JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

06.05.2026 Ne 21915/26/10

ME3UM® KAIICYJIHN 10000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
KaINCy/JId TBep/i 3 KHIIKOBOPO3YHHHUMH MiHi-TabjeTkamu, no 10 kancya y ajoMiniii-
ajloMinieBoMy OJicrepi; no 2 Guicrepu y KapTOHHiM Kopooui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenns UA/6763/01/01 crpox aii peectpauiitnoro nocsinuenns 01.01.2099

Cepis nixapcebkoro 3acoby Ne 54229J Kinbkicts BBe3eHOrO Jikapceskoro 3acoby 2640
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sizyaasnoro xoutpoio six 01.05.2026 Ne 1244/15.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.
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Product:
Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:

Normative Documentation:

LIMS Lot Num: 165846

BERLIN-CHEMIE
MENARINI

Certificate of Quality

Mezym® capsules 10000
10000 U. Ph.Eur.

20

Blister

F158561

54229J

12240 Packages

06/11/2025
18/03/2026

Ukraine
Berlin-Chemie AG

UA/6763/01/01

N/A

Pharmaceutical Form:
Pack Size Unit:
Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4
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Gastro-resistant hard
capsules
pieces

165846
do not store above 25°C

30/11/2027
18/03/2026

Germany



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Manufacturers

Manufacturing site of bulk

Manufacturer: Adare Pharmaceuticals S.r.l.

Address: Via Martin Luther King 13, IT-20042 Pessano con Bornago
Manufacturing Authorisation Number: aM41/2023

Number of Certificate of GMP compliance: IT/45/H/2023

Manufacturing site of packaging

Manufacturer: Klocke Verpackungsservice GmbH

Address: Max-Becker-Str. 6, D-76356 Weingarten, Germany
Manufacturing Authorisation Number: DE_BW_01_MIA_2025_0025
Number of Certificate of GMP compliance: DE_BW_01_GMP_2025_0034

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 165846 Page 2 of 4

rds property of this FDF for mare information.



ltem

Appearance (organoleptic)

Uniformity of dosage units

(Ph. Eur. 2.9.40)
Disintegration of capsule shell

{Ph. Eur. 2.9.1)
Disintegration of capsule content
(Ph. Eur. 2.9.1)

Phosphate buffer pH 6.8
Gastroresistance (Ph. Eur. 2.9.1)

Dissolution (Ph. Eur. 2.9.3)

Identity Pancreatin

Loss on drying (capsule content)
(Ph. Eur. 2.2.32)

TAMC (Ph. Eur. 2.6.12)

TYMC (Ph. Eur. 2.6.12)

Bile-tolerant gram(-) bacteria - *

(Ph. Eur. 2.6.13) PR
Escherichia coli (Ph. Eur. 2.6.13)

Salmonella (Ph. Eur..2.6.13)
Staphylococcus aureus

Elemental impurities (Ph. Eur. 2257]

Cd
Pb
As
Co
vV

Se

Enzymatic activity
Lipolytic activity

Amylolytic activity

Total proteoclytic activity

LIMS Lot Num: 165846

11 800 — 14 000 Ph. Eur. U./capsule

BERLIN-CHEMIE
MENARINI

Certificate of Quality
Specification Result
capsules size 2, body light orange conforms
opaque and cap yellowish
green opaque, containing light brown,
bright, homogeneous minitablets
complies to Ph. Eur. 2.9.40 as mass conforms
variation
within 30 min in water <15 min
completely disintegrated within 1 h <1h
loss of lipase aktivity not more than 6 %
10 % after 2 hin 0.1 M HCI
{capsule content is used)
not less than 70 % (Q) of the labelled 125 %
lipolytic activity after 30 min
(alternative to "Disintegration”
and "Gastroresistance")
enzymatic activity positive
not more than 6.0 % 4.1 %
not more than 10*4 CFU/g < 40 CFU/g
not more than 102 CFU/g < 40 CFU/g
- -not more than 10*2 CFU/g <10 CFU/g
N : a"b_"se_nt in1g conforms
absentin10g conforms
" absentinig conforms
_.not more than 0.13 ug/g <0.13 ug/g
not more than 0.13 pg/g <0.13 puglg
not more than 0.40 pa/g <0.40 pglg
not more than 1.3 pg/g <1.3 ya/g
not more than 2.7 pg/g < 2.7 pglg
not more than 4.0 ug/g < 4.0 ug/g

