AEKJIAPAIIUSI O COOTBETCTBUHA

AEKJIAPAHT, NPUHUMAIOILHIA AEKJIAPALIMIO O COOTBETCTBUU:

AO "Caroghu Poccus”

Ceedenus o pezucmpayuu opeanusayuu: Meoicpaiionnas uncnexyus Dedepanvroii nanozo0eoii enysncbor Ne
46 no 2. Mockee 01.01.2008, Or'PH 102 7739079940, oama npuceoenus OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22, Tenegpon/haxc: 8 (495) 721-14-00/ 721 -14-11

B nuye: I'enepanvnuii Qupexmop Monxc O.A.

Hosepennoe nuyo: Kysneyoea H.10 Hosepennocme: 6/n om 20.08.2019

3ASIBJISIET, YTO

Aekapcmeennoe cpedcmeo: Gecman® Opadgice kuuteynopacmeopumsie 10 wim., cmpunet (10), nauxu
kapmonnvte, pea.yo. Ne IT NO14796/01 om 22.07.2008 (Oama eénecenus usmenenuii ¢ Py 25.05.2018),
cepun 3319116, napmua 19640 Ynaxoeox, 200en 0o 30.06.2022, npouseodcmea Canogpu Huoun JTumumeo
/ Sanofi India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Huous,
ko0 OKIT/T2 21.20.10.118, koo TH B37] 3004900002, konmpaxm Ne250/40056192/F-2 om 20.10.20] 0,
uneotic Ne 9085345119 om 28.08.2019

COOTBETCTBYET TPEBOBAHHSIM
1T N014796/01-220708 wsm. Ne 1.6

AEKJIAPAITAS IIPUHATA HA OCHOBAHHHU

npomokon ucnstmanuii Ne 101177 om 09.10.2019 HIT 000 "Lenmp konmpons kavecmea Buonaiigh”,
ammecmam axkpedumayuu RA.RU.211JKO] om 22.07.2015 .., cepmugukam ananuza Carnopu Huous
Jumumed NeFD116/2019 om 13.08.20] 9, Cepmugpuxam POCC IN, ®MOS. C09877 om 09.10.2019

JAATA HPHIISTHH AEKJIAPAIIUU: 09.70.2019 >,

REKAXPALIMSA RENCTBUTELHA JO: 30.06.2022 >,
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CBEJIEHUSA O PET HCTPAIIUN

OPI'AH 11O CEPTHOHKAIIUY, 3APETHUCTPUPOBABILULL HNEKJIAPAIIUIO
Opzan no cepmugpuxayuu npooyKkyuu

Obwecmea ¢ ozpanuvennoii omeemcmeenHocmulo « OKpys*cHOi Yermp cepmughuxayuu,
adpec: 620014, POCCHA, Ceeponosckan obnacme, Examepun6ype, Xoxpsxosa, 74, | 706,
men: (343) 380-27-55, www.ekbocs. T4, ammecmam axxpedumayuu Ne RA.RU. ] | DMOS5

