AHAJIMTUYECKUN OTYET

LACTOSE FINDIR) LTD.

pactBopa pH 6,8

ITpomyxkr: decran® ppaxe Hara: 14/07/2021
KHIIe4HOpacTBopuMbIe (2%10)
GMID: Decran 2x10 (306566) Homep perucrpaiioHHOro 11 N014796/01
YJIIOCTOBEPEHHS:
Howmep cepun: 3321083 JlaTa npou3BOACTBA: 06/2021
Otnen: Tabnerku CpOK rOJHOCTH: 05/2024
Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 30/06/2021
Ccputka Ha metoauky | FD083/2021 - -
KOHTPOJISI KAYECTBa:
TecTbl Pesynbrarsl Crienubukanuu
Oricanne Belble TISHIIEBBIE KPYTIIBIE APaXe CO Belble TIHIIEBBIE KPYTJIIbIE APaXe CO
CIabbIM 3aIaXOM BaHUIH CIabbIM 3aIaX0M BaHUIH
TToIMHHOCTE:
- Awmwmiaza CooTBeTCTBYeT
JIoIKeH COOTBETCTBOBATD
- Jlumaza CooTBeTCTBYET
- Xouneasi KHCIIOTa CoorBercrByeT
Cpensist Macca 538,45 mr 541,625 mr + 20 mr
525,4 534,8 540,0 551,2
533,3 550,1 550,8 533,5
OTKJIOHEHHE OT CPENHENH MacChl 549,4 538,0 5242 551,6 + 10 % oT cpenHel Macchl
550,5 523,7 524.,8 537,7
538,4 537,2 534,4 540,0
[ToTepu mpH BBICYITUBAHUH 3,80 % He 6osiee uem 8,0 %
PacnagaemocTs:
1) B0, MHCI CoOTBETCTBYET 1) omkeH COOTBETCTBOBATD
TpeboBanusimu EBp.®.
2) B cpene GydepHOro 38 MuHyT

2)He 6onee 60 MuHyT

KonmuecTBeHHOE OIpEeACICHHUEC!

a) IlankpeatuH
- aKTMBHOCTb aMHJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiuna3sl (JIunasza)

- akTUBHOCTH Tipoteassl ([Ipoteasa)

7214,45 FIP emunanny/ npaxe

8580,32 FIP equnu/apaxe

420,17 FIP emunauty npaxe

He menee uem 4050 FIP emuauig
(MuaEMYM 90 % OT 3asBICHHOTO
COJIepKAHHS
He menee uem 5400 FIP equami
(MuHEMYM 90 % OT 3asIBIEHHOTO
CoZIepKaHHS
He menee uem 270 FIP exunnng
(MuaEMYM 90 % OT 3asIBICHHOTO
coIepKaHus

b) Xonepas kuciora

12,40 mr/npaxe

He menee yem 11,25 mr/apake

¢) Temunemmonasa

4,2 mn 0,1 N pactBopa iioaa

He menee uem 2 M1 0,1 N
pacTBopa iona

MI/IKpO6I/IOJIOFI/I‘ICCKa$I HUCTOTA!

Oo6miee 9uciio adpoOHBIX 130 KOE/r

MHKPOOPTaHH3MOB

OO0111ee YUCII0 IPONOKEBBIX U <10 KOE/r

IUIECHEBBIX IPUOOB

OO0miee YUCIo FHTEPOOAKTEPHIA, <10 KOE/r

YCTOMYMBBIX K JKEITUH

Escherichia coli (8 1 r) OrcyrcTByeT

Salmonella (8 10 1) OtcyTcTByeT

Staphylococcus aureus (8 1 r) OtcyTcTByeT OtcyrctBHE B 1 T
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LACTOSE fZINDIR) LTD.

AHAJIMTUYECKUN OTYET

IMpoxayxr: DdecTan® mpaxe IHara: 14/07/2021
KHIIe4HOpacTBopuMbIe (2%10)

GMID: Decran 2x10 (306566) Homep perucrpaiioHHOro 11 N014796/01

VIOCTOBEPEHHSI:

Howmep cepun: 3321083 JlaTa npou3BOACTBA: 06/2021

Otnen: Tabnerku CpOK rOJHOCTH: 05/2024

Pasmep cepuu: 2 000 000 TabeToK [MpunsTO: 30/06/2021

Ccputka Ha metoauky | FD083/2021 - -

KOHTPOJISI KAYeCTBa:

TecTbl Pesynbrarsl Crienubukanuu
‘YnakoBka 1 MapKupoBka™* Kon matepnana nauxu — 550616 Jomxen coorBercTBoBath PY HJI
Kon matepuana ¢onsru — 550614
AU AKTyanbHbIii IPOU3BOAUTEID IIpoussogurens AOU nomxen
° DKCTpaKT KeIdu e  Anpancen DH3UM TeKHOIIOIKU3 OBITh:
(KoMITOHEHTBI KeTdH) JItn e A61/62, MIDC, Sinnar,
Nashik 422113
o  [emumermmonaza e  Anancen DH3UM TeKHOIIOHKU3 e A61/62, MIDC, Sinnar,
JItn Nashik 422113
e  [lankpearnH e  Pinkertweg 50, D-22113
e  buosum ['ecempmadt dep Hamburg, Germany
e [lankpeatun DH3UMTEXHOIOIKHA MOX e Via Nibbiola, 28070,
e  TepropmoH c.p.1 Terdobbiate (Novara)-
Italy

IIpumedanus: Hactosmum s MOATBEpKal0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KadecTBa,
0003HaYeHHBIMU B crienndukanmuy HopmaTueHoOi JlJokyMeHTanny, 3aperucTpPHPOBAaHHOM B HacTosmee BpeMs B Poccuiickoit
®Denepauuu.

