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Batch /Cepin 65562
Name of product/ Hasea nponykry KREON® 10000 / KPEQH® 10000
2. | Country of the manufacturer/ Kpaiua supofuuk Germany / Himeduniia

Registration certificate number in Ukraine/ Homep

o . o UA/9842/01/01
peccTpalliifiioro FOCBLIYEHHA B Vipaini

1 capsule contains 1 50mg pancreatin in gastro-
resistant granules (Kreon minimicrospheres) with
enzymatic activity:

Lipase 10000 Ph.Eur. units, Amylase 8000
Ph.Eur. units, Proteases 600 Ph.Eur. units /

L Karcyna MicTHTE 150 MI ltaHKpeaTHny B
racTpopesHcTeHTHHX Tpanynax (Kpeou
miriMikpoedepu™), 3 gepMentaTHEHOWD
akTHRHicTIO! Ainasn 10000 o, €@, aminazn 8000
on. €@, mporeaznt 600 oz, €P.

Hard capsules with gastro-resistant granules

5. | Pharmaceutical form/ Jlikapcska dopma 150mg / Kancymn TBepAi 3 racTpopesHeTelTHiMu
rpadynami 0o [50 mr

10 capsules in blister; 2 blisters in carton box /

10 xaticyn y 6aicrepi; mo 2 Grictepii B kapToHRII

4. | Strength/ Cuna gif

5 Size and type of the package/ Posmip i tun

YIAaKOBKH KopoBi

7. | Batch size / Poamip cepil 82634 packs/yr.
Date of manufacture/ fata Bupobusnursa 06.2024

: Batch Release date / Jarta sunycky cepii 08.11.2024

9. E;(E;';/T:zz/iﬂara JAKIHYMEHHA TepMilty 05.2026

10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | A66otT JlaGopatopiz 'M6X

and quality control/ Haspa, anpeca 1a iomepn Justus-von-Liebig-Strasse 33, Neustads,

Tiuetsii Ha BUpoOKMITRO ANA Acix Aaupobuuxie, | Niedersachsen, 31535, Gernmany / KOcTyc-ton-
BiANOBIAANLHHX 32 BHPOGHHYMA npolec i Jibir-liItpacce 33, Hoftirranr, Hinkna Cakconis,
KOHTPONb SKOCTI 31535, Himeyyuna

Manufacturing Authorization / Miuensis ua
BHpPOOHHUTRO:

DE_NI_02_MIA_2022_0014/41401/H-144

11. [ Results of analysis/ PIES}’HBTZ:\TP{ aHanizy See table below/ que. tabianuo mnxye

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, NMiedersachsen, 31535, Garmany
ABBoTT AaSopatopis TmBX. I0cTyc-dron-AIGIr-LTpacce 33, HOMWTOAT, HKXHS COKCOHIS, 31535, HisesiHa
Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 - 299

ox.an B
A A AT




Abbott

CERTIFICATE OF ANALYSIS/

CEPTH®IKAT AHAJII3Y

Page/Cropinka
2ofla4

Parameter tested / Acceptance limits / Results /
Konrpounosanuii napamerp Honyerumi mexd PesynsTaTn
Appearance (visually) / Onuc Bi-colored hard gelatin capsules size 2 with | Complies /

(zlayanciio)

brown opaque cap and colorless transparent
body filled with brownish pellets (Kreon
minimicrospheres)} / lpoxonnoponi TRepai
KENATHHORL KAOCynu poamipy 2 3
KOPHIHCBOI MEMIPOIOPOI0 KPHTITKOHO 1
Cez0apBHUM TIPO3OPHM TIIOM, 3ATIOBHEH]
KOPUYHIOBATHMH rpaHynamu (KpeoH
Migisixpochepu™)

Biuriosinae

ldentification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Tnearudikays, €pp. Dapn. amylase, lipase and protease activity / Bianosinae
Hozurupruil TecT Ha (ePMEHTATHRHY
AKTHBHICTE JUIS aMintadd, Tmas3H | IpoTeasy
Uniformity of dosage units, Ph. Eur. L1=150% Complics /
2.9.40 (Mass variation) based on lipase | L2=25.0% Bignosigae
activity / Omiopiminiers with acceptance value / 31 snaueHnsM
[O30BAHMX OJKEKLDL, €Bp. Dapu. TPHEHATHOCT]
2.9.40 (rarona 3miua), IDYHTYETRES HA —
aK'I'MBH(OCTi ninasu by =ksandM=X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ eps)* / Kinsricae suznanienns,
Crp. Papm. (3azi1auena aKTUBHICTE B
04 €ep. Dapu./xanc. Y*
— Amyvlase / AMinaza (8000) NLT 8000 Ph.Eur.~u./ cps (INLT 100 % of
LC)y/ He menwe 8000 O €rp. Gapm./ 12687
kame. (ge menme 100% rix 3asricHO]
KUTLKOCTI)
— Lipase / flinaza {10000) 5500 — 11000 Ph.Eur.-u./ cps {25 - 110 %
LC) /9500 - 11000 OJf Eap. Gapu./kamc. 10584
(95 - 110% Bia 3aABnCcHOT KUTBKOCTI)
— Proteases / [Iporeasa (600) NLT 600 Ph.Eur.-u./ eps (NLT 100 % LC) /
He seuwe 600 OJ €ep. ®apwy./kanc. (He 764
mentne 100% nij 3asBReHO] KUTBROCTI)
Water content of pellets / BmicT Bormn . | NMT 4 % / He Sinswe 4 %
TpAHYIIax 3
Residual solvents * / 3amuuikog]
DPOSUHHHEKY* 0.2
- Isopropyl alcohol / compr NMT 0.5 % / He 6inpuie 0.5 %
isonponinosuit 0.4

