TEKJAPALIVISI O COOTBETCTBHH

JTEKJAPAHT, IPHHAMAIOINHHA JEKJAPAIAIO O COOTBETCTBHH:

AQ "Canogu Poccus”

Ceedenun o peaucipayuu opzanuzayui: Mesicpationnas uncnerius Pedeparsroli HA102080i crysicos Ne
46 no 2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoernun OI'PH: 19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcxan, 0. 22. Tenepon/parc: 8 (493) 721-14-00/ 721-14-11

B amye: Ienepanvrvrii dupexmop Morowe O.A.

Hosepennoe muyo: Hepunma OJI. losepenrnocme: 6/ om 15.03.2019 2.

3AABJAET, YTO
aexapcnigennoe cpeocmeo: Decmar® opaxce Kuueynopacmeopinivie 10 wim., cipunvt (1), nauxu

Kapmonneie, pez.yd. Ne IT NOI4796/01 om 22.07.2008 (dama enecenus uamernenutt 6 PY 25.05.2018),
cepun 3319029, napmun 196190 ynaxosox, 200en 6o 31.01.2022, npouzsodcmea Canogu Hruous
Juniumed / Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara,
India, Hudus, xod OKII2 21.20.10.118, xod TH B3 3004900002, xorumparxm Ne250/40056192/F-2 om
20.10.2010, uneodic Ne 9085330784 om 18.04.2019

COOTBETCTBYET TPEBOBAHWIM
11 N014796/01-220708 uzm. Ne 1-6

JEKJAPATTHSA MPHAATA HA OCHOBAHHHA
npomoxon ucneimaneii Ne 442711 om 21.05.2019 HIT 00O "Lenmp xoumpons kavecmea buoaaiig”,

anmmecmam arkpedumayuy RA.RU.21IIKOI om 22.07.2015 2., cepmughuxam anarza Canogpu Hnoun
JTumumed NeFDO29/2019 om 04.04.2019, Cepmugpuxam POCC IN.GMO5.C06895 om 21.05.2019

JATA IPAHATHA JEKJTAPAITAHA: 21.05.20192.

IE YA TS II HCTBHTEJIBHAI[O’ 31.01.2022 2.
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CBEJEHNA O PETHCTPAIIUA

OPT' AH TIO CEPTH®HKAIIAH, 3APETHCTPHPOBABIIHNI JEKJIAPAITHIO

Opzarn no cepmuduxayu npodyxyuu

Obugecmea ¢ ozpaHudennoil onigemcmeennocnvio «OKpYXCHOT! yfermp cepmugurayui»,
adpec: 620014, POCCHA, Ceeporoeckan obracme, Examepundype, Xoxpaxoea, 74, 17006,
mea: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 1 1 DMO5

JEKJAPAITHA O COOTBETCTB A POCC RU JJ-IN.®M05.4.27386/19

UpgepiHa A.A.

PykoBomHTeNE Opraga no
cepTHGAKAIHH MPOIXYKIHH
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SANOFI

