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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 3325221 [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) 543,885mr 541,500 mr + 20 mMr
545,5 | 557,0 | 548,8 | 525,0
OTKJI0OHEHHE OT CpeHei Macchl MeTomuka 253,3 | 5222 | 526,3 | 5510 .
(upwbt w [D PD 560,1 | 548,5 | 543,1 | 534,2 + 10 % ot cpenneii Maccel
524,1 | 535,7 | 547,9 | 524,1
545,0 | 539,6 | 554,6 | 5512
gﬁ;;i?:ﬁ; ;;ng)l)ﬂ Barmn (Metopuica 3,9% 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 muyT 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)

9299 FIP eauuuiyTabiIeTKy
9448 FIP equuu1y TabiIeTKy

489 FIP eauuuiy/TadneTky

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)

13,67 mr / TabneTky

He menee 11,25 mr/TabneTky.

0) l'emunemonasa
buoxumuueckuii (MeTonuka

dhupmb)

6,2 M1 0,1 N pactBopa iona

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

Muxkpobunoaoruueckasi yucrora Esp.®.

e O6rmmee unCcIo adpOOHBIX 100 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

Crpanuua | u3 2
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Howmep cepun 3325221

Jlata mpou3BoacTBa:

12/2025

Cpok xpaHeHust 3 roga

CpoK roHOCTH:

11/2028

YcnoBus XpaHeHUs

IIpu Temneparype He Bble 25 °C

API information

Hazeanue AOU u HOMep cepun

AKTyasbHBIH TPOU3BOIUTEND

Anpec

e  KOMIOHEHTHI JKeITIr
Cepusi-H062SHHO004

Ansancen Du3uM Teknonomkus JItng

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

e  [emunenmonasa
Cepus- H144SHHO008

Ansancen Du3uM Teknonomkus JItg

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

e  [lankpearun
Cepus-224.533
Cepus-224.537

Buosum I'ecenpmadt dep
DH3UMTEXHOIOMKH MOX

Pinkertweg 50, D-22113 Hamburg, Germany

e  [lankpearun
Cepusi- v/

Tepropmon C.ILA
WNupyctpua Xumuka buonomxuka

Italy

Via Nibbiola, 28070, Terdobbiate (Novara),

IMPUMEYAHUWA:

Hacrostmnm s moaTBep ka0, 94To MpUBEIEHHAs BEIIIe HHPOPMALVS SBISETCS MIPABIUBOH U TOUHOI. JlaHHAas mapTus npoxyKra
ObL1a IpoM3BeAcHa (BKIIIOYAsk YIIaKOBKY (MapKUPOBKY) U KOHTPOJIb KaueCTBA) Ha BHILICYKAa3aHHOM Y4acTKe (y4acTKax) B TOJHOM
COOTBETCTBUH C TPeOOBaHUSIMHU KOHTPOJISI Ka4eCcTBa) Ha BbINICYKAa3aHHOM(bIX) HPEANPHUATHU(SIX) B IOJHOM COOTBETCTBUH C
TpeboBanmsaMu Hajurexaied mpon3BoACcTBEHHOM NpakTHKU EBpa3uiickoro SKOHOMHUYECKOTO CO03a M TPEOOBaHUSIM KOHTPOJIS
Ka4yeCTBa JICKAPCTBEHHBIX CPEJICTB, & TAKIKE B COOTBETCTBUH CO CIICLUM(DUKALNSIMH, COIEPHKAILUMHCS B PETUCTPALIMOHHOM JOChE
CTpaHBI-MMIIOPTEPA PETUCTPAIIMOHHOM JIOChE. 3alMCH O IPOHM3BOJCTBE, YIAKOBKE M aHAIN3E OBUTH IPOBEPEHBI W IPH3HAHEL
COOTBETCTBYIOIIMMHU TpeboBaHusM EBpa3uiickoro SKOHOMHYECKOro coro3a W IIpaBuiam Hauiexalleil MpOU3BOACTBEHHOM

npakTUk1 EBpa3suiickoro 3kKOHOMHYECKOTO COI03a.

YITIOJIHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3A KAYECTBO

TF'APAHTUUN KAYECTBA

Nwms YHIOJIHOMOYEHHOTO JInlla Komnanus

Mr. Jimy Patel

Ileuars

Jnst Poccun

18/12/2025

Crpanuua 2 u3 2
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LACTOSE (INDIA) LIMITED

Cepruduxar coorsercreus (COC)
Ceprudukar NpoU3BOIMTEIIS HA APTHUIO JEKAPCTBEHHbBIX IPENapaToB
01. | HaumeHoBaHue poayKTa Lpaosice ¢ nankpeamunom, 2emuyenniona’on U KOMNOHEHMOM JHcenuu
Tabnemxu @ecman (be3 napaberos)
02. | do3upoBka / AKTUBHOCTh Ianxkpeamun 1.P: 192 me
Oxeusanenmno aKmueHoCmu
JUNA3L: 6000 E/[ FIP
Axmuernocms amunazol: 4500 E/] FIP
ITlpomeasnas axmusnocms. 300 E/[ FIP
Temuyennionaza (HAG): 50 me
Kenunvlii Komnonenm: 25 me
Kpacumenw: Jluokcuod mumana
03. | JlekapcTBenHas dhopma Tabremku
04. | Pa3mep yakoBKH: 4 x10
Tun ynakoBKH: Cmpun
05. | Homep cepun / mapTuu: 3325221
06. | Jlara mpou3BOACTBA: 12/2025
07. | Cpok TomHOCTH: 11/2028
08. | HaumenoBanwme " anpec | Jlakmosa (Muous) Jlumumeo,
MIPOU3BOUTEIIS, Survey No. 6, Vill Poicha (Rania)
NIPOM3BOJICTBEHHAS IIJIOIIA/IKA! Ta- Savli, Vadodara -391780 Gujarat, India
09. | Homep JULCH3UU Ha | G/254/6057-A
IPOM3BOJICTBO:
10. | Cneundukanysi IpoU3BOJCTBA: PF-FST-D
11. | Coneundukanysi MCTIBITAHHUM]: CO-OPE-0086833
12. Pesynsrar ananusa: FP/02/25/232
13. | BeimymienHoe konuuecTBo | 49005
TApTUH:
14. | KommMenrapuii / 3aMeuanue: --
15. | Jpyrast undopmanusi: --
MakcumMaspHasi po3HuYHas nieHa: | H/11
Howmepa makeToB: Omuxemka/bnucmep | Kapmonnas | Jlucmok- Tpancnopmuasn
YnakosKka 8K1a0bIU 9muKemxa
EM240183-1i-RU- | EM240106- | EM240156- | EM250075-
EX 4tt-RU-EX | li-RU-EX | 2it-RU-EX

Hacrosiium moarsepykiato, 4To BhIIEyKa3aHHas HHOPMALMS SBISIETCS JOCTOBEPHOI M To4HOW. JlaHHas mapTus
MPOAYKIMHK OblIa IPOU3BEICHA, BKIFOYAsl YIAKOBKY U KOHTPOJIb KaueCTBA, Ha BBIICYKa3aHHOM ITPOM3BOICTBEHHOM
yuyacTke(ax) B IHOJHOM COOTBETCTBUM C TPeOOBaHMSMH HaJUIeXKalled IMPOM3BOICTBEHHOH mnpakTuku (cGMP),
YCTAQHOBJICHHBIMH MECTHBIM PETYISTOPHBIM OPraHOM, a TaKXke B COOTBETCTBHU CO CHEUU(HKALMAMHU.
JlokymMeHTanys MO MPOU3BOACTBY, YNAKOBKE M aHAJIW3y MaHHOM mapTuM Oblla TNpOBEpeHa W TPH3HAHA
cooTBeTcTByIoMmEeH TpeboBanusmM GMP.

YIIOJJHOMOYEHHOE JIMIIO, OTBETCTBEHHOE 3A KAYECTBO

Wms ynonHoMouenHoro nuna Kommnanus

Jimy Patel TTonmuce Jlara 18/12/2025

3aperucTpupoOBaHHbIN 0UC U TIPOU3BOJCTBO:
VYuactok Ne6, nepesns [Tonua (Panus), Taxyka Casnu, paiion Bagonapa, I'ymxapar — 391780, MTHAMA
Ten.: +91 2667-244308, 244729, Dn. moura: lactose.baroda@gmail.com
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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 3325221 Manufacturing date | 12/2025
Shelf-life 3 years Expiry date 11/2028
Storage conditions | At temperature below 25 °C
TESTS RESULTS SPECIFICATION

Description (Organoleptic
method)

White coated, glossy, round tablets with

a slight smell of vanilla

White coated, glossy, round
tablets with a slight smell of
vanilla.

