JEPKABHA CJIYKEA 3 JIKAPCLKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN YV KHiBCHLKIN OBJACTI

npos. Ceitmiunoi Haaii, 3, m.Knis, 02099, ten/axc; {044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
npo AKiCTH BBe3eHoro B YKpaidy nikapcbkoro 3acofy

04.03.2025 Ne 8778/25/10

KPEOH® 25000

(Halimenypauna nixapcokoro.3acofy ariane 3 peecrpaniitinus nocsizuenna)
KAneyAN TBepili 3 racTpopesucTenTHRMY rpaysaamu no 300 vr; ne 10 kancya y Gaicrepi; no
2 Baicrepr B xapTonniii KopoGui

(thopma Baayexy, A03YRAHHS, BIA NAKYBAKIT TEEPCRKOLC 3a¢00Y)

Honep peectpaniitoro nocsizuesns UA/9842/01/02 crpoxk nit peeerpaiitnoro nocsinsenas 01.01.2099

Cepix nixapcekoro 3acoby Ne 65913 KinskicTs BBezenoro mikapcrkoro sacoby 6280
Bupobins AbBorr Jlaboparopiz I'm6X, HiMeuurna
(nafimerrynayHs BIpo6HUKa Nikapekkoro 3acoBy, kKpaika MOX0TKEHHA)
BaeseHo B Yipaisy CriasHe yKpailcbK0-eCTOHCHKE MANPHEMCTBO y diopali ToBapHCcTBa
3 obmesrenoic Binnosizaaenicro " Onriva-®apwm, JITH, ixeur. won:
21642228

{naiimenysanda Ta kol 32 €JIPTIQY wopnawusnol veodu 260 npizamute, in's, mo Gatekosi hiznyAoL
0cobn - nianpiemits, i Micue NpoRHBARKA Ta peccTpauiiimiil RoMep o6aixonoi xapTrY MyaTHIKA
nogarkis alo cepis Ta HoMep macnapra)

Iporexox risyaasrore kourpoao six 04.03.2025 x 0568/11.

3a  peaynLTaTaMH ACPAABHOTOG KOHTPOTK BCTAHOBACHO, 110 JHKapchkHil 2aciB  BBeseHo B Yxpainy 3
AOTPHMAHHSIM Bumor 3akoH0AaBCTSS Lo a0 3abesneuciing AkocTi Aixapcekix 3acobis,

_Ormere GPEOMERKO

(imiuiamiva npispititie)




At~ bag
Frfective date §540507- 30704

wedd e FAOCE
 CERTIFICATE OF ANALYSIS/
. CEPTH®IKAT AHAJIZY

Page/Cropiika
batfs 4

Bateh /Cepin 659 1 3

“UKREONY 25000 7 KPLOU® 25000 o

Country ot the manulacturer! Kpatna sipoGims + Germany / Hisewsinua

N

H & 3 i iy ——
Name of product’ Flaea nposp

Resistration certificare number in Ulraine/ Hosep . . i
prmEe e s P uadga2/01:02 |
PALHTHOr LOCRTIgeHS B Yipaini

: 25000 PhoBEur, units, Amylase 18000
Sur. anits, Proteases 100G Pl bior, anis
12 aeTHTE 300 M nankperTy &

[ racTpopesererie rpakyaax {(Kpeon

D MEIREEPOCGICPI L 3 §IePMEHTATIRIOI0
Carimsrienor bt 28000 oz Cd, asianm
' s}
anujes

SHCTCHTO A

¢ Hard capsules with gastro
Orng / Kane vy Trepu 3 1%
Corpamyaman oo 30 vy {
£ 10 capsuies in blister; 2 blisters in carton box /
C O kunevr y Onivtepll 0 2 BRICTEPH B KAPTOHHIT
| Kopolui

39247 peksin ;
Lara pipobroursa 19.12.2024 S

“n

Phavmaceuticnt formd JTikaponi dopa

Lore

§rvpe of the package? Ponsip 1 rim

YHARD BRI

deh sive £ Possip cepti

< % ¢ e
G x Iifiiz'j« date/ A RERIPCH DU YCPMINY 112026

Abboit Laboratories Gimbd] /
¢ AGGorT Haboparopis I'vX

ame, wldress and manufs

for ali sites resporsible lor manufuciuring process
: and guahity controld Flassa, aspect 14 gosepn CJustusevon-LiebigsS A3, Neastadl
i Nicdersachsen, 31 many 7 Hery
Hidir-tTrpaces 3%, Hofrrazr, Hiskus Cakcosnin,
31535, Fhsteuvnng

