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LACTOSE FFINDIR) LTD.

pactBopa pH 6,8

ITpomyxkr: dectan® TabneTkn Hara: 31/08//2022
kumedHopacTBopuMbie (10x10)
GMID: ®Dectan 4x10 (779807) Howmep perucrpannoHHOTO TTIN014796/01
YIOCTOBEPEHHS:
Howmep cepun: 3322094 JlaTa mpousBocTBa: 07/2022
Oraen: Ta0JIETKH CpOK TOJHOCTH: 06/2025
Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 08/08/2022
Ccputka Ha MeTonuky | FP/02/22/126 - -
KOHTPOJISI KaYeCTBa:
TecTbl Pesynbrarsl Crerudukarmm
Omnucanue Benble MIsIHIEBBIE KPYTJIbIE TAOIETKH CO Bernble risHIEBbIE KPYTIIbIe TaOJIETKH CO
crabbIM 3aaxoM BaHUITH ciabbIM 3aIlaxoM BaHWIIH
TToIMHHOCTE:
- Awmnmnaza CooTBeTCTBYeT
JIoJKeH COOTBETCTBOBATh
- Jlumaza CooTBeTCTBYET
- Xozesas KHCIOTa CoorBercTByeT
Cpensist Macca 543,34 mr 541,500 mr £+ 20 mr
554,4 526,5 540,1 549,4
535,6 550,5 545,8 532,1
OTKJIOHEHHE OT CpeHel Macchl 553,9 551,5 555,2 558,1 + 10 % ot cpenHeii Macchl
549,2 535,7 524,6 527,5
545,0 552,8 540,5 538,4
[lorepu npu BhICYyIIUBaHUN 5,23 % He 6otee uem 8.0 %
PacnagaemMocTs:
1) B0,1 MHCI CooTBeTcTBYET 1) Jlo;mkeH cOOTBETCTBOBATH
TpeboBanusmu EBp.®.
2) B cpene 6ydeproro 38 MUHYT

2) He 6omnee 60 munyT

KoanuectBenHoe ONpCacICHUE:

a) Ilankpearun

- aKTMBHOCTb aMIJIa3kl (AMMIIa3a)

- aKTUBHOCTb Jiunassbl (JIunasza)

- akTUBHOCTB TpoTeassl ([IpoTeasa)

8019,11 FIP enuaunmy/Tabnerky

8698,04 FIP exuuuiyTabnerky

434,85 FIP equuuiy TabaeTky

He menee uem 4050 FIP equamy
tabnerky (MuHEMYM 90 % OT
3asIBJICHHOTO COJIEPKaHUS

He menee uem 5400 FIP enununy
tabnerky (MuHumMyMm 90 % ot
3as(BJICHHOTO COJIEPIKAHUS

He menee uem 270 FIP equunn/
tabnerky (MuHEMYM 90 % OT
3asIBJICHHOTO COJICPKaHUs

b) Xoesas KHCIOTa

13,66 mr/TabieTku

He menee uem 11,25 mr/tabieTku

¢) T'emuuemmonasza

5,4 mn 0,1 N pactBopa Hoga

He menee uem 2 M 0,1 N pactBopa

roja

MuKpOOHOIOrHYECKast YUCTOTA:
O611ee YHCII0 a3pOOHBIX 130 KOE/r <10* KOE/r
MHKPOOPTaHH3MOB
OO611ee YKCIIO JPOHIKEBBIX U <10 KOE/r <102 KOE/,
IUIECHEBBIX IPUOOB
OO611ee YKCII0 SHTEPOOAKTEPHIA, <10 KOE/r <10% KOE!
YCTOMYMBBIX K JKEITUH
Escherichia coli (B 1 1) OtcyTcTBYeT OtcyTcrBUE "@

£ i &

Imonella (8 10 \ >

Salmonella (B 10 T) OtcyTcTBYeT OtcyTcTBUE B x
Staphylococcus aureus (B 1 1) OTtcyTcTBYET OtcyTcTBUE B 1 T ;
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LACTOSE FFINDIR) LTD.

