AHAJIMTUYECKUN OTYET

-~y :
& b b

LACTOSE FFINDIR) LTD.

pactBopa pH 6,8

IMpoxyxr: Dectan® tabnerku (6e3 MHara: 31/01/2022
mapabenon) (10x10)
GMID: ®dectan 10x10 (779807) Howmep perucrpannoHHOTO TTIN014796/01
YIOCTOBEPEHHS:
Howmep cepun: 3321177 JlaTa mpousBocTBa: 12/2021
Oraen: Ta0JIETKH CpOK TOJHOCTH: 11/2024
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 12/01/2022
Ccputka Ha MeToauky | FP/02/22/011 - -
KOHTPOJISI KaYeCTBa:
TecTbl Pesynbrarsl Crerudukarmm
Omnucanue Benble MIsIHIEBBIE KPYTJIbIE TAOIETKH CO Benble MIsHIEBbIE KPYTIbIe
crabbIM 3aaxoM BaHUITH TabJIETKH CO CIIa0bIM 3aaxoM
BaHHWJIN
TToIMHHOCTE:
- Awmnmnaza CooTBeTCTBYeT
JIoJKeH COOTBETCTBOBATh
- Jlumaza CooTBeTCTBYET
- Xozesas KHCIOTa CoorBercTByeT
Cpensist Macca 540,605 mr 541,625 mr + 20 Mr
549,1 543,0 526,3 525,7
526,5 533,6 538,9 551,3
OTKJIOHEHHE OT CpeHel Macchl 558,3 553,5 553,5 526,4 + 10 % ot cpenHeii Macchl
543,0 558,2 549,1 533,5
551,2 526,4 538,9 525,7
[lorepu npu BhICYyIIUBaHUN 5,10 % He 6otee uem 8.0 %
PacnagaeMocts:
1) B0,1 MHCI CooTBeTcTBYET 1) Jlo;mkeH cOOTBETCTBOBATH
tpeboBanusimu EBp.®.
2) B cpene 6ydeproro 35 MuHYT

2) He 6onee 60 MunyT

KoanuectBenHoe ONpCacICHUE:

a) Ilankpearun
- aKTMBHOCTb aMIJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiuna3sl (JInunasza)

- akTUBHOCTB TpoTeassl ([Ipoteasa)

8329,35 FIP enununi/TabieTka

8622,79 FIP equnuiy Tabnerka

419,56 FIP equnuiy/ Tabnerka

He menee uem 4050 FIP enuaniy
tabnerka (MuHUMYM 90 % OT
3asIBIICHHOTO COJICPKaHUS

He menee uem 5400 FIP exunmy
tabnerka (MuHUMYM 90 % oT
3asIBJICHHOTO CO/IepIKaHUs

He menee uem 270 FIP equnun/
tabnerka (MuaUMYM 90 % OT
3asIBJIICHHOTO COJICPIKaHUs

b) Xoesas KHCIOTa

13,62 mr/ TabaeTka

He menee yem 11,25 mr/ tabnerka

¢) T'emuuemmonasza

5,1 mn 0,1 N pactBopa Hoga

He menee uem 2 M1 0,1 N
pacTBopa ioja

MHUKpOOHOIOTHYECKasl YHCTOTA:

O611ee YHCII0 a3pOOHBIX 40 KOE/r <10* KOE/r
MHKPOOPTaHH3MOB

OO611ee YKCIIO JPOHIKEBBIX U <10 KOE/r <10% KOE/
IUIECHEBBIX IPUOOB

O6u1ee YHCII0 SHTEPOGAKTEPHiA, <10 KOE/r <102 KOE/N
YCTOMYMBBIX K JKEITUH

Escherichia coli (B 1 1) OtcyTcTBYeT OtcyTcTBHE B
Salmonella (B 10 T) OtcyTcTBYeT OtcytcrBue B 10 r
Staphylococcus aureus (B 1 1) OTtcyTcTBYET OtcyTcTBUE B 1 T
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LACTOSE FFINDIR) LTD.

AHAJIMTUYECKUN OTYET

Iponyxr: Pecran® Tabdnerku (6€3 Hara: 31/01/2022
mapabenon) (10x10)

GMID: ®dectan 10x10 (779807) Howmep perucrpannoHHOTO TTIN014796/01

Y/IOCTOBEPEHHS:

Howmep cepun: 3321177 JlaTa mpousBocTBa: 12/2021

Oraen: Ta0JIETKH CpOK TOJHOCTH: 11/2024

Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 12/01/2022

Ccputka Ha MeToauky | FP/02/22/011 - -

KOHTPOJISI KAYeCTBa:

TecTbl Pesynbrarsl Crerudukarmm
‘YnakoBka 1 MapKupoBKa™* Kopn marepuana nauxu — 551547 Jomxken coorsercTBoBath PY HJJ
Kon matepunana gomnsru — 551543
AU AKTyanbHbIii IPOU3BOAUTEID IIpoussonurens ADU nomxen
KoMIIoHEHTEHI KeJTun Ansancen Du3zuM Texknomokus JITn OBITh:
A 61/62, MIDC, Sinnar, Nashik
I'emunenmonasa Anpancen On3um Teknonomkus JItg 422113
A 61/62, MIDC, Sinnar, Nashik
[Mankpeatun Bbuosum Iecenvimadr dep 422113
DH3UMTEXHOIOMKH MOX Pinkertweg 50, D-22113
[Nankpeatun TepropmoH c.p.1 Hamburg, Germany
Via Nibbiola, 28070, Terdobbiate
(Novara)- Italy

IIpumedanus: Hactosmum s oATBEP:Kal0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KauecTBa,
0003HaYeHHBIMY B crienndukanmuy HopmaTueHOi JlokyMeHTanny, 3aperucTPHPOBaHHOM B HacTosmmee BpeMs B Poccuiickoit
®Denepauuu.