12820 Ph.Eur. units

(corresponding to 118 — 140 % of the labelled content)

9 000 — 20 000 Ph. Eur. U./capsule

12800 Ph.Eur. units

(corresponding to 100 — 222 % of the labelled content)

500 — 1 200 Ph. Eur. U./capsule

600 Ph.Eur. units

(corresponding to 100 — 240 % of the labelled content)

Page 3 of 4
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Testing
Frequency

A10
A10

A10

A10
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A10



M BERLIN-CHEMIE
- MENARINI

Certificate of Quality

Testing Frequency Explanation:

« Ax: test added every "x” lots

* Ry: test removed every "y" lots

- 1365: test performed once per year; 1180; test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
API:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Gerrhany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | hereby certify that the above information is authentic 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
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

/
Dr. Nerbert 3tang
Qualified Pers

18/03/2026
LIMS Lot Num: 165846 Page 4 of 4
TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

IIpoaykr: Mesum® xancynu 10000
Jo3ypaHHs: 10000 OJ1 Ph. Eur. Jlikapcbka dopma: Kancynu TBepai
KHIIKOBOPO3YHHHI
Po3mip ynakoBku: 20 Onununs pO3Mipy  YIaKOBKH
YIIaKOBKH:
Bup ynakoBku: Bruicrep
Buytpimnii kox npoaykry Ne:  F158561 Howmep anamizy: 165846
Howmep cepii: 54229J YMoBH 36epiraHHs: 36epiraTu mpu TeMmepatypi
He BuIIe 25°C
Posmip cepii(KinbkicTs): 12240 ynakoBox Hara sakingenns  30/11/2027
TEPMiHy TPUIATHOCTI;
Jata BUpoGHUIITEA; 06/11/2025 Hata Bummycky cepii: 18/03/2026
JlaTa anamisy: 18/03/2026 Kpaina-supoOHuK: Himewauna
Kpaina-immoprep: Vkpaina
Ha3ssa BupobHuKa: Bepnin-Xemi AT
Homep peectpauiiinoro UA/6763/01/01
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes
Cropinka 134

LIMS Lot Num: 165846

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
MENARINI

BupoOuukn

Bupo6uunrso «in bulk»

HaiimenyBanus BupoOHuka: Adare Pharmaceuticals S.r.l. - Anep ®apmacsiorikainc C.p.i.
Micuesnaxomxents BupoOHuka: Bia Maprin Jlrorep Kinr 13, IT-20042 ITecano xon Bopraro
Howmep ninensii Ha BupoOuuuTBO: aM41/2023

Howmep ceprudikary GMP: 1T/45/H/2023

IaxkyBanns

HaiimenyBanus BupoOHuka: Kioke-®epnakync Cepeic I'm6X

MicuesnaxomxenHs Bupobruka: Makc-Bekep lItpace 6, /I-76356 Beitnrapren, Himeuunna
Howmep ninensii na Bupobuunreo: DE_BW_01_MIA_2025_0025

Howmep ceprudikary GMP: DE_BW_01_GMP_2025_ 0034

Bunyck cepii

HaiimenyBanus BupobHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep nitensii na BupoGuuteo; DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Cropinka2 3 4
LIMS Lot Num: 165846

TRIAL MODE - a valid lic ill remove this mess: the k y of this POF for maore information.




