JAEKJIAPAIINA O COOTBETCTBUN

JEKJTAPAHT, HPHHEMAIOIHAN JEKJIAPAIIIO O COOTBETCTBIH:

AO "Caroghu Poccus”

Coedenun o pezucimpanuy opearuzayuu: Mesxcparionnas uHcnexius PedepanrvHoii Hano20601t crvicur Mo
46 no 2. Mocree 01.01,2008, OF'PH 1027739079940, dama nprceocerus OFPH: 19.08.2002

Adpec: 125009, 2. Mockea, v, Teeperas, 9, 22. T eregon/harc: 8 (495) 721-14-00/721-14-11

B mafe: I'ewepanvnuiit dupexmop Mownxc O.A,

Locepennoe mujo: 3véosa 4.10. Jocepennocmyn: 6/ om 06.11.2018

3AABIAET, YTO

Aexapeiisernoe cpedcigo: Pecniaa® opaxce Kuewnopacmeopuvsie 10 wm., cmpuner (10), nausi
Kapmonruve, pec.yo.Ne IT NOI4796/01 om 22.07.2008 (dcma savens PV 29.05.201 7), cepus 3318174,
napmus 19620 ynaxoeox, zoden oo 01.09.2021, npouseoocmea Carogu Hndus JTunmed / Sanofi India
Limited, Laciose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hndus, xod OKILT2
21.20.10.118, xoo TH B3 3004900002, xowmparm Ne250/40056192/F-2 om 20.10.20] 0, unesoiic
Ne90O85309639 o1 17.10.2018

COOTBETCTBYET TPEBOBAHIISAM
II NO14796/01-220708 wsm, Ne 1-5

HEKJAPAIINS IPHHSITA HA OCHOBAHHIA

Hpomokoa ucnotmaruil No 9936 om 21.11.2018 HIT OO0 “Llenmp xoumpoas kavecniea B noaatig”,
ammecmant akkpedumau RA.RU.2ILIKOY om 22.07.2015 2., cepnniguram ananiza Canogpu Huoua
Huaninred NeFDI73/2018 onr 08.10.2018, Cepmugpuram POCC IN.OMOS.CO3674 om 21.11.2018

HATA TIPHHATHS JEKJIAPAITUA 2/.1].2018
HKH@%ECTBHTE.KB& J0 01.09.2021
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CBEJEHMUS O PETUCTPALIUHA

OPT'AH IO CEPTHPHKANHH, 3APETHCTPHPOBABHINT NEKJIAPAITHAIO
Opean 1o cepmugbuxafun npodviiuu

Qbujecmiaa c ocpawmiienHoli onmgenicnisentoctini «OKDYICHOR yeHmp cepnupurayu»,
aopec: 620014, POCCHA, Ceeponoacxan obracntv, Examepunbype, Xoxparoea, 74, 1706,
mex: (343) 380-27-55, www.ekbocs.ru, armnecman axxpedumanuu Ne RA.RU. 11®MOS
AEKJIAPAINIS O COOTBETCTBHH M POCC RU J1-IN.®@MOS5.A.07713/18

LHETRATIAM 21.17.2018
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cepTHHHKALII IPOAYKIIHH




Canoghu Undusn llumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Anpec: Canodu Unaua Numuren, Mnans

