3enmusa lpatisem Jlumumed / Zentiva Private Limited

CEPTUDUKAT AHAITU3A

ANALYTICAL REPORT

MponyxT. Bapanruu® M, Tabnetkn 500 mr
Product: Baralgin® M, tablets 500 mg

GMID NO : 769661 2X10

Ne 1012
Date/[jata : 28.09.2021

Homep peructpaumoHHoro yaoctoeepenusn / Maketig authorization Number : [T N011538/01
Ycnoeuna xpaHeHus / Storage conditions: B 3auMieHHOM oT CBeTa MecTe Nnpy Temneparype oT 8
°C po 25 °C./ Protected from light at temperature 8 °C to 25 °C.

Homep cepun [aTa npoussoacTea

Batch number TNAQO12 Manufacturing date 09/2021

Otnen . FopeH o

Department Pharmaceuticals Expiry date 08/2025

Paswep napTum 30,00,000 Tablets Monyueno 14.09.2021

Batch size Received on

MNMokasatenu: Pesynbrarbl: Hopmsbl:
TESTS RESULTS SPECIFICATION
Onucanue Kpyrnele nnockme Tabnetku oT Kpyrnble nnockue tabneTtku ot
6encro go noutit Benoro UseTa c Benoro fo no4yty Genoro UeeTa c
rpasmposkoil BARALGIN-M Ha rpasmpoBkon BARALGIN-M Ha
OHOW CTOPOHEe, PUCKOIA — Ha 0L HOA CTOPORE, PUCKOW — Ha OPYron
BPYrow 1 ¢ ¢hackoi ¢ OByX CTOPOH. | U € (packol ¢ OBYX 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.

MoanuHHOCTL:! CooTBetcTBYET ObpazyeTca ManuMHoBoe

—TecTA OKpallvBaHWe, KOTopoe CTaHOBWTCH
MHTEHCMBHEE npy  [JarbHenwem
fobasneHuu pacteopa Kanus
Aopata.

—TectB CooTBeTCcTBYET MosenAeTCA XapakrepHbli 3anax
anokcuaa  cepel, a  3artem -
chopMmanegernia.

- BOMX CooTBeTCTBYET Bpems yoepXuMBaHMA  OCHOBHOIO
nuka Ha XpomaTorpamme
WCMLITYEMOrO  pacTBopa  [OMMKHO

o COOTBETCTBOBATb BpemMeHu
- YAEPKUBAHUA OCHOBHOIMO NWKa Ha
N, Xpomarorpamme CTaHgapTHOro
> pacTeopa (c).
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3enmuea lIpateem Jlumumed / Zentiva Private Limited

MpogykT: Bapanrun® M, TabneTkn 500 Mr
Product : Baralgin M, tablets 500 mg

Homep cepuu / Batch number: iINA0O12

MokasaTenu: PesyneTathl: Hopwmbl:

TESTS RESULTS SPECIFICATION
Identification: Comply Crimson cofor appears, which
—Test A hecomes more intensive with further

addition of potassium iodate
solution.

—TestB Comply Characteristic odor of sulfur dioxide,
and then - of formaidehyde,
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).

CpepHsasa macca B550 mr + 5%
TabneTok 5555 55 mr
Average weight mg 550 mg = 5%

PacnagaemocTb 04 MuHyT He 6onee 15 MUHYT (c guckamu)

Disintegration period 04 minutes gig:: ;IOI‘B than 15 minutes (with

MocTopOHHKE rpUmech <0,1% 4-MeTUNAMUHOSHTUIINPUHA — He
Bonee 0,5%

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

OTKnoHeHue B Macce He wmenee 90% (18/20) Tabnertox

569,5 572,2 561,4 | 550,1 WMEIT OTKNOHEHME £ 5% OT cpeaHel

macchl Tabnetok, ¥ He bonee 10%
542.6 5729 557,4 | 546,3 | (2/20) wmeloT oTknoHeHune + 10% oT
cpefHel Maccul TabneTok

555,2 540,1 555,5 | 5532 Qut of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
532,7 5495 570,1 | 562,1 tablet weight by = 5% and not more
than 10% (2/20) of tablets deviate from
561,86 551,6 547,7 | 542,2 average weight by +10%.
KonuuecrteeHHoe 502 mr/Tabn Ot 475 mr go 525 mr metamusona
onpegeneHne e o corey HaTpWUS B ogHON TabneTke
e S "_Iﬂ:h_ 9. '-.._:‘Lv
Assay TrEeroN %502 mg/tablet 475 to 525 mg/tablet
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3eHmuea lMpaiteem Jlumumed / Zentiva Private Limited

MpoaykT: Bapanrun® M, Tabnetku 500 Mr
Product : Baralgin M, tablets 500 mg
Homep cepuu / Batch number: 1INA0012
MokazaTtenwu: Pe3ynbTaThl: Hopwmbi:
TESTS RESULTS SPECIFICATION

MwukpoBuonorudeckas yucrora:
Microbial limit test:
— A3pobHele bakTepun < 10 KOE/T <10°KOE/T

Aerobic bacteria <10 CFU/g <10°CFU/g
— OpoxokeBble 1 < 10 KOE/r <10°KOE/r

nnecHesble rpmbbl

Yeasts and moulds <10 CFU/g <10? CFU/g
—E.coli(B17r) OTcyTcTtBYET/T OtcyTcTBYET/T

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: 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 fs in full compliance with the Normative Document
specification and variable information is located in corresponding fields’). ZENTWA P RIVATE LIM n'ED

OpobpeHo k Beinycky / Approved for release: Plot No.3501 to 3515' 8301 to

— =N 6313 & 16 Meter Road/C, GIDC
MW 2o a\eo2 Estate, Ankieshwar-393002.
[HOAITUCH, OTJIEJI KOHTPOJISI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

R. S. Trivedi
@amuns OTBETCTBEHHOTO
Name of Authorized Signatory

[TeuaTs
Company Stamp
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