3enmusea llpaiieem Jlumumed / Zentiva Private Limited

CEPTU®UKAT AHAITU3A
ANALYTICAL REPORT

Ne : 003

Date/lara : 06.04.2021
MpogykT: Bapanrmu® M, Tabnetku 500 mr
Product: Baralgin® M, tablets 500 mg
GMID NO : 769698 10X10
Homep perucrpaumonHoro yagoctosepeHus / Maketig authorization Number : 71 N011538/01
Ycnoeun xpaHeHus / Storage conditions: B sawuweHHOM OT cBeTa MecTe Npu TemnepaType ot 8
°C go 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepun Hara npouseoacTea

Batch number TNA0003 Manufacturing date 03/2021

ggﬁzgment Pharmaceuticals E‘;ﬁﬁ; e 02/2025

gawe‘_’. napTin 30,00,000 Tablets Monydero 20.03.2021

alch size Received on
Mokasarenu: PesynkTaTthl: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucarne Kpyrnble nnockue TabneTky oT Kpyrnele nnockue tabneTtku oT
6enoro go nodTy Benore UseTa ¢ 6enoro go no4Ttn Senoro LBeTa ¢
rpaeupoBkoin BARALGIN-M Ha rpaesupoekoil BARALGIN-M Ha
O0HOW CTOPOHE, PUCKON — Ha OOHOW CTOPOHE, PUCKON — Ha ApYroi
APYron 1 ¢ hackoy ¢ ABYX CTOPOH. | ¥ ¢ chackol ¢ ABYX CTOPOH.

Description Round flat white to aimost white Round flat white to almost white
tablets. Engraving: BARALGIN-M tablets. Engraving: BARALGIN-M on
an 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.

MNoanuHHOCTE: CooTBeTCTRYET ObpazyeTcs ManuHoBoE

- TJecT A OKpaLUMBaHNE, KOTOPOE CTAHOBUTCH
UHTEHCUBHEE nNpyu  AanbsHeidwem
AobasneHumn pacreopa kanus
rogara.

- TecTB CooTBeTcTBYET [MNosBnsieTcs XxapakTepHblt  3anax
ouokcuaa cepbl, & 3aTteMm -
chopmanegernaa.

- BIXHX CoorBeTtcTBYET Bpema yaepxuBaHust OCHOBHOrO
nuxa Ha XpomaTtorpamme
VCNLITYEMOro  pacTBopa  AOIMKHO
COOTBETCTBOBATE BpEMEHN
yOepXaasn,, OCHOBHOTO TMKa Ha
Xpruarsreamme >, CTaHAapTHOro
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3enmusea lpaiieem Jlumumed / Zentiva Private Limited

Mpoaykr: Bapanrun® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number: TNA000O3

MNMokazarenu: Pesynbrarthbi: HopMmbi:

TESTS RESULTS SPECIFICATION
[dentification: Comply Crimson color appears, which
—Test A becomes more inlensive wilh furlher

addition of potassium iodate
solution.

- TestB 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).

CpepHsist Macca B50 mr+ 5%

TabneTok g’i‘? il

Average weight avlmg 550 mg + 5%

PacnagaemocTb 05 MuHyT He 6onee 15 MuHyT (C Auckamm)

Disintegration pericd 05 minutes Not more than 15 minutes (with

discs)

MocTopoHHME npUMecK

4-METUNAMUHOAHTUNNPUHA — HE
6onee 0,5%

Related substance 0,0% 4-methylamino antipyrine — not
more than 0,5%
OTknoHeHWe B Macce He wenee 90% (18/20) Tabnetok
953,4 935,5 560,9 | 564,5 UMEIT OTKNoHexue + 5% oT cpegHeii
Maccel Tabnetok, W He bBonee 10%
563,5 549,4 553,5 | 533,0 | (2/20) umewT oTknoweuus * 10% oT
cpegHell macckl TabneTok
5414 525,8 548,1 | 553,4
' . Out of 20 tablets not less than 90%
Uniformity of weight (18/20) of t=5iG& riate from average
558, 555.1 5332 | 5546 tablet Jlg"l* By ':% an ':I not more
558,3 | 563,0 | 563,8 | 547,3 “
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3enmuea lpateem Jlumumed / Zentiva Private Limited

MpopykT: Bapanruu® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number: TINA0003

Metamizole sodium EP

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

KonuyecteeHHoe 504 mr/Tabn Ot 475 mr oo 525 mr metamusona
onpegeneHue HaTpusa B ogHon TabneTtke
Assay 504 mg/tablet 475 to 525 mg/tablet
MNokaszatenu: Pe3ynbTathl: Hopmbi:
TESTS RESULTS SPECIFICATION
Mwukpobuonornyeckas ynucrtorTa:
Microbial limit test:
— A3pobHeble 6akTepun < 10 KOE/r <10°KOE/r
Aerobic bacteria < 10 CFU/g <10°CFU/g
— OpoxokeBbie 1 < 10 KOE/r <102 KOE/r
nnecHesble rpubbl
Yeasts and moulds <10 CFU/g <10°CFU/g
—E.coli(171) OTeyTteTeyeT/r OtcyTCcTBRYET/I
E. coli (in 1 g) 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 version 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

daMuTHg 0TBETCTBEHHOTO

-

- aclou\2o)

Plol N0.3501 to 3515, 6301 to

6313 & 16 Meter Road/C, GIDC

Eséage, Ankleshwar-393002,

[MOAIIHCD, OTAEJI KOHTPOJIA KAYECT

AUTHORISED SIGNATORY, QUALITY CONTR

Name of Authorized Signatory
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