JAEKJIAPAIIUSI O COOTBETCTBHUHA

JEKJIAPAHT, HPHHAMA IOIHA JEKJIAPAITAIO O COOTBETCTBHH:
AO "Canogpu Poccus"”

Ceedenusn o pecucmpayuu opeanuzayuu: Mesicpationnan uncnexyus Pedepansnoii Hano2060i cyxcbo Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH: 19.08.2002

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

B nuye: I'enepanvnuiit oupexmop Mowic O.A.

Hoeepennoe nuyo: Jpyscununa H.P. [Joeepennocms: 6/4 om 01.08.2018

3AABJUIET, YTO

Jexapcmeertoe cpedcmeo: Decman® dpadice xuweurnopacmeopumsie 10 wm., cmpunvt (4), nauxu
xapmonHvle, pe2.yo.Ne IT NO14796/01 om 22.07.2008 (0ama enecenus usmenenuii ¢ PY 25.05.2018),
cepus 3318208, napmusn 28620 ynaxosox, 200en 0o 30.09.2021, npouseodcmea Canopu Huous
Jlumumed / Sanofi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara,
India, Hnous, xoo OKII/]2 21.20.10.118, koo TH B3] 3004900002, xoumpaxm Ne250/40056192/F-2 om
20.10.2010, uneoiic Ne9085316164 om 06.12.2018

COOTBETCTBYET TPEBOBAHHAM
II N014796/01-220708 uzm. Ne 1-6

AEKJIAPAITASA IPHHATA HA OCHOBAHHH
npomoxon ucneimarui Ne 19-000097 om 14.01.2019 OO0 "HLJIC "Buomexuonozus", ammecmam

axxpeoumayuu RA.RU.21DMO4 om 27.06.2016 2., cepmugpuxam ananuza Canogpu Huous JTumumed
NeFD208/2018 om 17.11.2018, Cepmugpuxam POCC IN.®dM0O5.C05110 om 14.01.2019

AATA IPHHATHA NEKJIAPAIIUHA 14.01.2019
JEKJIAPAIUS JEUCTBHTEJILHA JIO 30.09.2021

\@V Apyxuauna 11.P.

HOIITHCE O.1.0
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[ «Canopu Poccug»

PTHGHKAIIAN, 3APETHCTPHPOBABIIHN JEKJIAPAIIAIO

Opezan no cepmugpuxayuu npodyxyuu

Obwecmea ¢ ozparuyennoit omeemcmeentocmyio «OKpys*CcHoil yenmp cepmuguxayuu»,
adpec: 620014, POCCHA, Ceeponoeckas o6nacmy, Examepunbypz, Xoxparoea, 74, 1706,
mei: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11PMO5

COOTBETCTBHH /& POCC RU JJ-IN.®M05.4.12707/19

14.01.2019
Ungeprna A.A.
HOJIHCH k \ PyKoBOHTEL OpraHa o
cepTHOHKAIMH OPOXYKIHH
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SANOFI
Canodhu Undust Tumumed / Sanofi India Limited.
Address: Sanofi India Limited, India
Aapec: Cavodn Unaua Numures, Unaus
CEPTU®UKAT AHANU3A
ANALYTICAL REPORT
Ne FD208/2018
Date/fiara 17/11/2018
MeeaykT. Pectan®, ApaNe KUIUIRYHOPACTROPUMKIE
Product : Festal® Dragees Enterosoluble
Homep cepuu 3318208 DOara npoussogctea 10/2018
Batch number Manufacturing date
Otgen Tablet lopex po 09/2021
Department Expiry date
Pasmep naprum 2000000 Monyyexo 12/11/2018
Batch size Received on
Nokasarenu: Pesynurtarthi: Hopmb::
T1ESTS RESULTS SPECIFICATION
Onucanme Cenuie, rnaHuesbie, Kpyrnble | Benbie, 1isHLEEbIE, Kpyslibie
apaxe co cnabbiv 3anaxom | gpaxe co cnabbiM 3anaxom
BaHWUNK BaHUNK
Description White shining circular dragees White shining circular dragees
with faint vanilla odour with faint vanilla odour
MognuxHocTs: CootBercreyet
- Amunasa Coorsercrayer
- INunasa CootseTcrayer
~ Xonesas Kkucnora Cootserctayer
Identification: ) To comply
- Amylase Complies
- Lipase Complies
— Cholic acid Complies
CpepHsa macca Mmr 541,625 Mr £ 20 mr
Average weight 548,77 mg 541,625 mg + 20 mg.
OTknoHeHue oT cpeaHeit Mmacebl | 524,8 524,3 580,1 5380 110% ot cpegHen Macest
550,5 5529 5245 5325
Average Weight variation 34,1 883,1 5225 K590 + 10% of avq. wt.
528,7 5384 5567 5239
543,8 5466 539,8 5459
Moreps 8 macce npu He Gonee 8,0%
BbICYLLIUBAHWY
Loss on drying 4,48 % Not more than 8,0%
Pacnagaemocrs / Disintegration test
1) Bepene 0,1 M HG! CootseTcryeT 1) CootseTcrayer EBp. ©.
In 0,1 M HCI Complies Comply to EP
2) 8 cpege bydepHoro MUHYT 2) He 6onee 60 MUHYT
pacrsopa ¢ pH 6,8
I buffer pH 6,8/ 38 minutes Not more than 60 minutes
N _
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{Tokrazareni.
TESTS
Konm4ecTseHHOR ONPeaEneHne.
Content:

