T Fo ' R

i 1- S tt,-f.‘ #
. LACYOSE FINDIA) LTD.
AHAJIMTUYECKHWH OTYET
[MponykT: Gectan® ppaxe Hara: 07/02/2020
KHIIEUHOpacTBOpHMbIe {2x]0)
GMID: @ectan 2x10 (313769) Homep pervcTpauoHRoro [T N014796/01
YAOCTOBEPEHHA:
Homep cepun: 3319162 Jara npon3BoacTea: 09/2019
Otnen: TabneTkH CpoK roaiHoCTH: 08/2022
PasMep cepuu: 2 000 000 TabneTok TpuHaTo: 10/10/2019
Ccbuika Ha MeToauky | FD168/2019 - -
KOHTpPOJIA KauyecTBa:
TecTnl PesynuTaThl CneundHrauuy
Onucanue Beawbie rnAHLUEBEIE KPYIIEIE APAXE CO benele rAHUEBLIE KPYTble ApaXe co
cn1abeivM 3anaxoM BaHHIH cnabeIM 3amaxoM BaHUAH

[MonnuuHOCTS:

2 G Cooreercreyer JomkxeH COOTBETCTBOBATL

- Jlunaza CoorBercTByeT

«  Xonepas KHCJIOTA CootBercTeyer
Cpeasss Macca 539.85 mr 541,625 Mmr + 20 mr

OTKNOHEHNE OT cpesHedi Maccet

525.8  [5574 [556.1 [551.3
529.3  |550.3 5582 [528.9

531.7 15247 540.3  [556.1
531.5  |538.7 5270 [5434

552.3 [5386 [524.5 1530.8 + 10 % or cpeaneli Macchl

TloTepH npH BbICY ILHBAHHH 4.56 % He Hosee vem 8,0 %
PacnagaeMocTh:
1) BO0,1 MHCI ! CooTBercTByeT 1)JlomieH COOTBETCTBOBATE

TpeGosaunamu Esp. @,

2) E I_;:%ege 6ydepuoro pacteopa | 40 MuHyT 2)He Gonee 60 MHEyT
KoanuecTBeHHOE onpeneneHue:
a) [laukpearun
- aKTHBHOCTE aMHKAalsl { AMHnasa) 9406.80 FIP equnnw/apake He meHee yem 4050 FIP eaunnu
(MuHnMym 90 % oT 3asBleHHOrO
cOolepHaHHs
| - AKTHBHOCTE fHnaset {(JInnasa) 9706.44 FIP eauunw/apane He menee yem 5400 FIP eaunui
| (MuHBMYM 90 % 0T 3anBACHHOIO
CONepHaHHe
- aKTHBHOCTE npoTeassi ([TpoTeasa) 44240 FIP exunuw/npake He menee wem 270 FIP eaunnn
(MuHUMYM 90 % OT 3aABAEHHOTO
colepkaHHUs
b) Xonesas kucioTa 12.69 mr/npawxke He menee uem 11,25 mr/apawe
¢) Temuuenmonasa 4.8 mn 0,1 N pacteopa fona He menee wem 2 mn 0,1 N pacteopa
Hona
Mukpobuonorysyeckas yHcToTA:
Obuee ancno aspoSHBIX 90 KOE/T <10* KOE/r
MHKPOOPraHH3IMOB
Obuiee 4uC0 APOHIKEBBIX H < 10 KOEr <102 KOE'T
niaecHesbix rpubos
O6ee aucno 3utepobakTepui, < 10 KOE'T
YCTOHYHBELIX K 3KeNUn
Escherichia coli (8 1 r} OTcyTCTBY €T
Salmonetla ( 10 1) OreyTeTByer w
ol Sanofi g B G AR
Staphylococcus aureus (B 1 1) OrcyTeTByer

Haa Poceun
Ed. No.09VT




AHAJIMTUUECKUM OTYET

IMpoayk: Dectan® apaxe Hara: 07/02/2020
KHILEYHOPacTBOpHMEIe (2x10)

GMID: Decran 2x10 (313769) Homep perucrtpaumoHsoro ITNO14796/01

YAOCTOBEPEHHUS:

Houmep cepunu: 3319162 Jata npox3BoacTBa: 09/2019

Oraen: TabneTKy Cpok rogHOCTH: 08/2022

Pasmep cepuu: 2 000 000 TabneTok [MpuusTo: 10/10/2019

Ccrinka Ha metonuky | FD168/2019 - -

KOHTPOJIA KaYecTBa:

Tectnl PeaynbtaThl Creundukaunu
Ynakosxa n MapxHpoBka* Koa maTepuana nauxu ~ 538963 Homxen cootsercTBoBath PY HJL
Koa matepuana donbru — 538961
ADH AKTyanpHelfi NpoOU3BOLHTEND [Mpouseoanrens AOU aomweH OuITE:
KomnoueHTs kenuu Aznpancea DHzuM Texknononxus Jita A 61/62, MIDC, Sinnar, Nashik
422113, India
lemnuenmonasa Azpancesn DH3uM TekHonodxuns Jitn A 61/62, MIDC, Sinnar, Nashik
422113, India
[TanxpeaTtnn Buoanm lecenvadt dep Pinkertweg 50, D-22113 Hamburg,
DHIUMTEXHOTOMKH MOX Germany
IMankpeatrn TepropsoH C.p.a1 Uuayerpna Xumuka Via Nibbiola, 28070, Terdobbiate
BuonomxHka {Novara), haly

Mpumeuanna: HactoaumsM 1 noaTBEpHAAI0, 4TO JAHHAA CEPHA RPOTCCTHPOBAHA 10 BCEM TIOKA3ATENSM KayecTpa,
0003HavEeHHBIMH B cnetnykauny Hopmatueroii JokyMeHTauH, 3aperycTpHpoBaHHoii B HacTodwwee BpeMs B Poccuiickoit
tbepepaumu.