TRIAL MCDE - a valid lic

Bunpoysanns

Onuc
(opranonenTHIHHiT)

OpnopignicTs
A030BaHHX O/HHHIb
(Ph. Eur. 2.9.40)

Po3naganns ejieMeHTIB
o0osionkn kancysm (Ph.
Eur. 2.9.1)

Po3naganns ejieMeHTIB
obosionkn kancynu (Ph.
Eur. 2.9.1)

®ocharnuit OydepHmii
po3uuH pH 6,8
Criiikicrs fo aii
nIynkosoro coxky (Ph.
Eur. 2.9.1)

Po3yunenns (Ph. Eur.
2.9.3)

Inentudikanis
NAHKPeATHHY

Brpara B Maci npu
BHCYHIYBaHHS  (BMiCT
xancynu) (Ph. Euwr,
2.2.32)

TAMC (Ph. Eur. 2.6.12)

TYMC (Ph. Eur. 2.6.12)
Crriiiki ao KOBYi
rpaMHeraTuBHi 6axrepii
(Ph. Eur. 2.6.13)
Escherichia coli (Ph.
Eur. 2.6.13)

Salmonella (Ph.
Eur.2.6.13)
Staphylococcus aureus
(Ph. Eur.2.6.13)
Enementni AOMIIIKH
(Ph. Eur.2.2.57)

Cd

Pb

As

Co

v

Se

®epMenTATHBHA
AKTHBHICTH

LIMS Lot Num: 165846

ill remove this me

BERLIN-CHEMIE

hAd MENARINI

Crnenndikanis

Kancymu, po3mip Ne2 3 Henpo3opolo xKOBTYBATO-
3€JICHO0 KPHIIKOIO T2 HENMPO30pUM CBITIO-
OpaHKEBUM KOPITyCOM, IO MiCTATh CBIiT/IO-
KOpUYHeBi OIHCcKydi roMOreHHi MiHi-TabneTkn
Bignosigae Ph. Eur. 2.9.40, ax 3mina macu

ITpoTarom 30 XBUIMH y BOJH

TToBHicTIO po3nagaeThes MPOTATOM 1 roauHu

Brpara akruBHOCTI ninasu He Gimeme 10 % micns
2 rogun B 0,1 M HC] (BHKOPHCTOBYETBCS BMICT
Karcy )

He menme 70% (Q) Bix 3asBieHoi JinmomiruaHol
akTuBHOCTI micns 30 XBHIMH (AIbTEpHATHBHO
BunpoOyBanusaMm «Crifikicts 70 Aif IUTyHKOBOrO
coKky» Ta «Po3naJaHHs)

depMeHTaTHBHA aKTHBHICTh

He Ginbie Hixk 6,0 %

He 6impme 10* KYO/r
He 6inbie 102 KYO/r

He 6imbme 10° KYO/r
BincyrhiB 1 r
BigcyraiB 10T

BigcyrhiB 1 r

He 6imsime Hixk 0,13 Mkr/T
He 6imsime Hixk 0,13 Mkr/T
He 6imsime Hixk 0,40 Mr/T
He 6imsime Hik 1,3 MKT/T
He 6inbiue Hik 2,7 MKT/T
He 6inbie Hixk 4,0 MKT/T

Cropinka 3 3 4

the k y of this POF for maore information.

PesyabTarH (3
OAHHHIISIMH
BHMipIOBaAHHS)

Binmnogsinae

Bianosinae

<15xs8

< 1 roguHu

6 %

125 %

ITozuTHBHO

4,1%

<40 KYO/r
<40 KYO/r

<10KYO/r
Binmnogsinae
Binmnogsinae

Binmnogsinae

<0,13 Mkr/r
<0,13 Mkr/r
<0,40 Mkr/r
<1,3 Mxr/T
<2,7 Mxr/T
<4,0 Mxr/T

Yacrora
NpPOBE/CHHS
BHIIPOOYBaHHS

Al0
Al0

Al0
Al0
Al0

Al0



BERLIN-CHEMIE
MENARINI

AXTHBHICTE Jlia3u 11800-14000 OJ] Ph. Eur/kancyny (mo 12820 O/l. Eur.
pianosifae 118-140% Bij 3asBJIEHOTO BMICTY)

AKTHBHICTE aminasu 9000 - 20000 OO Ph. Eur. /kancyny (mo 12800 O/ Eur.
sianosigae 100-222% BijJ 3a8BJICHOTO BMICTY)

3arajibHa aKTHBHICTE 500-1200 O Ph. Eur. /kancyny (wo simnosizae 600 O Eur.

