. JEKJIAPATIMSI ITPHHSITA HA OCHOBAHHH

TEKJAPAIIASI O COOTBETCTBUM

JEKJAPAHT, IPMHUMAIOIIAH NEKJIAPAITAIO O COOTBETCTBHH:
AO "Carnogu Poccus”

Ceedernnn o pecucmpayuu opzanusayuu: Mexcpaiionnan uncnerxyus Qedepansroii Hano2060M c1yxcbvl Ne
46 no 2. Mockee 01.01.2008, OF'PH 1027739079940, oama npuceoenun OFPH: 19.08.2002

Aopec: 125009, 2. Mocksea, ya. Teepckan, 9. 22. Teaeghow/gparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii oupexmop Mone O.A.

Hoaeperroe auyo: Kyneyosa H.KQ Josepennocme: 6/1 om 20.08.2019

3AABJISIET, YTO

nexapcmeenroe cpedcmeo: Qecman® dpasxce Kuueunopacmeopumsre 10 wim., cmpunei (4), nauxu
Kapmonnsie, pez.yo. Mo IT NO14796/01 om 22.07.2008 (dama enecenus usmenenuit ¢ PY 25.05.2018),
cepus 3319157, napmus 49005 ynaxoeox, 2oden do 31.08.2022, npouzsodcmea Canogpu Hudus JTumumed !
/ Sanofi India Limited, Lactose India Limited, At Poicha {(Rania), Tal. Salvi, Dist. Vadodara, India, Hrous,
k00 OKITA2 21.20.10.118, kod TH B3 3004900002, xoumparm Ne250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085351138 om 23.10.2019

COOTBETCTBYET TPELOBAHHAM
IT NO14796/01-220708 uav. Ne -6

nponioxon ucnvimaruit No 1442977 om 27.11.2019 HIT OO0 "Llenmp koumpons kavecnea buoaaiigp”,
ammecmam axkpedumaynu RA.RU.21I[K0] om 22.07.2015 2., cepmugpuxam anannza Canogu Hruous
JTwumed NeFD163/2019 om 09.10.2019, Cepmughuxam POCC IN.QMOS5.CI11584 om 27.11.2019

JATA IPHHATHSA AEKJIAPALIMH: 27.11.20192.
JTEKJAPALVS JEACTBUTEJBHA J10: 31.08.2022 ..

CM,, ﬁ{% Kysnenosa H.KO

oer 1t TIOAITHCE .10

CBEJIEHHS O PETHCTPAIIAA

OPT'AH IO CEPTH®HKAIIAH, 3APETHCTPHPOBABHIAHN JEKJIAPALIHIO

Opean no cepmuuxayn npodvKyuy

Obujecmiea ¢ 02paniienHoll onieencieeHHocmbio « OKPYICHOT teHmp cepmuguxayiit»,
adpec: 620014, POCCHA, Ceeponoecrkas obnacni, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam akkpedumayuu Ne RA.RU.11DOMO5

JEKJIAPATIUA O COOTBETCTBHH M POCC RU J-IN.dM05.A4.53234/19

HuuepHua A.A.
PyxoBoaHTes Opraia 1o
POV CepTHOHKAUMH NPOTYKITHH
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Cadogpu Nudus JNlurmumed / Sanofi India Limited.
Address: Sanofi India Limited, Indiza
Aapec: Canadu UHgna NumuTen, Mraun
‘CEPTUOUKAT AHANMU3A
ANALYTICAL REPORT
Ne FD163/2019
Date/[1ara 09/10/2019
NpopyxT: Pecran®, apaxe kiLeYHOPaCTBOPUNIbIE.
Product: Féstal® Dragees Enterosoliible
Homep cepum 3319157 [aTa npouasdacTea 0912019
-Batch number | Manufactaring date
Orpen Tablet lMoaew ao 08/2022-
Department _ Expiry date
Paamep napmi 2000000 TMohydera 04102019
Batch size 1 Réceived on
Moxkasatenu; PesynbTars!: ~ HopMei;
_ TESTS ‘ RESULTS | SPECIFICATION
‘Onncanve | * Benbie, rnauLiedtie, kpyrvie | Genbie, | TAHIEB G, Kpyrnble
Apaxe co cnabbiM 3anaxom Apaxe co chabeM sanaxom
BaHWNK E BaHUNK '
Description White shining circular dragees | White 'shining dircular dragees
g . with faint vanilla. odour | with faint vanilla edonr
FIoANANHOCTE, ' CooTeaTcTBYET
- AMuriaag CooTseTcrayer
~ Aunasa Céorpererdyer
‘= Xonepas KicnoTa CooTsarcr ByeT
Identification: _ “To comply
- Amylase Compl!es '
- Lipaisé Complies
| - Cholié acid Complies i
| CpegHan Macca Mr | 541,625 mr+ 20 nar
| Average weight 1 54093 mg 541.625 mg +20 mg
| OrksioneHie ot cpepusit Maceet | 560,1 520,56 5308 548,7 | £90% ot CPEAHel Macck
946,8 554,3 5379 539,0
Average Weight-variation 5308 5252 5249 527,0 + 10% of avg, wi.
5253 528,3 546,1 5559
. 15566 5443 5513 5557
| Noteps B'Maces nipu | He Gonee 8,0%
BbiCYLUNBaHINN _
Loss.ondrying e 463 % . Notmorethan 8.0%
PachapaemotTs / Disintegration test ' ' i
| 1) 8-cpage 0,1 M HCI ‘CooTRarcrayer 1) CooreeTcTBYET EBp. .
In 0,1 M HGI Complies Complyto EP
2) 8-cpege GydhepHoro  MUHYT 2) He Gonee 60 mMuuyT
pacTeopa ¢ pH &,8 -
Int buffer pH 6,8 40 minutes { Not more than 60 minutes
for Russia Page 1 of 2
Ed. No. 08



