NEPXKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPONNETPOBCBKIN OBJIACTI

Juinpo, nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPIIOY 37070665

BUCHOBOK
Npo AKiCTL BBE3eHOT0 B YKpaiHy JiKapcbKoro 3acody

29.03.2024 Ne 15230/24/04

KPEOH® 10000

(HaiiMeHYBaHHS NiKapCEKOro 3ac00y 3rigHe 3 peecTpaLlifiHuM NocBiaYeHHIM)
KATCYH TBePAi 3 racTPOPE3HCTEHTHAMH rpaHyami, 150 mr, mo 10 kancyay GaicTepi; mo 2
6JicTepH B KapTOHHIH Kopobui

(hopma BYMycKy, A03YBaHHS, BHI NAKyBaHHA 1iKapCeKOro 3aco0y)

Homep peectpauiiitoro nocsizuetna UA/9842/01/01 ctpok aif peectpauiiinoro nocaimaenns 01.01.2099

Cepis nikapcskoro 3acofy Ne 64449 Kinbxicts BBe3eHoro Jikapcbkoro 3acofy 17300
BUpOOHHK A660TT JlaGoparopiz I'M6X, HiMeuunna
(naliMeRyBaHHs BUPOGHHKA NiKAPCEKOTO 3ac00Y, KpaiHa NOXOKCHHA)
BeeseHo B YkpatHy ToBapucTBO 3 06MexeHo10 BinnmoBigaapHicTIo "BaJIM", inen. won:
31816235

(uaitMenyBanHs Ta koA 3a €[IPTIOY ropuam4Hoi ocobu abo npispruse, iM's, 10 6aThkoBi
disuanOT 0co6i - nianpuemus, 1i MicLIe IPOKUBAHHA Ta peecTpatiiinui Homep 06aikoBol
KAPTKH MIATHHKA N0AaTKIB 360 cepif Ta HOMEp Nacnopra)

HpoTokon BisyansHoro kontpoio six 26.03.2024 Ne 07-01/747/1.

3a pesynbTaTaMM AEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, MO JiKAapCbkuA 3aciG  BBeseHO B VxpaiHy 3
JAOTPHMAHHSAM BUMOT 32KOHOAABCTBA LIOAC 3a0¢3NEUEHAA AKOCTI JIIKapChKHX 3acoDiB.

B. 0. sayansHuKa JepxaBHOI ciryx0H 3
nikapChKHX 3ac00iB Ta KOHTPOJIIO 33
HAPKOTHKaMH Y I[Hm pPOTIETPOBCHKI

Mapis BPE3ILIBKA

(ininiany Ta npizBHILE)
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Hixkitivera Oxcana +38(066)345-41-71



Abbott CERTIFICATE OF ANALYSIS/
. : CEPTUDIKAT AHANIIY
A Promise for Life
Batch /Cepist Page/Cropinka
64449 3ofisl
Microbiological Quality *, Ph. Eur.
50426122613/
Mikpadionoriaua nucrora®, €ap.
Dapm. 3.1.4 (2.6.12/2.6.13)
“TAMC SHW'CFU/g i KYOr 200
-TYMC < W’CFU i g JRKYOr <10
-Bile-tolerant gram-negative bacteria/ | 5 1°CFU/ g  KYOir < 10
KopuoroncpanTii rpamM-HeraTHeni
OarTepii
-Salmoneila Absent/10 g / Bineyrua/10 ¢ Absent / Biacytaa
-Escherichia coli Abseni/g / Bincyrus/r Absent / Bincyrus
-Staphylococcus aureus Absent'g / BincyTaar Absem / Bizcyms

* Test performed on intermediate product *Pancreas Powder gastro-resistant Pellets 10000
* TECT HPOBOANTECH HA HPOMIKHOMY HPORYETI «ACTPOPCIMCTCHTHI FPanYIM HOPOLIKA numrlyumnm 034

100iH0».
12. | Comments’ Komerrapi Destination country: Ukraine / Kpalna-isnoprep: Yxpaina
13. 1 Centification statement/ I hereby certify that the above information is authentic and
3aswma 1po cepridixkacio accurate. This batch of product has been manufactured,
including packaging/labeling and quality coniro! 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 werc reviewed and found to be in
compliance with GMP. / llwm  nigteepaxyio, wo
BHUICBHKAAACHS iHOpMAILA € aBTCHTHMNOW | aipuo. [fio
ceplo npeaapary BHpodiIeHo {BRIOGAIOUH
YNBKOBKY/MADKYRIHHA TA KOHTPONEL SXOCTI) BILICBKAZAHNM
aupolHuKOM y mosnill BianopinHocTi 3 BuMoramu GMP
NOKANGHOTY PRIYAATOPHOrO OPTaly | 3 JaTBEpIRCHHMN
cnetmdirauiamu  rixne 3 PeecrpanifiinM  NOCEIIYEHHAM
kpainn-inaoprepa.  Jokymentauio  moao  BHpoBShMuTea
cepil, YHAKOBKH 1 TCCTYBAHIR NSPeBIPeHO. i BeTaHORACHD i
BiANOBLIHICTE Bimoram GMP, :
14, | Name and positionAtitle of person o
authorizing the batch releay TR T2 1 [ Fathrin Leder
noeasa ocodH, BiANORI; yza“"“ . .‘% ed person / ¥iiosyueakena ocoba
BIITYCK cepii 119
15. | Signature of person %ﬁqm@h@\ FIJT18 ?Xd
batch release/ Mipn Ve
BiAnOBIARNLIOE 1 BHI ’-1 L‘ ( Q""
16. | Date of signature/ J Wrmcy 2&0%.2?}/4
%%

V.05

AbBboli Latorgianias GrbH, Sustus-von-Lisbsg-Siiasse 33, Neustadt, Niedersachsen, 31535, Germany

AGGoT AaGoparorl TG, K0y .chon-AiGk Llitpacce 33, HOAWIOAT, Huxria Conconls. 31535, Hlwenmna
Tel: +49 50 32 81 - ; Fox: +49 50 32 8] - 299

