3enmuea lpatieem Jlumumed / Zentiva Private Limited

CEPTUO®UKAT AHATIU3A
ANALYTICAL REPORT

Ne : 001

Date/[lata :21.02.2022
MpoaykT: BapanruH® M, Tabnetku 500 mr
Product: Baralgin® M, tablets 500 mg
GMID NO : 769661 2X10
Homep peructpaunoHHoro ynocroeepenus / Maketig authorization Number : 1M N011538/01
Ycnoeus xpaHeHus / Storage conditions: B 3amuuieHHOM OoT cBeTa MecTe npyu TemnepaType oT 8
°C no 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepum [ata nponssoacTea

Batch number 2NA0001 Manufacturing date 01/2022

ggg:ﬂmen i Pharmaceuticals E?(ﬁﬁ; gzte 12/2025

Pasmep naptuu 30,00,000 Tablets Monyeno 04.02.2022

Batch size Received on

MNoka3zarenu: PesynbTaTbl: Hopmbi:
TESTS RESULTS SPECIFICATION

Onucaxune Kpyrnble nnockue tTabneTtku oT Kpyrnble nnockue TabneTku ot
6enoro go noutu Geroro ugeTa ¢ Genoro o novtn 6enoro uBeTa ¢
rpasuposko BARALGIN-M Ha rpasuposkon BARALGIN-M Ha
OOHOW CTOPOHE, PUCKOMN — Ha O[iHOW CTOPOHE, PUCKOM — Ha ApYroi
APYron n ¢ dackom ¢ ABYX CTOPOH. | 1 € chacKoii C 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.

MoarnvHHOCTL: CooTBeTCcTBYET Ob6pasyeTtcs MannHoBoe

—TecT A OKpaluvBaHue, KoTopoe CTaHCBUTCH
WHTEHCMBHEE nNpu  JanbHeunwem
pobasneHun pacTeopa Kanus
nogara.

—TecT B CooTBeTCcTBYET MosBnsieTcs XxapakTepHbld 3anax
Avokcuga cepbl, a 3atem -
dopmansgernaa.

— BOXKX Bpems ygepxuBaHWsi OCHOBHOIO
nuvka Ha XpomaTorpamme
UCMbITYEMOro  pacTeopa  LOSKHO
COOTBETCTBOBATb BpEMEHN
yYOEp>XNBaHNSA OCHOBHOrO Muka Ha
Xpomarorpamme CTaHZapTHOro
pactsopa (c).
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3enmuea lpateem Jlumumed / Zentiva Private Limited

MpoaykT: Bapanruu® M, TabneTtku 500 Mr
Product : Baralgin M, tablets 500 mg

Homep cepum / Batch number: 2NA0001

MokazaTtenu: PesynbTatbl: HopmE
TESTS RESULTS SPECIFICATI

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

CpegHsas macca 550 mr+ 5%
TabrneTok 55277 Mr
Average weight mg 550 mg £+ 5%

PacnagaemocTb 04 MUHYT He 6onee 15 MuHyT (C Anckamu)

Disintegration period 04 minutes Npt more than 15 minutes (with
discs)

[MocTopoHHUeE npumecn <0,1% 4-MeTUNaMUHOaHTUINPUHA — He
Btonee 0,5%

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

OTKNoHeHne B Mmacce He wmeHee 90% (18/20) Tabnetok

508,8 550,0 543,9 | 5451 MMeIoT OTKNoHeHue + 5% OT cpefHein

maccel Tabnetok, U He Oonee 10%
565,6 561,8 539,0 | 556,0 | (2/20) wmetoT oTknoHenne * 10% oOT
cpefHen macchl TabneTok

545,2 540,2 552,2 | 536,7
Out of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
551,9 568,6 526,7 | 5413 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
547.4 540,8 565,9 | 5489 average weight by +10%.
KonuyecteeHHoe 501 mr/Tabn Ot 475 mr go 525 Mr metamusona
onpefeneHune HaTpuA B ofjHOW TabrieTke
Assay 501 mg/tablet 475 to 525 mg/tablet
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3enmuea lpatieem Jlumumed / Zentiva Private Limited

Mpoaykt: BapanruH® M, Tabnetku 500 Mr
Product : Baralgin M, tablets 500 mg

Homep cepum / Batch number: 2NA0001

MNokasartenu: PesynbTaTthli: Hopwmbi:
TESTS RESULTS SPECIFICATION
Mukpoburonoruyeckas uncroTa:
Microbial limit test:
— A3pobHble GakTepumn < 10 KOE/r <10°KOE/r
Aerobic bacteria <10 CFU/g <10°CFU/g
— OpoxokeBble 1 < 10 KOE/r <102KOE/r
nrecHeBble rpubbl
Yeasts and moulds <10 CFU/g <102CFU/g
—E.coli(B171) OtcyTcTBYyeT/I OtcyTcTBYeET/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: 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 leafiet artworks. Packaging is in full compliance with the Normative Docurment
specification and variable information is located in corresponding fields’). ZE NT[VA PR ;v ATE UM ”-ED

Opobpeto k Bbinycky / Approved for release: Plot No.3501 to 3515, 6301 to

/W—« 6313 & 18 Meter Road/C, GIDC

Uveke 2,\\%7/\’1!?2L Estate, Ankleshwar-393002.
TIOJIIIUCH, OTJIEJI KOHTPOJISI KAUECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

®damuusi OTBETCTBEHHOTO [leyatn

Name of Authorized Signatory Company Stamp
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