Identification (Qualitative tests):

e Amylase Complies
« Lipase Complies . .
e Cholic acid (bile Complies Characteristic change in color
component)
Average weight (gravimetry) 543,885 mg 541,500 mg + 20 mg
545,5 557,0 546,8 525,0
Average Weight variation 553,3 522,2 526,3 551.0
(in-house procedure or RF 560,1 548,5 543,1 534,2 + 10% of avg. wt.
Ph) 524,1 | 535,7 | 547,9 | 524,1
545,0 539,6 554,6 551,2
Loss on drying (in-house
procedure or RF Ph) 3,9 % Not more than 8,0%
Disintegration test (Ph.Eur.):
1) In0,1 M HCI Complies 1) Do not disintegrate
within 120 minutes
2) In buffer pH 6,8 30 2) Disintegrate in not
Minutes more than 60 minutes

Content:

Pancreatin (biochemical assays, company’s methods)

« Amylolytic activity
(Amylase)

« Lipolytic activity (Lipase)

*  Proteolytic activity

9299 FIP units / tablet

9448 FIP units / tablet

489 FIP units / tablet

Min 4050 FIP units /
tablet (Min 90% of

label claim)

Min 5400 FIP units /
tablet (Min 90% of

label claim)

Min 270 FIP units / tablet

company's method)

S AR (Min 90% of labelclaim)
a) Cholic acid
(spectrophotometry, 13,67 mg / tablet Not less than 11,25 mg /

tablet

b) Hemicellulase activity
(biochemical assays,
company’s methods)

6,2 ml of 0,1 N iodine solution

Microbial limit test (Ph.Eur.)

Not lessthan 2 ml of 0,1 N
iodine solution / tablet

* Aerobic bacteria 100 CFU/g <10* CFU/g
* Total Yeast and Moulds
count <O CHfe <102 CFU /g
* Bile Tolerant
enterobacteria IR <10 CFU /g
* Escherichia coli (in 1 g) Absent/g Absent /g
* Salmonella (in 10 g) Absent/10g Absent / 10 g
. ﬁaagg'{lncnccus aureus Absent/q 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 packaage.
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.
For Russia Page 1 of 2
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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 3325221 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-H0625SHHO04

Advanced Enzyme
Technologies Ltd

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

e Hemicellulase
Batch No-H144SHHO08

Advanced Enzyme
Technologies Ltd

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

. Pancreatin
Batch No-224.533
Batch No-224.537

Biozym Gesellschaft fuer
Enzymtechnologi mbH

Pinkertweg 50, D-22113
Hamburg, Germany

e 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

\U

Company Stamp

Page 2 of 2
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LACTOSE (INDIA) LIMITED

Certificate of Conformance (COC)
Manufacturer’s batch certificate for drug products
Pancreatin Dragees with Hemicellulase and Bile Component
01. | Name of Product
Festal Tablets (Paraben free)
Pancreatin I.P 1192 mg
Equivalent to Lipase activity : 6000 FIP units
Amylase activity 14500 FIP units
02. | Strength Potency Protease activity : 300 FIP units
Hemicellulase HAG :50mg
Bile component :25mg
Colour : Titanium Dioxide
03. | Dosage Form Tablet
o4 Package Size 4x10’s
" | Package type Strip
05. | Lot / Batch No 3325221
06. | Date of Manufacture 12/2025
07. | Expiry Date 11/2028
Name and Address of Lactose (India) Limited,
08. | Manufacturer (s) Survey No. 6, Vill. Poicha (Rania)
Manufacturing site (s) Ta- Savli, Vadodara -391780 Gujarat, India
09. Number of Manufacturing G/254/6057-A
Licence
10. | Manufacturing Specification | PF-F S T-D
11. | Testing Specification CO-OPE-0086833
12. | Result of Analysis FP/02/25/232
13. | Released batch Qty. 49005
14. | Comment / Remark =
Other Information w5
Maximum Retail Price NA
(MRP)
15. Label / .
; Mono carton | Leaflet Shipper
Artwork Nos ol
EM240183-1i- EM240106- | EM240156- | EM250075-2it-
RU-EX 4tt-RU-EX 1i-RU-EX RU-EX

I hereby certify that above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at above mention site (s) in full
compliance with the cGMP requirements of the local Regulatory Authority and with the
specifications. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

AUTHORISED QUALITY PERSON

Name: Jimy Patel Signature 2ol Date )gl)2 )20ty

N

Cl el

0 yerM
> | Al
N/
Regd. Office & Works:
Survey No.6, Village: Poicha (Rania), Ta: Savli, Dist. Vadodara, Gujarat - 391780 INDIA
Tel.: 02667-244308, 244729, E-Mail: lactose.baroda@gmail.com