ED: 25.00.2022 HA AAD: | 5-May-22




Abbott

CERTIFICATE OF ANALYSIS /
CEPTH®IKAT AHAJAI3Y

A Promise for Life
Batch /Cepis Page/Crropinka
64449 iofit3
1. | Name of product’ Hassa nipogykry KREON* 10000 / KPEGQH" 100060
2. i Country of the manufacturer/ Kpaina supolnm Germany / Himeyunna
1 Reglslmugn certi hcau? mmber in Ukm”m.d Honsep UA/9842/01/0]
peeccTpaiiinoro HOCBLIMCHRA » Yxpaini
1 capsule conlains | 5Gmg pancreatin in gasteo-
resistant granules (Kreon minimicrospheres) with
enzymatic activity:
Lipase 10000 Ph.Eur. units, Amylase 8000
4. | Strength/ Cuna aif Il’h:Eur. uni!§. l'ro_teases 600 Ph.Eur..unil.s i
Kaney:m MicTHTS 150 M mankpeaTHay 8
TACTPOPCIMCTEHTHUX rpanynax (Kpeou
Mintsmirpocdepr™), 3 depmenTaTHIROW
AKTHRHICTRY. ginazu 10000 ox, €, aminasi 800D
oa. €. yporeain 600 o, €.
Hard capsules with gastro-resistant granules
5. | Phannacewtical formy/ JHikapeska dopma 150mg / Kancyny Toepai ' ractpopesucTCHTHAMM
rpanyaaMu no 150 Mr
g < G wgme 10 capsules in blister; 2 blisters in carton box /
6. 5.120 and type okt pachassc RoaMin:i mmy 10 raticyn y Snicrepi; no 2 Saicrepy B KapToHHii
YTIAKOBKH :
wopobui
7. 1 Batchsize / Poamip cepil 36377 packs/y.
3 Brate of manufacture/ Jlara BupoSunuraa 08.2023
" | Batch Release date / Jlara sunycxy cepii 27.02.2024
9. Expiry dalef_}[am SAKIHHCHHA TCPMinY 07.2025
N THIIATHOCTI
i), ; Name, address and manufacturing license numbers | Abbotl Laboratories GmbH /
for all sites responsible for manufacturing process | A66orr NaGopatopis I'mGX
and qualily control/ Hasea, agpeca ta woMepu Justus-von-Liebig-Strasse 33, Neuslad:,
NineHsiit Ba BupoBHNLTBO IR BCIX BHPOOHNKIR, Niedersachsen, 31535, Germany / Kcrye-on-
BIANOBIAAILNHX 32 RUpoOHIYNIT npoLce § Aigir-lllTpacce 33, Holimmaar, Hnaas Cakconis,
ROHTPOIIb $KOCT 31535, Himessinua
Manufacturing Authorization / Hivensis va
BHPOSHHUTRO
DE_NI_D2_MA_ 2022 B013/41401/H-144
11. | Results of analysis! Pesvartami ananizy See table below/ Jus, rabmmne mitkue
Parameter tested / Acceptance limits / Results /
Kourpoakopannii napamerp Honyeresd sresxi Peayantary
Appearanee (visually) / Onuc Bi-colored hard elann.ca sules size 2 with | Complies/
(Bizyaiibto) brown opaqueSH alorfess transparent | Bianosinae
body fille; A i Hogs{Kreon
minimicfosphieres) ]Ulé&mnwﬁa yECpai
KCNATY / o eatiopiid poiipy 2 :\ :
KOPHYHCR 2 i
Be3BapBmHM 3ai1GBHen|
KOpHYICSY O
MiRiMiRDSS P:pﬂ“) /

Y05

Tei: +49 50 5281 - O; Fox: +4v'5
£D: 25.10.2022

sachsem 31535, Germany
ﬁfm Carconiz, 31535, Himewsnia

HA AAD: 1 é-Mary-22




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTHOIKAT AHAJI3Y

MoasrmneHnii Tect 1a hepMenTaTUBHY
AKTHBHICTE ZU18 aMifasi, MOA3KH | apoTeasi

Batch /Cepin Page/Cropinka

64449 Joth3
Idkentification, Ph.Eur. ¢ Positive by enzymalic activity lest for Cowplies /
Lnewrndiraitia, Cop. Papm, amylase, lipase and protease activity / Bixnosizac

within 30min /
He memue 80% (Q) sasuauenol,
Aistasn B mexax 30 xs

Uniformity of dosage units, Ph, Eur, L1=150% Complies /
2.9.40 (Mass variation} based on lipase | L2=25.0% Binnesuae
activily / OxHopiHicTh with acceptance value / 1 3naucHiiam
JOB0BRAHMN OJRRNOL, €8p. Papu. DPHAHATHOCTE
2.9.40 {rarosa uMina), FpyHTYETRCA HY i
SKTHEHOCTI JITNA3H = kesand M = &
Assay, Ph. Eur. (labeled activity in Ph
Bur.-u./ cps)* / Kinpkicie prigagesnn,
Cap. Qapm. (3aITAHCHA AKTHBHICTD B
Ol Crp. Dapm./ranc.)*
~ Amylase / Asirasa (8000) NLT 8000 Ph.Eur.-u./ ¢ps (NLT 100 % of 11993
LC) / He menme 8000 O] Cap. dapm./
garne. {ne MeHite 100% sij aasanenof
Ki/bKOCTi) )
~ Lipase / Jlinasa (10000) 9500 ~ 1000 Ph.Bur.~u./ cps (95 - 10 % 10626
LY/ 9500 - 11000 OJF Cap. dapm./kanc.
{95 - 1 10% Bix 3anenenoi KinLKocTi)
- Prodeases / [Tporteasa (600) NLT 600 Ph.Eur.-uf cps (NLT 106 % LC)/ | 767
He menue 600 Ol €up. Papmsranc. {(He
wmentne (0% Big saspaenol kinnkocti)
Water content of pellets / Bamicr o g | NMT 4 % / ne Sinsme 4 % 3
rpalyaan
Residual solvents * / 3anmuxkosi
POHHHIIKI™
~ Isopropyl alcohol / crupr NMT 6.5 % / He 6inpue 0.5 % 0.2
Izonponinoa
~ Acelone / aReTOH NMT 0.5 % / He Biasie 0.5 % 0.4
Dissolution* / Posunbcuna™® NLT 80% (Q) of labeled lipase activity Complies /

] Biznosinae

Disintegration of capsule, Ph. Eur.
2.9.1/ Poumaganus xoncymu, Crp,
Dapm, 2.9.]

1A

NMT L5 min in Water / H clis

XBHAKH Y BOXI

NOKY MEH]T

Abbott tabomitodes GmibH, Justus-von-tiebig-Sirasse 33, Neustadi, Niedersachsen, 31535, Garmany

AGBOTT AaBoparoph £mBX, KCye-hoH-ASIrLITpacce 33, HOMWTOAT, Hukes Caxcoig, 315335, Hiwewruno
Tal, +4% 50 3281 -0, Fax; +49 50 32 81 - 299

V.04

ED; 25.10.2022

HA AAD; 14-Moy-22




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS/
CEPTH®IKAT AHAJII3Y

i -Escherichia coli
=Staphylococcus aureus

KoBUOTONCPAHTHI IPAM-HETATHEHI
HakTepii
-Salmonella

Absent/10 g/ Biacytus/10 ¢
Absent/g / Bicytus/r
Absent/g / Biacyrus/r

Batch /Cepis Page/Cropinka
64596 Joff33
Microbiological Quality *, Ph. Eur.
514(2.612/2613)/
1 Mikpobioaoruna uncrora®, Cep.
 Wapm. 5.1.4{2.6.12/2.6.13)
~“TAMC < 10°CFU /g /KYO/r 100
TYMC < 10°CFU /g / KYO/r 30
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g /KYO/r <10

Absent / Biacytus
Absent / Biacyrns
Absent / Biicytus

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 100007, 7
* Teer npoBoANTLCS Ha NPOMIKHOMY NPOAYKTI «[acTPOPEIMCTEHTHI FPaHYIN HOPOWIKA NiANLTYHKOBOT 301031

10000».