Manudscturing Awthorizaoon 7 Aineusis ma
53'»1;‘0131 PHITRG

Resuhis of analyvswd Pesyawmrat suanisy See table below/ T, rad

:/) € Lo /\/ / J) 24 /
at. O . O e

7/
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Residund solvents * 7 Zanmnront
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Lhbsit

belvshensd Phoemvics

Fitecive date
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Approved due 1A
CERTIFICATE OF ANALYSIS /
CEPTHOIKAT AHAJIT3Y

Page/Uropiaxa
£ offs 4

- Acceptance Jimits /

; hI IHORRS

rans p.:r'*n! nmi\; filed with brownish
petlets (Kreon minimicrospheres) /

Hno m,nmpn B THOPL RCANTHIOR Kaneyun
poaaipy el 5o gﬁ THIKCHOIO HCTTRORODOID
I\';)IHI\.\(W) 1 et 1;);;14.151 APPSO p,m THION,

¥

st for .
Lacrradirasg, Cop. <IM;>\' i - amylase, llpdw ,md wotease aclivil L Braanosiiace
CTosnrnundt recr 1a dhepaen .mmuy
_ CORTHRRICTE 28 aMULEHE. IR0 | 1poT ;
paits, Ph BEor. L1 = 15.0% F Complies /
. ; variation) based on Iipase 12 2250 % C Blanoniiac
activily s f) THOPLUDCTE with acceptance value / i sianennsg

PATOLE A

~Lapase S e (230003

- Proteases £ Hporeasas (16083 NI OG0 PhuBEor - eps (VLT 10 %% LOY
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Abbatt - Established Plrrmacosieain Division

Approved dater TH-OCT-2004

CERTIFICATE OF ANALYSIS/ |

; CEPTU®DIKAT AHAJIZY

fusion® [ Porwnnons™ NLT 80% () of labeled lipase activiy P Complics 7
within 30min/ | Binosiaac
He aene R0% (Q) sasnancuol axrnsnoct |
T3 s yeway 30 s

Disintegration of capsule, Phe Lar, NMT 15 min in Water 7 He Oianie 15
S 290 Postuaasnsa kageyin, Cep. XBLHE Y BOM 2
Capw, 2.9.1

ficrobiolagical Quality *, Pl Eue
S44(2.612/2.013)/

- MigpoSieaorisa merora®, Oep.
Cbapa 54 (20122613

CUTAMOC

TV MO

CBidestolerant grnn-nepative bacteria -
SCPWHTH IPAaM-RerFTH RN

PRV O 75
FKY O 20
FKYOA <10

Ao :
Ganroepty . :
Salmonclla Absent / Bizey s
Escherichia voli Absent 7 Biacyrig
S Absent 7 Bigeyris

taphvlococeus aureus Absent/g - Biaeytus'y

performed on imormediate product “Pancreas Powder gastro-resistant Pellets 230007/

“ et nposoanrsed Ha HPOMDEIOMY 0poay Rl 4l acTpopesHeTeHTHE VPAHY N HOPOIUKD SHRUEAYHROROT 20510731
A0,

fos




blished Phamsicantieals Dnasion
B 17430004

Vg

! o 0T 2004

CERTIFICATE OF ANALYSIS /
CEPTH®IKAT AHAJIZY

Comments Komenaps

ation statement’ - 1 hereby cortify that the above information is authentic and
Jaspa apo ceprdiraio accurate. This batch of product has been manufactured.
including packaging/labeling and quality control ai the above
mentioned  site{s)  in Ul complipnee  with the GMP
requirements of the Jocal 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. -
Ly giarseppiyio, 110 Buulesnriaiena  indopaaiga ¢
aprenTasuow osipuoo, o cepio npenapary sipobacuo
(BICHOTIONY  YIAKOBKY/ MAPKYBAIEA 12 KOIIpoaL aK0Cit) |
BRIMCHKA NN BHROSHEKOM ¥ foRMIL  RIANOSLABOCT 3
pistoramit GMP A0KLALHOIO  peryasTopiors  aprany 1 3
wrrsepokenil cuedngiratityn wwiano 3 Peccrpandiison
BOCREIICHIT  KpAIHH-IMIIOpTEpa.  oRVMCHTAIo Moo |
: ’.HP(‘JGIH’HU"HQI UL‘.pzk} YIAKORKH : TOCTY RIS Hu"}_wm;)mu‘u !
L BeTANOBICHO T BLNIOBIHICTE BIMOraM (i,

erty

L4 1 Name and pesitonditle of person :
awthorizing the lyxurl“; refeasel Iv's 1a Da\/id Schwarzer
pocazs oeo0H, slANOBLE@ILR0T 2 :

