AEKJIAPAIIIST O COOTBETCTBUHA

AEKJIAPAHT, IPUHUMAIOIINH JEKJIAPAYHIO O COOTBETCTBUU:

AQ "Carnogu Poccus”

Ceedenua o peaucmpayuu opzanusayuu: Mexcpationnan uHcnexkyus Pedepansroli nanozoevi cayxebet Ne
46 no 2. Mocxse 01.01.2008, OTPH 1027739079940, dama npuceoenus OTPH: 19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcias, 0. 22. Tenepon/parc: 8 (495) 721-14-007 721-14-11

B nuye: lenepansuuiii dupexmop Monwe O.A.

Hosepennoe nuno: 3ybosa A.J0. Josepeunocms: 6/n om 06.11.2018

3ASIBJAET, YTO

nexapemeentoe cpedcmeo: Pecmar® dpasice Kuueunopacmeopumbie 10 wm., cmpunut (4), nauxu
Kapmonxbvie, pez.yo.Ne I1 NOI4796/01 om 22.07.2008 (dama samenvt PY 29.05.2017), cepus 3318168,
napre 49008 ynaxosox, 200en do 01.09.2021, npoussodemsa Canogu Hudus Jumumed / Sanofi India
Limited, Lactose India Limited, Ar Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Huous, xoo OKTLT2
21.20.10.118, xoo TH B3] 3004900002, xonmpaxm Ne250/40056192/F-2 om 20.10.2010, uneoiic
Me9085309636 om 17.10.2018

COOTBETCTBYET TPEBOBAHHAM
I NO14796/01-220708 uzm. Ne 1-5

AEKJIAPAITMS IPUHATA HA OCHOBAHUH

npomoxon ucnetmanuti Ne 9722/f om 19.11.2018 HJ1 00O "Llenmp xonmpons xavecmea Buoaciigh”,
ammecmam arxkpedumayuu RA.RU.211JKO] om 22.07.2015 2., cepmugpuram ananusa Canodu Hudun
Jlumumed NeFD168/2018 om 02.10.2018, Cepmugpuxam POCC IN.®MO5.C03657 om 19.11.2018

JAATA ITPHHATHS XEKJIAPAIIMA 19.11.2018
AEKJL ﬂﬂﬁi{{},&?ﬁCTBHTEJIbHA HO 01.09.2021

% - 3y6osa A.IO,

MOATIHCE ®.H.O

CBEJEHHWS O PETUCTPAIIUH

OPT'AH ITO CEPTUOUKAIIUY, 3APETHCTPHPOBABIINIA JEKIAPAIUIO

Opzan no cepmugurayuy npodyxyuu

Obwecmsa ¢ ozpanuennol omeememeeniocmvio «OxpyHcHOT Yermp cepmuduxayuu»,
adpec: 620014, POCCHA, Ceeponoscran obnacme, Examepunbype, Xoxpaxosa, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11PMOS5

AEKJIAPAITHA O COOTBETCTB Ne POCCRU J-IN.®M05.A.07402/18

Yuuepnna A A.

Pyxosoaurtens oprara no
cepTHOHKALIHH NPOAYKLIKH




Canoghu Mndus NMumumed./ Sanofi India Limited,
Address: Sanofi India Limited, india.
Anpec: Canodm Ungus Numuren, Wngus

CEPTUOUKAT AHANUZA
ANALYTICAL REPORT

Na FD168/2018

Date/flara 02/10/2018

Nponykr: decran®, ppane KMILEYHOPACTEOPYMEIE
Product ;. Festal® Dragees Enterosoluble

Howmep cephu 3318168 HAata npovasogcTea 09/2018

Batch number Manufacturing date

Orpen Tablet FopeH fo 09/2021

Department Expiry date’

Paamep naprumn 2000000 MTenyueko 27/09/2018

Batch size Received on

Nokazatenu: PeaynbraTit: Hopaibi:
_ TESTS. RESULTS SPECIFICATION

Onkcanne Bense, rhAsHUesasie; Kpyriibie | benbig, rNsHUestle, Kpyrbie
Apaxg co cnaboiv  zanaxom | Apawe ca cnabbim  sanaxom
-8aHuUIM Bakink

Description White shining circular dragees White shining circuiar dragess
with fainf vanilla odour with faint vaniila odour

