TEKJAPAIIASI O COOTBETCTBUHA

JTEKJAPAHT, IPHHAMAIOIIHA JEKJIAPAIIUIO O COOTBETCTBHH:
AO "Canoghu Poccus"

Ceedenns o peaucmpayuu opzarusayjuu: Mexcpalionnan uHcnexyus @edeﬁ(waﬁoﬁ Hanoz2060f cyaichor Ne
46 no 2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoewus OFPH: 19.08.2002

Adpec: 125009, 2. Mocxea, vn. Teepckas, 9. 22. Tenegpon/gpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonuiit Oupexmop Mone O.A.

JHosepennoe nuyo: Kysneyosa H.FO Josepennocmo: 6/4 om 20.08.2019

3AABJAET, YTO

aexapcmeenroe cpedcmeo: Gecman® dpaxce kuuiennopacmeopumeie 10 wm., cmpuntt (4), nauxu
Kapmonnsie, pez.yd. Ne IT NO14796/01 om 22.07.2008 (dania eHecenns usmenenuii 6 PY 25.05.2018),
cepun 3319158, napmus 49015 ynaxosox, 200en 0o 31.08.2022, npouseodcmea Cawogpu Hndus JTuvinmed
| / Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Huous,
k00 OKIIA2 21.20.10.118, kod TH B3] 3004900002, xoumparm Ne2 50/40056192/F-2 om 20.10.2010,
ureotic Ne 9085351330 om 24.10.2019

COOTBETCTBYET TPEEOBAHHUAM
IT N014796/01-220708 uzm, Ne 1-6

JEKJIAPAITMA IIPHHATA HA OCHOBAHHH

npooxon ucneimanuit Ne 145601 om 28.11.2019 HIT OO0 "Llennp kowmpons xavecmea Buonaiigp”,
ammecman axxpedumanun RA.RU.21LIKOI om 22.07.2015 2., cepmugburanm anannza Canogu Huous
Juwvmumed NeFD164/2019 om 09.10,2019, Cepmugpuxam POCC IN.®MO5.C11621 omi 28.11.2019

JATA IPHHATHUA JEKJAPAIIAH: 28.11.2019c.
| JEKJIAPANASA JEMCTBUTEJBHA J10: 31.08.2022 2.

l

MR, % Kysneucsa H.I0

O0eR1apanin HOAITHCH OG.HO

CBEJAEHHNA O PETUCTPAIIIM

OPTAH I10 CEPTUGHKAIINH, 3APETHCTPHPOBABIIHIH JEKTAPAIIHIO

Opeari no cepmuguxayuy npoovKyuu

Obugecmea ¢ ozpannyenHoil omeemcmeeRHocmsio «OKPYHCHOT ennip cepmuguraryui»,
aopec: 620014, POCCHA, Ceepdnoscran obnacniv, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axkpedumejunu e RA.RU. 11 OMDS5

JEKJAPAIIAA O COOTBETCTB M POCC RU JJ-IN.®M05.4.53658/19
AITHH: 28.11.201

UnyepHHa A.A.