Rury e copil

15, Signature of person authorizing the
horeleases Homie ocodi,
BAROBLEALIOT 50 BRNyeK copl

fy
AT

16, 1 Dare of wignato/ Harva niaomey

1 fram 06-Jun-2024 10 05.Dec-2024 LA AAD: 06-Jup-2024

AT A



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM 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

21.04.2025 Ne 18378/25/10

KPEOH® 25000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
KaICy/IM TBep/i 3 ractpope3ucreHTHAMH rpany/iamu no 300 mr; no 10 kancya y 6.aicrepi; no
2 GJaicTepH B KapTOHHIH kopoOui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitioro mocsiguenns UA/9842/01/02 crpox aii peecrpauiitoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 66214 Kinskicts BBe3eHOrO Hikapchkoro 3acoby 5632
BupoGHuk A660tT JIabopatopiz I'mM6X, Himeuunna
(naliMeHyBaHHA BHUpOOHHKA JIIKapChKOro 3aco0y, KpaiHa MOXO DKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenysanus Ta kof 3a €JIPTIOY ropumiunoi ocobu abo npizsume, iM'a, no 6aTekoBi (izuaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutposo six 17.04.2025 Ne 1171/8.
3a pesynbTaTaMM JEPKABHOIO KOHTPONIO BCTAHOBIEHO, IO JHkapchkuit 3aci® Beeseno B VYkpainy 3

AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Abhott - Established Pharmaceuticals Division
Version Number: 1.0 Elfective date; 17-0CT-2024

QMForm085584/1 Approved date: 16-OCT-2024

CERTIFICATE OF ANALYSIS /

CEPTH®IKAT AHAJI3Y
&bh Om Page/Cropinxa |

loffs4

[ENEEERaT R

Batch /Cepist 662 1 4

1. | Name of product/ FHassa npogykTy KREON®25000 / KPEOH® 25000
2. | Country of the manufacturer/ Kpaina BHPODHIK Germany / Himeuunna
3. Registration certificate number in Ukraine/ Homep UA/9842/01/02

peecTpallifitoro NocBiaueHHs B Yxpaini

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

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

I xancyna micturs 300 Mr DaHKPEATHHY B
FacTpOpesHCTEHTHHY rpanynax (Kpeou
minimMikpocdepa®™), 3 pepmentarusuoio
axTHBHICTIO: nimasy 25000 ox. €@, aminazu
18000 on. €. niporeasu 1000 op, €0,

Hard capsules with gastro-resistant granules

5. | Pharmaceutical form/ JMikapcska gopma 300mg / Kanicynu TBepai 3 racTpOpesHCTeHTHIMN
rpauynam 1o 300 Mr

10 capsules in blister; 2 blisters in carton box /

10 kancyu y GnicTepi; no 2 Gnicrepu s xaprouuii
xopobui

4. | Strength/ Cuna gii

6. Size and type of the package/ Poamip i Tum
YIAKOBKH

7. | Batch size / Poamip cepii 25685  packsiyn.

Date of manufacture/ Jlata BupoSuruTEa
3 | 17.02.2025 / 20.03.2025
Batch Release date / llata sunycky cepii

Expiry datc/ Jlata 3akinvenns Tepminy
2 NPHAATHOCT 01.2027
10. { Name, address and manufacturing license numbers | Abbott Laboratories GrbH /
for all sites responsible for manufacturing process | A66oTr JaGoparopis I'm6X

and quality control/ Ha3sea, anpeca Ta Homepn Justus-von-Liebig-Strasse 33, Neustadt,

nitensiii na BupoGHHUTBO A BCiX BHPOGHUKIB, Niedersachsen, 31535, Germany / 10cTyc-hon-
BiANOBIZANEHIX 38 BHPOGHMUMIT mpolec { JIi6ir-ITpacce 33, Hotiwragnr, Huskus Cakconis,
KOHTPOJIb SIKOCTI 31535, Himeuyguna

