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AHAJIMTUYECKHM OTYUET

LACT®S

INDEA L MITE D S
LACTOSE (INDIA) LIMITED

IIpomyxr: ®ecran ® Tabnerku Howmep perucrpannonsoro JITI-Ne(003854)-(PI'-RU)
KHIIIEYHOPACTBOPUMEIE, YIOCTOBEPEHHSI:
TTOKPBITHIC 000JIOYKOM

GMID Decran 4 x 10 (899567) Howmep HopmaruBnoit nokymentamuu: | JIIT-Ne(003854)-(PI'-RU)-041024

Howmep cepun 3325239 [ara npousBozcTBa: 12/2025
Cpok xpaHeHust 3 roga CpoK roHOCTH: 11/2028
YcnoBus XpaHeHUs IIpu Temneparype He Bble 25 °C
Tectbl Pesynbrarsl Creuundukaiyu

Onucanue (OpraHoJeNTHYECKUI METOM)

Benble mIsHIEBbIE KPYTIIbIE TAOIETKH
€O caabbIM 3araxoM BaHUIIU

Benble misHIEBbIE KPYTIIbIC TAOIETKH CO
c1a0bbIM 3a11aXOM BaHHJIU

Wnentudukanus (KauecTBeHHas peakmus):

e  Awmmnaza CooTBeTCTByET
e Jlunaza CootseTcTBYET XapakTepHOe OKpallliBaHKHe
e XouseBasi KHCJIOTA CoorsercrByer
Cpennsist Macca (TpaBUMETPHS) 540,900 mr 541,500 mr + 20 mMr
540,9 | 503,4 | 500,2 | 5494
OTKJI0OHEHHE OT CpeHei Macchl MeTomuka 525,0 | 5526 | 560.8 | 5101 .
(upwbt w [D PD 538,6 | 548,6 | 498.8 | 532,5 + 10 % ot cpenneii Maccel
543,1 | 495,4 | 538,8 | 557,6
517,2 | 541,9 | 536,1 | 521,1
gﬁ;;i?:ﬁ; ;;ng)l)ﬂ Barmn (Metopuica 3,8 % He 6onee gem 8,0 %
Pacnagaemocts: (EBp.®.):
1) B0,1 MHCI CooTBeTcTBYET 1) He momwxusl pacnagarsest B TedeHue 120
MHHYT.
2) B cpene OydepHoro pacteopa, pH 6,8 30 muHyT 2) JlomKHBI pacnacThbes He Oonee yem 3a 60

MHHYT.

KonmnuecrenHoe ONIPEACIICHUEC:

INankpearus (koMMYeCTBEHHOE onpeseneHne) bruoxumuuecknii (MeTomuku GpupMbl)

® - aKTHBHOCTH aMuJa3bl (AMuiasza)
® - aKTMBHOCTH Jiuna3sl (JInnaza)
® - axkTuBHOCTH npoTeassl (IIporeasa)

8632 FIP egunnn/TabneTky
9562 FIP equuuiyTabiIeTKy

429 FIP eguuuiy/TabneTky

He menee uem 4050 FIP enuaniy/ Tabnerka
(MuHEMYM 90 % OT 3asIBIEHHOTO COEP KAHUS
He menee uem 5400 FIP equauiy tabnerka
(MuaEMYM 90 % OT 3asIBIEHHOTO COZIEP KAHUS
He menee uem 270 FIP exununiy Tabierka
(MuHEMYM 90 % OT 3asIBIEHHOTO COlEp KAHUS

a) XoseBast KHCIIOTa
Cnekrpodoromerpust (MeTOIUKa
(bupmbI)

13,41 mr / Tabnetky

He menee 11,25 mr/TabneTky.

0) l'emunemonasa
buoxumuueckuii (MeTonuka

dhupmb)

6,0 M1 0,1 N pactBopa lona

He menee 2 ma 0,1 H pacTBopa Hona/Tabnerky.

Muxkpobunoaoruueckasi yucrora Esp.®.

®  OO0uiee YKCIIO a3POOHBIX 90 KOE/r <10* KOE/r
MHKPOOPTaHH3MOB

. <102KOE/r
OO1ee 9nCIo IPOXKIKEBBIX U 10 KOE/r
IUICCHEBBIX IPHOOB

®  OOGliee YUCIIO IHTEPOOAKTEPHIA, <10 KOE/r <10>KOE/r
YCTOMYMBBIX K KEITUU

®  Escherichia coli (B 11) OT1cyTCTBYET OtcyrctBUe B 1 T

®  Salmonella (B 10 1)

OtcyrcrByer B 10 T

OrcyrerBue B 10 T

®  Staphylococcus aureus (B 1 )

OT1cyTCTBYET

OrcytcrBue B 1 1

‘VmakoBka

ITo 10 TabneTox B aTFOMHHUEBBIN
crput. Ilo 4 crpuna Bmecte ¢
HMHCTPYKIMEH 110 IPIMEHEHHUIO B
KapTOHHYIO ITaUKy.

