3enmuea lpaiieem Jlumumeo / Zentiva Private Limited

CEPTUPUKAT AHATIU3A
ANALYTICAL REPORT

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

GMID NO : 769661 2X10

Ne

: 007
Date/BaTa :21.06.2021

Homep peructpaunoHHoro ygocroBepeHus / Maketig authorization Number : 1 NO11538/01

Ycnoeus xpaHeHus / Storage conditions: B zawuumeHHoM o1 cBeTa MecTe npu Temnepartype ot 8

°C a0 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepun [ata npounssoncrea

Batch number TNA00O7 Manufacturing date 05/2021

Otaen Pharmaceuticals roﬁ‘?“ Ao 04/2025

Department Expiry date

Pasmep napTvm 30,00,000 Tablets Monyero 02.06.2021

Batch size Received on

INokazaTenu: PesynbraThl: Hopmbi:
TESTS RESULTS SPECIFICATION
OnvcaHue Kpyrnsie nnockue TabneTin oT Kpyrnele nnockue Tabnetku ot
Benoro f0 novtn Senoro LBeTa ¢ Bernoro Ao rnoyth 6enoro LBeTa ¢
rpasupoexo BARALGIN-M Ha rpasupoekon BARALGIN-M Ha
Of1HOW CTOPOHE, PUCKON — Ha O[IHOI CTOPOHE, PUCKOW — Ha APYroi
BPpyrof 1 c dackoll ¢ AByX CTOPOH. | 1 ¢ hackoil ¢ ABYX CTOPCH.

Description Round flat white to almost white Round flat white to almost white
tablets. Engraving: BARALGIN-M tablets. Engraving: BABALGIN-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.

MoANMHHOCTb: CooTtBeTCTBYET ObpazyeTcs mManuHoeoe

—TecT A OKpalUMBaHWe, KOTopoe CTAHOBUTCH
WHTEHCMBHEE NpU  JanbHedwem
nobasneHnu pacTsopa Kanua
hoparta.

—Tect B CooTBeTcTBYET MoasnseTcA XapakTepHbld 3anax
OWoKcuaa cepel, a 3artem -
dopmaneaernga.

— BOXX CooTBercTByeT Bpema yaepxuBaHus OCHOBHOIO
nuka Ha xpomarorpamme
MCTIBITYEMOrO  pacTBOopa  QOMMKHO
COOTEETCTBOBATL BpeMeHu
YAEPKMBAHUA OCHOBHOMO NWKa Ha
XpoMaTorpamme CTaHAapPTHOTO
pacTteopa (c).
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MpoaykT: Bapanrud® M, TaéneTku 500 Mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number; INA0DOO7

Mokazatenu: PesynbTatsl: HopMbl1:

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

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

CpeaHss macca 550 Mr £ 5%

TabneTok gji M

Average weight mg 550 mg * 5%

PacnapaemocTs 04 MuHyT He Gonee 15 MUHYT (¢ AncKkammK)

Disintegration period 04 minutes ‘I;llg’é 2’)10re than 15 minutes (with

[NocropoHHME NpuMecy < 0,1% 4-MeTUNaMWHOAHTUNNPWHA — HE
donee 0,5%

Related substance <0,1% 4-methylaminoantipyrine — not more
than 0,5%

OTKkNoHeHWe B Macce He wmeHee 90% (18/20) TabneTok

555’2 549’7 542’1 545’2 WMEKT OTKNOHEeHWe = 5% oT cpep,Heﬁ
Maccbl Tabnetox, M He Oonee 10%
543.,9 548,6 523,8 | 526,2 | (2/20) wmeloT oTknoHeHue + 10% oT
cpefHel Macchl TabneTok
553,3 543,3 | 531,3 | 551,1
Unif f o Qut of 20 tablets not less than 90%
niformity of weight (18/20) of tablets deviate from average
551,1 552,4 5423 | 541,3 tablet weight by + 5% and not more
than 10% (2/20} of tablets deviate from
529.8 554,7 550,0 | 5396 average weight by +10%.

KonuuecTeeHHoe 501 mr/Tabn OT 475 Mr Ao 525 mMr meTamuaona
onpegeneHve HaTpKA B OAHOK TabneTke
Assay 501 mg/tablet 475 to 525 mg/tablet
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MpopykT: BapanrmH® M, TabneTtku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number: 1INA0007

Mokasatenu: PesynbTarthbl: Hopmbi:
TESTS RESULTS SPECIFICATION

Mukpobuornormyeckas JymcToTa:
Microbial limit test:

— A3pobHble bakTepum < 10 KOE/r <10°KOE/r
Aerobic bacteria <10 CFU/g <108 CFU/g
— [poxoKkeBble U < 10 KOE/r <10°KOE/r
nnecHeskle rpubsl
Yeasts and moulds <10 CFU/g <102CFU/g
—E.coli(B17r) OtcyTcTByeT/r OTcyTcTBYET/I
E.coli(in1g) Absent/g Absent/g
Packaging and Comply Must confirm Rus ND
labelling”
API Actual Manufacturer in the batch API Manufacturer must be:
Metamizole sodium EP | Sanofi-Aventis Deutschland GmbH | Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst, D-65926 Industriepark Hoechst, D-65926
Frankfurt am Main, Germany Frankfurt am Main, Germany

REMARKS: T 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’). it
OpobpeHo k Bbinycky / Approved for release: %IE ?Jé%%&ﬁ;%%ﬁg lé';g.g-lt-sb
0 . '

@unet oa\othpozy 6313 & 16 Meter Road/C, GIDC

Estate, Ankleshwar-393002.
[TOJIITUCH, OTJIEJI KOHTPOJISI KAUECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

@amuIIusl OTBETCTBEHHOTO Ileuars

Name of Authorized Signatory Company Stamp
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