Manufacturing Authorization / Jlinensis ua
BHPOOHHITEO:

DE_NI_02_MIA_2022_0014/41401/H-144

11. | Results of analysis/ Peaynrrartu ananizy See table below/ [ius. tabnuLio Himkie

Abbott Laboralories GmbH, Justus-von-Ligbig-Strasse 33, Neustat, Niedersachsen, 31535, Germany
AGBoT Aaboparapiz I'mBX. I0cTyc-chon-AiirLliipacce 33, HoRLWTAAT, HitkHs Cakcoss, 31535, Himeuwumna
Tel: +49 5G 32 81 - O; Fax: +49 50 32 81 - 299

Zﬁ'. QH /&4’9&
D9 LY A




Abbott - Established Pharmaceuticals Division

Version Number: 1.0
QMFarm085584/1

Effective date: 17-OCT-2024
Approved date: 16-0CT-2024

CERTIFICATE OF ANALYSIS /

RIS T :

S CEPTH®DIKAT AHAII3ZY

& Abb Ott Page/Cropiura
20flz4

Parameter tested / Acceptance limits / Results /

Konrponsosanuii napamerp HormyeTini mesxi PezyarTaTH

Appearance (visually) / Onue Bi-colored hard gelatin capsules size Oel Complies /

(Bisyanwuo) with orange opaque cap and colorless Bigmosinae

transparent body filled with brownish
pellets (Kreon minimicrospheres) /
Jeoxonboposi TBepi KeAATHHORI Karcynn
posmipy Ocl 3 opanikeBOIO HENPO30POIO
KPHIIKOIO | Ge3GapBHUM MPO30PHUM TiNOM,
3AMOBHEHI KOPHUHIOBATHMI FPAHYIAMH
(Kpeon minimixpocdepn®)

Identification, Ph.Eur.¥/
[nesTudirauin, €ep. Papm.*

Positive by enzymalic activity test for Complies /
amylase, lipase and protease activity / Bianosigae
[MosuTHBHU TECT Ha (epMEHTATHBHY

AKTHBHICTE Anist aminazy, AinasH i npoTeasu

Uniformity of dosage units, Ph. Eur.
2.9.40 (Mass variation) based on lipase
activity / OnHopinHicTs

JO30BAHMX OOMHHLE, €Bp. Qaph.
2.9.40 (sarosa 3Mina), rPYHTYETECA Ha
AKTHBHOCT] Jimas|

L1=15.0% Complies /
L2=250% Bianosinae
with acceptance value / 3 snavennsm
npHiiHaTHOCTI

=k-gsand M= X

Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / KinbricHe usnavenus,
€ep. dapmM. (3a3HaUeHa aKTHBHICTS B
O[ €ep. dapm./xarc,)*

— Amylase / Aminasa (18000)

— Lipase / JTinasza (25000)

— Proteases / Tlporeasa (1000)

NLT 18000 Ph.Eur.-u./ cps (NLT 100 % of
LC) / He mexme 18000 O €rp. dapm./ 2 7 8 8 O

karnc. (He Menute 100% Bin zaasnenol
kinsrocri)

23750 — 27500 Ph.Eur.-u./ cps {95 - 110 %
LC) /23750 - 27500 O €sp. ¢apmM./kanc. 2 5 662

(95 - 110% Bix 3agenenol xinekocTi)

NLT 1000 Ph.Eur.-u./ cps (NLT 100 % LCY
He menwe 1000 OJI €8p. Papu./amnc. (He 1 73 8

Water content of pellets / Bumict Bogu B
rpaHynax

seHwe 100% Bin sagBHeHOl KiNbKOCTI)

Residual solvents * / 3anHukogi
PO3UHHHNKHY

— Isopropyl alcohol / coupr
izonparinoswuit

— Acetone / aueton

NMT 4 % / e Giswe 4 %
0.1

NMT 0.5 % / He 6insiue 0.5 %

NMT 0.5 % / He Ginnwe 0.5 % 0.4

Abbott Laborataries GmbH, Jusius-von-Liebig-Sirasse 33, Neustadt, Niedersachsen, 31535, Germany
ABGoTT AaBoparopis IMBX, I0cTye-choH-AiGir-LUrpacce 33, Hofitraar, HukHs CakcoHia, 31535, Himenha
Tel: +49 50 32 81 - 0; Fox: +49 50 32 81 - 299