Canocpu UHdus Nlumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Aapec: Cavodu UHaua Numurten, UHaun
CEPTUPUKAT AHANN3A
ANALYTICAL REPORT
Ne FD029/2019
Date/OaTa 04/04/2019
NpoayxT: ®ecTtan®, gpaxe KNWEYHOPACTBOPUMbIE
Product : Festal® Dragees Enierosoluble
Hamep cepuwv 3319029 Hara npouaaoacTea 02/2019
Batch number Manufacturing date
Ortgen Tablet foneH ao 01/2022
Department Expiry date
Pasmep naptum 2000000 MNony4veHo 30/03/2019
Batch size Received on
Mokasavenu: PesynbTaThbl: Hopmbs1:
TESTS RESULTS SPECIFICATION
Onucadue benbie, rnaHueBble, Kpyrnee | bensie, rnAHUesBE, Kpyrnble
Apaxe co cnabbim  3anaxom | gpaxe ¢o cnabbiv 3anaxom
BaHUNW BaHVWNN
Description White shining circular dragees White shining circular dragees
with faint vanilla odour with faint vanilla odour
MoanuHHOCTD: CooteercrByer
- AMunasa CooTeeTcrByeT
— Nwnasa CoorseTcrTByer
~ Xoneean kucroTa Coorsetctayet
ldentification; _ To comply
- Amylase Compll.es
_ Lipase Complles
— Cholic acid Complies
CpeaHsna macca Mr 541,625 mr £ 20 mr
Average weight 538,94 mg 541,625 mg + 20 mg
OTknoHeHne or cpegHei maccel | 5428 526,3 5440 5485 +10% oT cpegHen macchl
536,5 549,0 5314 5316
Average Weight variation 5527 527.8 531,11 554,3 + 10% of avg. wt.
552,3 551,0 5576 5446
548,4 5572 5286 538,0
Moteps e macce npwu He 6onee 8,0%
BLICYLLIWBAHWW
Loss on drying 3,44 % Not mare than 8,0%
PacnapaemocTs / Disintegration test
1) e cpepe 0,1 M HCI CooTteeTCTBYET 1) CooTeeTcTeyeT I=:Bp. D,
in0,1 M HCI Complies Comply to EP
2) B cpene OychepHoro MUHYT 2) He Bonee 60 MUHYT
pacteopa ¢ pH 6,8
In buffer pH 6,8 42 minutes Not more than 60 minutes
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MpoaykT: ®ecran®, apaxe KUWEYHOPACTBOPUMbBIE
Product : Festai® Dragees Enterosoluble

Homep cepun / Batch number; 3318029

Moxazarenu: PesynbTartnt: Hopmbb:
TESTS RESULTS SPECIFICATION
KonwyecteBeHHoe onpepgneHue;
Content:
a) NaHkpeaTwH: a)
Pancreatin He meHee 4050 FIP El/apaxe
~ AKTWBHOCTL AMKNA3L FIP EDVapaxe Not less than 4050 FIP units /

Amylolytic activity (Amylase)

— 2KTUBHOCTL JIvnasbl

8244 .54 FIP units / dragee

FIP Efl/apaxe

dragee

He meree 5400 FIP Efi/npaxe
Not less than 5400 FIP units /

Lipolytic activity (Lipase) 10077,73 FIP units / dragee dragee
He meree 270 FIP E/apane
- akTueHocTb NpoTeast FIP EN/npaxe Not less than 270 FIP units /
Proteolytic activity (Protease) 405,40 FiP units / dragee dragee
b} XoneBan kucnota Mmr/gpaxe 6) He meHee 11,25 sar/gpaxe

Cholic acid

12,66 mg/dragee

Not less than 11,25 rng / dragee

¢) Nlemuuennionasza

Hemicellulase activity

4.8 mn 0,1 N pacteopa Wopa/apaxe

4,8mil of 0,1 N iodine solution

) Hemenee 2mn 0,1 N
pacTeopa hopalaparke

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

Mukpobuonornueckas YncToTa:
Microbial limit test:

— Obuwee vucno aapobHbix KOE /r <10*KOE/r
MUKpPOOPTraHU3MOs

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

- Ofwee YUCNO APONOKEBLIX U KOE/r <102KOE/r
nnecHesbix rpuboe

Total yeasts and molds count <10 CFU/g <102CFU/g
-3HTepobakTepui, KOE/r <10?2KOE/r
YCTORUNBLIX K KenHu

Bile-tolerant enterobacteria <10 CFU/g <10°CFU/g
Escherichiacoli{s 1) Orcytcteyer OtcyTereyeT/r
Escherichia coli {(in 1 g) Absent Absent /g
Salmonella spp. (8 10T1) OtcytcTRyeT Otcytereyet/ 10
Salmonella (in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (8 1 1) OtcyrcTRyeT OtcyTeTayeTir
Staphylococcus aureus (in 1g) Absent Absent /g

NMPUMEYAHUE: OBPA3EU COOTBETCTBYET TPEBOBARUAM KOHTPONA KAHECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

TMOANHAUCH, OTAEN KOHTPOJIA KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
Hemang Kalavadia

QA Manager
daMuIHA OTBETCTBEHHOTO
Name of Authorised Signatory
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