— Acetone / aueToH

NMT 0.5 % / He Ginsuie 3.5 %

Abbott chorc:foriés GrnbH, Justus-von-lebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
~ ABBotr Aabopartopls FmEX. KoaTyc-gdhoH-Aibir-LUrpacce 33, HORLWTOAT, HuxHa CaxcoHis, 31535, Hismewmna
: Tel: +49 50 32 81 - 0; Fax: +4% 50 32 81 - 299




Abbott

CERTIFICATE OF ANALYSIS /

-Escherichia coli
-Staphylococcus aureus

Abseat/g / BigcyTua/r
Abseat/g / BigeyTra/r

CEPTUMIKAT AHAJIIZY
Page/Cropinka
3 offz 4

Dissolution®* / Pozaunenna® NLT 80% (Q) of labeled lipase activity Complies /

within 30min / Bianostinae

He menme 80% (Q) 3asHaucuoi axtuBHOCTI

nirnaz B meskax 30 xn
Disintegration of capsule, Ph. Bur. NMT 15 min in Water / He digeme 15
2.9.1 / Poanmananns xancynu, €rp. XBHITHH ¥ BOAI 2
Dapm. 2.9.1
Microbiological Quality *, Ph. Fur.
514426.12/26.13)/
Mixpobionoridna serora®, €ep.
Papw. 5.1.4 (2.6.12/2.6.13)
-TAMC < 10°CFU /g / KVO/r 180
-TYMC S1P°CFU /g /KYO/T 40
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g /KYO/r <10
JKosdoTonepanTHi FpaM-HeraTHRHI
GaxTepii
-Salmonella Absent/10 g/ Bigeytas/1Q r Absent/ Bincyrna

Absent/ Bincyrna
Absent / BincyTis

* Test performed on intermediate product “Pancreas Powder gasiro-resistant Pellets 100007, 7
* TecT IPOROAUTHEA HA APOMDKHOMY IpoAYKT «FacTpopeaucrerrrui TpaRyH NOPOLIKa NIZUINTYHKOBO] 31031

10000,

Abbott Laboratories GmbH, Justus-ven-Liebig-Strasse 33, Neustadt. Nicdersachsen, 31535, Gearmany
ABGOTT AaGopuTopis FMmEX, KoaTyc-thon-AIGI-Wrpacce 33, HoMLLTAAT, Hixkbs CAxCoHi, 31535, Himewsina
Tel: +4% 5032 8] - 0; Fose +49 50 32 81 - 299
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12, | Comments/ Komenrapi

Destination country: Ukraine / Kpaina-immoprep: Yxpaina

i3. | Certification statement/
3agea npo cepradikaniio

I hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/lzbeling and quality control at the above
mentioned site(s} in full compliance with the GMP
requirements of the focal Regulatory Authority and with the
specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and
analysis records were reviewed and found to be in
compliance  with GMP. / Umv migTeepmxyio, Mo
BHIICBHKAAACHE (HpOPMALA € aBTeHTHYHOW 1 BipHer. Lo
cepio npenapary Bapofineno (Brnrowatousn
YIEKOBKY/MAPKYRAHHA T4 KOHTPOJH: AKOCTI) BHINEBKAIAHMM
upofrukomM y moBnii Bianosigsocri 3 pumoramu GMP
JOKANLHOTO DPEIYIATCPHOIO OPrady i 3 3aTBEPHKCHHMH
coenMikaligMe 3rigHo 3 PeecTpauiifHMM  HOCBII9CHHSM
kpaiip-iMinoprepa.  JoxyMenTaniio [mozo  BEpobHHLTEA
cepil, YNAKOBKH | TECTYBaHHA LEPEBIPEHo, 1 BCTaHoBIeHo H
_signosignicTe BuMoraM GMP.

14, | Name and position/title of person
autherizing the batch release/ Iv's Ta
nocaja ocobn, Bignopigannied 3a
BUITYCK cepil

Kathrin Leder

Qualified person / Ynosuopaxena ocoba

15, | Signature of person authorizing the
batch releasce/ IMinmue ocobu,
BLALOBIARILHOT 38 BUITYCK cepil

Ty

16. | Date of signature/ Jara mamicy

11.11.2024

ED: from 16-May-2022 to 15-Nov-2022

HA AAD: 16-May-2022

Abbolt Laboratories GmbH, Justus-von-Lisbig-Strasse 33, Neustadt, Nisdersachsen, 31535, Germany
ABBoTr AaBopatopia MmEX, KOCTye hoH-AIBIr-Utpacce 33, HOMWTAAT, HuxHa Cakconis, 31535, Himevimuna
Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 - 299