TIpOTEasH 100-240% Bix 3asBIEHOTO BMiCTY)

Yacrora TeCTYBAHHSA

AX: TecTyBaHHs BKIIIOUA€ KOXKHY (X» Cepilo

Ry: TecTyBaHHS BHKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHs MPOBOAUTLCS OJMH pa3 Ha pik; 1180: TecTyBaHHs NPOBOAUTLCS pa3 Ha MiB poky; 190: TecTyBaHHs
IIPOBOJIUTLCS KOKHOTO KBapTamy; [30: TecTyBaHHs IPOBOAMTECS KOMHOTO MicCAL

Ilosicaenns:

A®I: AxTiBHHH (papMaleBTHYHHIT HTpeAi€HT
IIIT: Tpomiskuuit mpoayKT

Micue3HaxokeHHs BUpOOHMKa, 10 BUITycTHE cepito B 06ir: BEPJITH-XEMI AT, I'minikep Ber 125, 12489 Bepunin,
Himevuuna
Howmep ninensii na eupobuuuTBo 1 Yipainu: DE BE 01_MIA_2025_0008

Ceprudirat: Ilum s 3acBinuyro, mo HaseleHa Buile iHdopmanis e pocroipHOW Ta TouHOMK. L0 cepito mpoxykuii Oyno
BUT'OTOB/IEHO, BKIIIOUAI0UH [IAKYBaHH/MapKyBaHHS Ta NPOBEJCHO KOHTPOIE fi SKOCTi Ha BHINE3a3HAYEHUX BUPOOHHYMX JiIBHULAX Y
noBHi i BinnoeixHocTi 3 BuMoramy HBII, BeranoBneHUMH MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJIIIOBIAHO N0 crenudikarii,
IO MICTATHCH y peecTpaniiHoMy aocke. IIpoTokonm BHpoOHHIITBA, NMAKyBaHHS Ta aHANI3iB OyNO NEperiAHYTO Ta BCTAHOBIEHO
Bignosignicte HBII.

Cepis Oyna npoTecToBaHa BiJIIOBITHO O YUHHOTO CTAHJAPTY TecTyBaHHs. SlkicTh BimmoBifae crermdikaii.

dinansHmii craTyc: Bunmymeno

YunoeHoBa:kena ocoda wmamn
H-p Hopbepr Craur (nionuc)
18/03/2026

Cropinka 4 3 4
LIMS Lot Num: 165846

TRIAL MODE - a valid lic ill remove this mess: the k of this POF for mare information.




JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

06.05.2026 Ne 21915/26/10

ME3UM® KAIICYJIHN 10000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
KaINCy/JId TBep/i 3 KHIIKOBOPO3YHHHUMH MiHi-TabjeTkamu, no 10 kancya y ajoMiniii-
ajloMinieBoMy OJicrepi; no 2 Guicrepu y KapTOHHiM Kopooui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenns UA/6763/01/01 crpox aii peectpauiitnoro nocsinuenns 01.01.2099

Cepis nixapcebkoro 3acoby Ne 54229J Kinbkicts BBe3eHOrO Jikapceskoro 3acoby 2640
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sizyaasnoro xoutpoio six 01.05.2026 Ne 1244/15.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.
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Product:
Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:

Normative Documentation:

LIMS Lot Num: 165846

BERLIN-CHEMIE
MENARINI

Certificate of Quality

Mezym® capsules 10000
10000 U. Ph.Eur.

20

Blister

F158561

54229J

12240 Packages

06/11/2025
18/03/2026

Ukraine
Berlin-Chemie AG

UA/6763/01/01

N/A

Pharmaceutical Form:
Pack Size Unit:
Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4

TRIAL MODE - a valid license will remove this message. See the keywords property of this POF for mare information.

Gastro-resistant hard
capsules
pieces

165846
do not store above 25°C

30/11/2027
18/03/2026

Germany



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Manufacturers

Manufacturing site of bulk

Manufacturer: Adare Pharmaceuticals S.r.l.