12. | Comments/ Komenrapi

Destination country: Ukraine / Kpaina-imoprep: Ykpaina

i 13. | Certification statement/

3assa npo ceprudikauio

I hereby certify that the above information is authentic and
accurale. 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 niateepakyio, uo
BHILCBHKAQACHA THpOPMaNiN ¢ asreHTHano | BipHOo. Lo
cepito npenapary BHpobiIcHO (BKIOUAOUM
YUAKOBKY/MAPKYBaHHA T2 KOHTPOJIb SKOCTI) BHUICBKA3AHHM
BHpOOHHKOM y nosHiil BiANOBiAHOCTI 3 BHMoramu GMP
JOKQIBHOTO  PErYJATOPHONO OpraHy 1 3 3aTBEPKCHHMM
crcudBIKaliaMH 3rigHO 3 PeecTpawiitHHM  NOCBITUCHHSM
Kpaiun-iMnoprepa.  JIOKyMEGHTaWilo 11010  BHPOGHHITRA
cepii, YNAKOBKH | TCCTYBAHHS NIepeBiPEHO, | BCTAHOBJICHO i
BLUNOBLAHICTH BUMOramM GMP,

14. . Name and positionftitle of person

i authorizing the batch release/ Im'a Ta
nocaja ocobu, BIANOBLKAILHOT 12
BHIIYCK cepii

Kathrin Leder
Qualilied person / Ynosnosaxkena ocoba

i 15. | Signature of person authorizing the

batch release/ [Tinnuc acodn,
BIANOBLIANBLHOL 38 BHIYCK CCpii

(T (o

16, | Date of signature/ Jlara nianucy

28.03.2024

ADLGH Laboratories GmbH. Justus-von-Liebig-Skrasse 33, Neustad!, Niedersachsen, 31535, Germany _
ABBOTT AoBopaTopis TmBX, KocTyc-ghon-AiSir-litpacce 33, Hoftwraar, Hiokus Cakcowis, 3153
Tel +49 50 32 81 - O; Fax: +4% 50 32 81 - 299

v.05

ED: 25.10.2022 » /HA K8TH ) 6-
JOKYMEHTIB




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS/
CEPTH®IKAT AHAJII3Y

Batch /Cepis Page/Cropinka

64596 20f/33
Identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Itertudikanis. Cap. Gapm. amylase, lipase and protease activity / Bianosijae

IMosurusuuil Tect Ha GCPMCHTATHBHY
AKTHRHICTS JUIA aMUTasy, JHNA3H i poTeasu

2.9.1 7 Posiasianus kancyan, Cep.
1Papm. 2.9.1

XBHJAMH ¥ BOAI

i Uniformity of dosage units, Ph. Eur, L1=150% Complies /
1 2.9.40 (Mass variation) based on lipase | L2 =25.0% Bianosinae
P activity / OanopiasicTs with acceptance value / 3i 3HaueHsM
AosoBaHux oaManus, Cap. apm. UPHIAHATHOCTI
2.9.40 (Barosa 3mina), /€THCH Ha
aKTHBHOCTI JMasK o =ksand M= X
Assay, Ph. Eur. (labeled activity in Ph.
¢ Eur.-u/ eps)* / KibKicne BU3HaMCHHS,
Cap. Paps. (333Ha%CHA AKTHRHICTE B
- OJ] Cap. dapm./kanc.)*
Amylase ¢ Aminasa (8000) NLT 8000 Ph.Eur.-u./ ¢ps (NLT 100 % of 12718
LC) / He merue 8000 O] €sp. dapm./
Kanc. (e menme 100% sia sassnesnol
KLIBKOCTI)
-~ Lipase / JTinaza (10000) 9500 — 11000 Ph.Eur.-u./ cps (95 - 110 % 10533
LC) /9500 - 11000 OJf €p. Papm./karc.
(95 - 110% Bin 3asB8acHO] KibKOCTI)
- Proteases ¢ [Iporeasa (600) NLT 600 Ph.Eur.-u/ cps (NL'T 100 % L.C)/ | 740
He aenme 600 O] €sp. Mapm./kanc. (ne
mentue 100% six 3asBicHOT KiAbKOCTI)
Water content of pellets / Bmicr o 8 | NMT 4 % / ue Giasine 4 % 4
FpaHyiax
Residual solvents * / 3anmugosi
POSHHHITHKH®
Isopropyl alcobol / conpr NMT 0.5 % / He Ginbie 0.5 % 0.2
130MPONINOBHUI
-~ Acetone / anerou NMT 0.5 % / He 6inbiue 0.5 % 0.4
" Dissolution® / Posunseuus® NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Bixnosinac
He menwe 80% (Q) sa3naneHol akTHBHOCTI
Ainask B Mexax 30 xs
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He 6inbme 1S 2

Abbott Loboratories GmbH, Justus-von-Lisbig-Strasse 33. Neustad!, Niedersachsen, 31535,
AGGOT AaBoparopls TaBX, KCTye-chor-AG-Upacce 33, Horuuraar, HuoxHs Cakcosds, 315

Tel, +49 50 32 81 - O; Fax: +49 50 32 81 - 299

V.05

ED: 25.10.2022




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS/
CEPTU®IKAT AHAJII3Y

Batch /Cepis Page/Cropinka
64596 1off33
. 1 Name of product/ Hazra npoaykry KREON™ 10000 / KPEOH™ 10000
' 2. | Country of the manufacturer/ Kpaiia BupoSuuk Germany / Himeuusia
3, chistrali.(in ccniﬁéatc? number in Ukra”m‘a' Homep UA/9842/01/01
peecrpanifBoro NOCBLYEHHS B YRpaini
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, Strengths Cuna aii .
1 kancyna MictuTs 150 Mr nankpeatry B
_ racrpopesHcTenTHHX rpanynax (Kpeon
g MidiMikpocdepu™), 3 PepMCHTATHBHOK
aKTHBHICTIO! Jinasd 10000 ox. €O, aminazu 8000
4. €. nporeass 600 on. €O,
: Hard capsules with gastro-resistant granules
i, Pharmaceutical forny/ Jlikapeska dopma 150mg / Kanicyan 1Bepai 3 ractpope3sHCTEHTHHMU
spanynamu no 150 mr
Size and type of the package/ Poamip i Tum 10 capsules in !c?hszer'; 2 bhster§ in carton box / N
6. . 10 kancyn y 6nicrepi; no 2 6aictrepu B Kaprouuiit
YHAKOBKH o
Kopodu
7. | Batch size / Posmip cepii 1440060 packs/yn.
3 Date of manufacture/ Jlata supoGunursa 01.2024
" | Batch Release date / [lara sunycky cepii 27.03.2024
g Expiry date/ J{ara 3akiHucHHs TepMiHy 12.2025
IPHIATHOCTI
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | AbGorr JlaGopartopis 'MGX
and quality control/ Hassa, astpeca ta HoMepH Justus-von-Liebig-Strasse 33, Neustadt,
niensii va BHpoOHIILTBO 1S BCIX BHPOOHKKIB, Niedersachsen, 315335, Germany / HOcryc-on-
BLANOBIITBHHX 33 BHPOSHMUHIT npoLtec i JhGir-Lrpacce 33, Holurraar, Huxns Cakcouis,
KOHTPOIb SKOCTI 31535, Himeuauna
Manufacturing Authorization / Jlinessis na
BHPOOHHLTBO
DE_NI_02_MIA 2022 0013/41401/H-144
11, 1 Results of analysis/ Pesynbrary ananizy See table below/ Jlus. tabnmiuo vikye
i Parameter tested / Acceptance limits / Results /
Konwrpossosauni napamerp HJonyerumi mexi Pesvasraru
Appearance (visually) / Onue Bi-colored hard gelatin capsules size 2 with | Complies /
(BiayasibHO) brown opaque cap and colorless transparent | Bianosinae
; body filled with brownish pellets (Kreon
! minimicrospheres) / J{Bokoasoposi teepai
] KEAATHHOBI Kancynu posmipy 2 3
KOPHHHCBOK HCIPO30OPOIO KPHILIKOK) i
Ge30apRHUM NPO30PHM TINOM, 3aN0RHCHI
KOPHYHIOBATHMH rpanysiami (Kpeon
MitiMikpochepu™)