NpoaykT: ®ecran?, apaxe KMIWEHHOPACTBOPUMbIE
Product : Festal® Dragees Enterosoluble

Homep cepun / Batch number: 3349157

Mokasarenu: Peaynsrarbi: Hopmisy;
TESTS RESULTS SPECIFICATION
KonudectsernHoe onpegeneHmne:
| Content:
a) NanKpeaTuH: 8)
Pancreatin He wenee 4050 FIP ELapaxe
- AKTUBHOCTL AMWUNAa3L! FIP Ew.npa)«e Not less than 4050 FIP units /
Amyiolytic activity (Amylase) 9288,18 FIP units / dragees dragees
He menee 5400 FIP EfYiapaxe
- 8KTWBHOCTL flunaau FIP Efl/ppaxe Not less than 5400 FIP units /
Lipolytic activity (Lipase) 9602,08 FIP units / dragess dragees
He menee 270 FIP Efiaparxe
— BKTMBHOCTL MpoTeastl FIP Efi/apaxe Notiess than 270 FIP units /
Proteolylic activity (Protease) 437,12 FiP units / dragees dragees
b) Xonesan kucnota mrigpaxe 6) He meHee 11,25 wrigpaxe
Choll: acid 12,76 mg / dragess Not less than 11,25 mg/ dragees

c¢) Fremmuennionasa 1

Hemicellulase activity

4,5 mn 0,1 N pacrsopa fioga/apaxe

4,5 m| of 0,1 N iodine solution

B) He mexee 2 upﬂﬂ N

pacTeopa Adnalfipaxe
Not less than 2 ml of 0,1 N iodine

solution / dragee
Mukpobuonoriyeckas uvcrora: '
Microbial limit test:
- OBuiee ueno aspobHbix KOE /r <10°KOE/r
MUKPOOPraHU3MOB
Total aerobic microbial count 110 CFU/g <10¢CFU /g
— OBuuee YUCNO BPONOKEBLIX U KOE# <10?KOE/r
nnecHesb rpubos
Total yeasts and molds count <10 CFU/g <10?CFU/g
puil, KOE/r <10?KOE/r
YCTORUMUBLIX K XKENYK
| Bile-tolerant enterobacteria <10 CFU/g <102CFU/g
Escherichlacoli(e 1) OtcyTerByeT Orcytereyet/r
Escherichia cofi (in 1 g) Absent Absent /g
Salmonella spp. (8 10r) Orcyrereyet Orcyrcreyet/ 10 r
Salmonella (in 10 g) Absent Absent/ 10 g
Staphylococcus aureus (8 1 r) Orcyrcrayer Orcyrcrayetir
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE:OEPASEL, COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAMECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.

Prod

Hemang Kalavadia

(DAMHANA OTBETCTBEHHOTO
ame of Authorised Signatory

for Russia
Ed. No. 08

[IOATIMCh, OTAEN KOHTPOJIA KAUECTBA
AUTHORISED SIGNATORY, QUALITY CONTROL
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Verifigd by

3
calt’® W

fon of the above mentioned batch was in accordance of Good Manufacturing Practice {GMP) requirements.




