AEKJAPALINA O COOTBETCTBUU

HEKJIAPAHT, HPHHUMAIOUIAA JEKJTAPAIIHIO O COOTBETCTBUH

AO "Canogu Poccusn™

3apeaucmpuposano : Meocpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OT'PH
1027739079940 om 19.08.2002

Adpec: 125009, e. Mocksa, yr. Teepckas, 0. 22. Tenepon/gparc: 8 (495) 721-14-00/721-14-1]1
B nuye: enepanviotii Oupexmop Monaie O.A.

Hosepennoe nuyo: Jpyocununa H P., doéepennocms: 6/1 om 21.08. 2018

3ASABIAET, 9YTO

nexapcmeennoe cpedcmeo: Pecman® Opasce xuuieunopacmeopumuvie 10 wm., cmpunvt (4), nawxu
kapmownHvte, pe2 yo.Ne II NO14796/01 om 22.07.2008 (dama 3amenw PY 29.05.2017), cepus 3318156,
napmun 49020 ynaxosox, eoden 0o 01.08.2021, npouseodcmea Canogu Hudun Jumumed / Sanofi
India Limited, Lactose India Limited, At Poicha (Rania),Tal. Salvi, Dist. Vadodara, India, Huous, xod
OKII[2 21.20.10.118, koo TH B3} 3004900002, xonwmpaxm Ne250/10056192/F-2 om 20.10.2010,
ungoiic Ne9085305398 om 10.09.2018

COOTBETCTBYET TPEBOBAHUSIM
1 NO14796/01-220708 usm, Ne 1-5

HEKJIAPALINA TIPUHATA HA OCHOBAHUU

npomoxon uchoimanuii No 84381 om 18.10.2018 HJI OO0 "Llenmp xonmpons xavecmea Buonatigh”, ammecmam
axxkpedumayuy RARUZILOKO] om 22.07.20]15 2, cepmuguxam anamsa Canogu Hwoua Jumumed
MNeFD156/2018 om 27.08.2018, Cepmugpuram POCC IN.OMO5.C03476 om 18.10.2018

JATA IPHHATHA NEKJIAPANIAN  19.10.2018
AEKJIAPAIIIA AEMCTBUTEJIBHA 10 01.08.2021

@‘ HApyxuuuna W.P.
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CBEJEHUA O PETUCTPAIINA

OPT'AH IO CEPTUOHKALINY, 3BAPETUCTPUPOBABHINH JEKJIAPATIHIO

Opezan no cepmughuxayuu NPOGYKYuY

Obugecmea ¢ ozpanuyeHHol omgememeenHocmeio « OKpyoicnodl yenmp cepmugbuxayuuy,
adpec: 620014, POCCHA, Ceeponoeckas obracmy, Examepunbype, Xoxpsxosa, 74, 1706,
men: (343} 380-27-53, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU. 11 PMOS

Upgepuna AA.

PykoBoauTens oprasa o
CepPTHQHKANMH IPOTYKITHE




Canoghu Urndus Numumed

/ Sanofi India Limited.

Address: Sanofi India Limited, india
Agpec: Canocu NHansa TNumureg, Unaus

CEPTUDUKAT AHARN3A
ANALYTICAL REPORT

SANOF!

Ne FD156/2018

Date/flaTa 27/08/2018

Mpopykr: Gecran®, apaxe KULLBYHOPECTBOPUMEIE
Product : Festal® Dragees Enterosofuble

‘Homeép cepuu 3318156 fiaTa npokaBogcTaA 08/2018
Bateh humber Manufacturing date
Otpen Tablet ConeH 4o 0872021

Department ‘Expiry date

Pasmep napruy 12000000 MNosiyyero, 20/0812018

Batch size Received on

Nokazatenn: Pesyntrarsi: Hoprki:
TESTS RESULTS SPECIFICATION

Onicaniie Bernkie, rnAHyessle; Kpyribie Berle; rmAaMUeBble, KpyiTisie
Opedke ©o onafbiM  ZanaxoMm | fpawe to criabbiv 3anaxom
BaHYNY BEHUNN

Description White shining circutar dragees White shining circular dragees

_ with faint vanilla odour with fainit vanilla odouf

NOANUHHOCTD:! _ CooTeercreyeT

— AMunaza CootRercTRYET

- Jlnasa CooTBRTCTBYRT

~ Xonesag KuecnoTa Coorséreraysr

Identification: . To comply

- Amylase Complies. '

