBKTEJILHA J0: 01.01.2023 ..

] «Canody POCCH. PoccWiT il |

Sanoh Russia AO

! 1T Ilepomna O.JL
“oernapanm’ “.; ' &floﬁuﬁﬂ OO

CBEI[EI-II/ISI O PETUCTPAIINA

OPT'AH 10 CEPTHO®HKAIIHNHN, 3APETHCTPHPOBABIIIHHU JEK/IAPAIIHIO

Opean no cepmughuxayuu npodyxyuu

Obujecnea c ozpanuyientotl omeemcmeerHocnvio «OKpy*cHOil eHmp cepmugpuxayuu»,
adpec: 620014, POCCHA, Ceeponoscxan obnacmy, Examepunbype, Xoxpaxosa, 74, 1706,
men: {343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu N RA.RU.11DMOS5

JEKJIAPATIMA O COOTBETCTBHH A POCC RU J-IN.®M0O5.A4.22617/19

UugepuHa A A.

Pykoroaurens oprana mo
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SANOFI
Canocpu MHdusi Tumumed / Sanofi India Limited
Address: Sanofi India Limited, India / Anpec: Caxogu UHgua Jlumuten, Nnans
CEPTU®UKAT AHANU3A
ANALYTICAL REPORT
Ne . 004

MNpogykr: Bapanruu® M, TabreTku 500 mr
Product: Baralgin® M, tablets 500 mg

Date/[lata : 14.02.2019

Homep cepun : fara npoussoactea
Batch number QNA-OO“ | Manufacturing date .
Otpen - . Moged Ao
Department Pharmaceuticals Use before date 01/2023
Paamep naptimn : Mony4yeHo _
Batch size 30.00,900 Tqblets Recaived on 29.01.2019
NokasaTtenu: PesynbTarb:: Hopmet:
TESTS RESULTS SPECIFICATION
Onucanue Kpyrnibie nnockue TabneTkn ot Kpyrneie nnockue Tabnetkn ot
Benoro go nouty Genoro tpeta ¢ Henoro o novyTu Senoro UpeTta ¢
rpasuposkod «BARALGIN:-M» Ha | rpasupoekoit « BARALGIN-M» Ha
OfiHO CTOPOHE, PUCKON — Ha OAHON CTOPOHE, PUCKOI — Ha APYron
Apyroia n ¢ hackom ¢ ABYX CTOPOH.
Description Round flat white to almost white Round flat 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.
MognuHHocTs:
—TecTA Cooteetcreyer CooTeetcTeyer
~TecT B CooraeTtcrayer CooTaeTrcTeyeT
~ BOKX Cootsercryer CooteercTyer
Ideritification: o
—TestA Complies Must comply
—TestB Complies Must comply
—HPLC Complies Must comply
CpegHsaa macca 549,0 mr 550 mr £ 5%
Tabnetok
Average weight 549,0 mg 550 mg + 5%
Pacnapaemoctb 04 MuyHyT He Goriee 15 MuHyT (¢ AuCKamn)
Disintegration period 04 minutes Not more than 15 minutes {with
disks)
NocTopoHHue npruMeck < (,05% 4-MeTNNaMUHOAHTUNUPVHA — He
6onee 0,5%
Related substance < 0,05% 4-methylaminoantipyrine - not more
than 0,5%
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MpoaykT: Bapanrmu® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number: SNA0004

Noxaszarenu: Peaynurarthl: Hopmbi:
TESTS RESULTS SPECIFICATION
Ovunoxenve B macce He wmeHee 90% (18/20) vaGnerok

548,8 | 544,0 | 553,9 | 556,7 MMET oTknoHedue 5% or cpegHed
macctl Ttabnerox, u #He Gonee 10%
535,7 | 645,7 | 554,3 | 552,8 | (2/20) umeloT oTknoHenme + 10% ot
cpeaHeil macce TabneTox

5321 | 5381 | 5365 | 551,9 Out of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
550,5 | 5420 | 568,4 | 550,3 tablet weight by * 5% and not more
than 10% (2/20) of tablets deviate from
546,6 | 5709 | 5464 | 5537 average weight by +10%.
KonuyecTteeHHoe 506 mr/rabn. OT 475 mr go 525 mr metamusona
onpeaeneHne HaTpuA B OAHOK TabneTke
Assay 506 mg/tablet 475 to 525 mg/tablet
MuxpoBuonoruueckan uncrora:
Microbial limit test:
— AsapobHule Gakrepun 10/r <10%r
Aerobic bacteria 10 /g <10%g
— Oponokesbie 1 <t0/r <10%r
nnecHesbie rpude
Yeasts and moulds <10/ <10%g
-E. coli OrcyTteTByeT/r Orcyretayetir
E. coli(in 1g) Absent/g Absent/g

NPUMEYAHUE.OBPA3EL| COOTBETCTBYET TPEBOBAHUWSIM KOHTPOIS KAUECTBA.
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 India Limited

Mo JIITUCD, OTI[EJI KOHTPOJUI KAYECTBRA PlotNo. 3601, 3503-15, 6310 B-14
AUTHORISED SIGNATORY, QUALITY CONTROL 8/0C Estate. P. B. No-136,

R. S. Trivedi

®aMHNHA OTBETCTBEHHOIO IleuaTs

Name of Authorised Signatory Company Stamp
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