*HacTosIMM NOATBEPIKAACTCS, YTO CEPHS COOTBETCTBYET TPEOOBAHUSIM Pa3AENIOB «YaKoBKa» 1 « MapKUpoBKa»
crier¢ukanyy HopmaTuBHOM NOKyMEHTAIMH, 3aperUCTPUPOBAHHON B HacTosmee BpeMs B Poccuiickoit deneparm
(MapkupoBKa B IIOJTHOM COOTBETCTBHH C MOCIEAHEH 0100peHHOH Bepcreil MaKeTOB YIIAKOBOYHBIX MaTEPUAIOB U MHCTPYKLIUH
10 MEJMITHHCKOMY NIPUMEHEHHIO. YIIaKOBKa B ITOJTHOM COOTBETCTBHH co crienudukanueii HopmarusHoit JlokyMeHTau 1
nepeMeHHast HH(OpMaIys HaHECeHa B COOTBETCTBYIOIIHE MTOJIA).

VIIOJIHOMOYEHHbIN MNPEACTABUTEJIb 110 OBECIIEYEHNIO KAYECTBA
Vinod Makwana
[loanuce ynosHOMOYEHHOTO 1ML IleuyaTs KOMIaHUK

(moamucek/nara) 30/01/2022
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LACTOSE (INDIA) LTD.
ANALYTICAL REPORT
Product Festal ® Tablets (Paraben free) Date 31/01/2022
{(10x10)

GMID Festal 10 x10 (779807) Marketing Authorization | P N014796/01
Batch number 3321177 Manufacturing date 12/2021 ]
Department Tablet Expiry date 11/2024
Batch size 2000000 Tablets Received on 12/01/2€0Q22
QC reference NO. | FP/02/22/011 - -

TESTS RESULTS SPECIFICA TION

Desciition White shining circular dragees White shining circular dragees

with faint vanilla odour

with faint vanill a odour

Identification:

- Amylolytic activity (Amylase)
— Lipolytic activity {Lipase)

— Proteolytic activity (Protease)

8329.35 FIP units / dragee
8622.79 FIP units / dragee

419.56 FIP units / dragee

— Amylase Comph:es
- Lipase CompI!es To comply
— Cholic acid Eemplics
Average weight 540,605 mg 541,625 mg + 20 mg
| 549.1 | 543.0 | 526.3 | 525.7 |
526,5 | 533.6 | 538.9 | 551.3
Average Weight variation 558.3 | 553.5 | 5535 | 526.4 = 10% of avg. wt.
543.0 | 5582 | 549.1 | 533.5
5561.2 | 526.4 | 538.9 | 525.7
Loss on drying 5.10% Not more than §,0%
Disintegration test
1) In 0,1 M HCI Complies 1) To comply (E.P.}
2) In buffer pH 6,8 35 Minutes 2) Not more than 80 minutes
Content; |
a) Pancreatin

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

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

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

b) Cholic acid

13.62 mg/ dragee

Not less than 11,25 mg / dragee

¢)  Hemicellulase activity

5.1 ml of 0,1 N iodine solution

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

Microbial limit test:

— Aerobic bacteria 40 CFU/g <10* CFU/g

- Total Yeast and Moulds count <10 CFU/g <10° CFU &
Bile Tolerant enterobacteria <10 CFU/g <10 CFU /8
Escherichia coli (in 1 g) Absent Absent /g
Salmonella (in 10g) Absent Absent/10g
Staphylococcus aureus (in 1g) Absant Abseiit /g

for Russia
Ed No 09V1
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ANALYTICAL REPORT

LACTOSE [INDIA) L 1D

. @
Product: Festal © Tablets (Paraben free) Date 31/01/21022
{10x10)

GMID: Festal 10 x10 (779807) Marketing Authonization | P NO147796/01
Batch number 3321177 Manufacturing date 12/2021
Department Tablet | Expiry date 11/2024
Batch size 2000000 Tablets Recetved on 12/01/2Q22
QC reference NO. FP/02/22/011 - -

TESTS RESULTS SPECIFICA TION

Packaging and labelling®

Cartons Material code-551547
Foil Matenial code-551543

Must confirm Rus ND

API
¢ Bile extract
(Bile Component)
e Hemicellulase
« Pancreatin
Pancreatin

Actual Manufacturer in the batch

» Advanced Enzyme
Technologies Limited

» Advanced Enzyme
Technologies Limited

e Biozym Gesellschaft fuer
Enzymtechnologi mbH

+ Terhormon s.r.l.

API Manufacturer must be:

« A61/62, MIDC, Sinnar,
Nashik 422 113

» AB1/62, MIDC, Sinnar,
Nashik 422 113

* Pinkertweg 50, D-
22113 Hamburg,
Germany

¢ Via Nibbiola - 28070
Terdobbiate (Novara) -
ltaly

REMARKS: T hereby certify that this batch is tested for all quality tests indicated in the Normative Documient
specification currently registered in the Russian Federation,

*1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Norrmative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the fast
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is focated in corresponding fields’).

AUTHORISED SIGNATORY, QUALITY ASSURANCE

by Lol
Vinod Makwana ' %2
Asst.Manager QA

Name of Authorized Signatory

for Russia
£d No 09v1
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