- Lipase Comelies:

| - Cholic acid | Complies
Cpeahan Macca M 541,625 mr+ 200mr
Average weight 532,32 mg 541,625 mg + 20 mg

OTknoHerive oT-cpeaHel Maccel | 538,7 5480 5472 523,5 +10% OT cpegHeil Macci
_ 502,2 5241 529,5 5418 '
Average Weight variation 5426 5430 530,6 5371 + 10% of avg. wi.
' 533,3 5425 539,7 550,4 '
§47,1 5233 530,1 5348
NoTeps B Macee npu s He Sonee 8,0%
BbICYLMBAHIAW .
Loss on drying 5,68 % Ndt mare than 8,0%
Pacnagaemoctt / Disintegration test :
1) 8 cpene 0,1 M HCI CooTeeTCTByeT 1) Coorsercrayer Esp. ¢.
in 0,1 M HCI Complies Comply to EP
2) a cpepe BydepHoro MUHYT 2)-He Bonee 60 MUHYT
pacreadpa-c pH 6,8 _
In buffer pH 6,8 37 minutes Not more than 60 minutes

for Russia S sectl

Ed.No. 0B 2 -Tog)eets”

Paged of2




MponykT: Gectan®, gpaxe KWLLEYHOPACTBOPIKMbIE
Product : Festal® Dragees Enterosoiubie

Homep cepum / Batch number; 3318156

Amylolytic activity (Amylase)

— 8KTMBHOCTH JIMnaanl
Lipolytic activity (Lipase)

~ GKTUBHOCTS [MpoTeaan
Proteolytic activity (Protease)

7118,98 FIP units / dragee

FiP EQ/npawxe
824921 FiIP units / dragee

FIP EQ/apaxe
487,36 FIP units / dragee

Nokaszarenn: Pesynbrarbi: HopMmbl:
TESTS RESULTS SPECIFICATION
KonuuecrsenHoe onpefenenve;
Content;
a) MankpearyH: a)
Pancreatin He meHee 4050 FIP Efl/apaxe
~ @KTUBHOCTE AMUIA3LI FIP EQ/npaxe Not less than 4050 FIP units /

dragee

He meree 5400 FIP EQ/npaxe
Not iess than 5400 FIP units /
dragee

He meree 270 FIP Ef/apaxe
Not less than 270 FiP units /
dragee

b) Xonesan k¥cnoTa
Cholic acid

Mrinpake
12,68 mg/ dragee

6) He meree 11,26 mrigpaxe
Not less than 11,25 mg / dragee

¢} l'emuyenmionasa

Hemicellulase activity

4.5 mn 0,1 N pacrteopa hogalnpaxe

4,5 mlof 0,1 N jodine solution

B) He meHee 2 mn 0,1 N
pacysopa fiona/apaxe

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

Microbial limit test;

MuxpoBuonorudeckas yucToTa:

- Obuwee wucne aspobHbix KOE Ir <10*KOE/r
MUKPOOPTaHM3MOR

Total aerobic microbial count 90 CFU/g <10°CFU fg

- ObLyee YMcno ApoXoKeBbIX 1 KOE/r <10? KOE/r
nnecHesbIX rpubOB

Total yeasts and molds count <10 CFU/g <10?CFU/g
~-OHTepoBakrepuii, KOEN <102KOE/r
YCTORYMBLIX K XKenyu

Bile-tolerant enterobacteria <10 CFU/g <10?CFU/g
Escherichia coli (8 1 1) OTteyrersyer OteyrereyeTir
Escherichia coli (in 1 g) Absent Absent /g
Salmonelia spp. (8 10 1) OTtcyveTRyeT Otcyrereyer/ 10
Salmonella (in 10 g) Absent Absent/ 10g
Staphylococcus aureus (8 11) OrcyrerByeT OteyrcrayeT/r
Staphylococcus aureus (in 1g) Absent Absent /g

HPMME‘-IAHME:OEPASEH COOTBETCTBYET TPEBOBAHVMAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Prodfiction of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

NOJANHCH, OTAEN KOHTPOMS KAYECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL

Tang Kalavadia

YA Manager o
Iewars . -

DaMuIHA OTBETCTBEHHOTO .o
/ Name of Authorised Signatory Verified by Company Stamp
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