3enmuea lpaiieem Jlumumed / Zentiva Private Limited

CEPTU®UKAT AHANIN3A
ANALYTICAL REPORT

MpoaykT: Bapanrun® M, Tabnetku 500 Mr
Product: Baralgin® M, tablets 500 mg

GMID NO : 769698 10X10

Ne : 002
Date/Oarta : 02.04.2021

Homep perncrpaumoHHoro yaoctoesepeHus / Maketig authorization Number : 11 NO11538/01
Ycnoeus xpaHeHus / Storage conditions: B 3auMuieHHOM OT cBeTa MecTe Npyu TemnepaTtype ot 8
°C go 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepuun HaTa npouwasoacTea

Batch number 1NA0OO2 Manufacturing date 03/2021

S;gzjr-ltmen ¢ Pharmaceuticals g‘gﬁ; ggte 02/2025

Pasmep naptviu Mosiy4eHo

Bota Kot 30,00,000 Tablets Roomio o 17.03.2021

MokaszaTtenu: Pe3yneTaThl: HopmMbl:
TESTS RESULTS SPECIFICATION
Onucaxue Kpyrnwie nnockve 1abnetku ot Kpyrnble nnockue tabnerku ot
Benoro go novty Benoro LBeTa ¢ Benoro go nodTty Genoro useTa c
rpasupoekon BARALGIN-M Ha rpaeupoekoi BARALGIN-M Ha
OAHCK CTOPOHE, PUCKOW — Ha OQHOI CTOPOHE, PUCKOW — Ha ApYrow
OPYrof U ¢ hackoit ¢ ABYX CTOPOH. | U ¢ (DacKkolk C ABYX CTOPOH.

Description Round flat white to aimost 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.

MoanuHHoCTk: CooteercreyeT ObpasyeTca ManvHoBoe

—TecT A OKpalLUMBaHue, KOTOpoe CTaHOBWUTCA
WHTEHCVBHEE 1py  panbHedwem
aoBaeneHun pacTeopa Kanusa
Wopara.

—TecT B CooTeeTCcTBYET MNoaBnAeTcA xapakTepHeld 3anax
aunokempa  cepbl, a 3atem -
dopmansgernga.

- BOXX CooTBeTcTBYET Bpemsi yaepXuUBaHUSA  OCHOBHOMO
nuka Ha xpomartorpaMmme
UCNbITYEMITE:DACTBOPA  AOMKHO
cooTreTEIESEan XN BpPEMEHN
YOSO¥ABAHNA o,mn Qro nuka Ha

xjjoyiarorpaMme  \ “CraHAapTHOrO
parreon”-'c)_ oceVT e
for Russia ".-"ége 10f3
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3enmuea lNpaiieem Jlumumed / Zentiva Private Limited

MpoaykT: Bapanruu® M, TabneTtkn 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number: 1INA0002

lMokazaTtenu: PesynbTarhl: Hopmbt:

TESTS RESULTS SPECIFICATION
Identification: Comply Crimson color appears, which
—TestA becomes more intensive with further

addition of potassium iodate
solution.

—Test B Comply Characteristic odor of sulfur dioxide,
and then — of formaldehyde,
appears.

-~ HPLC Comply Retention time of the major peak in

chromatogram of test solution shall
correspond to retention time of
major peak in chromatogram of
standard solution (c).

CpefHsa Macca

550 mr £ 5%

TabneTok ggg Mr

Average weight Mg 550 mg + 5%

PacnafaemocTh 04 MUHYT He Bonee 15 MuHyT (C guckamm)

Disintegration period 04 minutes 21“2‘; 2’)10re than 15 minutes (with

[locTopoHHME nNpuMecy < 0,1% 4-MeTUNaMUHOaHTUNNPYHE — He
fonee 0,5%

Related substance <0,1% 4-methylaminoantipyrine — not more

than 0,5%

OTKNoHeHWe B Macce

Uniformity of weight

549,2 572,4 | 553,1 | 5562,2
567,3 541,0 | 546,4 | 554,7
527,8 540,8 | 561,7 | 540,3
564,5 558,6 | 561,8 | 542,6
5541 560,3 | 551,1 | 543,9

He wmenHee 90% (18/20) TabneTox
MMENT OTKNOHEHWEe + 5% 0T cpeaHei
macckl Tabnetok, W He Bonee 10%
(2/20) vwmereT oTknoHeHne + 10% ot
cpepHei maccekl Tabnetok

Out of 20 tablets not less than 90%
{18/20} of takigEraviate from average
tablet wiCight 23:-5% a>d not more

2T Lp)

[09/12120) 6f tabisis Heviate from
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3enmuea llpausem Jlumumed / Zentiva Private Limited

MpoaykT: BapanruH® M, TabneTtku 500 mr
Product : Baralgin M, tablets 500 mg

Howmep cepwun / Batch number: INA0002

Metamizole sodium EP

Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst, D-65926
Frankfurt am Main, Germany

KonwnyectBeHHoE 505 mr/Tabn OT 475 Mr go 525 mr meTamusona
onpepeneHue HaTpws B ogHoM TabneTtke
Assay 505 mg/tablet 475 to 525 mg/tablet
MNMokasarenu: PesynbTaThl: HopMmbi:
TESTS RESULTS SPECIFICATION

Mukpobuonornyeckas yncrtoTa:
Microbial limit test:
— AapobHbie GakTepun < 10 KOE/r <10°KOE/r

Aerobic bacteria <10 CFU/g <103 CFU/g
— OpoxokeBble U < 10 KOE/r <10?KQE/r

nrecHesble rpubbl
Yeasts and moulds <10 CFU/g <102 CFU/g
—E.coli(1r) OtcyTeTBYeET/I OTcyTCTBYET/I

E.coli(in1g) Absent/g Absent/g
Packaging and Comply Must confirm Rus ND
labelling*
API Actual Manufacturer in the batch APl Manufacturer must be:

Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst, D-65926
Frankfurt am Main, Germany

REMARKS: I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the last
approved versfon of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document

specification and variable information is located in corresponding fields’).

OpobpeHo k Beinycky / Approved for release:

R. S. Trivedi
MaMHITHg OTBETCTBEHHOTO

T e ga\sd

Plot N0.3501 to 3515, 6301 to

65313 & 16 Meter Road/C, GIDC

Estate, Ankleshwar-393002.

[NOAIINCE, OTAEJI KOHTPOJIA KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROQ ;.

Nuine of Authorized Signatory
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