JEKJIAPAIIUS O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIHMHA JTEKJAPAITAIO O COOTBETCTBHH:

AO "Canogpu Poccus"

Ceedenua o pezucmpayuu opzanusayuu: Mesicpationnas uncnexyusn Pedepanvroii Hano2060ii cryictsr Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucsoernus OI'PH: 19.08.2002

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

B nuye: I'enepansnviii dupexmop Mownac O.A.

Hosepennoe nuyo: [Jpysicununa H.P. [Josepennocms: 6/4 om 01.08.2018

SAABJIET, YTO

Nexapcmeentoe cpedcmeo: Pecman® Opavice kuwexnopacmeopumsie 10 wm., cmpunw (2), nauxu
xapmonnvie, pe2.yo.Ne IT NO14796/01 om 22.07.2008 (0ama enecenus usmenenuii 8 PY 25.05.2018),
cepus 3318204, napmus 98280 ynaxoeox, 200en do 30.09.2021, npouseodcmea Carnogpu Hnous
Jlumumeo / Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara,
India, Hnous, ko0 OKIT/J2 21.20.10.118, xod TH B3] 3004900002, xonmpaxm Ne250/40056192/F-2 om
20.10.2010, uneotic Ne9085315117 om 28.11.2018

COOTBETCTBYET TPEBOBAHHSIM
I1 N014796/01-220708 uam. Ne 1-6

AEKJIAPAIIAA ITIPHHATA HA OCHOBAHHH

npomoxon ucnetmaruii Ne 19-000065 om 11.01.2019 OO0 "HLJJIC "Buomexnonozus", anmecmam
axxpeoumayuu RA.RU.21DM04 om 27.06.2016 2., cepmugpuram ananuza Canogpu Hnous Jhumumed
NeFD204/2018 om 12.11.2018, Cepmugpuxam POCC IN.DM0O5.C05089 om 11.01.2019

JATA IPHHATHSA NEKJIAPAIIAHA /1.01.2019
JEKJIAPAIIAS JEUCTBHTEJILHA JIO 30.09.2021
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HOJINHCH OR5K0]

OPT'AH 1O CEPTHO®HKAIINH, 3APETHCTPHPOBABIINHI JEKJIAPAITHIO

Opean no cepmughuxayuu npodyxyuu

Obwecmea c ozparuyennoti omeemcmeenHocmyi0 «OKPYICHOT yeHmp cepmugpuxayuu»,
adpec: 620014, POCCHA, Ceeponoscxas obnacmy, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11®MO5

Unueprna A.A.
PyxoBoauTess oprana mo
cepTHHKAIMH NPOXYKIMH
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Address: Sanof: Incha Limiled India
Anpec: Canody Brans Nnwyren, Nrawa

CEPTURUKAT AHANAIA
ANALYTICAL REPORT

N2 FD204/2018

Dafe/Para 12/1172018

Mpoaykr: decran®, 1paue KMLBHHOPACTBOPUMBIC

Product Festal™ Dragees Enterpsaluble

LAWY

{ Homep cepian 3518204 fars nponasopcTpa -10/2018
FBatohnumber 1 Manufacluringdate .. i . . ;
" Gvaen Tablet’ FoneH Ao ' 0072027 i

- Depariment e Expiry date ! _ j

Paamep napyimm 2000000 Monyero ;02/11/2018

Batch size e Receivedon 1

" TFlokasdrenn: " PeaynwTavel: ] Hopmbl: o
. __TESTS RESULTS SPECIFICATION
Onucanne Benple, [NAHUEBHIE,  Kpyriuie | Benvie, MMAHUEBLIE, KPyrmble
' ppaxe ¢o -cnaboim 3anaxom | gpawé co cnabi sanaxom
BaHUAN | 8aHWNK
Description White shining cifcular dragees | White shining circular dragees
o ) with faint vanilia odour { with faint vanilia odour '
| Mo NUHKECTS; CoovBeTctayeT

—Amnnaaa CooTseTerayert
- Jlunasa CoorseTcrayer

o )(oneaag KACNOTE COOTBST'CT'B}{ST

Identification: ) To comply

- Amylase Complies '

N Lipase" C.ompl!es

— Cholic acld | Compies o L
1 'CpeaHxss macca Mr 541,625 mr 1 20 mr
| Average weight _ B 539,54 mg 1 541,625 mig £+ 20 mg

OTknoHekne o cpearen macenl | 533,86 538,2 5519 538, g 1.10% oT cpegHeli maceb!

