AEPAKABHA CIIYVAKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y THINMPOIETPOBCHKIN OBJACTI

Huinpo, wi.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €APTIOY 37070665

BHUCHOBOK
Npo AKICTH BBE3€HOT0 B YKpaiHy JiKapchKoro 3acofy
12.10.2023 Ne 51293/23/0411
KPEOH® 25000

(HaliMenyBauHA NikapceKoro 3acofy 3riHo 3 peecTpauifHHM MOCRi TYEHHIM)
KalcyJ/H TBep/i 3 racTpope3ncTeHTHUMH rpanyiaamu mo 300 mr no 50 kancyn y paakoni; no
1 ¢p1akoHy B KapTOHHII Kopobui

{dopMa BUNYCKY, Z03YBaHHA, BIA NAKYBAHHA JiKApCHKOro 3acofy)

Homep pecctpauiiinoro mocsinaenna UA/9842/01/02 crpox xii peectpauiitioro nocsimuenns 01.01.2099

Cepis nikapcekoro sacoGy Ne 63817 KinbkicTs BBE3¢HOTO Nikapebkoro sacofy 1960
Bupobuuk Ab6otr Jlaboparopis I'M6X, Himeuunna
(naiimeHyBaHHs BUpoOHUKa NMikapcekoro 3aco0y, KpaiHa NoXoAKEeHHS )
Beeseno B Vkpainy ToBapHrcTBO 3 00MeKeH0I0 BinnoBiganbHicTIo "Ba/lM", inenr. xoxn:
31816235

(nabiMenyBaHHs Ta koa 3a €JIPTIOY opuauyHot ocofu aGo npizsmine, iM'a, no 6atekosi ¢izuunol
ocobu - niznpuemud, i Micite IPOXHBAHHS Ta peccTpariiumnit HoMep 06MikoBOT KAPTKH TNATHHKA
nopatkis abo cepia Ta HoMep macropTa)

IpoTokon sisyansioro kourpoaw sig 11.10.2023 N 07-01/2881/14.

3a pesynbTaTaMH JIEPKABHOTO KOHTPO/O BCTAHOBIEHO, L0 JiKapcekWil 3aci0 Beeseno B  Ykpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA 110710 3abe3nedeHHA AKOCTI MiKapchKix 3aco6iB.

B. 0. nayansHuka Jlep:kasHoi ciyxOu 3

TiKapchKHUX 3acobiB Ta KOHTPOII 33 .
p : TPOIHO 33 Mapis BPE3ILIbKA
HapKOTHKaMH y JAHIIponeTpoBehKii
obmacTi
(nocanesa ocoBa OpraHy ASpXKABHOTO KOHTPOTIO) MimHE) (ininjanm Ta npisBume)

Konropuiikopa FOnia  +38(066)345-41-71



Abbott

A Promise for Life

= TS R

Batch /Cepin - PégefCropiHKa

63817 jof/a3
1.1 Name of product/ Hassa nponyxty KREON™ 25000 / KPEQH™ 25000
2. Country of the manufacturer/ Kpaina Bupobnnk Germany / Himeauuna
3 Registration certificate number in Ukraine/ Homep UA/9842/01/02

- peccTpauidioro nocsiguenns 8 Ykpaiui

1 capsule contains 300 mg pancreatin in gastro-
vesistant granules (Kreon minimicrospheres) with
enzymatic activity:

Lipase 25000 Ph.Eur. units, Amylase 18000
Ph.Eur. units, Proteases 1000 Ph.Eur. units /

I xancyna mictuts 300 Mr nAHKpeaTHHY B
racTpopesncreHtTHux rpanynax (Kpeon
Minimikpocdepn™), 3 hepMenTaTREHOW
akTHBHICTIO: nimasn 25000 on. €D, aMinasu
18000 o;1. €. nporeazn 1000 op, €.