MNoanuHHocTb: CoorsercrayaT

~ AMiNaas -CooTsetcisyeT

~ flunasa CopraeTcTEyeT

~ Xonesas xuenota Cootserctayer

Identlfication: ‘ To comply

~Amylase Gpmplfes

- Lipase Compiles

- Cholic atid Complies

CpepHsa macca mr 541,625 mr £ 20 wr

Average weight 637,24 mg 541,625 mg + 20 mg

OrknoHenvie oT cpeaHeii Macent | 545 4 537,0 5315 5268 +10% o1 cpegHeid maceh

' 5362 5270 5247 5376

Average Weight variation 8356 644,8 5265 634,2 + 10% of avg. wi.
543,7° 528,7 §36,1 544,0
558,7 53768 5365 5266

MNoteps B maces npn : He Gonee 8,0%

BBICYLI#BaHKN

Loss on dryina 3,69 % Net more than 8,0%

Pacnagaemocts / Disintegration test S

1) B cpene 0,1 MHCI Coareercrayar 1) Coorsetcrayer Epp, ©.

InQ;1 M HC) , Complies Comply to EP

2) b cpefie BydepHoro MAHYT 2) He Bonee 60 MyMyT

pacTeopac pH 6,8

In buffer pH 6,8 37 minutes- Not more than 60 minutes
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Npopyxt: ®ecran®, ppawe KULLEYHOPaCTBOPHMEIE

Product : Festal® Dragees Enterosoluble

Howmep cepun / Batch number: 3318168

Nokazatenu:
TESTS

~ Pesynurath
RESULTS

Hopmut:
SPECIFICATION

KonwuecTeeHHoe onpefeneHne:
Content;

a) Mankpeatny:
Pancreatin
~ 8KTHBHOCTL AMUNAaabI
Amylolytic activity {Amylase)

FIP ER/apaxe
7175,72 FIP units / dragee

&)

He wmeHege 4050 FiP Ef/apawe
Not less than 4050 FIP units /
dragee

He meHee 5400 FIP Efi/apane

- aKTHBHOCTE flunassl FIP Elifgpane Not less than 6400 FIP units /
Lipolytic activity (Lipase) 95867,47 FIP units / dragee dragee
He menee 270 FIP EfQ/apaxe
~ 8KTUBHOCTE MpoTeaskl FIP Efl/apaxe Nof less than 270 FIP units /
Proteolytic activity (Protease) 420,05 FIP units / dragee dragee
b) Xonesas kucnoTa mMr/apaxe 6) He meree 11,25 mr/gpaxe

Cholic acid

12,71 mg/ dragee

Not less than 11,25 mgq / dragee

¢) Memnuenrionasza

Hemicellutase activity

4,B8un 01N pacreopa viogal/gpaxe

4,8 micf 0,1 N iodine solution

B) He meHee 2 un1 0,1 N
pacTecpa doga/npaxe

Not less than 2 mi of 6,1 N iadine
solution / dragee

Mukpobuonoruyeckan wnctora:
Microbial limit test:

- OBuwee yncro aapoBHuix KOE /r <10*KOE/r
MUKPOOPraHN3MOR

Total aerobic microbial count 110 CFU/g <t0'CFU /g
~ Obuwee yncne QpoxoKesbIX 1 KOEfr <102KOE/r
finecHeskIx rpuos

Total yeasts and molds count <10 CFU/g <102CFU/g
—3uTepabaxTepuir, KOE/r <10°KOE/r
YCTORHMBLIX K Kervn

Bile-tolerant enterobacteria <10 CFU /g <102CFU/g
Escherichia coli (g 1 r) Orcyrereyer Oreyrerayet/r
Escherichia coli (in 1 g} Absent Absent fg
Salmonelia spp. (8 10 1) OreyteryeT Oreyrerayer/ 10 r
Salmonella (in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (8 1 r Orcyrereyer Oreyrersyer/r
Staphylococous aureus (in 1g) Absent Absent /g

NPUMEYARUE-OBPASEL] COOTBETCTR
REMARKS: THE SAMPLE COMPL

YET TPEBOBAHUAM KOHTPONS KAUECTBA.
IES WITH REQUIRED STANDARD OF QUALITY.

Productioft of the above mentioned baich was in accordance of Good Manufacturing Practice {GMP) requirements.

NOAMMACY, OTAEN KOHTPOISI KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Tlewars .. o
Company Stamp

Day MK OTBETCTBEHHONG
Naine of Authorised Signatory

Verified by
Bhrpees

e lle)zory
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