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SANQOF]
Canou Mudusi flumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Appec: Cavothu Wupus Numuren, Nuaus
CEFTUDUKAT AHANWU3A
ANALYTICAL REPORT
Ne FD128/2018
Date/[lata 24/07/2018
Nponyxr: Pectan®, gpame KMWSUHOPACTEOPUMbIE
Product : Festal® Dragees Enterosolubie
Homep cepun - 13318128 1 Oara npoussoacTea 0672018
Batch number Manufacturing date
Oraen Tablat [opex no 0D6/2021
Department Expiry date
Paamep napruu 2000000 MonyueHo 19/07/2018
Baich size Received en
flokazarenu: PeaynuTaThbl: HopMot:
_ TESTS RESULTS SPECIFICATION
Onvcanue benble, rnauuesste, kpyrnsie | Benble, mMAHUeBLIE, Kpyribie
Apaxke co  cnaluim  sanaxom | gpaxe co cnabbiv 3anaxoM
BaMuny 1 BaHunn
Description White shining circular dragses White shining circular dragees
with faint vanijlla odour with faint vanilla odour
MognuHHocTe; CoorseTcTByeT
— AmmHnasza CooTeetcrayer
- Ivnaza CooTeeTcTBYET
~ Xoneean wcnoTa Cootsetcrayer
tdentification:; ) To comply
— Amylase Complies
— Lipase Complges
~ Cholic, acid Complies _
CpeaHpaa Macea M 541,625 mr+ 20 mr
Average weight 532,08 mg 541,625 mg x 20 mg
OrtknoHeHne oF cpeaHelt maces! | 556,56 530,1 529,3 553,1 +10% ot cpepHen macchl
541.,6 558,8 5232 551,3
Average Weight variation 550, 557.8 5352 5583 + 10% of avg. wt.
5278 5592 5542 5444
551,3 5422 557,7 5229
floTepsa 8 macce npu He Bonee 8,0%
BLICYWMBAHWMN
Loss on drying _ 4,471 % Not more than 8,0%
Pacnagaemocts / Disintegration test '
1} 8 cpepe 0,1 M HCI CooTeeTCTBYRT 1) CoorsercTByeT EBp. .
In 0,1 M HCI Complies Comply to EP
2) B cpene GydepHoro MUHYT 2) He Gonee 80 MuHYT
pactsopa c pH 6,8
in buffer pH 6.8 37 minutes Not more than 60 minutes
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Mpopykr Gectan®, Apake MW HOPACTIOpUMLIE
Product , Festal® Dragees Enterosoluble

Homep cepum [ Batch number: 3318128

Amylolytic activity (Amylase)

~ BKTUBHOCTE Jlunasnl
Lipolytic activity (Lipase)

FlokazaTeny: Peaynararbi: Hopmbi:
TESTS RESULTS SPECIFICATION
KonudecrseHHoe onpepensHue:
Content:
a) ManHkpeartvn: a) ]
Pancreatin He meuee 4050 FIP E/apasue
— SKTUBHOCT: AMMITA3LE FiP E/npaxe Not less than 4050 FIP units /

8174,08 FIP units / dragee

FIP EfMapaxe
7068,01 FiP units / dragee

dragee

He merees 5400 FIP E/gpaxe
Not less than 5400 FIP units /
dragee

He menee 270 FIP EQ/apaxe

Cholic acid

- AKTUBHOCTE npo-reasbl FIP Eﬂ’.ﬂpaﬂ‘(& Not less than 270 FIP units /
Proteolytic activity (Protease) 501,94 FIP units / dragee dragee
b)Xonesast KMchora mrigpawe B} He menee 11,25 mrinpaxe

12,54 mg/ dragee

Not less than 11,25 mg / dragee

c) Memmuennionasa

Hemiceliulase activity

4.5 Mn 0,1 N pacteopa #ofa/aparke

4,5 mi of 0,1 N icdine solution

8} He MeHee 2 mn 0,1 N
pacTeopa hogal/gpake

Not less than 2 mt of 0,1 N iodine
solution / dragee

MnkpoBuonoruyeckas yncToTa;
Microbijai imit test:

— OBies HMcno aspoBiHbix KOE fr <10 KOE/r
MUKDOOPTaHN3MOB

Total aerpbic microbial count 110 CFuU/g <10°CFU /g .
— OBlyee unCno A4POXOKEBLIX 1 KOE/r <10?KOE/r
nnecHesbix rpubos

Taotal yeasts and molds count <10 CFU/g <10° CFU/g
—3HrepobaKkrepri, KOE/r <10°KOE/N
YCTORUMBBLEX K Wenun '

Bile-tolerant enterobacteria <10 CFU/g <102CFU/g
Escherichiacoli(s 1 1) OTtcyTerayer i Otcytcreyet/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 1) OtcytcTeyer Ovcyrersyer/ 10+
Salmonella {(in 10 g) _ Absent Absent/10g
Staphylococeus aureus (8 1) OTcyreTeyeT OTcyTCTBYETII
Staphylococcus aureus (in 1g) Absent Absent /g

APUMEYAHWE:OBPA3EL] COOTBETCTBYET TPEBOBAHWSM KOHTPOJIA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Prodyction of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.
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