4. | Strength/ Cuna it

Hard capsules with gastro-resistant granules

5. | Pharmaceutical form/ Jlikapceka gpopma 300mg / Kancynu TRep/li 3 FracTPOPC3HCTCHTHHMH
rpanynama 1o 300 mr

50 capsules in bottle; 1 bottle in carton box /

Size and type of the package/ Poamip i Tun

6. ynakosicn 50 Kancyn y thnaxont; | GurakoH B KapToHHIN
» kopobui i
7. | Batch size / Poamip cepil 34713 packs/yn.
g Date of manufacture/ Jara supoGunursa 07.2023
"__.| Batch Release date / lara sunycky cepii 06.09.2023 B ~ o N

0 Expiry da(ef‘}lam 3AKIHYCHHA TCPMiHY 06.2025

NPHABTHOCTI i

{

10. | Name, address and manufacturing license numbers | Abbott [aboratorics GmbH /
for all sites responsible for manufacturing process = AG60vT JTaGoparopis I'm6X

and quality control/ Hassa, aapeca 1a Homepn | Justus-von-Liebig-Strasse 33, Neustadt,
| MiueH3iH #a BHPOOHHUTBO ANA BCIX BUPOOHMKIR, Niedersachsen, 31535, Germany / KOcryc-dou-
| BLANOBIAANBHKX 33 BHPOGHKUNIT npouec 1 Ji6ir-litpacce 33, Holurraar, Huxus Cakconis,
| KOHTPOAR AKOCT 31535, Hiseuuwuna

Manufacturing Authorization / Jliueusis na

BHpoDHIITTRO
DE NI 02 MIA 2022 0013/41401/H-144
11. | Results of analysis’ Peaynbrati ananisy See table below/ Que. Tabnyuio nuxye
Parameter tested / Acceptance limits / Results /
Kontponsosauuii napaMetp HonycTumi mexi Peiyanratn
Appearance (visually) / Onuc Bi-colored hard gelatin capsules size 0 with | Complies /
{Bizyansho) orange opaque cap and colorless transparent | Bianosinae

body filled with brownish pellets (Kreon
minimicrospheres) / J{Bokonsoposi Teepai
KENATHHOBI Kancynu posmipy 0 3
OpaHKEBOIO HENPO30POIO KPHUIKOIO i
GeabapBruM PO3OPHM TINOM, 3arOBHEHT
KOpHuHIoBaTUMHE rpanynami (Kpeon
miniMikpochepn™)

A5G0 Aatoparopis TmBX, KOoTye-chon-ABIr-hpocoe 33 Hotuuraar H
Tel +49 50 3281 - (O Fonr +4% 503281 -

S OE ED: 25102022 HA AAD: 16-Moy-22
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CERTIFICATE OF A}
CEPTH®IKAT AHAJII3Y

Page/Cropinka

ANALYSIS /

MosuTuRHMH TecT Ha hepmeHTaTHBNY
AKTHBHICTL IS aMiZIasH, Jibasy i 1poteasn

Batch /Cepis
63817 2o0fi33
' Identification, Ph.Eur.*/ Positive by enzymatic activity test for Complies /
Lnewrmbikantin, €sp. Dapm.* amylase, lipase and protease activity / Bianosinac

Uniformity of dosage units, Ph. Eur. L1 =150% Complies /
2.9.40 (Mass variation) based on lipase | L2 = 25.0% Binnosinae
activity { Onuopignicts with acceptance value / 31 sHavenHaM
L030BaHKK 0fuHnUb, Cap. Dapm. ApHAHATHOCTI
2.9.40 (parosa amiua), IPYHTYETHCH Ha .
AKTHBHOCTI 1inask i =ksand M= X
- Assay, Ph. Eur. (labeled activity in Ph.
i Bur-us cps)* / Kinwkicne BH3HAYEHHR,
- €np. Dap. (3331a4CHA AKTHBHICTS B
O/ €sp. bapm./kanc)* :
= Amylase / Aminaza (18000} NLT 18000 Ph.Eur.-u./ cps (NLT 100 % of 125618
LC) / He menwe 18000 O Cap. hapm./
kanc. (ne meuwme 100% nin zassnenoi
KILKOCTI) |
¢ - Lipase / JTinaza (25000) 23750 ~ 27500 Ph.Eur.~u./ cps (95 - 110 % 25718
LC) /23750 - 27500 O €sp. Gapm./kanc. |
(95 - 110% Bia 38aBaEHOT KiAbKOCTI) 1527
~ Proteases / [lporcasa (1000) NLT 1000 Ph.Eur.-u./ cps (NLT 100 % LC)/ |
He menme 1000 O €sp. ®apm./xanc. (He
menwe 100% pia 3assnenoi kinbkocti)
Water content of pellets / Bumict soau 8 | NMT 4 % / ne Ginsiue 4 % i3
rpatyax
Residual solvents * / 3anumkosi
POBUHHHHKKY
- Isopropyl aleohol / cnupr NMT 0.5 % / He Ginswie 0.5 % 0.2
isonponinosmii
~ Acetone / aucrou NMT 0.5 %/ He 6inbwe 0.5 % (0.4
Dissolution* / Pozunscuus*® NLT 80% (Q) of labeled lipase activity | Complies / |
within 30min / Bianosinae
He menwe 80% (Q) sazuaucuoi akrusHocti |
ninasy B Mexax 30 xa o i
Disintegration of capsule, Ph. Eur, NMT 15 min in Water / He Ginpwe 15 P2