Abbott - Established Pharmaceuticals Division

Version Number: 1.0
QMForm0855841

Eifective date: 17-OCT-2024
Approved date: 16-0CT-2024

CERTIFICATE OF ANALYSIS /
CEPTUDIKAT AHAJIZY
&%h O% Pagc/Cropinka
3offz 4

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

within 30min/ - Bianorinac

He memue 80% (Q) zasnauenoi akrneaocti

nirasu B Mexax 30 x8
Disintegration of capsule, Ph. Eur, NMT 15 min in Water / He Ginswie 15
2.9.1/ Posnapauns kancynu, €sp. XBHAMH Y BOXi 2
Dapm. 2.9.1
Microbiological Quality *, Ph. Eur.
5.1.4(2.6.12/2.6.13)/
MixpobBionoriuna uncrora*, €pp.
Dapm. 5.1.4 {2.6.12/2.6.13)
-TAMC <10°CFU /g /KYO/r 150
-TYMC <10°CFU /g / KVO/r <10
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g / KYO/r <10
JXopwoTonepanTHi rpaM-HeraTnBHi
Oakrepil .
-Salmonella Absent/10 g/ Bincytua/10 r Absent / BincyTus
-Escherichia coli Absent/g / BixeyTus/r Absent / BincyTas
-Staphylococcus aureus Absent/g / Bigcytua/r Absent / BincyTHs

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 25000”. /
* Tecr nposoanTLEA Ha npoMixHOMY NpoAykTi «["acTpopezHcTeHTHI rpaHyIIM NOPOWKA i KUIIYHKOBOT 3a/103H

250002.

Abbolt Laberatories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
ABGom AaBoparopiz TmBX, I0cTyc-chor-Aibir-lWipacce 33, Holitwraar, Husxkia Cakcein, 31535, HiMeysuHo
Tel: +42 50 32 81 - O; Fox: +49 50 32 81 - 299




Abbott - Established Pharmaceuticals Division

Version Number 1.0
QMFarm{18558471

el

G S RTINS

Abbott

X

Effective date: 17-OCT-2024
Approved date: 16-0CT-2024

CERTIFICATE OF ANALYSIS /
CEPTUDIKAT AHAJIZY

Page/Cropinka
4 off2 4

12. | Comments/ Komesrapi Destination country: Ukraine / Kpaina-imnoprep: Yipaiua
13. | Certification statement/ 1 hereby certify that the above information is authentic and
3asBa npo ceprudiraniro accurate. This batch of product has been manufactured,
including packaging/labeling and quality conirol 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 Aunthorization of the importing
country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP. /
Lum  miateepmuyio, wo sumesnknageHa indopmauin ¢
aBTENTHYHOO | BipHow. o cepito npenapary supofinero
(Brurovaroun ymakomky/MapicyBauHz Ta KOHTPOJL AKOCTI)
BHUIEBKA3aHAM BHPoOHMKOM Y mnosHiff sigmosinnocti 3
BuMoramt GMP nokansHOro perynaropHoro oprany i 3
saTBepfokeHHMU crieldikauismn srigHo 3 Peectpauifinum
MOCBIAYEHHAM  KpaiHM-iMmoprepa.  JloxymeHTauilo wono
BHPOGHHLTEA Cepil, YNaKoBKM i TECTyBaHHs nepeeipeuo, i
BCTAHOBREHO 11 Binnosifmicts sHMoram GMP,
14. | Name and position/titlie of person
authorizing the batch release/ Im's ta
nocana ocgﬁw BiZnozigannHol 3a Kat_hrin Leder
i Qualified Person
BilfyCK cepil
Qualified person / Yrosnosaxera ocoba
15. { Signature of person authorizing the .
batch release/ [Tinnue ocobu, C Z
BiINoBiAanLHOT 32 BURYCK cepil / @ )
pd -
16. | Date of signature/ Jara ninnucy ~ —
20, MRZ, 2025

ED: from 06-Jun-2024 to (5-Dec-2024

HA AAD: 06-Jun-2024

Abbott Laboratories GmbH, Justus-von-liebig-Strasse 33, Neustadt, Misdersachsen, 31535, Germany
AGBoT AaBopatopil FmBX, I0cTye-chor-AiGi-LLtpacce 33, HofiltaaT, HiskHs Caxconia, 31535, HimevdtHa
Tel: +49 50 32 81 - O; Fox: +49 50 32 81 - 299
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