_ 5415 5482 5235 5246
Average Weight variation 527,1 534,7 5284 5311 + 10% of avg. wt.
5279 5325 5478 5265 . -
- o 528,56 5521 547,6 58372 i

NoTeps 8 Macca Npi ' ' "7 | He 6onee 8,0%

BbiGyLUKBaHn
-Loss on drying . 431 % . _i Not mere than 8,0% -

Pacnapaemocts / Disintegration test '

[ 1Y e cpene 0,1 M HCI CoQTBETCTBYCT 1 Cooﬁ—é}cmye-r Esp, O,

In'0,1.M HCI . ‘Complies | Comply-to EP
-2) B gpene 6ydpepHoro MURYT : 7} He Bonee 6_0 MIAHYT

pacraopa ¢ pH 6.8 i - . :

In buffer pH 6,8 37 minutes Not more than 60 minutes !
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[Proci, ygeas ot
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Homep cepvy /e numoer

Nokazarenu:
TESTS

~

wnt

THE0

i Konnuecteerioe onpepeneHns:

|Content:
a) MarxxpearuH:
Pancreatin

- aKTABHOCTE AMnNasul
Amylolytic activily (Amylase)

- @KTUBHOCTL Jlnnasb!
Lipolytic activity (Lipase)

-~ AKTNBHOCTb poTeass

__Proteolytic activity (Protease)
b) Xonesas xucnora

Cholic acid

" Peaynutareis
_RESULTS

FIP Efi/apaxe
7436.33 FIP units / dragee

FIP EQ/apaxe
9185,73 FIP units / dragee

Hopmbai '

i _ SPECIFICATION

H

5

i dragee

dragee

He meree 4050 FIP E[l/apaye
1 Not less than 4080 FIP units /

He mexee 5400 FIP Efinpaxe
Not less than 5400 FIP units /

He meHee 270 FIP Ef/npawe

FIP EQ/ppaxe Not less than 270 FIP units /
462,92 FIP units / dragee dragee -
mr/apaxe 6) He mevee 11,25 mr/apaxe

12,78 mg/dragee

Not less than 11,25 mg / dragee

c) Nemuyennonaa

Hemicellulase activity

5.1 mn 0,1 N pacTeopa iopalnpaxe

5,1 ml of 0,1 N iodine solution

8) He meHee 2 mn 04N
pacrsopa nopa/apaxe

Not less than 2 mi of 0,1 N iodine

NMPUMEYAHUE . OBPA3EL, COOTBETCTBYET TPEBOBAHNUAM 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.
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mang Kalavadia

A Manager

DaMWIAS OTBCTCTBCHHOIO
Name of Authorised Sighatory

for Russio
Ed. No. 08

_Verified by
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NOANMCH, QTN KOHTPOJIS KAMECTBA
AUTHORISED SIGNATORY. QUALITY CONTROM.

N solution / dragee .
Mukpobuonoruyeckas YuctoTa:
Microbial limit test: _
~ Obuwee uncno aspobHbIX KOE /r <10°KOE/r
MUKPOOPraHnaImMoB
Total aerobic microbial count 100 CFUig <10°CFU /g
- Obujee “ncno APoXoKeBbLIX U KOE/r <102KOE/r
nnecHessix rpudos
Total yeasts and molds count <10 CFU /g <10*CFUHQ
-3uTepobakTepwit, KOE/r <10?KOE/r
YCTOWUMBLIX K Xenyu
Bile-tolerant enterobacteria <10 CFU/g <102CFU/g ]
Escherichia coli (8 1 1) Orcyrcrayey OrvcyrerayeT/
Escherichia coli (in 1 g) Absent Absent /g
Salmonetia spp. (8 10 ) Orcyrcrayer Otcyrcteyet/ 10+
Salmonelia (in 10 g) Absent Absent/ 10 g ]
Staphylococcus aureus (8 1 r) OTteyrerayer Ovcyrersyet/r
Staphylococcus aureus (in 1g) Absent Absentlg




