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CEPTUDOUKAT AHATTU3A
ANALYTICAL REPORT

Ne : 009

Date/darta : 05.07.2021
MpoaykT: BapanruH® M, TabneTtku 500 mMr
Product: Baralgin® M, tablets 500 mg
GMID NO : 769661 2X10
Homep peructpaumoHHoro yaoctoBepeHus / Maketig authorization Number : I'1 NO11538/01
YcnoBus xpaHeHus / Storage conditions: B 3awuiuieHHoOM OT cBeTa MecTe npu Temneparype or 8
°C po 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepum HaTa npounssogcTea

Batch number 1NA0009 Manufacturing date 06/2021

Otaen Pharmaceuticals rO'D'?H Ao 05/2025

Department Expiry date

Pasmep napTuy 30,00,000 Tablets Mony-eHo 21.06.2021

Batch size Received on

lNMokasatenu: PesynbTaThbl: HopMbi:
TESTS RESULTS SPECIFICATION

Onuncaxve Kpyrnble nnockue TabneTtkn ot Kpyrnble nnockue TabneTtku ot
6enoro go noyty 6enoro LBeTa ¢ ©enoro fgo noytn 6enoro Ugeta ¢
rpasuposkont BARALGIN-M Ha rpasupoBkot BARALGIN-M Ha
OLHOW CTOPOHE, PUCKOW — Ha OAHON CTOPOHE, PUCKOW — Ha ApyroW
Apyroi u ¢ dackol ¢ ABYX CTOPOH. | 1 ¢ (hacKon ¢ 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.

MoannHHOCTbL: CootBeTCTBYET ObpasyeTcs ManuHoBoe

~TecT A OKpalluBaHue, KoTopoe CTaHOBUTCH
WHTEHCMBHEE nNpv  JanbHenwem
pobagneHun pacTeopa Kanus
nopara.

- TecTt B CooTtBeTCcTBYET MosBnAeTcs XapakTepHbI  3anax
auokcmga  cepbl, a  3aTteMm -
dopmanbaernga.

— BOXX CooTteeTcTBYET Bpems yaepxuBaHuss OCHOBHOTO
nuka Ha Xpomarorpamme
UCMbITYEMOro  pacTtBopa  LOIDKHO
COOTBETCTBOBATH BPEMEHMN

— yOEepXKNBaHNA OCHOBHOIO MuKa Ha
) Xpomarorpamme CTaHAapTHOro
pacTsopa (c).
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Mpoaykr: Bapanrun® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Howmep cepum / Batch number: TNA0009

MNMokasaTenu: PesynbTaTthbl: HopMbil:

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

addition of potassium iodate
solution.

—~Test B 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).

CpegHsana macca 550 mr £ 5%
TabneTok 555511 mr
Average weight mg 550 mg = 5%

PacnagaemocTtb 05 MUHYT He 6onee 15 MUHyT (C AMckamm)
Disintegration period . Not more than 15 minutes (with
05 minutes .
discs)
[NocTopoHHNe npumecu <0,1% 4-MeTUNaMUHOAHTNIINPUHE — He
Honee 0,5%
Related substance < 0,1% 4-methylaminoantipyrine — not more
than 0,5%
OTKnoHeHue B macce He meHee 90% (18/20) Tabnetok

541,9 544,4 563,9 | 549,5 UMeloT OTKIoHeHne + 5% oT cpepHen

Maccel Tabnetok, W He OGonee 10%
561,9 552,8 546,3 | 548,0 | (2/20) umeroT OTKNoOHeHue = 10% oT
cpenHen macchl TabneTok

560,6 555,4 555,5 | 555,9
Out of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
5488 555,2 546,4 | 5452 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
544,2 542,4 543,56 | 550,2 average weight by +10%. ,
KonuyecteseHHoe 501 mr/tabn OT1 475 mr go 525 mr metammsona
onpejenexne | gesTR, HaTpusa B ogHoun TabneTtke
Assay '+ 50 hmg/tablet 475 to 525 mg/tablet
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MpoaykTt: BapanruH® M, TabneTku 500 mr
Product : Baralgin M, tablets 500 mg

Howmep cepum / Batch number: 1INA0009

MokasaTenu: Pe3ynbTaThl: Hopwmbi:
TESTS RESULTS SPECIFICATION

Mukpobuoriormdyeckas yncroTa:
Microbial limit test:

— A3pobHble bakTepun < 10 KOE/r <103KOE/r
Aerobic bacteria <10 CFU/g <10°CFU/g
— OpoxoKkeBble U < 10 KOE/r <102KOE/r
nriecHeBble rpubbl
Yeasts and moulds <10 CFU/g <10?CFU/g
—E.coli(B1T) OTcyTCcTBYET/M OtcyTcTBYET/I
E. coli (in1g) Absent/g Absent/g
Packaging and Comply Must confirm Rus ND
labelling®
API Actual Manufacturer in the batch APl 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 leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’). :
4 ponding fel6s)-— ZENTIVA PRIVATE LIMITEL

OpobpeHo k Bbinycky / Approved for release:
Piot N0.3501 to 3515, 6301 to
/§ 3} RERATIER 6313 & 16 Meter Road/C, GIDC

Estate, Ankleshwar-393002.
[IOJI[IUCh, OTJEJI KOHTPOJISI KAUECTBA

AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi

®amMunus 0OTBETCTBEHHOTO Ilevars

Name of Authorized Signatory Company Stamp
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