Abbott Laboratories GmbH. Justus-von-Liebig-Strasse 33. Neustadt, Niedersachsen, 31535, Gemany
AGGOTT AcBopatopis TmBX, I0CTye-chon-AiBir-ipacce 33, Homuraar, Hiokis CakcoHia, 31535, Himewna
Ted: +49 50 32 81 - O; Fox: +49 50 32 81 - 299

V.05 ED: 25.10.2022

e
XD fITIB
JTOKYMEH




AEPKABHA CIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMMU
'Y AHINIPOIIETPOBCBHKIN OBJACTI

Auinpo, nn.CoGopHa,4, k. 601-605, 49005, Tey. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €IPIIOY 37070665

BHCHOBOK
NMpo AKICTH BBe3eHOro B YKpaiHy JlikapcbKoro 3aco6y
08.05.2024 ' Ne 23665/24/0411
KPEOH® 10000

(nafiMeHyBaHNs NikapcbKkoro 3acofy 3riaNo 3 peecTpauiiuum NOCBiAYCHHAM)
Kancy/id TBepAi 3 racTpope3ucTeHTHAMM: rpaHyaamu, 150 mr, mmo 10 Kancya y oaicrepi; ro 2
OalicTepH B kKapToHNiit kKopo6ui

{dopma BuITyCKy, J03YBaHHA, B TAKYBAHHA TIKAPCAKOTO 3acoby)

Howmep peecrpaniitnoro nocsiguenna UA/9842/01/01 crpox nii peectpauititioro nocsimuenna 01.01.2099

Cepis Jyikapebkoro 3aco6y Ne 64596 Kinbkicts BBe3eHOrO Nikapcwkoro sacofy 39000
BupoGuuk A66otT Jlabopatopis 'M6X, Himequnna
(nakiMenysanHs BupoGHMKa Tikapchkoro 3acoby, KpaiHa IIOXOMKCHHSA)
Beeseno B Vpainy Tosaprerso 3 ofmexkenolo BiznopinanbricTio "baJIM", inenr. kon:
31816235

(naliMenyBauua Ta kox 3a €JIPIIOY HOPHANYHOI 0coBH a0 npizeulIe, iM'A, mo 6aTekoBI dizHuHOi
0co6H - mianpremus, if MicLe TPOXKHBAHHA Ta peecTpalli KKt HoMep 0BiXOBOT KapTKH NNATHHKA
noaatxis abo cepis Ta Homep nacrnopra)

Iporokon sisyanenoro kourpomo sin 07.05.2024 Nz 07-01/1173/4.

3a  pesynsTaTamMu NEpKABHOTO KOHTPONI) BCTAHOBNEHO, MO Nikapcekwit  3aci® BBeseno B Vkpainy 3
AOTPHMAHHAM BUMOT 3aKOHOIABCTEA MO0 3a6e3NeHeHH AKOCT JIiKapChKHX 3ac0biR,

B. o. nauanenuka JlepxaBHoi ciry#6H 3
MiKapchKuX 3aco6is Ta KOHTpOIIO 32
HApKOTHKaMH y JIHINponeTpoBehKii
obnacTi

Harana MAHJIPUKA

(nocazoea ocofi ! OHTPOMIO)

(iHinianu Ta npizeMine)

Hikitiuesa Okcana +38(066)345-41-71



NEPKABHA CJIYVIKEBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKII OBJACTI

mpos. CeiTanasol Haxii, 3, m.Kuie, 02099, Ten/tdakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Hpo AKiCTH BBE3eHOT0 B YKpainy JikapchKoro 3acoby

02.01.2025 Ne 70087/25/10

KPEOH® 10000
{HafiMeHysaRRa TiKApCLKOTo 3acoDy 2riZiHO 3 peeCTPaLiiHAM NOCBIIICHHAM)
KANCYJIH TBEP/i 3 rACTPOPE3HCTEHTHHMM rpaHyIaMu no 150 mr mo 10 xancyn y 6aicrepi; mmo 2
0JicTepH B KapTOoHHIH Kopolii
((popma BlNYCKY, A03YBAMILE, BHA FAKYBAHHA Hikapcukoro 3acoby)

Homep peectpauiiinoro nocsiguenns UA/9842/01/01 crpox aii peectpaniiinore nocsizuenna 01.01.2099

Cepis stixapcekoro 3acoby Ne 65699 Kinbxicts BRe3enor0 Aikapcskoro 3acoby 39000
Bupo6uux A66otT Jlaboparopiz I'm6X, Himewunna
{uaiiMenypanna ppoBHuKa AiKapeskoro 3acody, kpalHa NOXOMKEHNA)
BeeseHo B YKpainy CrifpHe YKpAIHChKO-eCTOHChKE MANpHEMCTEO Y (Gopni ToBapHCTBa
3 o6mexero1o Bignosigansuictio "OnriMa-Dapm, JITX", went. koa:
21642228

(HaHMEHyBaHHH Ta kog 3a €APIIOY ropuanunci ocody abo mpizpHute, im'A, no Garexopi izriHoi
ocoGn - mianpuemus, i Micue TPOHBAHHS Ta peecrpammmn Hosep 06MiKOBOT KAPTRH DAATHHKA
mojatkis abo cepia Ta HoMep AACNOPTa)

Iporokon eisyamsioro kourposmo six 31.12.2024 Ne 4203/10.

3a  peaymBTATAMM /EPKABHOTO KOHTPOMIO BCTAHOBNCHO, IO NiKApchKuil 3acié BeezeHo B YKpainy 3

HOTPHMAHHSIM pimor 3aK0HORABCTEA LIOO sale3aneucHHA RKOCTI TiKAPCRKHX 3ac0BiB.

/é @;‘2;/ Bikrop CTE®KIBCBKHI]

birrponio) ‘;_’3/' G {initlinng Ta npiasuie)

7 Kt:xar :
_\?ﬂ?\ﬁunﬁm




hifonniis

Avbed - Estublished Phannaecuticals Division

7 Ngnibor U

Agpeovad date H6OCT 2004

Abbott

- CERTIFICATE OF ANALYS

S/

CEPTUDIKAT AHAJIIZY

CTOPIIKG

Ratch /Cepin 85699

L Name of product/ Hassa poayiry KREON 10000 / KPEOH" 10000

204 Country of the Germany / Hisensma

5 Re m'm‘(&)tn certy : i UA842/01/01

pecetpayiiiioro HOCBLMCHIA B Yrpaiii v , -

| capsule contains [ S0mg pancreatin in gastro-
resistant granales [Kreon minimicrospheres) with
engymatic activity:
Lipase 10000 Ph.Eur. units, Amylase KOO0

o Stvene il Ciies. 4 Ph.Bur Lm'ua'.? 3"1‘0!4:;\:3"05 600 Ph.Eur. units /

’ § gancyin AcTeTe L350 8r nangpeatiny o
FacTpoOpeIHCTENTHIK rpattyiax (Kpeon
aitiakpoedepy ™ ), 1 PepMEITATHEHOIO
armicno: s 10000 og. €, aniaasn 5000

€D, wpotean 600 o CD.
Hard capsules with gastro-resistant granules
S, Phanmacentical form/ Hikapeska hopsa 150my / Kaneysnt teepil 3 racipopesiCiCHTiyMK
rpanyiasat 1o 150 ar
) Sixe and type of the package! Posmip b 10 capsules in b.“:":j’w.{ & }"l<i:;$ng§ @ C’“yﬂm} hax
6. - Gaerepl; 10 2 SIICTepy 1 Rapronmii

VHAKOBKH

Batel size / Panap copli 157680 packs/ve.