2.9.1 / Poanananun kancynu, Cap.
Dapm, 2.9.1

XBHAMH Y BOAI

Aoboft Loboratories GmbH, Justus-von-Liebig-Shiasse 33, Neustadt, Nigdersachsen, 31535, Gemony
ABGON ABOpoIopia TMEX, K0CTYC-(hor-AIBIr-Uhpacce 33, HOMUTOAT, Hiwis COrconis, 31535, HimevsmHa
Tek +49 50 32 81 - O; Fax: +49 50 32 81 - 299

V.02

ED: 25.10.2022

HA AAD: 146-May-22




Abbott CERTIFICATE OF ANALYSIS /
: : CEPTHO®IKAT AHAJII3Y
A Promise for Life
Batch ‘Cepis Page/Cropinka
63817 3ofi33
Microbiological Quality *, Ph. Eur.
5.1.4(2.6.12/2.6.13)/
Mikpobiosnoriuna sncrora®, €sp.
Bapm. 5,14 (2.6.1272.6.13)
-TAMC <10°CFU/g /KYOr 20
“TYMC < 10*CFU /g 7 KYOir 10
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g /KYOrr < 10
KovuoToAepanTHi rpaM-HEraTHBHI
Gaxrepii
-Salmonella Absent/10 g/ Bincyrns/10 ¢ . Absent / Bincyrha
-Escherichia coli Absent/g / Biacyraa’r Absent / Bincyrus
-Staphylococcus aureus Absent/g / Bigeytua/r Absent / Biacyrus

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 25000™, /
* TecT NpOBOAMTLCA HA NPOMIKHOMY NPORYKTI «aCTPOPEIUCTEHTHI rpany TH HOPOLIKA (TIAWNYHKOBOT 32103

25000».

12. | Comments/ Komeurapi

Destination country: Ukraine / Kpaina-imnoprep: Ykpaina

13. | Certification statement/
3ansa npo ceprudikaniio

I 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. /
Uum nigreepakyo, wo Buiesuknazena indopmaiis
aRTCHTHYHOIO | BipHow. Llio cepilo npenapaty BHpoBheno
(BKIIOHA0YM  YNaKOBKY/MapKyBaHHA Ta KOHTPOAb AKOCTI)
BHUICBKA3AHUM  BHPODHUKOM ¥ 1OBHIN BiANOBIAHOCTI 3
suMoraMun GMP nokanbsoro peryIsSTopHoro oprady i 3
3aTBepKeHRME cncundikatiamu 3riaHo 3 Peectpauiinnm
NOCBIAMCHHAM  KpaiHu-iMnoprepa.  JIOKYMEHTAWiO w040
BHPOOHHUTBA Cepil, YNAKOBKH | TCCTYBAHHA mepesipeno, i
BCTAHOBJCHO i1 BiinosianicTs Bumoram GMP.

14, | Name and positiontitle of person
authorizing the batch release/ Im'a Ta
ntocaaa ocobu, BianoBIAANLHOT 3a
BHITYCK cepif

Kathrin Leder
Qualified person / Ynossoaxena ocoba

P
15. | Signature of person authorizing the N
batch release/ ITianuc ocobn, O~ G
BLHIOBLAAILHOT 32 BUNYCK Copil ol ) -
16. | Date of signature/ Jlara nianucy 07.09.2023

Abbol! Laboralones GmbH, Justus-von-Liebig-Shrasse 33, Neustad!, Niedersachzsen, 31535, Germany
ABGoT AcBoparopi [mBX, I0CTyC-on-AbIr-lpacce 33, Howwraar, Hiokns Coxcosin, 31535, Himewmuna
Tel: +49 50 32 81 - {; Fox; +49 50 32 8) - %%

V.02

ED: 25.10.2022 HA AAD: 16-May-22
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