3enmuea fpatisem flumumed / Zentiva Privaie Limited

CEPTU®UKAT AHATIU3A
ANALYTICAL REPORT

Ne : 004

Date/flata : 11.03.2022
Mpogykr: Bapanrun® M, TabneTku 500 Mr
Product: Baralgin® M, tablets 500 mg
GMID NO : 769661 2X10
Howmep perucrpaumontoro yaocrosepenusn / Maketig authorization Number : I'1 N0O11538/01
YcnoBra xpaseHus / Storage conditions: B 2amjuiuieHHoM oT cBeTa MecTe Npyu TemnepaTtype ot 8
°C po 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepun [Hata npoussogcTea

Batch number 2NA0004 Manufacturing date 02/2022

g;'g:jr-[tm ont Pharmaceuticals E?(ﬁ?r; ﬁgte 01/2026

Pazamep naptun Mony4eHo

Batch size 30,00,000 Tablets Reoooad on 01.03.2022

Mokasarenu: PezynbTathbi: Hopmsi:
TESTS RESULTS SPECIFICATION
Onucanue Kpyrnbie nrnockie TabneTkn ot Kpyrnele nnockue tabnetky ot
Henoro o nodTn Genoro UgeTa © Benoro fo novtu 6enoro LeeTa ¢
rpaBupoBko BARALGIN-M Ha rpasmposkoit BARALGIN-M Ha
OLHOH CTOPOHE, PUCKOWA — Ha OOHOI CTOPOHE, PUCKOI — Ha 4pYroi
APYroi 1 ¢ (bacKoM ¢ OBYX CTOPOH. | W C (hackow ¢ ABYX CTOPOH.

Description Round flat white to almost white Round flat white 1o 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.

MopnuHHOCTE: CooTBeTCcTBYET ObpasyeTtcs ManuHoBoe

—TecT A OKpaliMBaHue, KOTOPOEe CTaHOBUTCH
WHTEHCUMBHEE Mpy  [anbHenem
nobaBnernn pacTeopa Kanua
rhopata.

—TectB CooTeeTtcrBYET [TosiBnAeTCA XapakTepHblid  3anax
Avokcupla  cepel, a 3atem -
dropmangernaa.

- B3XKX CooTteeTCcTBYET Bpems yOepMUBaHWA OCHOBHOIMO
nnka Ha XpomartorpaMmme
nenbiTyemoro  pacteopa  BOMKHO
COOTBETCTBOBATh BpEMEHU
yOEepXXMBAHMA OCHOBHOTO TNWKa Ha
xpomarorpamme CTangapTHOro
pacteopa (c).
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3enmuea lNpatisem Jlumumed / Zentiva Private Limited

MpogyxT: Bapanrud® M, TabneTtku 500 mr
Product : Baralgin M, tablets 500 mg

Homep cepun / Batch number: 2NA0004

CpepHsaa macca

lNokasarenu: Pesynerathi: Hopwmbl:

TESTS RESULTS SPECIFICATION
|dentification: Comply Crimson color appears, which
—Test A becomes more intensive with further

addition of potassium iodate
solution.

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

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).

550 mr£5%

TabneTok 554?88 Mr
Average weight mg 550 mg + 5%
Pacnapaemoctb 04 MUHYT He Gonee 15 MURYT (C Auckami)
Disintegration period . Not more than 15 minutes (with
04 minutes .
discs)
TToCTOpOHHYE Nprumeck <0,1% 4-MeTUNaMUHOaHTUNUPUHA — He
Honee 0,5%
Related substance < 0,1% 4-methylaminoantipyrine — not more
than 0,5%
OTnoHeHWe B Macce He wmeHee 90% (18/20) Tabnetok
569,9 532,8 5613 | 5374 UMEIOT OTKMOHeHWe + 5% OT cpegHel
Maccel TabneTtok, W He ODonee 10%
542,4 539,3 546,7 | b44,3 | (2/20) vmewT oTkncHewne + 10% oT
cpefHel Mmacckl TabneTok
562,1 B66,3 | 554,0 ; 534,4
Unif . " Out of 20 tablets not less than 80%
niformity of weight (18/20) of tablets deviate from average
538,0 554.8 535,3 | 594,3 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
553,4 560,2 546,0 | 833,2 average weight by +10%.
KorinyecteeHHoe 503 mr/Tabn Ot 475 Mr oo 525 Mr metTammsona
orpefeneHve HaTpus B 0AHOR TabneTke
Assay 503 mg/tablet 475 1o 525 mg/tablet
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3enmuea lNpatieem Jlumumed / Zentiva Private Limited

MpoaykT: BapanruH® M, TabneTtku 500 mr
Product : Baralgin M, tablets 500 mg
Howmep cepuu / Batch number: 2NA0004
MNokazaTenu: Pesynbrarbi: Hopmbi:
TESTS RESULTS SPECIFICATION

Mukpobuonoruyeckas YncroTa:
Microbial limit test:
— AapobHble GakTepun < 10 KOE/r <108 KOE/r

Aerobic bacteria <10 CFU/g <10°CFU/g
— [dpoxokeBble 1 < 10 KOE/r <102KOE/r

nrecHeeble rpnbel

Yeasts and moulds <10 CFU/g <102CFU/g
—E.coli(g1r) OtcyTcTtByeT/r OtcyTCcTBYET/M

E. coli (in1 g) 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: 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 fs 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’).

Opobpeno k Beinycky / Approved for release:

R. S. Trivedi

@DaMuIHsI OTBETCTBEHHOIO
Name of Authorized Signatory
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Estate, Ankleshwar-393002.

NOAIMNCE, OTAEJI KOHTPOJIAA KAYECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

ITeyaTn
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