Dite of manalacture Jara supodunursy 10.2024
3.

Ratch Release date 7 [ara ptycey cepit 26.11.2024

ated larn saringet ""),\. v )
9 l»-»\i)”;\ »LLI.L ’,Ln V SARIYCHIE TCPMIY 09,2026

HPUATHOCTE
(0 Name, address and manufacturing Heense mumbers | Abbott Laboratorics Guibi /

- or all sites respongible for manufactiring process

and quality contro¥ Hatpa, aapeca Ta nomepd
sitessaiil Ha BHPOBIIITEO L1 BUIX BHPOOHRKIE,
RLAROBLANBIN 3 BUpOOHIU APOULe |
KOITPONE REOCT

ABOoTr Haboparopis I'MEX
Justus-von-Liebig-Strasse 33, Neustadi,

Niedersachsen, 31533, Germany / 10crye-gon-
yir-fTrpacee 33, Hotraar, Hirama Carconis,

31935, HiMeuuuna

Manufacturing Authorization / Jinensia ua
BHPOTHHLTRO:

DE_NI_07_MIA_2022_0014/41401/H-144

Results of analysis? Pesysnrani anaaisy

See table helow/ JDims. ratanigo ke

saretaries Gt dustus-von-
wacrtoniz FaiX, K0 CHOHAR

ey

AGBoT AOL

Tob 449 S0 A2 81 - 0 Fax +49 B 3281 -




Abbiots - Establishost Pharmaceuticals Division
Eefeetive date; P OCT-2024

Approved date 16-GCT02

CERTIFICATE OF ANALYSIS/
 CEPTH®IKAT AHAJI3Y

Page/Cropima

ot 4
Paramoter tested { Acccptzmce fimits / ! Results /
Kowrppasonuuyii wapamerp Jlonyerini Meki 1 Pesyanraru
Appearance {visually) / Onne Bi-colored hard gelatin mpwiu size 2 with | Complies /
{itvainio) hrown opaque cap and colorless transparent Bianontsac

body filled with brownish pellets (Kreon
minhmicrospheres} 5,’,"1(1(’1&05150;30& TRepI
RCHFTHIDB KAy posmipy 23
KOPHTIEROIO HENPO3OPOIO l;pmukom i
BesGapBHIA HPOZOPHM TIAOM, 3aTI0BHCH]
m»pn‘nu()ml HME PPAHYJaMI (Kpu)u
;\lil-iiz\lil(p()C(i)LtpHé )

ldentification, PhuEur, / ‘ Fositive by enzymatic activity test for Complies/
Prewrwpigantin, Cap. Dapst amylase, lipase and protease activity / Biyronixae
[loswrneridi Tect ua tqumsmuumv
ARTHBHICTS A anvinasy, ginasn 1 nporeasy
Uniformity of dosage units, Ph. T, L] 15.0 % Complies /

2.9.40 (Mass variation) based on lipase | L2 = 25.0 % Biumosiaae
activity / Qanopiaicts, with acceptance value /31 spauciia
AOSORANHX ORI, Cap. Daps. ApritsSTHoeT

2,940 (Baross sMina). IPYHTYCTRCH Ha
AKTHEROCT] 03K

< es and M R¢

Assay, Ph. Far. (fabeled activity in Ph.
Bur-~u/ epsy* 7 KinbRiche BisHasenss,
Crp. bapy. (3a3na9Ha AKTHBINCTL B
O Cep. <‘I>'tpx: Irane. ¥
- Amylase / Amizasa (8000 NLT 8000 Ph.Eur-u.f eps (NLT 100 % of
LY/ He memne 8000 OJf Cup, drapsf 12706
rarre. (e Mamme 100% sia sagpaenol
KUTLKOCTT)
- Lipase 7 diasa (10000) 9500 - 11000 Ph.Eur-u/ eps (95 - 110 %
' s}sm) - 11000 OJL Erp. dapsr/eanc., 10522
(05 - 110% sl sassaciol ghiuroeTi)

- Proteases / Tporeass (600) NLT 600 Ph.Eur-n/ cps (NLT 100 % LCY/
tle menme 600 O] Cap. Mapariranc, (He 799
werntie 100% sia sasprenol Kigekoeti) v
Water content of pellets / Buicr ponsn | NMT 4% /ne Gumme 4 % 4

FPANVALX
Residual solvents ¥ 7 Zmnukos

postmngn? 0.2
~ Isapropyl aleohol 7 crupT NMT 0.5 %/ He Gumme 0.5 %

FBONPOIIOBH 0.3
- Acetone { aneTon NMT 0.5 %/ He Glasine 0.5 % )

anhsan, 31535, Garmany
cein, 31535, Hisagsani




Abbot - Established Pharnyaccsticals Division
Priestive date 1740022024

Approved dute: 16002024

A-b-b tt CERTIFICATE OF ANALYSIS/
O CEPTUGIKAT AHAIIZY

Page/Cropinka
Jobisd

Dissolution® / Poruweuna NLT §0% (0} of labeled lipase activity | Complics /
within 30min ¢ Bianosisac

Hle menme 80% (Q) sasnaucaol AKTHBHOTTI
airmask n vexwax 30 xp

Disintegration of capsule, Ph. Eur. NMT 13 min in Water / He Ginniie 5

2,917 Posuagaims gancyis, €ap. XBUIAH Y BOS 2
Dape, 294

Microbiological Quality *, Ph. Eur.

5142 2613y

MixpoGioaorisua sueiora®, Cup,
Mapa, 5.1.4 (2.6.1272.6.13)

ETAMO ¢ JKYOIr 160
STYMC FKYON 74
“Bile-tolerant gram-negative bacteria / g S KYO/r <10

FOBAOTORCPRITHT [PAM-TETATHBU
Garrepif

~Salimonella Absent/10 g/
“herichia coli Absentig / T

~Staphylococeus mureus Absent/y /

Absent / Biacyris
Absent / Buteyrna
Absent / Bizeyris

st performed on intermediale product “Pancreas Powder gastro-resistant Pellets 100007

* TeeT HPOBOINTLCY Ha TPoMiKIosy npoayKri «lact POPEINCTIFEHT MPANYII HOPOTIIEA MY HKOBOT 5871031
10000»

it .

5, fHadrsana



Version Namber 1.0

Abbstt -
i)

OMPaniisas82:0

Abbott

Fatablishes! Phanmaceuticals Division

Fitiective dater 17002004

Approved dates 16-0CT-2034

CEPTUDIKAT AHAJIZY

Page/Cropiika
i offs 4

CERTIFICATE OF ANALYSIS /-

N T SRSt

Comments/ Kosenrapi

Destinarion country: Ukraine / Kpatua-imimoprep: Yrpaing

Certification statementy
Fasea 1po coprifKanie

_BUIIORLABICTH BHM

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
reguirements of the local Regulatory Authority and with the
specifications  in the  Marketing  Awthorization of the
importing country. The batch processing, packaging and
analysis records were reviewed and found o b in
compliance  with  GMP. 7/ Tluy mprsepiviyre, 1o
presnsmacha tidopyanis € agrertyunoo i siprow. o
CEpi HperparTy BupoBILHO { BRIOYAIOHH
VIFAKOBKY/ MAPKYBAIS T4 KOUTPOLh HROCTT) REMEBKA3AlIIM
RUPOBHIKON ¥ TOBHI BIATIOBIANOCTE 3 BHMOTAMH GMp
BOEMALIONO  PErYIHTOPHOIO Opramy i 3 3a1sCplKeHumi
erenndikarimm sriane % Peectpmuiining nockiHenn
gpati-ismoprepa.  JOKYMCHTano 1o BHPOOHILITEA
COPIT. YURKOBIH T TCCTYRAHMY nepenipeno, 1 Bcranopacuo i
t GMP.