*HacTosIImM IoATBEPKIaeTCsl, YTO CEPUsl COOTBETCTBYET TPEOOBAHMM Pa3/IeoB « YIaKoBKay U «MapKupoBKa»
crier¢ukanuy HopmaTuBHOM NOKyMEHTAINH, 3aperUCTPUPOBAHHON B HacTosmee BpeMs B Poccuiickoit deneparm
(MapkupoBKa B IOJTHOM COOTBETCTBHH C MOCIEAHEH 0100pEeHHOH Bepcueil MakeTOB YIIaKOBOYHBIX MAaTEPUAIOB U HHCTPYKLUH
110 MEJMITMHCKOMY NPUMEHEHHIO. YIIAaKOBKa B ITOJTHOM COOTBETCTBHH co crienudukanueii HopmarusHoit JlokyMeHTau 1
nepeMeHHast HH(OpMaIys HaHECeHa B COOTBETCTBYIOIIHE MTOJIA).

YIIOJITHOMOYEHHBIA [MPEJJICTABUTEJIb 110 OBECIIEUEHUIO KAYECTBA
Vinod Makwana
Menemkep 1o 00ecIeueHnIo KauecTa [TeuaTs KOMITAHUH
(moamnuce/nata) 16/07/2021

Nms YIIOJIHOMOYEHHOTI'O NIPEACTABUTEIA

s Poccuu
Ed. No.09V1 Cmp. 2u3z 2
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LACTOSE [INDIA) L10.

with faint vanilla odour

ANALYTICAL REPORT
- &
Product: Festal © Dragees Enterosoluble Date 14/07/2021
{2x10)
GMID: Festal 2 x10 (306566) Warkeling Authorization | P NOL&796/01
" Batch number 3321083 Manufacturing date 06/202 1
Department Tablet Expiry date 05/202.4
Batch size 2000000 Tablets Received on 30/06/2021
QC raference NO FD083/2021 i
TESTS RESULTS SPECIFICATION
Description White shining circular dragees White shining circular dragees

with faint vanilila odour

tdentification

— Amylase Compl@es
. Complies
~Lipase Complies Tsieomply
— Cholic acid
Average weight 538.45 myg 541,625 mg + 20 mg
525.4 | 534.8 { 540.0 | 551.2
533.3 | 550.1 | 550.8 | 533.5
Average Weight variation 549.4 | 538.0 | 524.2 | 551.6 | + 10% of avg. wt
5505 | 523.7 | 524.8 | 637.7
538.4 | 537.2 | 534.4 | 540.0
Loss on drying 3.80 % Not more than 8,0%
Disintegration test:
1) In 0,1 M HCI Complies 1) To comply (E.P.)
2) In buffer pH 6,8 38 Minutes 2) Not more than 60 minutes

Content:

a} Pancreatin
— Amylolytic activity (Amylase)
— Lipolytic activity (Lipase)

— Proteolytic activity (Protease)

7214.45 FIP units / dragee
8580.32 FIP units / dragee

420.17 FIP units / dragee

Min 4050 FIP units / dragee
(Mimmum 90% of label claim)

Min 5400 FIP units / dragee
{(Minimum 90% of label claim)

Min 270 FIP units / dragee
{Minimum 90% of label claim)

by Cholic acid

12.40 mg/ dragee

Not less than 11,25 mg / dragee

c) Hemicellulase activity

4.2 ml of 0,1 N iodine solution

Not less than 2 ml of 0,1 N iodine
solution

Microbial limit test:

— Aerobic bactena 130 CFU/g <10° CFU/g
- Total Yeast and Moulds count <10 CFU/g <‘102 CFU fg
Bile Tolerant enterobacteria <10 CFU/g
Escherichia coli (in 1 g) Absent V. £ A :
Salmonella (in 10g) Absent LE QS&K’HLP\Q/WQFLMM"H ]
E!
Staphylococcus aureus (in 1g) Absent

for Russia
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LACTOSE [INDIA) LFD.

ANALYTICAL REPORT
: @

Product: Festal ® Dragees Enterosoluble Date 140712021
(2x10)

GMID: Festal 2 x10 (3065686) hMuan:ktfé'rng prutarzgten P NO14796/01

Batch number 3321083 Manufacturing date 06/202 1

Department Tablet Expiry date 05/202 4

Batch size 2000000 Tablets Received on 30/06/2021

QC reference NO, FD083/2021 -

TESTS RESULTS SPECIFICATION

Packaging and labelling®

Cartons Material code-550616
Foil Material code-550614

Must confirm Rus ND

API

» Bile exiract
(Bile Component)
tHemicellulase
Pancreatin
Pancreatin

Actual Manufacturer in the batch

¢ Advanced Enzyme
Technologies Limited

e Advanced Enzyme
Technologies Limited

* Biozym Geselischaft fuer
Enzymtechnologi mbH

¢ Terhormon s.r.l

APl Manufacturer must be:
A 61/62, MIDC, Sinnar,

Nashik 422113

A 61/62, MIDC, Sinnar,

Nashik 422113
Pinkertweg 50, D-
22113 Hamburg,
Germany

Via Nibbiola - 28070

Terdobbiate (Novara) -

ltaly

REMARKS: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It 1s hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelfing is in full comptiance with the last
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Nosmmative Document
specification and variable information is located in corresponding fields’),

L‘}QW

] oG (Glo7
Vinod Makwana
QA Manager

Jl-'\-':'z.[

Name of Authorized Signatory

for Russia
Ed No 09V1
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