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Batch /Cepis Page/Cropinka
64204 1 of/33
1. | Name of product/ Hazga npoaykTy KREON®™ 10000 / KPEOII™ 10000
2. | Country of the manufacturer/ Kpaina supo6inx Germany / HiMeuuyna
3 Registration certificate number in Ukraine/ Homep | UA/9842/01/01
| peecTpauiinoro n0CBIAYEHHS B Ykpail
1 capsule contains 150mg 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 /
4. | Strength/ Cuna gji 1 .

Karcyna MictTuth 150 Mr nankpearuny B
racTpopesucTeHTHUX rpanynax (Kpeon
miniMixpocdepu®), 3 hepMenTaTHBHOW
aKTHBHICTIO: mnasy 10000 on. €D, aminazu 000
ox. €D, uporeasu 600 og. €0,

Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlikapcera Gpopma 150mg / Kancynu TBepal 3 racTpopesUcTEHTHUM H
rpagy.aamu no 150 mr ~
; S 50 capsules in bottle; 1 bottle in carton box /
6 1ze and type of the package/ Posmip i Tum TS N N ¥ N——
| YIaKOBKH - sy 1 akod B kapTo
Kopooui s
7. | Batch si1ze / Poamip cepii 36442 packs/ym.
g Date of manufacture/ Jlata sBupoOuMLITBa 11.2023
| Batch Release date / Jlata sunycky cepii 21.12.2023
9 Expiry date/ Jlata 3akindeHss TepMiny 10,2025
OPHAATHOCTI -
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manutacturing process | A66otT JlaGoparopiz TM6X
and quality control/ Hasga, afpcca ta nomepu Justus-von-Liebig-Strasse 33, Neustadt,
HLEH31HA Ha BUpOOHMIUTBO O BCiX BUPOBHMKIE, Niedersachsen, 31535, Germany / FOcrye-don-
BIATIOBIIANILHNUX 32 BUPOOHMUMH nponec i Jhibir-ltpacce 33, HoMmraar, Hiokasa CakcoHis,
KOHTPOME AKOCTL 31535, Himeuuuna
Manulacluring Authorization / JIiuessis va
BUPOOHUIITEO
DE NI 02 MIA 2022 0013/41401/H-144
11. | Resuits of analysis/ PeavabtaTu ananizy See table below/ JuB. Tabnuuo Hixye
Parameter tested / Acceptance limits / Results /
KonTponnoBaunii napaMerp JonycTumi mexi Pesyasrarn
Appearance (visually) / Onuc Bi-colored hard gelatin capsules size 2 with | Complies /
(RizyansHO) brown opaque cap and colorless transparent | Bignosizae
body filled with brownish pellets (Kreon
minimicrospheres) / JIROKOILOpOB] TBEPAI
. KENaTUHOB! KAIICYIM PO3MIpY 2 3
ZORHA § R KOPUYIHEBOK HETIPO30POIO KPHLUKOLO 1
AN L o1 Ge3GapBHKM MPO30PUM TiI0M, 3AITOBHEHI
o 4 "?o:, KOPHYHIOBaTHMH rpanynamu (Kpeon
58 " 8 P\ minimMikpocdepn™)

e~
; )
- Wi
N>, W‘“ IQ)QGR{E% S Ahes GmbH, lustus-von-Llebig-Sirasse 33, Neustadt, Niedersachsen, 31535, Germany
[MmBOX, KOCTyC-chon-Albir-Ltpacce 33, HOMLWTAAT, HuokHE CakConis, 31535, HismevyurHo
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minazu B Mexax 30 xe

Disintegrati(ﬁn of capsule, Ph. Eur.
2.9.1 / Posnananug xancynu, Cep.
PDapm. 2.9.1

A Promise for Life
Batch /Cepis Page/Cropizka
64204 2 01/3 3
Identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Igenrudikamis, Cep. apm. amylase, lipase and protease activity / Bianorigae
| loO3UTHBHHUI TECT HA PEPMCHTATHBHY
AKTHBHICTD [UIs1 AMIJIA3H, JITIA34 1 TIPOTEa3!

- Untformity of dosage units, Ph. Eur. L1=150% Complies /
2.9.40 (Mass variation) based on lipase | L2 =25.0 % Binnosizae
activity / OZHOPIEHICTH with acceptance value / 31 3nageHHAM
J030BAHUX OJIMHULE, €Bp. Dapm. IPUAHATHOCTI
2.9.40 (Barosa 3M1Ha), IPYHTYETHCS HA sz
AKTMBHOCTI Ainasm ~ |Tksand M= X
Assay, Ph. Fur. (labeled activity in Ph. |
Eur.-u/ cps)* / KinkkicHE BU3HAYEHH,