AHAJIMTUYECKUN OTYET

Ipoxyxr: Oecran® TabneTKN Jara: 31/08//2022
kumedHopacTBopuMbie (10x10)

GMID: ®Dectan 4x10 (779807) Howmep perucrpannoHHOTO TTIN014796/01

Y/IOCTOBEPEHHS:

Howmep cepun: 3322094 JlaTa mpousBocTBa: 07/2022

Oraen: Ta0JIETKH CpOK TOJHOCTH: 06/2025

Pa3mep cepum: 2 000 000 TabyieTox [TpunsiTo: 08/08/2022

Ccputka Ha MeTonuky | FP/02/22/126 - -

KOHTPOJISI KAYeCTBa:

TecTbl Pesynbrarsl Crerudukarmm
YnakoBka 1 MapKApOBKa* Kon marepuana nauku — 554099 Jomxen coorBercTBoBath PY HJ
Kon matepunana gomnsru — 551543
AU AKTyanbHbIii IPOU3BOAUTEID Iponzsogurens ADU nomkeH ObITh:
KomnioHeHTEHI sxemaun Anpancen Du3uM Texkronomxus JITx A 61/62, MIDC, Sinnar, Nashik
422113
I'emunemtonasa Anancen DuzuM Texknonomxus JITn A 61/62, MIDC, Sinnar, Nashik
422113
[Mankpeatun Bbuosum Iecenvimadr dep Pinkertweg 50, D-22113 Hamburg,
DH3UMTEXHOIOMKH MOX Germany
[Nankpeatun TepropmoH c.p.1 Via Nibbiola, 28070, Terdobbiate
(Novara)- Italy

IIpumedanus: HacTosmum s MOATBEPKak0, UTO AaHHAS CEPHs MPOTECTUPOBAHA 110 BCEM ITOKA3aTENsAM KauecTBa,
0003HaYeHHBIMU B crienndukanmuy HopmaTueHOi JlJokyMeHTanny, 3aperucTPHPOBaHHOM B HacTosmmee BpeMs B Poccuiickoit
®Denepauuu.

* HopmarusHas nokymenranus Ne: IT N014796/01-240321

*HacTosIImM IMoATBEpKIaeTCsl, YTO CEPUsl COOTBETCTBYET TPEOOBAaHMM Pa3/eoB « YIakoBKay U «MapKupoBKa»
crierbukany HopmaTiuBHOM JOKYMEHTALMH, 3apEerUCTPUPOBAHHON B HacTositee BpeMs B Poccuiickoii deneparin
(MapxkupoBKa B II0OJTHOM COOTBETCTBHH C IOCIIEIHEH 0J0OpeHHOH Bepcuell MaKeTOB YIAaKOBOYHBIX MAaTEPHAIIOB ¥ MHCTPYKIMU
[0 MEAUIMHCKOMY NMPHUMEHEHHIO. YTIaKOBKa B [IOJIHOM COOTBETCTBUH co crenudukanueir HopmarusHoit JlokymMeHTayu u
nepeMeHHasi MHQOpMals HAHECEHa B COOTBETCTBYOLIHUE T10JIA).

VIIOJIHOMOYEHHbIN MNPEACTABUTEJIb 110 OBECIIEYEHUIO KAYECTBA
Vinod Makwana
TloAmuch yIoITHOMOYEHHOTO JIHIa ITeyars KOMIAHUN

(moxmuce/nara) 31.08.2022
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ANALYTICAL REPORT

LACT SE

LACTOSE [INDIA] LID.