Address: Via Martin Luther King 13, IT-20042 Pessano con Bornago
Manufacturing Authorisation Number: aM41/2023

Number of Certificate of GMP compliance: IT/45/H/2023

Manufacturing site of packaging

Manufacturer: Klocke Verpackungsservice GmbH

Address: Max-Becker-Str. 6, D-76356 Weingarten, Germany
Manufacturing Authorisation Number: DE_BW_01_MIA_2025_0025
Number of Certificate of GMP compliance: DE_BW_01_GMP_2025_0034

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 165846 Page 2 of 4

rds property of this FDF for mare information.



ltem

Appearance (organoleptic)

Uniformity of dosage units

(Ph. Eur. 2.9.40)
Disintegration of capsule shell

{Ph. Eur. 2.9.1)
Disintegration of capsule content
(Ph. Eur. 2.9.1)

Phosphate buffer pH 6.8
Gastroresistance (Ph. Eur. 2.9.1)

Dissolution (Ph. Eur. 2.9.3)

Identity Pancreatin

Loss on drying (capsule content)
(Ph. Eur. 2.2.32)

TAMC (Ph. Eur. 2.6.12)

TYMC (Ph. Eur. 2.6.12)

Bile-tolerant gram(-) bacteria - *

(Ph. Eur. 2.6.13) PR
Escherichia coli (Ph. Eur. 2.6.13)

Salmonella (Ph. Eur..2.6.13)
Staphylococcus aureus

Elemental impurities (Ph. Eur. 2257]

Cd
Pb
As
Co
vV

Se

Enzymatic activity
Lipolytic activity

Amylolytic activity

Total proteoclytic activity

LIMS Lot Num: 165846

11 800 — 14 000 Ph. Eur. U./capsule

BERLIN-CHEMIE
MENARINI

Certificate of Quality
Specification Result
capsules size 2, body light orange conforms
opaque and cap yellowish
green opaque, containing light brown,
bright, homogeneous minitablets
complies to Ph. Eur. 2.9.40 as mass conforms
variation
within 30 min in water <15 min
completely disintegrated within 1 h <1h
loss of lipase aktivity not more than 6 %
10 % after 2 hin 0.1 M HCI
{capsule content is used)
not less than 70 % (Q) of the labelled 125 %
lipolytic activity after 30 min
(alternative to "Disintegration”
and "Gastroresistance")
enzymatic activity positive
not more than 6.0 % 4.1 %
not more than 10*4 CFU/g < 40 CFU/g
not more than 102 CFU/g < 40 CFU/g
- -not more than 10*2 CFU/g <10 CFU/g
N : a"b_"se_nt in1g conforms
absentin10g conforms
" absentinig conforms
_.not more than 0.13 ug/g <0.13 ug/g
not more than 0.13 pg/g <0.13 puglg
not more than 0.40 pa/g <0.40 pglg
not more than 1.3 pg/g <1.3 ya/g
not more than 2.7 pg/g < 2.7 pglg
not more than 4.0 ug/g < 4.0 ug/g

12820 Ph.Eur. units

(corresponding to 118 — 140 % of the labelled content)

9 000 — 20 000 Ph. Eur. U./capsule

12800 Ph.Eur. units

(corresponding to 100 — 222 % of the labelled content)

500 — 1 200 Ph. Eur. U./capsule

600 Ph.Eur. units

(corresponding to 100 — 240 % of the labelled content)

Page 3 of 4
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Testing
Frequency
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M BERLIN-CHEMIE
- MENARINI

Certificate of Quality

Testing Frequency Explanation:

« Ax: test added every "x” lots

* Ry: test removed every "y" lots

- 1365: test performed once per year; 1180; test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
API:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Gerrhany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | hereby certify that the above information is authentic 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
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

/
Dr. Nerbert 3tang
Qualified Pers

18/03/2026
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Ceprudikar sikocTi

IIpoaykr: Mesum® xancynu 10000
Jo3ypaHHs: 10000 OJ1 Ph. Eur. Jlikapcbka dopma: Kancynu TBepai
KHIIKOBOPO3YHHHI
Po3mip ynakoBku: 20 Onununs pO3Mipy  YIaKOBKH
YIIaKOBKH:
Bup ynakoBku: Bruicrep
Buytpimnii kox npoaykry Ne:  F158561 Howmep anamizy: 165846
Howmep cepii: 54229J YMoBH 36epiraHHs: 36epiraTu mpu TeMmepatypi
He BuIIe 25°C
Posmip cepii(KinbkicTs): 12240 ynakoBox Hara sakingenns  30/11/2027
TEPMiHy TPUIATHOCTI;
Jata BUpoGHUIITEA; 06/11/2025 Hata Bummycky cepii: 18/03/2026
JlaTa anamisy: 18/03/2026 Kpaina-supoOHuK: Himewauna
Kpaina-immoprep: Vkpaina
Ha3ssa BupobHuKa: Bepnin-Xemi AT
Homep peectpauiiinoro UA/6763/01/01
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes
Cropinka 134
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BupoOuukn