ITo 10 Tabnerok B anmoMuHueBblii crpum. 1o 2,
4 wmu 10 cTpUIOB BMECTE ¢ MHCTPYKLIMEH 110
MIPUMEHEHHIO B KAPTOHHYIO TaUKYy.

MapxkupoBka

B cootBerctBuM ¢ pazgenom 1.3.2
Moy 1 perncTpaMioHHOTO JI0Che.

B cootBercTBuu ¢ pazaenom 1.3.2 momyns 1
PErucTpanuoHHOTO JOChE.

Jnst Poccun
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API information
Hazeanue AOU u HOMep cepun AKTyaJIbHBII TPOU3BOAUTEIH Anpec

e  KOMIOHEHTHI JKeITIr
Cepusi-H062SHI002

Ansancen Du3uM Teknonomkus JItng

A 61/62, MIDC, Sinnar, Nashik 422113, Uuaus

e  [emunenmonasa
Cepus- H144SHI004

Ansancen Du3uM Teknonomxus JItn

A 61/62, MIDC, Sinnar, Nashik 422113, Uuaus

e  [lankpearun
Cepus-224.577

buosum I'ecenbuiadt dep
DH3UMTEXHOJIOMIKH MOX

Pinkertweg 50, D-22113 Hamburg,
Germany

e  [lankpearun
Cepusi- v/0

Tepropmon C.ILA
Wunycrpus Xumuka buonomxuka

Via Nibbiola, 28070, Terdobbiate (Novara),
Italy

[MPUMEYAHUWA:

Hacrosmum s moATBep)KAato, YTO NPUBECHHAs BbIle MHGOpMALMs SBIAETCS IPABIMBON U TOUHOW. JlaHHAs MapTHs NPOLyKTa
ObLIa IPOM3BEACHA (BKIIIOYAs YIIAKOBKY (MAapKUPOBKY) U KOHTPOJIb KaueCTBa) Ha BBIIIEYKAa3aHHOM YJacTKe (y4acTKax) B IOJTHOM
COOTBETCTBUH C TPeOOBaHMSIMU KOHTPOJISI Ka4eCTBa) Ha BbINICYKAa3aHHOM(BIX) HPESANPHUATHU(SIX) B MOJHOM COOTBETCTBUH C
TpeboBanmsaMu Hajurexared mpon3BoAcTBEHHOM NpakTHKU EBpa3uiickoro SKOHOMHYECKOTO CO03a M TPEOOBaHUSIM KOHTPOJIS
Ka4eCTBa JICKAPCTBEHHBIX CPEJICTB, & TAKKE B COOTBETCTBUH CO CIICLU(DUKALNSIMH, COIEPIKAILUMUICS B PETUCTPALIMOHHOM JOChE
CTPaHBI-MMIIOPTEPA PETUCTPAIIMOHHOM JOChE. 3alMCH O IPOHM3BOJCTBE, YIAKOBKE M aHAIN3E OBUTH NPOBEPEHBI W IPH3HAHEL
COOTBETCTBYIOIIMMHU TpeboBaHusM EBpa3uiickoro SKOHOMHYECKOro coro3a W IIpaBuiam Haluiexalueil MpOU3BOACTBEHHOM
NpakTUK1 EBpa3suiickoro 3kKOHOMHUYECKOTO COI03a.

YITIOJIHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3A KAYECTBO

TF'APAHTUUN KAYECTBA

Ums YIOOJIHOMOYEHHOTO JIUlla Kommanus

Mr. Jimy Patel

Ileyats

Jnst Poccun

06/01/2026
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ACTOHS=E

TNDEA LMY E D S
ANALYTICAL RE PORT LACTOSE (INDIA) LIMITED
Product Festal ® enteric coated tablets | MA number LP-N(003854)-(RG-RU)
GMID Festal 4 x10 (899567) ND number LP-N(003854)-(RG-RU)-041024
Batch number 3325239 Manufacturing date | 12/2025
Shelf-life 3 years Expiry date 11/2028
Storage conditions | At temperature below 25 °C

TESTS RESULTS SPECIFICATION
Description (Organoleptic White coated, glossy, round tablets with White coated, glossy, round
method) a slight smell of vanilla tablets with a slight smell of
vanilla.

