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Address: Sanofi Endla Limited, India / Agpec: CaHocbw Wrana Numuren, UHans

CEPTUD®UKAT AHATM3A
ANALYTICAL REPORT
Ne : 019
- Date/Nara : 19.10.2019
Mpoayk: Eapaan® M, Tabrietim 500 mr
Product: Baralgin® M tablets 500 mg
Howmep cepun _ Lara npoussogcmea | ..
Batch number 9NA_0019. Manufacturing date 09/2019
OT1pen _ - FogeH go
| Depariment Pharmaceuticals Use before date 09/2023
Pasmep naptiu - _ Monyyexo
Batch size .30,_00,000 Tablets Received on 12.10.2019
MokasaTenu: PesynuTaThl: Hopmbt:
TESTS RESULTS SPECIFICATION
Onucanmne Kpyrnble nnockne taGneTtku ot Kpyrnsle nnockve TabneTtkn ot
Benoro go noyti Genore UseTa ¢ Benocro oo noutu Benero LeeTa ¢
rpaBupoBkol «BARALGIN-M» Ha rpasupoekoi «BARALGIN-M» Ha
OOHOU CTOPOHE, PUCKO# — Ha OAHON CTOpOHE, PUCKON — Ha apyron
Apyroi u.c chackoit ¢ ABYX CTOPOH.
- Description Round flat white to aimost white Round flat white to almost white
' tablets. Engraving: BARALGIN-M tablets. Engraving: BARALGIN-M on
on ane 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.
MoANWHHOCTS:
- TECT-A CooTBeTCcTRYET CooTeeTcTBYET
~TecT B CootBeTCTBYET CooTeeTcTBYET
- B3MX CootsercTByeT CooTBeTcTBYET
Identification: )
~TestA Complies Must comply
_ TestB Complies Must comply
—HPLC Complies Must comply
Cpeanss mMacea 550,5 mr 550 mMr+5%
TabneTok
Average weight 550,56 mg 550 mg + 5%
| Pacnagaemocts 04 muHyT He Boriee 16 MuHyT (c Anckamn)
Disintegration periodz 04 minutes Not more than 15 minutes (with
; disks)
locTOpOHHKE NpUMecy <0,05% 4-MeTUNaMWHOAHTUMUPUHE — He
Bonee 0,5%
Related substance < 0,05% 4-methylamincantipyririe — not. more

than 0,5%
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MpoaykT: Bapanruu® M, Tabnetku 500 mr
Product : Baralgin M, tablets 500 mg

Howmep cepum / Batch number: 9NA0019

MokasaTtenu: Peaynbratbl: Hopmbi:
TESTS RESULTS SPECIFICATION
OTknoHeHue B macce He wmenee 90% (18/20) TabneTok

5634 | 556,4 | 543,6 | 552,9 umeloT oTknoHeHne + 5% or cpegHen
macchl Tabrnetok, U He Gonee 10%
553,4 | 539,2 | 538,8 | 553,8 | (2/20) umeloT oTknOHeHMe + 10% oT
cpegHeli maccel TabneTok

4940 | BOEG | BBT.2 | 6236 Out of 20 tablets not less than 90%

(18/20) of tablets deviate from average
tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from

Uniformity of weight 544.6 | 547.0 | 5498 5489

558,1 | 559,6 | 531,8 | 567,3

average weight by £10%.

KonuuecteeHHoe 498 mr/Tabn. Ot 475 mr go 525 mr metammnsona
onpegenexne HaTpusa B ogHol TabneTke
Assay 498 mg/tablet 475 to 525 mg/tablet
Mwukpobronoruyeckas ynucrora:
Microbial limit test:
~ A3pobHble GakTepun <10/r <10%r

Aerobic bacteria <10/g <10%g
— [poxckeBbie n <10/r <103r

nnecHesble rpubbl
Yeasts and moulds <10/g <10%g
—E. coli OtcyrcreyeT/r OtcyrcTeyeT/r

E. coli(in 1 g) Absent/g Absent/g

NPUMEYAHUE:OEPA3BEL, COOTBETCTBYET TPEEOBAHUSAM KOHTPONS KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

@M&\,\bﬂ,{. Sanofi India Limited
[TOJINMUCH, OTHEJ KOHTPOJISI KAUECTBA  Plot No. 3501, 3503-15, 6310 8-14

AUTHORISED SIGNATORY, QUALITY CONTROL GIDC Estate, P. B. No.-135,
Ankleshwar - 393 002.
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