Name and positiondite of person

authorizing the batch released Im'a 1
pneaga ocoBi, BUOBLAAILHOT 18
RIITYCR cepil

David Schwarzer

Oualified person / Yososukens 0¢o0a

Signature of person nuthorizing the
hatch release’ Tiaune ocolbn,
RUARORLLAARHOT 32 BHITVCK Cepil

lo.

Date of signature’ Hara iy

26.11.2024

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

Altyoit Lol
ALBoT Aala

HA AAD: 16-May-2022



JEPXKABHA CNYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A.
' HAPKOTHKAMM Y KHIBCHKIN OBJACTI

npos. Ceitmaanoi Hanii, 3, M.Kuis, 02099, Ten/akc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua; Kog EPIIOY 37078774

BECHOBOK |
npo sikicTs Bresenoro B Ypainy Jikapenkoro 3acoby

12.03.2025 Ne 10217/25/10

_ KPEOH® 10000 o
(wraifatenysanta nikapeskoro 3acofy ariaHo 3 peecrpadiiinim nocsimueniam)
KATCY/ I TBEP/ 3 racTpopesncTeNTINAMN Tpanyaasin no 150 mr; o 10 xancyn y 6aicrepi; mo
2 aicTepH B KAPTOHHINH KOp o6
{thopmn ptrycicy, RO3YBAHHA, BIR NakyBalna nikapcbroro ancedy)

Howep peecrpauiiinoro nocsinuenns UA/9842/01/01 crpox aii peecrpaiitioro nocsinyenns 01.01.2099

Cepist nixapctkoro 3acaby.Ne 65763 Kinski¢rs saeaenoro aixaperxoro sacoby 52520
BupofBtix A66otT JlaGoparopis 'm6X, HiMeuuina
(naiimMetrypanis BipoGHKa ikapceroro 3acoby, kpalia NOXOLKCHKR)
Bsesero B Vipaiity Cninbuie yrpailHChbIR0-eCTOHCHKE TIANPHEMCTBO Y hopyi TOBapHCTBA
‘3 ofmesxérioro Binnosizansuicrio "OuriMa-Oaps, JITH", incnr. wox:
21642228

(uaftMenysanus Ta koyt 32 €PIIOY wopianynoi ocobi alo npispuute, iM's, Ho Garbkosi diznunol '
ocoBH - ninpuemis, fi Micte npoxinran Ta peectpatiiingii romep obnixorol kapTkn naaTiIKa
noaatxin afo cepis Ta HoMep nacopTa)

Hparokon sisyiibiore Koirrpono sin 04.03.2025 N 0649/6:

34 pesylsTOTEMN LEDKABHOCO KOMTDOIO BCTAHOBMEHO, 0. Mikapcskulf 3aci6 wbeieno o Vipaity
AOTPHMAHHAM minMor 3aKOHOAIBETBA MO0 3a6e3NeULHEA AKOCT] MKAPCHKIX 3000614,

(ininiem: Ta npisentue).




Abbastt - Extablishod Plamecutieals Division
Yorseon Namiber: 10 Effective date: 17-0CT-2024

OMPaiitsa s Appeved daver [6-00T:2021

v ¥ o .I__.._..-..I l
Abbott | CEPTH®IKAT AHAJIY |

| Page/Cropitixa
{1 offs4

Bateh /Cepin B5763

1. Name of product/ Hagna npoayry TP RREON™ 10000 £ KPEOH® 10000
‘2. | Country of themanufacturer/ Kpaina supolunk Ciermany / Hiseauuia

zgistration certificate a in Ukraine/ Homep |
Registration certificate number in Ukraine/ Howep LADRA2/01/0)

| capsule containg | 50mg pancreatinin gastro-
- resistant granules (Kreon minimicrospheres) witl
enzymatic activity
Lipase 10000 Ph.Eur. uits, Anylase 8000
Ph.Eur. anits, Proteases 600 Ph Lur. units /
| gancyistienron L50se maiipea ity
| pacrpopesserenin rpanysax {Kpeou
stibsiRphediepn©), 3 depserTaTHEIon. _
agrneyicriod ainasic 10000 op, G, asiydi $000
o, Ed, nputeasy 600 o €0,
Hard capsules with gastro-resistant granules

i 4. Sirengil? Chaa iy

'8, | Pharmaceutical forny/ Jlikapenka gopaa 150mg / Kancyain vrepii 3 rocrpopesicrentaimis
OO B 21113 21 LA ( 100 O

E 3 ; B o ) . | v 3 A H y .I\I AP H ! I".I: s

oo Sizeand type oMhe packages Possin i tim L0 capsules A _l{“b.]'\'i?l_"z _bl.]*lf'# 'u'_‘ cartorbox /
16, ; ¥ [0 gareya v Oaierepi; 1o 2 Gencrepn © kapromm
; YIIAKQBRI A

: : KO oo o
£, | Baeh size ¢ Poastip.copit 103686 packs/yn.

I M Date of et lactune/ i smpobmuirna | 40,2024 i
1R Py o

T Biiteli Release date 7 flava minvoey cepit i 05412"2024 i

1o | Expivy date! Java sakinucni tepaiiny e AT

M L e Y 08.2026

| npraxtHocT
T TR wddress and manutactaring Ticonse mimbers. | Abbott Laboratories GmbH /7~
| Tor all sites-responsible for manufacturing process. | AGGorT JlaGoparopis I'mGXx

| and guality control/ Hauna, aapeca 1a novepn | Justus-voi-Lichig-Strasse 33, Nevstad,

1 orinesidi wa supadmirno s reix snpotimkig Nicdersachsen, 31535, Cermany 7 1Qerve=dioii-

1 ginnowiaikimg ga sapodiaudi npouee i | JiGir-HPrpacee 33, Moiturragr, s Carconis, -
| KOUTPOIDL SROCTE 131535, intenuina

GNP T

| Manufsetuiing Kadiorizatioy
| pipodinureo:

| DE.NI_02_MIA_2022_0014/41401/H-144

| See-table below/ Hlun. tadmio wikye

Sobol] Lalaratatics Gt kstusvondieigsirase 33, newstazit, Miederochsan, 31535, Gemany,
ANBAROTONI MK, ICT s chOH-AIGI L1 FPices 33, HONWTQAT: Hianha Coscoria, 3 1545, His@emana
Vot +49 50 32 81« OrFox. £49:50 32 81 < 299

Py v 0% &p or0225 W



Abhoit « Established Pharmaceiticals Division
Fersion MNuniber: |4 Effective dale: 17-00T-2024

DMForpOgsss2 Appraved dater [6:00T=2024

‘N——— [ CERTIFICATE OF ANALYSIS / |
Abbott | CEPTH®IKAT AHAJIZY

| Page/Crapiuia
‘ 120fn4 ) il
Parameter tested / Acteptanee limits / ‘ Results /
'I_'l(ou'rpmu,:mnmt‘ii HapaMerp “Houyeruai mewsi : . Perynwrarn
Appearance (visually) / Qe “Bi-colored hard gelatin.capsules size 2 with | Complies /
(Biavaisio) hrown opaque cap and colorless transparent | Bignopiaac

| body lilled with brownish pellels (Kreon

| minimicrospheres) / Jinokessoposi TRE
SRENATHIOBEKANCYIH PO3Mipy -2 3
KOPHHTICROIN IlcflDL'!'SO[)()IO-T‘:]}Tﬂﬂ[{‘dm Zi