Bupo6uunrso «in bulk»

HaiimenyBanus BupoOHuka: Adare Pharmaceuticals S.r.l. - Anep ®apmacsiorikainc C.p.i.
Micuesnaxomxents BupoOHuka: Bia Maprin Jlrorep Kinr 13, IT-20042 ITecano xon Bopraro
Howmep ninensii Ha BupoOuuuTBO: aM41/2023

Howmep ceprudikary GMP: 1T/45/H/2023

IaxkyBanns

HaiimenyBanus BupoOHuka: Kioke-®epnakync Cepeic I'm6X

MicuesnaxomxenHs Bupobruka: Makc-Bekep lItpace 6, /I-76356 Beitnrapren, Himeuunna
Howmep ninensii na Bupobuunreo: DE_BW_01_MIA_2025_0025

Howmep ceprudikary GMP: DE_BW_01_GMP_2025_ 0034

Bunyck cepii

HaiimenyBanus BupobHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep nitensii na BupoGuuteo; DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Cropinka2 3 4
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TRIAL MCDE - a valid lic

Bunpoysanns

Onuc
(opranonenTHIHHiT)

OpnopignicTs
A030BaHHX O/HHHIb
(Ph. Eur. 2.9.40)

Po3naganns ejieMeHTIB
o0osionkn kancysm (Ph.
Eur. 2.9.1)

Po3naganns ejieMeHTIB
obosionkn kancynu (Ph.
Eur. 2.9.1)

®ocharnuit OydepHmii
po3uuH pH 6,8
Criiikicrs fo aii
nIynkosoro coxky (Ph.
Eur. 2.9.1)

Po3yunenns (Ph. Eur.
2.9.3)

Inentudikanis
NAHKPeATHHY

Brpara B Maci npu
BHCYHIYBaHHS  (BMiCT
xancynu) (Ph. Euwr,
2.2.32)

TAMC (Ph. Eur. 2.6.12)

TYMC (Ph. Eur. 2.6.12)
Crriiiki ao KOBYi
rpaMHeraTuBHi 6axrepii
(Ph. Eur. 2.6.13)
Escherichia coli (Ph.
Eur. 2.6.13)

Salmonella (Ph.
Eur.2.6.13)
Staphylococcus aureus
(Ph. Eur.2.6.13)
Enementni AOMIIIKH
(Ph. Eur.2.2.57)

Cd

Pb

As

Co

v

Se

®epMenTATHBHA
AKTHBHICTH

LIMS Lot Num: 165846
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Crnenndikanis

Kancymu, po3mip Ne2 3 Henpo3opolo xKOBTYBATO-
3€JICHO0 KPHIIKOIO T2 HENMPO30pUM CBITIO-
OpaHKEBUM KOPITyCOM, IO MiCTATh CBIiT/IO-
KOpUYHeBi OIHCcKydi roMOreHHi MiHi-TabneTkn
Bignosigae Ph. Eur. 2.9.40, ax 3mina macu

ITpoTarom 30 XBUIMH y BOJH

TToBHicTIO po3nagaeThes MPOTATOM 1 roauHu

Brpara akruBHOCTI ninasu He Gimeme 10 % micns
2 rogun B 0,1 M HC] (BHKOPHCTOBYETBCS BMICT
Karcy )

He menme 70% (Q) Bix 3asBieHoi JinmomiruaHol
akTuBHOCTI micns 30 XBHIMH (AIbTEpHATHBHO
BunpoOyBanusaMm «Crifikicts 70 Aif IUTyHKOBOrO
coKky» Ta «Po3naJaHHs)

depMeHTaTHBHA aKTHBHICTh

He Ginbie Hixk 6,0 %

He 6impme 10* KYO/r
He 6inbie 102 KYO/r

He 6imbme 10° KYO/r
BincyrhiB 1 r
BigcyraiB 10T

BigcyrhiB 1 r

He 6imsime Hixk 0,13 Mkr/T
He 6imsime Hixk 0,13 Mkr/T
He 6imsime Hixk 0,40 Mr/T
He 6imsime Hik 1,3 MKT/T
He 6inbiue Hik 2,7 MKT/T
He 6inbie Hixk 4,0 MKT/T

Cropinka 3 3 4

the k y of this POF for maore information.