SANOFI

CEPTUOUKAT AHANUIA
ANALYTICAL REPORT
Ne FD173/2018
DateiflaTa 08/10/2018
MpogyKT. ®ecTan®, fpaxe KALEYHOPACTEOPUMEIE
Product ; Festal® Dragees Enterosoiuble
Homep cepui 3318174 Dara npoussoactsa. 09/2018
Batch number Manufacturing date
Orgen | Tabjet roaeH go 08/2021
Department , Expiry date
Pasmep naprim 2000000 TlomyJeHo 02/18/2018
Bafch size Received on
TloKazateniu: PeaynuTat: Hopmer
TESTS RESULTS , SPECIFICATION
OnucaHve Bensle, rnaduesss, Kpyrnple | berble, ranyuesble, Kpyrnbie
Apaxe co cnabuim  3anaxom | apame co- cnabbiM  2anaxom
BaHUNM, BaHUIV
Description White shining circular dragees Whiie shining circular dragees.
: with faint vanilla odour with faint vanilla odour
MopnurHocTs: Cooteetcrayer
~ Amnnasa CoorseTcTRYST
{ ~ Nunaaa CooTBETCTRYET
~ Xonesas KcnoTa Cootsercrayert
ldentification; o To comply
.~ Amylase Complies
~ Lipase Complies
- Cholle acid Complies
Cpepnss macca Mt 841,625 mr + 20 mr-
Average weight. 542,44 my 541,625 mg +20 mg
Orionenue o cpearei Macekl | 537,0 5362 5500 5404 | 4+10% o7 cpepHeil maccht
B 536,7 5466 550,2 5512
Average Weight variation 6626 6442 5241 5266 |410% of avg. Wi,
524,0 5214 5387 5488 h
5252 5308 5586 5476
NoTepa 8 macce npu | He Bonge 8,0%
BhICYLINBaHUY. ' _
Loss on drying 3.11% Not more than 8,0%
Pacnagaemocts / Disintegration test
1) e cpene 0.1 M HC CootaeTcrayer 1) CooTsercrayet Esp. ©,
In-0,1 M HCI Complies Comply to EP.
2) B cpene BycepHoro MUHYT 2) re Bonee 60 MUHYT
pacreopa ¢ pH 6.8 '
In buffer pH 6,8 38 minutes Not more than 60 minutes
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[MpoaykT: ®ecran®, .qpame KUELIEYHORACTa0PWMELE
Product : Festal® Dragees Enterosoluble

Homep cepwit f Batch number: 3318174

Nokazatenu:
TESTS

Peaynbrartht:
RESULTS

Hopmbl:
SPECIFICATION

KonudecTseHHoe onpegeneHmne:
Content:

a) NakkpearTyy:
Pancreatin
— BKTUBHOCTL AMKNAa3kLI
Amylolytic activity {Amylase)

~ BKTUBHOLTE flunaasl
Lipolytic activity {Lipase)

— aKTMBHOCTL FipoTeass
Proteolytic activity (Protease)

FIP ElMzpawe
724122 FIP unils / dragee

FiIP EQ/npaxe
9311,04 FIP units / dragee

FIP E[}{gpawe
428,08 FIP units / dragee

a)

He meHee 4050 FIP ER/apaxe
Not less than 4050 FIP units /
dregee

He mexes 5400 FIP Efl/apaxe
Not less than 5400 FIP units /
dragee

He meHee 270 FIP EQi/apane
Not less than 270 FIP units {
dragee

b) Xonesan xucnora
Cholic acid

Mr/gpaxe
12,86 mg/dragee

6) He meree 11,25 mr/apaxe
Not less than 11,25 mg / dragee

c) Femuuennonasa

Hemicellulase activity

4,2 mn 0,1 N pacreopa hogafapaxe

4,2 ml of 0,1 N iodine solution

g)He menee 2Mn 0,1 N
pacteopa hogalnpaxe
Not less than 2 ml of 0,1 N iodine

solution / dragee

MukpoBuonoriueckas ynctora;
Microbial limit test:

— OBuee YNCno aspobHbIX KOE Ir | <10*KOE/
MURPOOPFEHU3MOB

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

— Obujee ucno Sponokesbix U KOE/r <10?KOE/r
nrecHesbIx rpubos

Total yeasts and molds count <10 CFU/g <10* CFU/g )
~34repobakTepui, KOEIr <10?KOE/r
YCTORMMBLIX K MKEMYM

Bile-tolerant enterobacteria <10 CFU/ <10°CFU/g
Escherichia coli{e 1) Otcyrcrayer Oreyrersyerir
Escherichia coli {in 1 g) Absent Absent /g
Salmonella spp. (8 10T) Otcyrerayer OrcyrcTeyer/ 101
Salmenella {in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (B 1) Orcyrerayer OrreyroerByeTir
Staphylacoccus aureus (in 1g) Absent Absent /g

MPUMEYAHUE:OBPA3EL] COOTBETCTBYET TPEBOBARKAM KOHTPONA KAUECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.
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