*HacTofumm NoATBEPAIACTCA, YTO CEPHA COOTBETCTBYET TpeGOBAHHAM Pa3fenor « Y nakopka» U «MapkHpoBKay
cneundrkaunn HopmaTHeHoi NoKyMEHTAIHK, 3aperHCTPHPOBaHHON B HACTOALLEE BpeMs B Poccuiickoii denepauyn
(MapK1pOBKA B NONHOM COOTBETCTBHH ¢ nocaeadeH 0100peHHON BepcHel MAKETOB YNAKOBOYHBIX MATEPHANIOB H UHCTPYKUMH
N0 MEAHLMHCKOMY NPUMEHEHHIO. Y NakoBKa B MONHOM COOTBETCTBHH cO cneunduxaineii HopmarusHoil JoxyMenTauun n
nepeMenHas HHPOPMAaLHA HAHECEHA B COOTBETCTRYIOLIHE MON).
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LACTOSE PINDIA] £12,

ANALYTICAL REPORTY
Product: ® Drage
roduc Festal ® Dragees Enterosoluble Date 07/02/2 020
{(2x10)
GMID: Festal 2x10 (306566) Marketing Autherization | P N014 796/01
Batch number 3319162 Manufacturing date 09/2019
Department Tablet Expiry date 08/2022
Batch size 2000000 Tablets Received on 09/10/2019
QC reference NO. FD168/2019 : =
TESTS RESULTS SPECIFICATION
- White shining circular dragees " . .
Description with faint vanilla odour Whue_ shmfng Ctrgular dragees
with faint vanitla odour
Identification: C i
- Amylase omples
- Lipase gomp:!es To comply
— Cholic acid omples
Average weight 539.85 mg 541,625 mg = 20 mg
{
' 525.8 [ 557.4 | 556.1 [ 551.3
. - 529.3 | 550.3 | 5658.2 | 528.9
Average Weight variation | 550 3 6386 | 5245 | 530 8 +10% of avg. wit.
531.7 | 524.7 | 540.3 | 556.1
531.6 | 538.7 | 527.0 | 543.4
Loss on drying 4.56 % Not mose than 8,0%
Disintegration test:
1) in 0,1 M HCH Complies 1) To comply (E.P.)
2) In buffer pH 6,8 40 Minutes 2) Not more than 60 minutes
Content:
|a) Pancreatin Min 4050 FIP units / dragee
{Minimum 90% of label claim)
- Amylolytic activity (Amylase) 9408.80 FIP units / dragee Min 5400 FIP units / dragee
Mini 90% of label clai
~ Lipolytic activity (Lipase) 9706.44 FIP units / dragee | (Mimimum 80% of label claim)
. Min 270 FIP units / dragee
- Proteolytic activity (Protease) 442 40 FiP units / dragee (Minimum 90% of label ciaim)
b} Cholic acid 12.69 mg/ dragee Not less than 11,25 mg / dragee
c) Hemicellulase activity l 4.8 ml of 0.1 N iodine solution ?c?lt It:aos: than 2 ml of 0,1 N iodine
Microbial limit test:
- Aerobic bacleria 90 CFU/g <10 CFU/g
- Total Yeast and Moulds count <10 CFU/g <102 CRU /g
Bile Tolerant enterobacteria <10 CFU/g <102 CFU /g &°
Escherichia coli (in 1 g) Absent Absent /g
Salmonella (in 10g) Absent Absent/ frg \
Staphylococcus aureus (in 1g) Absent Absent /g u(>2H0du Poceya, 128

for Russia
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LACTOSE 1 r .nr‘n,
ANALYTICAL REPORT
Froduct Festal * Drag;gijof_jnterosoluble Date 07/02/2 020
GMID Festal 2x10 (308556) Marksling Authorization | P NO14 796/01
Batch number 3319162 Manufacturing date 09/2019
Dapartment Tablat Expiry data 08/2022
Batch size 2000000 Tablsts Received on 09/10/2 019
QC refarence NO. FD168/2019 - N
TESTS RESULTS SPECIFICATION
- Cartons Material code-538262 .
Packaging and laballing Foil Material coda-538961 Must confirm Rus ND
API Actual Manufacturer in tha batch | APl Manufacturer must be;
o Bile extract ¢ Advanced Enzyme e  AB1/62, MIDC, Sinnar,
{Bil2 Component) Technologies Limited Nashik 422113
¢« Hamicellulase ¢ Advanced Enzyme e AB1/62, MIDC, Sinnar,
¢ Pancreatin Technologies Limited Nashik 422113
Pancreatin » Biozym Gesallschaft fuer +  Pinkertweg 50, D-
Enzymtechnologi mbH 22113 Hamburg,
e  Terhormon s.r.l Germany
s Via Nibbiola - 28070
Terdobbiate (Novara) -
Italy

REMARKS: 1 hereby certify that thws batch is tested for el quality tests indicated in the Normative Document
spadification currently registered in the Russian Federation.

*Itis hareby certified that batch meats the requirements of Sections Packaging and Labeling of the Normative
Documant spacification currently registered in Russtan Federation (Labelling is in full compliance with the last
approvad version of packaging and I2aflet artworns, FPackaging is in full compliance with the Normative Document
spaciffcatiaon and variabie informaltion is located in corresponding fields’).
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