Crp. @apM. {3a38a4YCHa aKTHBHICTE B

Ol €ep. Gapm./kamnc.)*

— Amylase / Aminaza (8000) NLT 8000 Ph.Eur.-u./ ¢cps (NLT 100 % of | 13039
LC) / He meniue 8000 O/ €rp. Dapm./
Kanc. (He Mcamc [00% Bix 3asBIeHOT
KINBEKOCTI )

— Lipase / Jlimaza (10000) 9500 — 11000 Ph.Eur.-u./ cps (95 - 110 % 10728
LC) /9500 - 11000 O/l €pp. Dapm./karnc.
(95 - 110% Bia 3a39BN€HOT KITBKOCTI)

— Proteases / Ifporeasa {600) NLT 600 Ph.Eur.-u./ cps (NLT 100 % LC)/ | 788
He menmc 600 O €gp. @apm./xanc, (i1e
menure 100% B1u 3a8BIACHOT KIILKOCTI)

Water content of pellets / BmicT Bogu g | NMT 4 % / ne 6ineiue 4 % 3

IpagyJiax )

Residual solvents * / 3amuimkos!

PO3THHHHUKN*

— Isopropyl alcohol / cnupr NMT 0.5 % / He 6inemre 0.5 % 0.1

130TIpONiNIOBHIA

— Acetone / aneTon NMT 0.5 % / He 6umpnie 0.5 % 0.4

Dissolution™ / Posunnenna® NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Bigitosinae
He menme 80% (Q) 3a3HayeH0! aKTHBEOCTI

NMT 15 min in Water / He 6innnie |1
XBAJUH Y BOJAIL

Abbolt Laboratories GmbH, Justus-von-Liebig-Sirasse 33, Neustadt, Niedersachsen, 31535, Germany
ADGoT Aatoparopis TmOX, KocTye-chor-AlGiT-lLTpacce 33. HoRwaaT, HiwkHa CakcoHis, 31535, Himevsnna
Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 - 299
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Baich /Cepis Page/Cropinxa
64204 3of/33
Microbiological Quality *, Ph. Eur.
5.1.4(2.6.12/ 2.6.13) /
Mixpo6ionorigaga yucrora®, CBp.
DPapm. 5.1.4 (2.6.12/2.6.13)
-TAMC < 10'CFU/g / KYO/r 100
-TYMC < 10°CFU/ g /KYO/r 25
-Bile-tolerant gram-negative bactcria/ | < 10*CFU /g /KYO/r < 10
| KosuoTonepanTHi rpaM-HETaTHBHI
. axTepii
-Salmonella Absent/10 g/ Bincytas/10 1 Absent / BigcyTua
-Escherichia coli Absent/g / Bincytus/r Abscnt / Bincytua
-Staphylococcus aureus Absent/g / BiacyTas/r Absenl / Buicytas

* Test performed on intcrmediate product “Pancreas Powder gastro-resistant Pellets 100007, /
* TecT TIPOBOAUTECA HA NPOMDKHOMY NPOOYKT! «['acTpope3HCTEHTHI Tpany M MOPOLIKA IALIIYHKOBOT 381031

10000».

12. | Comments/ Komenrapi

Destination country: Ukraine / Kpaina-imnoprep: Ykpaiia

13. | Certification statement/
3asBa npo cepTUdIKAII

[ hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/labeling 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 Authorization of the importing
country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP. /
Lrm maTBEpOKYIO, [0 BHUINCBUKIAASHA IHGOPMALIN
aBTEHTUYHOK 1 BipHOW. 10 cepito npenapaty BHpPOOIEHO
(BKAIOY40UN YIIAKOBKY/MapKyBaHHsl Ta KOHTPOIb AKOCTI)
BUILUEBKA3aHNM BHPOOHHKOM Yy MOBHIH BIATOBIAHOCTL 3
suMoramn GMP nokansHOTO pPETYJSITOPHOTO Oprafy 1 3
3ATBEPDKECHUMH CICIM(PIKANIAMH 3TIAHO 3 PeecTpatiiuvm
NOCBIAUCHHSIM  Kpainu-iMrioprepa. JloxyMmeHTaUio oo
BHPOOHHULITBa cepll, YITAKOBKH 1 TCCTYBaHHS NEpEBIpeIlo, 1
BCTAHOBJIEHO 11 BIANOBIAHICTS BEMoram GMP,

i4. | Name and position/title of person

BHITYCK Cepii

authorizing the batch release/ Im'st Ta
f1ocaza ocodM, BINMOBIIANLHCT 34

Kathtin Leder
Qualified person / Ynosnosaxena ocoba

batch release/ TTinnuc ocodu,
BIAHOBISANEHO] 33 BUITYCK cepll

15. | Signature of person authorizing the

16. | Date of signature/ Jlara mianucy
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02.01.2024
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3 TMBX, IOCTYC-dooH-AbIr-LLTpacce 33, HOMWTAAT, HWXHA CakcoHis, 315335, HimetwnHa
Tel: +49 50 32 81 - O, Fax: +4% 50 32 81 - 299
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