JEKJIAPAIIUSA O COOTBETCTBHUM

JEKJAPAHT, IPHHAMAIOHNIUI TEKJIAPAIIUIO O COOTBETCTBHH:
AO "Canoghu Poccus”

Ceedenns o peaucmpayuu opeanuzayun; Mexcpationnan urcnexyun Pedepansroli Hano2060i cayxcbor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npucsoerus OT'PH: 19.08.2002

Adpec: 125009, 2. Mocxea, va. Teepckas, 0. 22, Teneghon/ipaxc: 8 (495) 721-14-00/721-14-11

B muye: I'enepanvrvili oupexmop Moric O.A.

| Hosepenrnoe mnjo: 3vboea A.JO. [oeeperrocmv: 6/n om 06.11.2018

3AABJAET, UTO

nexapcmeenroe cpedcmeo; Pecrar® opaxce xuteynopacmeopumere 10 wm., cmpunvt (4), nauxu
kapniowrvte, pec.vo. Ne IT NOI4796/01 om 22.07.2008 (0ama enecenus uzmeneruii 6 PY 25.05,.2018),
cepun 3318230, napnius 49030 ynaxoeox, 200en do 30.11.2021, npouzeodcmea Canogpu Hudus Tumumed
/ Sanafi India Limited, Lactose India Limited, At Poicha (Rania), Tal. Salvi, Dist. Vadodara, India, Hnous,
k00 OKIIN2 21.20.10.118, xod TH B3 3004900002, xoxmparm Ne250/40056192/F-2 om 20.10.2010,
urneodic Ne9085320767 om 23.01.2019

COOTBETCTBYET TPEBOBAHHSAM
11 N014796/01-220708 usm. Ne 1-6

JEKJIAPATINA IPHHATA HA OCHOBAHHH
npomoxon ncnormaruit Ne 13967 om 22.02.2019 H/T OO0 "Lenmp xonmpons xavecniéa buoaaiigh ",

ammecmam axkpedumanuu RA.RU.21LKGI om 22.07.2015 2., cepmugpusan ananuza Canog Hnoun
JTusumed NeFD230/2018 om 25.12.2018, Cepmughuxam POCC IN.@MD5.C05476 om 22.02.2019

JATA IIPHHATHAA NEKJAPAIAN: 22.02.2019:.
JEKJAPAIIHA _I[EFICTBHTEJIBHA H0: 30.11.2021 2.
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CBEJEHUA O PETUCTPAIINH

OPTAH 10 CEPTH®HKALIUY, SAPETHCTPHPOBABUIHI TEKJIAPALIHIO

| Opeaw no cepmiupuxatut npodVKyuU

OBujecnien ¢ 02paHIHEHHOT OMGEINCINGEHHOCBIO «OKPYICHON YEHMD cepmuguxayun»,

| adpec: 620014, POCCHA, Ceepdnosckas obracms, Examepunbype, Xoxpaxosa, 74, 1706,

men: (343) 380-27-55. www.ekbacs.ru, ammecmam axxpeoumayuu Ne RA.RU.11OMOS5

Unayepuna A.A.

PyxosonuTens OpraHa mo
cepTHOHKANHH MPOXYKIHH




. 25ANCOFI
Canocpu Undusa NMumumed / Sanofi India Limited,
Address: Sanofi India Limited, India
Anpec: Canodmt Uuana Numuteg, UHaua
CEPTUOUKAT AHAITU3A
ANALYTICAL REPORT
Ne FD230/2018
Date/flara 25/12/2018
Mpoaykr: - decran®, Apake KMILEYHOPACTBOPUMDIS
Product : Festal® Dragees Enterosoluble
Homep cepuu 3318230 Hara npoussoncTea 1212018
Batch number § Manufacturing date
Otgen Tablet Coper Qo 11/2021
Department y _ _Expiry date :
Pasmep naptiu 12000000 | NenyueHo 20/12/2018
Baich size. i Received on
Mokasavenn: PeayneTathi: Hopiei:
TESTS RESULTS SPECIFICATION
OnncaHue ' benole, rnAHuesbie, Kpyraoe | Benble, MAHUSBLIG, Kpyrhbie
Apake co cnabuiv  3anaxoM | fipake co cnabbm aanaxom
BaHyNK BEHUNU
Description White shining circutar dragees -White shining circular dragees
] with faint vanilla odour with faint vanilla odour
NoaRMHHDCTE: ' ' COOTBRTCTBYET :
-~ AMunasa CooTservcrayer
- Tlvunasa CooraeTcTBYeT
- Xonesas KucroTa CGOTBBTCTBYGT
Identification: ) | To comply
- Amylase Complies
- Lipase Complies
— Chlic.acid Complies
CpepHan Macca MF | 541,625 mr £ 20 mr
Average weight : 531,33 myg 541,625 mg + 20 mg
OtinoHeHue ot cpeaHen Macchl | 5488 5539 528,1 5485 +10% OT cpefHel macchl
§525,7 551,3 540,3 5363
Average Weight variation 5845 5384 548,3 5278 + 10% of avg. wt.
5534 546,5 5324 65228
[ 5447 531,2 539,3 5391 .
Moteps B.Macce npy | He Gonee 8,0%
BLICYLUMBAHUA
Loss on drying 542 % | Not more than 8,0%
PacnagaemocTs / Disintegration test : '
1) s ¢cpege 0,1 M HCI CooreercTeyet 1) CooreeTctyeT E8p. @,
JnOAMHCI Complies 1 Comply to EP
; 2)‘,‘3@?3]‘;363 OydepHaro MURYT "2) He Gonee 60 MuHyT
pacTeqpa cpH 6,8
ln-bu'fff_&g’}_i}:H 6,8 37 minutes Not moré than 60 minutes
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Mpoaykr ®ectan®, Apaxe KXLWLEYHOPACTBOPUMBIE
Product : Festal® Dragees Enterosoluble