Pesynbrathl
RESULTS

“Hopmbi:
SPECIFICA T/Oi\_/

a) NaHkpeaTyH.
Pancreatin
— aKTUBHOCTs AMITa3b!
Amylolytic actvity (Amylass}

| - akTvaHOCTb flnass!
i Lipolytic activity (Lipase)

i

i — @KTUBHOCTL (poTeass!

FiP El{/apaxe
7478,45 FIP units / dragee

FiP EO/ppaxe

a)

He menee 4050 FIP Efi/apaxe
Not less than 4050 FIP units /
dragee

-e menee 5400 FIP Sil/apaxe
No: less than 5400 FIP units /

| 9414,18 FIP urits / dragee . dragee
i !
| He menee 270 FIP Efapaxe
FIP Efl/ppaxe Not less than 270 FiP units /
P_rol{?my;gc actvity (Protease) 460,68 FIP units / dragee dragee
mrigpaxe 0) He menee 11,25 mr/ppaxe

[ b) Xonesas xucrora
i Cholic acid

12.90 mg / dragee

Not less than 11,25 mg / dragee

¢) lemuyenntonasa

Hemicellulase activity

5,1 wn 0,1 N pacrsopa #oaa/apaxe

5.,1 miof 0,1 N iodine solution

; B) He menea 2mn 0,1 N
| pacTeopa hoga/apaxe
| Not less than 2 mi of 0,1 N iodine

| solution / dragee

Mukpobuonoriyeckas uicToTa:
Microbial limit test:

t Obulee 4ncno azpobHbIX KOE Ir . <10*KOE/r i
: MUKDOOPFaHWU3MOB i
! Total aerobic mic-cbial count 100 CFu/g <10*CFU /g
— Obuyee YMCno APONOKEBbLIX # KOE/r <102KOE/r |
nnecHesbix rpubos . |
Total yeasts and moids count <i0 CFU/g : <10°CFU/g {
I ~Sxrepobakrepuin, KOE/r <102KOE/r ‘
| YCTORUMBBLIX K Xenuu k
_ Bile-tolerant enterobacteria <10 CFU/g  .10°CFU/lg
. Escherichia coli (8 1) Ortcytcreyer . OTcyrerayeT/r
Escherichia coli (in 1 g) | Absent | Absent /g i
Salmonella spp. (8 10 1) i OrcyrcTayert ' Otcyrcrayet/ 101 '
’ Saimonelia (in 10 g) Absent | Absent/10g |
Staphylococcus aureus (8 1) OTcyTcTeyeT Orcyrersyetir '
Staphylococcus aureus (in 1g) Absent | Absent /g 1

NPUMEYARVE OBPA3EZY COOTBETCTBYET TPEBOBAHWAM KOHTPONA KAHECTBA.
REMARKS THE SAMPLE COMPLIES WiTH REQUIRED STANDARD OF QUALITY.
Preauciign of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

AMILIMA OTBCTCTBCHHOO
Name of Authorised Signatory
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Page 2 0f 2