- Amylolytic activity (Amylase)
~ Lipolytic activity (Lipase)

~ Proteoiytic activity {Protease)

8016.11 FIP units / tablet

8698.04 FIP units / tablet

434 .85 FIP units / tablet

Product: Festal ¥ Tablets (Paraben free) Date 31/08/2022
{(10x10)
GMID: Festal 10 x10 (779807) Marketing Authorization | ' NOT4796/01
| Batch number 3322094 Manufacturing date 07/2022
Department Tablet Expiry date 06/2025
Batch size 2000000 Tablets Received on (8/08/2022
QC reference NO. FPIQ2/22/126 - -
TESTS RESULTS SPECIFICATION
. White shining circular tablets with | White shining circuiar tablets
Description . ) . . .
faint vanilia odour with faint vanilla odour
jdentification: c i
- Amylase omplies
- lipase complies To comply
— Cholic acid Complies
Average weight 543.34 mg 541,500 mg £ 20 mg
5544 | 526.5 | 540.1 | 5494
5356 | 550.5 | 545.8 | 532.1
Average VWeight variation 553.9 | 551.5 | 555.2 | 558.1 + 10% of avg. wt.
5492 | 5357 | 5246 | 527.5
5450 | 552.8 | 5405 { 538 4
L.oss on drying 523% Not more than 8 0%
Disintegration test:
11n 0,1 M HCI Complies 1) To comply (E.P.)
2) In buffer pH 6.8 38 Minutes 23 Not more than 80 minutes
Content: )
a) Pancreatin Min 4050 FIP units / tablet

{(Minimum 90% of label claim)

Min 5400 FIP units / tabiet
{(Minimum 90% of tabel claim)

Min 270 FIP units / tablet
(Minimum 90% of label claim)

b) Cholic acid 13.66 mg/ tablet Not less than 11,25 mg / tablet
. . L . Notless than 2 mlof 0,1 N iodine
c) Hemicellulase activity 54 miof0,1N iodine solution solution
Microbial limit test; )
- Aerobic bacteria 130 CFU/g <106*CFuUlg
- Total Yeast and Moulds count <10 CFU/g <10 CFU
Bile Tolerant enterobacteria <10 CFU/g <10° CF @&l
Escherichia coli (in 1 g) Absent Absent /o 3 R
Salmonelia (in 10g) Absent Absent / 1%
Staphylococcus aureus (in 1g) Absent Absent /g
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ANALYTICAL REPORT

LACT SE

LACTOSE [INDIAJ L 1D,

Product Festal 7 Tablets (Paraben free) Date 31/08/2022
(10x10)

GMID Festal 10 x10 (779807) S e Jndegten i b NGOl
Batch number 3322094 ' Manufacturing date 07/2022
Department | Tablet Expiry date 08/2025
Batch size 2000000 Tablets Received on 08/08/2022
QC reference NO FP/02/22/126 -

TESTS RESULTS SPECIFICA }':ION

i Packaging and labelling®

Cartons Material code-55409%
Foil Matenal code-551543

Must confirm Rus ND

API
» Bile extract

(Bile Component)

Hemicellulase

Pancreatin

Pancreatin

Actual Manufacturer in the batch
Advanced Enzyme
Technologles Limited
Advanced Enzyme
Tecihnologies Limited
Biozym Gesellschaft fuer
Enzymtechnologi mbH
Terhormon s.r.l.

APl Manufacturer must be:

A B1/62, MIDC, Sinnar,
Nashik 422113

A B61/62, MIDC, Sinnar,
Nashik 422113
Pinkertweg 50, D-
22113 Hamburg,
Germany

Via Nibbiola - 28070
Terdobbiate (Novara) -
ttaly

REMARKS: T hereby certify that this batch is tested for ali quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.
*Normative documentation number; P NO14796/01-290321,

*Tt is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labeliing is in full compliance with the /ast
approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields”).

AUTHORISED SIGNATORY, QUALITY ASSURANCE

o, |
Vinod Makwana ! 05\?02\1
Asst. Manager QA

Name of Authorized Signatory

for Russia
Ed No 08V1
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