AEKJIAPAIIHSA O COOTBETCTBHH M POCC RU HA-IN. ®M05.4.45421/19
JATA & H: 09.10.2019 ;.
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SANOF|
CaHotbu Mudus Numumed / Sanofi India Limited, '
Address: Sanofi India Limited, India
Anpec: Caxodu Mngun Jinmuren, Ungus
CEPTU®BUKAT AHANU3A
ANALYTICAL REPORT
_Ne FD116/2019
Date/flara 13/08/2019
MpoaykT: ®ecran®, APaXe RMLSYHOPACTEOPUMBIE
Product; Festal® Dragees Enterosoluble _ )
- Holmep cepum 3315116 | Bara nponasoacTea 06/2019 il |
| Batch number Manufacluﬁng date j
Oraen Tablet FopeH ag | 0572022
| Department ‘ Expiry date
- Paamep naptin 2000000 | Nonyyero 10710812019
_Batch size Recejved on |
Nokasarenuy: PeayneraTel: Hopme: _
- TESTS RESULTS SPECIFICATION . 3
Onucanne ' Benvie, rnanyeswe,  Kpyrmoe Benbig, rnakuesbie, KpYFrible |
Apaxe Cco cnabuiM  3anaxom Apaxe .co cnabkiM 3anaxom -
BaHUNK BaHWK
Description White shining circular drageés White ‘shining circular dragees
, with.falnt vanilla-odour with faint vanilia odour
MoanuKHoCTL: 1 'Coweefcrayef
~ AMmunasa CooTBércrayer
- Nvnasa Cooraercrayet
— Xonesan kacnora Caoteetcrayer
Identificatiori; To comply
= prass COIT!D_JIeS
~ Cholic acid Complies
CpenHsa macca r | 541,825 Mr + 20 mr
Average welght ) 539,62-mg 541,625 mg 4 20 m
‘OTrnoHenve oT cpegren macco 5414 5293 5509 554,5 £10% or cpeaHed maccs:
5232 5272 626,2 5589
"Average Weight variation 5473 529,7 5558 5367 '+ 10%.of avg, wt,
5478 5247 5328 5407
_ 5262 5514 5512 6364 |
MoTeps 8 mMacce npu ' He Gonee 8.0%
BSICYWYBAHMN ,
Loss on dryin 4,79% Not more than 8,0%
[ Pacnagaemotrs 7 Disintegration fest ST
1) B cpege 0,1 M HC| CooreeTcrayer 1) Coorsercrayer Esp. 0,
In.0,1 MHCI Complies Comply to EP
2) 8 cpepe Gydeptiorg MUHYT 2) He 6onee 60 MHUHYT
pacreopa ¢ pH 6,8 _ ‘
In buffer pH 6,8 37 minutes N6t more than 60 minutes
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MpoaykT: ®ecran®, apaxe KULLIEYHOPACTBOPUMBIE
Product ; Festal® Dragees Enterosoluble
Homep cepun / Batch number: 3319116
Mokaszarenwu: Peaynurarthi: Hopmbs:
TESTS RESULTS SPECIFICATION
KonuuectserHoe onpeneneHue:;
Content:
a) NankpeaTuw: a)
Pancreatin He meHee 4050 FIp El/apaxe
= 8KYUBROCTL AMWNA3bi FIP EfYgpane Not less than 4050 F|P units /
Amylolytic activity (Amylase) $343,66 FIP unitg / dragees dragees
He meree 5400 FIP Elapawe
— BKTHBHOCTb Jlunassl FIP Efi/apaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9785,77 FIP units / dragees dragees
He menee 270 FIP El/apaxe
= aKTUBHOCTL MNpoTeaan FIP Eﬂ’ﬂpﬁ)ﬂe Not less than 270 FIP units /
Proteolytic activity {Protease) 420,25 FIP units / dragees dragees
b) Xonesas kucnora Mrigpaxe 6) He meree 11,25 Mrigpaxe
Chaolic acid 12,21mg / dragees Not less than 11,25 mg / dragees
¢) Femuuenmonaaa 4,5mn 0,1 N pacreopa Wopa/apaxe | B) He menee 2 Mn0,1N
. pacTeopa oaa/apaxe
Hemicellulase activity 4,5 mlof 0,1 N iodine solution Not less than 2 ml of 0,1 N iodine
solution / dragee
MukpoBuonoruyeckan uncrora:
Microbial limit test:
~ Obuwee 4ncno aspobHuix KOE Ir <10*KOE/r
MUKPOOPraHU3MoB
Total aerobic microbial count 100 CFU/g <10'CFU /g
~ OBuee Yncno aApoxokesLIX U KOE/r <10°KOE/r
nnecHesbix rpubos
Total yeasts and molds count <10 CFU/ <10°CFU/lg
-OHTepobaxrepwil, KOE/r <102 KOE/r
YCTORUMBBIX K Xermu
Bile-tolerant enterobacteria <10 CFuyg <10°CFU/g
Escherichia coli (s 11) Ortcyrcrayer Orcyrcreyer/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (e 10 1) Orcyrcrayer Ortcyrcrayer/ 10 r
Salmonelia (in 10 g) Absent Absent/ 10 g
Staphylococcus aureus B1r) Orcyrcrayer Orcyrcreyetir
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE:OEPA3EL COOTBETCTBYET TPEEOBAHUAM 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.

Lk Candit” TOJIIHCh, OTEJ KOHTPOJIA KAYECTBA
W = AUTHORISED SIGNATORY, QUALITY CONTROL
Hemang Kalavadia
QA Manager
DaMHIUA OTBETCTBEHROTO
: ) ——
Name of Authorised Signatory Ve rifi ed by
for Russia S50
Ed. No. 08 :Sjo_ L

2\

gl YN
a"'l Ak, ‘?
‘“"\ L