- GeaGapnnus HPOOPIM TiHOM, a1 tonHeRi
KopHona s rpatyasit (Kpeou
]| stinistixpocdrepit”) ERSROTET. S a——
} Identification, Ph.liur./ Positive by enzymatic activity lest for Complies /
FInerrmicanis, Cop. DAPM, amylase, lipase and protease activity ¢ Bianosidac
I Mosrrmsmil 1eeT na gepasenrarniry

| RTY HBHICTD s ML, AN i fporcaiit

“Uniformity of dosa geunits, Ph. Burs L1 =150 % Conplics/
*2.9,40 (Mass variation) baded on liptis¢ § 1.2 #25.0% Bianonipae
~activity / Onuopiuticys I with acceptance value /3 Sagentismn

JOTORANME OAUMIANL, CRp: DapN. 1 npuinrrnoeT

2.9.40 (parosa aMing). IpynTyverLes s e
_ARTIBIOCLE 1 R kesandd= X
Assay, Ph. Bur, (Jabeled activity in Ph. |

Bwr.-wf epsy*/ Kinsxicne prsravenit,

Cp, Paps, (302N3UCHL AKTHRIICTL B ]

QJ1 Enp. Gapafkanc.)* :
|~ Amylase / Aminaza (8000) NLT 8000 Plilie i/ ¢pg (NLT 100 Yeof
' LC}/ He menme 8000 O Cop: dapst/ 13945
karies (e menine 100% piz snsgimeno’ F
; RISLKOETI)
1= Lpiise 4 Mg (10000) 9500 ~ 17000 PhoEursuleps (95~ 110 % | p s
{ L6 49500 - 11000 O Cp. baprifcanc. | 10917
_ (95« | 10% gix saasnenol kinnkoeti)

- Proterses i Nporeasa (600) CNLT 600 Ph.Eur,-u.teps (NLT 100 % LCY |
: 1 e memmne 600-0OJ1 €ap. Mapsdanc. (ne 797
R - -1 ([ 100% lﬁ}l:3:1'51B-:l.c'l-m's'_Ri'.r_l.l;xd(:?_"l}_

sier gost L NMT A % / ve Ginsme 4 % 3

Waler content of pellets/
rPaHYAaX

Residual solvents * / 3ummkosi
poF TR :
~ Isopropyl aleoliol 7 cimpr NMT 0.5 % 7 He Biibuze 0.5 % h
isonponinosuit C _ 103
~ Acctone ¢ aneror | NMT 0.5 ¥/ He 0lmane 0.5 s :

10.1

Goll Latoraioics GmitH, Juto e Ciolig-Siraie 35 Neusiadt, Nioderséchici, 31535 Gormany
aGopatopia FmBn. Y C-ROH-AIBI-ALTPACEe 33, HOMuoAT Hikna Carcori, 31535, Hisesid
Tol 149 503281 -0: Fax; +49 50 32 81 - 299



Abkot - Established Plavmaceutieals Division
Version Number. L0 Elfective dates 17-00T-2024

QMY OMISI 321 Approved dates (6002024
[ CERTIFICATE OF ANALYSIS/ |
| CEPTH®IKAT AHAJIZY

| Page/Cropinxa
1Yol d

Dissolution® / Posumienu® ) INLT 80% (Q) of labeled lipase activily o Complivs /
1 within 30min s Bianowiznae

| He meiine 80% (Q) sasiravienol acrimocr
e inen b Mekax 30 xi o
Disintegration ol capsule, Ph. Eur. TNMT 15 min in Water / He 6insue 15
2.9.1/ Posnagama kancyiu, Cup. Tosurrany nosi i 2t
hapnm. 2:9.1 e '
Microbiological Quality >, Ph. Eur.

S 143612/ 2.6.13)/

| MikpoBiosoriumi werora®, Cep,
hapr, 5.1.4 (2.6.12:2.6.13)

| -TAMC < [0'CHY T / KYOR : 20.

1-TYMC < 10°CIU s g 4 KYOfie 10

| -Bile-lolerdiit praiii-negative bacerta) | < HFCFE 7 g FKY O - <10

| AConvoronepanTii paM-HeraTHRN

} Gascrepii N

1 Salmonella | Abseni/10°g 7 Bineyfin/ 1 0F Absent/ Bizcy i

| ~Escherichin coli 1 Absent/ 7 Bincyrusdy Absenl / Bisieyrns.
«Staphylototeus aureus: 1 Absent/g / Bineyrus'r Absent/ Riacyrid

“ Test performed on intermediate producet “Panereas Powder gastro-resistant Pellets 10000, J
WTeeT NPUBGANTHES 118 TPORBKHOMY POy KT «l ACTPOPEIMCTERTIE FPaNy:H NUPOIKA NITAYH ROBOT 238N0

10000x.

Aot loboratores EminH, Juslubvonetig-slissse 23, Houstaul. Miadesachsen; B8535, Gorfaany
ABGon AaBupotapn FMGX, OCrye-chmAltir-UNtpucte 33. HOMuIGAT, Hakia Caxconii 31535, Hisme e,
Tl +49 50 32 BT - Q; Fox: »49 50 328) - 299



Albott - Fstablishetd Phanmacemicals Division

Version Number: 1.0

AN Formn® 3587371

=] Abbott

Liffective date: 1740€T-2024
Approved:date: 16-0CT-2024

"CERTIFICATE OF ANALYSIS /
CEPTHDIKAT AHAJII3Y

Page/Cropini

Koffs 4

12, | Comments? Komenrapi

Destination country: Ukraine / Kpaisa-ismoprep: Yxpaiia

113, | Certification statement/
3anea npo ceprudiranine

| enensriganisnm sripno 3 Peecrpaniimmse nocsindennmt |
| kpati-imnoprepa,  Jokymenranito  woio- papobuitea |
| copif, yiakosgu i TeCTyBIMAY TEPCAipeno, | RETANOBICHO T |
1 pizmonijuiern misoras GMD.

[ hereby certify that the above information is authentic and |
accurafe. This bateh of product has been manufactured, §
including packaging/labeling and quality conwol at the above |
mentioned  site(s) in. Rl complionee with  fhe GMP
requirements of the. local Regulatory Authority and with the
specifications. v the  Marketing  Authorization of the |
importing  country. The batch processing, packaging and |
analysis: records  wete ‘reviewed and  found o be |
compliance with  GMP. 7 Llmm  uiarsepioiyro, o |
SRIEBMKNAASHA HPOPMALIN ¢ apTeniHTRod | siproio. Lo
cepilo npetapaty BHPOGNCHY (pratouaionn |
YIAKQBEY/MAPKYBAHIA T2 ROITpON, AROCT ). THHLEBRAZALIN
prpoGaitkont v momaill siwosimoett 3 witvorasi GMP
AOKGUILHOTO  PEFYAATOPHOID Opragly & 3 JarnepjoKerusmin '

14, | Name and position/title ol person
Csuthutizing the bateh release! M Ta
{ nocua ocaby, sianosizansiol 1
| nhnyet cepii

1 Qualificd fécson ! YIOBGBINRETE 0¢004

Kathrin Leder

15, | Signawure of person authorizing the
bateh released Tlizume ncodn.,
“BlOBANLHOT W BHAYCR cepii