oz PykoBomHTENE Oprana mno
cepTHHKAIHH TPOTYKIHH
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SANOFI
Canocpu Undus Mlumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Appec: Canodm Unaus Mumviten, Ungus
CEPTUOUKAT AHANU3A
ANALYTICAL REPORT
Ne FD164/2010
Date/[lata 10/10/2019
Mpoaykr: GecTan®, gpaxe mueuHOpacTBopUMbIe
Product. Festal® Dragges Enterosoluble i
Homep éepun 13319158 | faTta npousaoac'caa 09/2019
Batch himber, 1 - Manufacturing dafe
Otsien - |Tablet FopeHgo 0812022
 Department . Explry date e
1 Passep naptvi 2000000 1 Monyyexo '04/10/2019
| Batch size Received on
fokaiarenu: ‘Pezynbrarhi: Hopmes:
. TESTS RESULTS SPECIFICATION
{ Onvoatine ‘Benwie, FANLUEsbI, kpyriie | Berble, rASHUSERIE, kpyrmsle
ApAxe ¢o cNABLIM 33nN2X0M Apaxe co enabhim sanaxom.
BaHWAU BaHuAN
| Description White shining circular dragees | White shining cireufar dragees
L -with faint vanilla adour with falnt vanilla odour
MognnHHOCTE; ‘CooTeeTcTRyeT
 — Amunasa CoeTBeTcTByYST ]
~ Nunasa Ghotaercisyer
— Xosiesan knenota CooteeTcTsyeT
identification: ) “To comply
- Amyiase Complf_es
| - Lipase -Complae‘s
| — Chollg acid Complies .
CpegHas Macca Mr 541,625 Mr+ 20 Mr-
Average waight 542,85 mg 541,625 mg + 20 mg
| OTwioHeHne ot cpegrel macchl | 5315 556,3 5444 5485 #10% ot tpeaMeli Maccel
L 547,8 5399 5324 5406
T Average Weight variatiofy 5336 550,8 5449 6572 +10% of avg. wi.
5232 5285 551,86 5475
5341 5457 5463 552,2
Moteps B Macce Npy He Ganee 8,0%
Bb{CYLUNBAHUA
1 Less on drying 3.03% J Not more than 8,0%
Pacne.qaemoc'rh! Disintegration test '
1) Bcpege 0,1 M HCI CooveeTcreyer 1) CooTeeTcreyet Eap. @,
In 0,1 MHCI Complies Comply to EP
{ 2) & ¢pepe GydepHoro MUHYT 2) He Banee 60 muHyT
pacteopa ¢ pH 6,8 ;
| In busifer pH 6,8 40 minutes Not more than 60 minutes
for Russia "«_‘ﬁ.\:" Page 2 of 2
Ed. No, 08 (::‘:_’,,...—-*“; q
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Npoaykr: decran®, ppaxe KMWEYHOPACTBOPUMBIE
Product ; Festal® Dragees Enterosoluble

Homep cepwn / Batch number: 3319158

Hemicellulase activity

4,8 ml of 0,1 N iodine solution

Moxaszarenu: Pesynurarns: Hopmbs:
TESTS RESULTS SPECIFICATION
KonuuecreeHHoe onpeaenexve:
Content:
a) Nanxpearun; a)
Pancreatin He mexee 4050 FIP ElYapaxe
— AKTUBHOCTL AMKIIA3 - FIP Efapaxe Not legs than 4050 FIP units /
Amylolytic activity (Amylase) 9259,27 FIP units / dragees dragees
He meree 5400 FIP Eflapaxe
— aKTMBHOCTD Nlunasst FIP ENupa)xe Not less than 5400 FIP units /
Lipotytic activity (Lipase) 9563,98 FIP units / dragees dragees
He metee 270 FIP Ef)/apaxe
~ aKTHBHOCTS MpoTeast: FiP EfVapaxe Not less than 270 FiP units /
Proteolytic achvity (Protease) 418,35 FIP units / dragees _Eragees .
| b) Xonesan wicnota Mrigpaxe 6) He menee 11,25 mrigpane
Cholic acld 12,75 mg / dragees Not less than 11,25 mg / dragees
c) Femnuennionasa 4,8 mn 0,1 N pacTeopa fiopa/apaxe | &) He mense 2 Mn 0,1 N

pactaopa Goaa/apane
Not less than 2 ml of 0,1 N iodine
solution / dragee

Mukpobrnonoruveckan wnucrora:
Microbial limit test:

~ OBugee Yucno aapobibix KOE i <10*KOE/r
MUKPOOPTaHUamoB

Total aerobic microbial count 100 CFU/g <10°CFU /g
- OBilee YUCNO APONOKEBLIX W KOE/r <102KOE/r
AnecHeBbIX rprnbos

Total yeasts and molds count <10 CFU/y <I0RCFU/g
~3HTepoBakrepuil, KOE/r <10*KOE#F
YCTOWUMBLIX K Xermu

Bile-tolerant enterobacteria <10 CFU/g <102CFUlg
Escherichia coli(s 1) Ovcyrcreyet Orcyrersyet/r
Escherichia coli (in 1 g) Absent Absent /g
Salmonella spp. (8 10 r} Orcyrereyer Orcyrereyet/ 10
Salmonelia (in 10 g) Absent Absent/10g
Staphylococcus aureus (B 1 1) OrvcyTtcTyer OrtcyretyeTir
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE:OEPA3EL COOTBETCTBYET TPEEBOBAHUAM KOHTPORS KAMECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY,

Prod

Nare of Authorised Signatory

for Russia
Ed. No. 08

verified by
(A

tolioi2ol g

n of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

[IOJITACD, OTAET KOHTPONA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL




