JAEKJAPALIAS O COOTBETCTBHAHA

JEKJAPAHT, NPHHAMAIOIIAN JEKJIAPAIMIO O COOTBETCTBHM

A0 "Canogu Poccus”

3apezucmpuposano : Meacpaiionnas wicnexyus MHC Poccuu Me39 no 2. Mockee OTPH 1027739079940
om 19.08.2002 -

Adpec: 125009, 2. Mocksa, yi. Teepcras, 0. 22. Teneghon:8 (495) 721-14-00

B nuye: Ienepanvnurii oupexmop Adaman H B.

Hosepennoe nuyo: Qpyscunina H.P.

Hosepennocms: 6/4 om 21,08.2018

3AHBJIHET, 9T0

nexapemeennoe cpedcmso.; Pecman® opance xunuewnopacmsopumsie 10 wm., cmpunet (4), nawxu
xapmonnwe, pez Ne IT NOI4796/01 om 22.07.2008 (Gama samenw: PY 29.05.2017), cepus 3318140,
napmus 49020 ynaxosox, 2a0ex 3o 01,07.2021, npoussodcmea Cariogu Hrous Jlusumed / Sanoft India
Limited, Lactose India Limited, At Poicha (Ranig),Tal. Salvi, Dist. Vadodara, India, Hudus, xod OKIT2
21.20.10.118, xod TH B3 3004900002, xoxmparm Ne250/40056192/F-2 om 20.10.2010, wneciic
MN9085303376 om 22.08.2018

COOTBETCTBYET TPEBOBAHHSIM
I1 N014796/01-220708 usm. Me 1-5

AEKJIAPAIIISA IIPHHATA HA OCHOBAHM#A . :
npomaxos ucneimanyii Ne 743871 om 24.09.2018 H/T OO0 “Liewmp xoxmpoaz xavecmsa Buaraiih”, ammecman

axxpedumainy RA.RU.21LKOI om 22.07,2015 2., cepmughuxam anasusa Cavodu Fndus Jurumed
NeFD140/2018 om 67.08.2018, Cepmubuxam POCC IN.DMDS.C03355 om 24.09.2018
JATA NPABSATHS JEKJIAPAIUK 24, 09.2018

JEKIAPALS AEACTBHTEBHA JIO 01.07.2021

@é Jpyxuenga WLP.

DOIINCH ‘ O HO

OPFMEW;GMH@M 3APETHCTPUPOBABIITH JIEIUIAPAIIHIO

Opean no cepmuduexayuu npooyxryuu

Obuecmea ¢ 0Zpanuvennoli omaememsennocmbio « OXpysCHOl: yernmp cepmugrnixayuuy,
aopec: 620014, POCCHA, Cseponoeckas obinacmy, Examepunbype, Xoxparosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumauu Ne RA.RU.11DMOS

NEKJAPAIAS O COOTBETCTBHH A POCC RU J-IN.OMOSA.01967/18
HATA PETHCTPALIMH 24.09.2018 |

Yugepana A.A.

TOATIACH, E " PyxoBOXHTeNS OpraEa
Yo 110 CepTHHKAIRE NPORYKIFHE




SANGCF]

Canogbu Undus flumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Anpec: Carou Unana Numuten, MHans
CEPTUDUKAT AHAITU3A
ANALYTICAL REPORT
Ne FD140/2018
Date/flaTa 07/08/2018
Mpogyxr. ®ecran®, apaxe KULLEUHOPACTBOPUMBbIE
Product : Festal® Dragees Enterosoluble
Howmep cepum 3318140 Harta nponasogerea 07/2018
Batch number Manufacturing date
Orgen Tablet Mopgel qo 0772021
Department Expiry date
Pa3swvep napriam 2000000 Mony4eHo 01/08/2018
Batch size Received on
NokazaTenu: Peaynbrarhi: Hopmbi:
TESTS RESULTS SPECIFICATION
Onmucanne benule, rnaAHUeBble, Kpyrrbie | Benbie, mMAHUEBbIE, Kpyrfble
apaxe co cnabum  3anaxom | gpaxe co cnabeiM  3anaxom
s8aHMM 8aHANN
Description White shining circular dragees White shining circular dragees
with faint vanilla odour with faint vanilla odour
MoAMMHHOCTD: CooTeeTtCrBYeT
- Amunaaa Cootaetcreyer
- INunasa CootreTCTRYET
- Xorepas KWChnoTa Cooteetcrayer
Identification: . To comply
~ Amylase Complies
- Lipase Complges
— Cholic acid Complies
Cpeanss macea Mr 541,625 Mr+ 20 mr
Average weight 535,89 mg 541,625 mg + 20 mg
OTinorenve oT cpegHel maccesl | 531,7 5353 522,6 526,1 +10% oT cpepHell maces
541,0 5489 536,7 5482
Average Weight variation 553,11 5402 5288 528,3 + 10% of avg. wi.
552,9 551,0 544,2 5551 '
5553 531,2 550,0 5505
MoTeps B Macce npu He Gonse 8,0%
BLICYIUNBEHUK
Loss on drying 579% Not more than 8,0%
PacrniagaemocTs / Disintegration test
1) 8 cpepe 0,1 M HCI CooTteeTcTBYET 1) CooTeeTcTBYET EBp. .
In0,1M HCI Complies Comply to EP
2} B cpeae BydepHoro MUHYT 2) He Bonee 60 muHyT
pacteopa ¢ pH 6,8 i
In buffer pH 6,8 38 minutes Not more than 60 minutes
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Mpopykr: Gectan®, apaxe KMWEYHOPACTBOPUMSIE
Product ; Festal® Dragees Enterosoluble

Homep cepun / Batch number: 3318140

MokazaTenu: PesynbTaThl: Hopwmbl:
TESTS RESULTS SPECIFICATION
KonudecreernHoe onpesensHne:
Content:
a) NaHkpeaTsH: a)
Pancreatin He medee 4050 FIP Ef/ppaxe
- AKTHBHOCTL AMMnasel FIP Ef/apaxe Not less than 405C FIP units /
Amylolytic activity (Amylase) 7046,10 FIP units / dragee dragee
He mexee 5400 FIP Efilapaxe
— aKTUBHOCTH J1Mnaab FIP ER/apaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9949,24 FIP units / dragee dragee
He meHee 270 FIP EL0/gpame
~ aKTUBHOCTS MpoTeasbkl FiP Ef/ppase Not less than 270 FIP units /
Proteolytic activity (Protease) 502,85 FIP units / dragee dragee
b) Xonesas kucnoTa mrippane 6) He menee 11,25 mrinpaxe
Chalic acid 12,53 mg/dragee Not less than 11,25 mg / dragee
¢} Femuuennionasa 4,5 mn 0,1 N pacrsopa fiopa/apame | B) He menee 2 Mn 0,1 N
pacraopa Ropalppaxe
Hemicellulase activity 4,5 miof 0,1 N iodine solution Not less than 2 mi of 0,1 N iodine
solution / dragee

MukpoSuonoruieckas wicToTa;
Microbial fimit test:

- Qbivee UnCno aspobHbIX KOE Ir <10*KOEfr
MUKPOOPraHamos

Total aerobic microbial count 100 CFU/g <10°CFU /g

- OBige YMCNo APONOKEBLIX 1 KOEfr <102 KOE/
nnecHeskIx rpubos

Total yeasts and molds count <t0 CFU/g <102 CFU/g
-3HTepobakTepui, KOE/r <10?KOE/r
YCTORUMBBIX K HEeNuH

Bile-tolerant enterobacteria <10 CFU/g <I0*CFUlg
Escherichia coli (8 1) OTeyTCcTRYST OTeyreTBYET/F
Escherichia coli (in 1 g) Absent Absent /g
Salmonelia spp. (B 1071) OrcyTcreyeT Creyrereyet/ 10
Salmonella (in 10 g) Absent Absent/ 10g
Staphylococcus aureus (8 1 1) OreyreTeyeT OTtcyTcTRYET/T
Staphylococcus aureus {in 1g) Absent Absent /g

MNPUMEYAHWE:OBPASELl COOTBETCTBYET TPEEOBAHWAM KOMTPONH KAYECTBA,
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Produc?n of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements,
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