3eumuea lpaiieem Jlumumed / Zentiva Private Limited

CEPTUDUKAT AHATNIU3A
ANALYTICAL REPORT

Ne : 004

Date/Oarta : 12.04.2021
Mpogyxr: BapanruHe® M, TaGnetku 500 mr
Product: Baralgin® M, tablets 500 mg
GMID NO : 769661 2X10
HomMep pernctpaunoHHoro ynoctoeepenus / Maketig authorization Number : 1 NO11538/01
YcnoBust XxpaHeHus / Storage conditions: B 3auimiieHHoM OT cBeTa mecTe npyu TeMneparype ot 8
°C no 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepun [Harta npoussoacTea

Batch number 1NA00O4 Manufacturing date 03/2021

ggﬁzﬂment Pharmaceuticals E?(ﬁ?r}; ggte 02/2025

Paamep naptum MonyveHo

Batch size 30,00,000 Tablets F{ecgive don 30.03.2021

MNokasatenu: Pesynbrarthl: Hopmbi:
TESTS RESULTS SPECIFICATION
OnucaHue Kpyrnbte nnockue tabneTtku ot Kpyrnele nnockue TabneTkn oT
Benoro go no4tu Genoro UgeTa ¢ Benoro go nouru Henoro upeTta ¢
rpasuposkoil BARALGIN-M Ha rpaeupoekoin BARALGIN-M Ha
OAHOU CTOPOHE, PUCKOW — Ha OfIHOM CTOPOHE, PUCKOW — Ha ApYrom
ApYron 1 ¢ hackoi ¢ JBYX CTOPOH. | K € (ACKOK C ABYX CTOPCH.

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.

MoAnVHHOCTL: CooTeBeTcTByeT ObpasyeTcs MarnuHosoe

~TecT A OKpallMBaHWe, KOTOpPOe CTaHOBWUTCH
WHTEHCUBHEE nNpW  JanbHenem
aobaeneHun  pacTeopa Kanus
WopaTta.

—Tect B CooTBeTcTBYET MMosBnseTcs XapakTepHblid  3anax
avokcmga cepbl, a 3atem -
dopmansgernga.

— BOXX CooTBeTtcTBYET Bpema yaepxvBaHMa OCHOBHOIC
rmka Ha XpomaTorpamme
UCMBITYEMOrO  pacTBopa  SOMKHO
COOTBETCTBOBATL s TETMEHN
YASPKUBAHUS  OCHOBKOID v Ha,
XpomaTorpamme - ZTAHOAPTHON: |\
pacrteopa (c). A
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3enmuea lMpaiieem Jlumumed / Zentiva Private Limited

MMpogykT: Bapanrue® M, TabneTtku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number: TNA000O4

Mokazarenmu: Pesynktathbl: HopMmbl:

TESTS RESULTS SPECIFICATION
Identification: Comply Crimson color appears, which
-~ Test A becomes more intensive with further

additon 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).

CpefHsaa macca 550 mr £ 5%

TabneTok 55558 Mr

Average weight mg 550 mg + 5%

PacnagaemocTb 04 MuHyT He 6onee 15 MuHyT (C guckamu)

Disintegration period 04 minutes (I;llgg ;T;ore than 15 minutes (with

[MoCTOpOHHWE NpUMECH < 0,1% 4-MeTUNaMUHOAHTUNWPUHA — He
Bonee 0,5%

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

OTkMoHEHKE B Macce He wmenee 90% (18/20) Ttabnetok

5349 553,9 537,6 | 553,1 MMeoT OTKINoHeHue + 5% oT cpegHeit
mMacchl Tabnetok, U He bBonee 10%
550,7 544.6 5542 | 550,9 | (2/20) wmeloT oTknoHenve * 10% oT
cpenHeﬁ mMmacchl TabneTok
543,7 547,5 | 553,9 | 560,0
Out of 20 tablets not less than 90%
Uniformity of weight (18/20) of tablets deviate from average
5458 544,7 561,2 | 559,7 tablet weight by = 5% and not more
than 10% (2/20) of tablets dexictz: t‘mm
546,1 542,4 | 532,9 | 561,9 average weight by +10%: L o joa

Framusona

KonunyecteeHHoOe 504 mr/Tabn Ot 475 Mr go 525 vy
onpegeneHve HaTpuA B OfHOM T2 3j7eTKe
Assay 504 mg/tablet 475 to 525 mg/tab;%

for Russia

Ed. No. 09

Zentiva Private Limited, Plot No. 3501 to 3515, 6301 to 6313 & 16 meler road/c,GIDC Estate, Ankleshwar-393002, Dist. Bharuch- lndla
Regd.Office: A-B0Z2, Crescenzo, C/38-38, G Block, Bandra Kurla Complex, MUMBAI-400051, Maharashtra India.
Corporate Identity Number :U24100MHZ2019FTC328411 Websile: www.zentiva.com Tel.(Gujarat) : +81 (2648) 6686656




ZSNTIVA

3eHmuea lpatieem Jlumumead / Zentiva Private Limited

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

Homep cepun / Batch number: INA0004

YnakosKka U MapKupoBka

MokaszaTtenu: PesynbTaTthbl: Hopmbi:
TESTS RESULTS SPECIFICATION

Mukpobuornormyeckas ymctorTa:
Microbial limit test:
— AapobHble HakTepum < 10 KOE/r <10°KOE/r

Aerobic bacteria <10 CFU/g <10*CFU/qg
— OpoxokeBble 1 < 10 KOE/r <102KOE/r

nnecHeeble rpmbbl
Yeasts and moulds <10 CFU/g <10?CFU/g
—E.coli(B17T) OtcyTtcTByYyeT/I OtcyTtcTByYyeT/I

E.coli(in1g) Absent/g Absent/g
Packaging and labelling* Comply Must confirm Rus ND

API
Metamizole sodium EP

Actual Manufacturer in the batch
Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst, D-65926

API Manufacturer must be:
Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst, D-65926

Frankfurt am Main, Germany Frankfurt am Main, Germany

REMARKS: 1 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’). SENTIVA PRIVATE LIMITED

OpobpeHo k Bbinycky / Approved for release: Plot N0.3501 to 3515. 6301 to
/QXW 6313 & 16 Meter Road/C, GIDC
Wz 2l ou\1e 2 Estate, Ankleshwar-393002.
[TOAITNCH, OTHAEJI KOHTPOJISI KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL
R. S. Trivedi

daMuMs OTBETCTBEHHOTO
Name of Authorized Signatory

[Teuats
Company Stamp

*HacTosImuM MoATBEPKAAETCS, YTO MAPTHS COOTBETCTBYET Tpe6OBaHHHM pasnenos

0J100pEHHBIMH BEPCUSIMH MAaKETOB yHaKOBO'-IHLIX MaTepHanoB U HHCTPYKIIUH JJIsI M
NpPUMEHEHHS. YTIaKOBKA MOJIHOCTBIO COOTBETCTBYET crnienudUkanuyu k HopMaTuBHO
U TIepeMeHHas HHOpMaIis HaHECEHA B COOTBETCTBYIOUIHE MOJIS)
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