TEKJIAPAIIASI O COOTBETCTBUH

MEKJAPAHT, IPHHAUMAIOIHAH AEKJAPAIIHIO O COOTBETCT BHN:

AOQ "Caroghu Poccus"

Ceedenus o pezucmpayuu opzanuzafuu: Mesicpationnas uncnexyus edepansioll narozocolt cayrcour Me
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, y:1. Teepckas, 0. 22. Teregon/darc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvnotit dupexmop Monsic O.A.

Josepennoe mnjo: Kysneyyosa H.IO LJosepennocns: 6/4 om 20.08.2019

3ASIBJIIET, YTO .

nexapcmaentoe cpedcniso: Baparaun® M mabaenncu 500 me 10 wimn., 6aucimeput (2), nauxu xaprionnee,
pe2yd. Ne IT NO11538/01 o 05.11.2008 (dama 3amens PY 10.05.2017), cepus INAOOIS, napius
148233 ynewosox, 20den 0o 01.09.2023, npouzgodcmea Canodu Hndus Jusrumed / Sanofi India Limited,
Plot.Nos. 3501, 3503-15, 6310B-14, GIDC Estate, Ankleshwar-393002, Dist, Bharuch, India, HiouA,
xod OKIT2 21.20.10.232, xod TH B3] 3004900002, xonmpasm Me250/40056192/F: -2 om 20.10.2010,
uneoiic Ne 9085351331 om 24.10.2019

COOTBETCTBYET TPEBOBAHHAM
11 N011538/01-140211 wsm. Me 1,3,4,5,6,7

JEKJIAPATIASI IPUHSITA HA OCHOBAHHH

npomnioxon wcnoimariuit No 145341 om 28.11.2019 HIT 00O "Lenmp Konmpoas xavecmea Buonaiip”,
ammecman axxpedumai RA.RU.21LKOI om 22.07.2015 2., cepmugpuxam anaansa Canogpu Huoun
JTusumed Ne018 om 26.09.2019, Cepmugpuxan POCC IN.@M0OS.C11638 om 28.11.2019

JATA OPAHATHA NEKJTAPATIUH: 28.11.2019..
JEKJAPATASAEACTBATEIDHA J0: 01.09.2023 2.
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CBEJEHHUSA O PETUCTPALIIHN
OPTAH 110 CEPTHOHKAIIAH, 3APETHCTPAPOBABIIIHI JEKTAPAITAIO

Opzan no cepmuduxaiin npodvkyu

Ob1ujectiea c 02panuyesnoit OMGEMCNBERHOCIbIO «OKPYICHON yenmp cepniurayl»,
adpec: 620014, POCCHA, Caepdroecran obnacniv, Examepunbype, Xoxparoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMOS

Ysrgepuna A.A.

PyxoBopHTen: Opragsa mno
cepTROUKAIHHE OPOXYKIHH




Cauoipu HUnous Jlumumed / Sanofi India Limited
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SANOFI

Address: Sanofi India Limited, India / Aapec: Canodu Unaus Numuren, Unans
CEPTUOUKAT AHANKU3A

ANALYTICAL REPORT

MNpopyxr: Bapanruk® M, Tabnerin 500 mr
Produict: Baralgin® M, tablets 500 mg

Ne . 018
Date/fata: 26.09.2019

Homep cepun , fata npouasosicrea
Batch number SNA0O18 Manufacturing date e
Otgen lopeH po
Department Pharmaceuticals Use before date 09/2023
Pasmep naptuu ' Monyvexo
Batch size 30,00,000 Tablets Recelved on 14.09.2019
Moxazavenw: Peaynurarus: Hopmbi:
TESTS RESULTS SPECIFICATION
Ornucanve Kpyrnsie nriooke TabneTki oT Kpyrneie nnociie tabneny or
Genoro Ao nouTk. Genoro useTa ¢ Genoro ao noytn Genoro useTa ¢
rpashposkoi «BARALGIN-M» Ha | rpaBuposkoit «BARALGIN-M» Ha
OfiHOW CTOPOHE, PUCKOiA — Ha 0AHO CTOPOH®, PUCKOH ~ Ha Apyroi
Apyro#t 1 ¢ packoi ¢ 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 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:
—TeCcT A Coorsercreyer CooTeeTcTByeT
—tect B CooTBeTctyeT Coorsercreyer
- BaXX CoorsevcreyeTt CooTseTcTByeT
Identification: )
- TestA Complies Must comply
~Test Complies Must comply
~HRLC Complies Must comply
CpepHnan macca 652,2 mr 650 mr + 5%
Tabnerok
Averagg weight 552,2 mg 550 mg + 5%
Pacnagaemoctb 04 muHyT He Gonee 15 munyT {c Anckamu)
Disintegration period 04 minutes Not more than 15 minutes {(with
. disks)
FoCTOpPOHHWE NpUMecH 0,0% 4-MeTUNAMIHOANTUNUPUHE — He
: Ganee 0,5%
Related substance 0.0% 4-methylaminoantipyrine ~ not more
: than 0,5%
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MNpoayxr: Bapanruu® M, Tabnetku 500 Mr
Product : Baralgin M, tablets 500 mg

Homep cepum / Batch number: 9NA0O18

Noxasarenu: Pesynbrarhi: Hopmebl:
TESTS RESULTS SPECIFICATION
OTunokexne B Macce He wmenee 90% (18/20) TabneTox

568,1 | 554,98 | 5422 | 538,6 UMET oTiknoHerne £ §% or cpeaxed
maccet Tabnetok, M He Gonee 10%
5490,7 | 569,1 | 544,0 | 567,6 | (2/20) wmewoT oTKNOHeHue + 10% or
cpeaHeit macchl TabneTok

543,01 5454 | 5531 | 5484 | 1 of 20 tablets not less than 90%

Uniformity of weight (18/20) of tablets deviate from average
560,9 | 563,0 | 5656 | 5381 tablet weight by + 5% and not more
than 10% (2/20) of tablets deviate from
546,5 | 560,1 | 5450 | 5424 average weight by £10%.
KonuvecteeHHoe 507 mr/rabn. Ot 475 mr o 525 mr meramuniona
onpeaenexue HaTpMA B 0AHOK Tabnertke
Assay 507 mgftablet 475 to 525 mgftablet
Mukpobuonorudeckan yucrorta:
Microbial limit test:
— AapobGHbie Gakrepun <10/r <10%r
Aerobic bacteria <10/g <10%g
- fpoxoxeBbie U <10/ <103
nnecHesble b
Yeasts and moulds <10/g <10%g
- E. coli Orcyrerayet/ OTcyrcreyerit
E. coli {in 1g) Absent/g Absent/g

NPUMEMAHUE:OBPA3EL COOTBETCTBYET TPESOBAHUAM KOHTPONA 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.

T‘ Sanofi India Limited

Plot No. 3501, 3503-15, 8310 B-14
INOATTUCH, OTAEJI KOHTPOJIA KAYECTBA GIOC Estate, P, B. No.-138,

AUTHORISED SIGNATORY, QUALITY CONTROL ' 5\ eatiwrar - 363 002

R. S. Trivedi

QaMAIHA OTBETCTBEHHOTO Ieuats

Name of Authorised Signatory Company Stamp
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