Homep cepun / Batch number; 3318230

MokazaTenu: PeaynuTaTtot: Hopmbi:
TESTS RESULTS SPECIFICATION
KonvwuecreeHHoe onpeaenexne:
Content:
a} NaHkpeaTny, a)
Pancreatin He menee 4050 FIP Ell/apaxe
— aKTHBHOCTH AMMUNA3b FIP Ellapaxe Not less than 4050 FIP units /
Amylolytic activity (Amylase) 7294,16 FIP units ! dragee dragee
He menee 5400 FIP E[l/apaxe
- axTuBHoCcTb Jlunaau FIP Eﬂmpax(e Mot less than 5400 FIP units /
Lipolytic activity (Lipase) 9832,19 FIP units / dragee dragee
He menee 270 FIP Efl/gpaxe
- aKTUBHOCTL MpoTeasbt FIP Efl/apawe Not less than 270 FIP units /
Proteolytic activity (Protease) 415,48 FIP units / dragee dragee
b} Xoneeasn k1criota mrigpaxe 6) He mevee 11,25 wmrinpaxe
Cholic acid 12,88 mg/ dragee Not less than 11,26 mg / dragee
¢) Femnuennionasa 4.5 mn 0,1 N pacrsopa Hoga/ppaxe | ) He menee 2mMn 0,1 N
pacteopa Hoaa/apaxe
Hemicellulase aclivity 4.5 ml of 0,1 N jodine solution Not less than 2 ml of 0,1 N iodine
solution f dragee

Muxpobuonommyeckan YucToTa:
Microbial limit test:

- Qbwee Ycno aapobHbIX KOE Ir 1 <10°KOE/r
MUKPOOPraHWZMOB

Total aerobic microbial count 120 CFuig <10°CFU /g
- OBwee UMCNO APONOKEBLIX ¥ KOE/r <102KOE/r
nnecHesbix rpubos

Total yeasts and molds count <10 CFU/y <102 CFU/g
-OHtepobakTepun, KOE/r <102KOE/F
YCTOMMMBBIX K XKenqu

Bile-tolerant enterobacteria <10 CFU/g <102CFUig
Escherichia coli (8 1) OrcyTeTayet Orcyrtereyet/r
Escherichia coli (in 1 g) Absent Absent /g
Salimonella spp. (8 10 1) Orcyrcrayer Otcytcteyer/ 10 r
Salmonelta (in 10 g) Absent Absent/ 10g
Staphylococcus aureus (8 1 1) OtcyrereyeT Orcyverayet/r
Staphylococcus aureus (in 1g) Absent Absent /g

NPUMEYAHUE . OBPASEL| COOTBETCTBYET TPEEOBAHUAM KOHTPONA KAYECTBA.
REMARKS: THE SAMPLE COMPLIES WITH REQUIRED STANDARD OF QUALITY.
Production of the above mentioned batch was in accordance of Good Manufacturing Practice (GMP) requirements.

)\r N M\ \«— TOUMHCh, OTAE KOHTPOJLA KAYECTBA

=g AUTHORISED SIGNATCRY, QUALITY CONTROL
Hemang Kalavadia

QA Manager Verified by
Damunua oTBETCTREHROTO
Name of Authorised Signatory
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