Identification (Qualitative tests):

e  Amylase Complies

o Lipase Complies —_ :

. Cholic acid (bile Complies Characteristic change in color

component)

Average weight (gravimetry) 540,900 mg 541,500 mg + 20 mg
540,9 503,4 500,2 549,4

Average Weight variation 525,0 552,6 560,8 510,1

(in-house procedure or RF 538,6 548,6 498,8 532,5 + 10% of avg. wt.

Ph) 543,1 495,4 538,8 557,6

517,2 541,9 536,1 521,1

Loss on drying (in-house
procedure or RF Ph)
Disintegration test (Ph.Eur.):
1) In0,1 M HCI Complies 1) Do not disintegrate
within 120 minutes

3,8% Not more than 8,0%

2) In buffer pH 6,8 30 2) Disintegrate in not
Minutes more than 60 minutes

Content:

Pancreatin (biochemical assays, company’s methods)

Min 4050 FIP units /

*  Bnylahide setivity tablet (Min 90% of

(Amylase) 8632 FIP units / tablet label claim)
. . . - . ; Min 5400 FIP units /
Lipolytic activity (Lipase) 9562 FIP units / tablet tablet (Min 90% of
- - : label claim)
o i(D;otzteontlc activity 429 FIP units / tablet Min 270 FIP units / tablet
rotease) (Min 90% of label claim)
a) Cholic acid
(spectrophotometry, 13,41 mg / tablet Not less than 11,25 mg /
f tablet
company’s method)
b) Hemicellulase activity
(biochemical assays, 6,0 ml of 0,1 N iodine solution Het less Gt 2l of 1 N

company’s methods) iodine solution / tablet

Microbial limit test (Ph.Eur.)

e Aerobic bacteria 90 CFU/g <10* CFU/g
e Total Yeast and Moulds
count 10 CFU/g <102 CFU /g
° Bile Tolerant
enterobacteria <10 CFUfg <10% CFU /g
° Escherichia coli (in 1 g) Absent/g Absent /g
° Salmonella(in 10 g) Absent/10g Absent /10 g
e Staphylococcus aureus
(in 1g) Absent/g Absent /g
Package 10 tablets per aluminum strip. 4 strips 10 tablets per aluminum
together with package insert per strip. 2, 4 or 10 strips
cardboard package. together with package insert
per cardboard package.
Labeling In accordance with section 1.3.2 of In accordance with section
module 1 of the registration dossier of 1.3.2 of module 1 of the
the medicinal product. registration dossier of the

medicinal product.
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ANALYTICAL REPORT

LACTOHS=E

INDIA LIMITED

BTN S TG
LACTOSE (INDIA) LIMITED

Product Festal ® enteric coated tablets | MA number LP-N(003854)-(RG-RU)

GMID Festal 4 x10 (899567) ND number LP-N(003854)-(RG-RU)-041024
Batch humber 3325239 Manufacturing date | 12/2025

Shelf-life 3 years Expiry date 11/2028

Storage conditions | At temperature below 25 °C

API information

API and batch numbers:

API Manufacturer

Address

° Bile Component
Batch No-H062SHI002

Advanced Enzyme
Technologies Ltd

A 61/62, MIDC, Sinnar, Nashik
422113, India

o Hemicellulase
Batch No-H144SHI004

Advanced Enzyme
Technologies Ltd

A 61/62, MIDC, Sinnar, Nashik
422113, India

e Pancreatin
Batch No-224.577

Biozym Gesellschaft fuer
Enzymtechnologi mbH

Pinkertweg 50, D-22113
Hamburg, Germany

° Pancreatin
Batch No- Not Applicable

Terhormon S.P.A Industria
Chimica Biologica

Via Nibbiola, 28070,
Terdobbiate (Novara), Italy

REMARKS: I hereby certify that the above information is true and accurate. This batch of product
has been manufactured (including packaging (labelling) and quality control) at the above-mentioned
site(s) in full compliance with the requirements of the Eurasian Economic Union Good Manufacturing
Practice and with the requirements of quality control of medicinal products, and in accordance with
the specifications, contained in the importing country registration dossier. The manufacturing,
packaging and analysis records have been reviewed and found to be in compliance with the Eurasian
Economic Union Good Manufacturing Practices Regulations.

AUTHORISED SIGNATORY, QUALITY ASSURANCE

Mr. Jimy Patel

Dy. Manager - QA
Name of Authorized Signatory

For Russia
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