PesyabTarH (3
OAHHHIISIMH
BHMipIOBaAHHS)

Binmnogsinae

Bianosinae

<15xs8

< 1 roguHu

6 %

125 %

ITozuTHBHO

4,1%

<40 KYO/r
<40 KYO/r

<10KYO/r
Binmnogsinae
Binmnogsinae

Binmnogsinae

<0,13 Mkr/r
<0,13 Mkr/r
<0,40 Mkr/r
<1,3 Mxr/T
<2,7 Mxr/T
<4,0 Mxr/T

Yacrora
NpPOBE/CHHS
BHIIPOOYBaHHS

Al0
Al0

Al0
Al0
Al0

Al0



BERLIN-CHEMIE
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AXTHBHICTE Jlia3u 11800-14000 OJ] Ph. Eur/kancyny (mo 12820 O/l. Eur.
pianosifae 118-140% Bij 3asBJIEHOTO BMICTY)

AKTHBHICTE aminasu 9000 - 20000 OO Ph. Eur. /kancyny (mo 12800 O/ Eur.
sianosigae 100-222% BijJ 3a8BJICHOTO BMICTY)

3arajibHa aKTHBHICTE 500-1200 O Ph. Eur. /kancyny (wo simnosizae 600 O Eur.

TIpOTEasH 100-240% Bix 3asBIEHOTO BMiCTY)

Yacrora TeCTYBAHHSA

AX: TecTyBaHHs BKIIIOUA€ KOXKHY (X» Cepilo

Ry: TecTyBaHHS BHKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHs MPOBOAUTLCS OJMH pa3 Ha pik; 1180: TecTyBaHHs NPOBOAUTLCS pa3 Ha MiB poky; 190: TecTyBaHHs
IIPOBOJIUTLCS KOKHOTO KBapTamy; [30: TecTyBaHHs IPOBOAMTECS KOMHOTO MicCAL

Ilosicaenns:

A®I: AxTiBHHH (papMaleBTHYHHIT HTpeAi€HT
IIIT: Tpomiskuuit mpoayKT

Micue3HaxokeHHs BUpOOHMKa, 10 BUITycTHE cepito B 06ir: BEPJITH-XEMI AT, I'minikep Ber 125, 12489 Bepunin,
Himevuuna
Howmep ninensii na eupobuuuTBo 1 Yipainu: DE BE 01_MIA_2025_0008

Ceprudirat: Ilum s 3acBinuyro, mo HaseleHa Buile iHdopmanis e pocroipHOW Ta TouHOMK. L0 cepito mpoxykuii Oyno
BUT'OTOB/IEHO, BKIIIOUAI0UH [IAKYBaHH/MapKyBaHHS Ta NPOBEJCHO KOHTPOIE fi SKOCTi Ha BHINE3a3HAYEHUX BUPOOHHYMX JiIBHULAX Y
noBHi i BinnoeixHocTi 3 BuMoramy HBII, BeranoBneHUMH MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJIIIOBIAHO N0 crenudikarii,
IO MICTATHCH y peecTpaniiHoMy aocke. IIpoTokonm BHpoOHHIITBA, NMAKyBaHHS Ta aHANI3iB OyNO NEperiAHYTO Ta BCTAHOBIEHO
Bignosignicte HBII.

Cepis Oyna npoTecToBaHa BiJIIOBITHO O YUHHOTO CTAHJAPTY TecTyBaHHs. SlkicTh BimmoBifae crermdikaii.

dinansHmii craTyc: Bunmymeno

YunoeHoBa:kena ocoda wmamn
H-p Hopbepr Craur (nionuc)
18/03/2026
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