6. | Date of signaturc: Jlat

anipnicy

ED Trom 16-May:2022 to 15:Nov1022

A AAD: T6-M4g-2022

Al oberitenics GrmbH, Juslivon-Lisbig-Stragse 33, Wousiaddi; Migdonsachien, 31535 Gemidny
ABBar Andoparopis ['m6X, Kictyc-thod-AlGiEWIpacTe 33, Holutaarn, Ham - Cokcon, 31 535, Hisew o
Tl £49 50 30 81 - 0: Faws *47 50 32 81 - 299



JEPKIIKCIIY XBA YKPATHHU
IEPKABHA CJYKEBA 3 JIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JTHINPONIETPOBCBHKIHN OBJIACTI

Huinpo, rw1.CoGopha,4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox EJPIIOY 37070665

BUCHOBOK
npo sIKicTh BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y

20.11.2024 Ne 60643/24/04

o S I R A L
S L
SRR, PHIIOEY gy T

KPEOH® 10000

(HaitMeHyBaHHA Nikapchkoro 3acoBy 3rifHO 3 peecTpallifHiM TTOCBITMEHHAM)
KAICYJIH TBEPAi 3 r4CTPOPE3NCTEHTHHMH rpanyJamy, 150 mr, no 10 kancya y 6aicrepi; mo 2
' OsicTepHn B KapToHHil KopoGui

(dopma BumycKy, A03yBaHHA, BHA NIAKYBAHHA JIiKapCbKOro 3acoby)

Homep peectpauiiinoro mocsingenna UA/9842/01/01 ctpoxk aii peectpauiiinoro nocsimuenna 01.01.2099

Cepis mikapcexoro 3acoby Ne 65550 KinbkicTs BBE3€HOTO NiKkapeskoro 3acoby 50050
BupoGHuK - A660tT Jlabopatopis I'M0X, HiMeuanna
(nalimenyeaHs BUpoGHIKa NiKapchkoro 3acofy, kKpaiHa MoXoZXKCHHA)
 Boesewon Vipainy ~ Topapuerpo 3 o6meskenow Bianopizanbnicrio "BaJM", inent. xon:
- 31816235

{HalimenyBanus Ta kox 3a CAPTIOY wopuznunol ocobun aGo npissuine, imM's, 0o 6arbkoBi
thizuunol ocobu - miznpueMus, 1 Micue MpoxHBaHHA Ta peecTpauifnuii HoMep obaikesoi
KapTKH [UIATHUKA MoAaTkis abo cepid ta HoMep nacnopta)

IpoToken BizyansHoro koutpomoe eia 15.11.2024 M 07-01/3071/2.

3a pe3yabTATAMH JEp:KaBHOTO KOHTPOJK BCTAHOBNIEHO, IO Jiikapchkuii 3aci6 BeezeHo B YkpaiHy 3
AOTPHMAHHAM suMOr 33K0HOJABCTBA OO 3abe3nedeH A SKOCTI AikapchkHX 3acobis.

B. o. ravaneauka JepxarHoi ciyx0u 3
niKapchKHX 3ac001B Ta KOHTPOIIO 33
HApKOTHKaMH Y J[HinpOmeTpoBCHKii
obnacri

Hikiriuesa Oxcana +38(066)345-41-71



] Abbott

CERTIFICATE OF ANALYSIS/

CEPTUDIKAT AHAJII3Y
Paye/Cropimka
! offad
Batch /Cepin 65550
{. { Name of product/ Hassa npoJykry KREON" [0000 / KPEOH” 10000
2. | Country of the manufacturer/ Kpaina sispodnuk Germany / Hisenarna
1 chwlrau.t:n n:emilcal(f number in Ukrzf‘mld Hosmep UA/IE42/01/01
| pererpatiiinoro HoceinyeHiia m Ypaini o o
1 capsule contains | SOmyg pancreatin in gastro-
resistant granules {Kreon minimicrospheres) with
enZymatic activity:
Lipase 0000 Ph.Eur, units, Amvlase 8000
i 3 nyiagn H B !
4. | Swength/ Cuna i Ph.Eus. units, Proteases 690 h.Eur. units .
1 kancyna MicTHTE 150 MF IAHKPCATHHY B
TACTPOPCIRCTSHTHHR rpadyaax (Kpeon
minimikpochepr™), 1 depmertaTnsroo
axTweHicTio: mirn {0000 oa. €, aminain 800
01 €. nporeaty 600 oa. €,
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlikapcnka fiopma 150mg / Kanucy:in Teepai 3 racTpopesscren Ty
rpanynams o 150 me
Size and type of the package/ Poastip | Tin 10 capsules in b]lslcr}l 2 bhstcr§ in carton box / .
6. 10 kancyn y GricTepi; no 2 6aicTepl 8 KapTouitifi
YIAKOBKH =
kopobid e
! 7. | Batch size / Poxmip cepai 770 packsfyil.
Date of manufacture/ Dara anpobuunraa T 062024
8
Batch Release date / lara suaycky cepii 21.10.2024
Expiry date/ flara sakid'icHuA TepMiny
2. NPHIATHOCTI 05.2026
10. | Name, address and manufacturing license numbers | Abbott Laboratorics GmbH /
for all siles responsible for manufacturing process | ABBo v Haboparopis I'm6X
and quality control/ Hazna, ‘1\ Justus-von-Lichig-Strasse 33, Neustadt,
nitesriiii #a BHPODHMLITRO ; cin, "\ Miedersachsen, 31535, Germany / WOctye-pot-
BiAHOBLATEHINX 33 BUPO . ¢ Nlidir-1lrpacce 33, Hodsrragr, Hirsus Cagcouts,
KOHTPO 1L NKOCTI 3535, HimenviHs
#dnufacturing Authorizotion . Jlinensia ua
BupobiuTso
DE_NI_02_ MIA_2022 0014/414401-144
il. | Results of analysis/ Peaynets See ble below/ Ana. rabmino mcrue

Aoboit Loboratories GmbH, fustus-von-liebig-Strasse 33, Naustodt, Niedarsochsen. 31535, Germany
ASGo AoBoparopil MBX, K¢ ye-duon-AiGi -LLitpacee 33, HoMmutgar, Higkns Caxconm, 31535, Hiameyumnio
Tei, +4% 50 32 81 - O; Fax; +49 50 3281 - 299



CERTIFICATE OF ANALYSIS /|
Abbott CEPTH®IKAT AHAJI3Y

Page/Cropinga
2ol 4
Paramecter tested / Acceptance limits / Results /
| Kourpoasopannii napamerp Romyernmi vemi Peaviasrarh
Appearance (visually) 7/ Onwc Bi-colored hard gelatin eapsules size 2 with | Complies /
{Bi3yansHo) brown opaque cap and colorless ransparent | Biznosinar

body Nilled with brownish pellets (Kreon
minimicrospheres) / JIBoKonsoposi Taepai
KCHATHHORT KAICYIR posMipy 2 1
KOPHYHERMO HEHPOIDPOKY KPR HIKOK |
SeBapBHIIM HPOZOPHM TIOM, 3AHOBHEHI
KOPHYHIORATHME ParynaMi (Kpeon

Minimikpocepir™)
identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Inenmudpikauis, Cap. dapa. amylase, lipase and protease activity / Bianoniae

[Nosreniuii TecT Ha QepMeHTATURKY
IKTHBHICTE Ui AMLIRIN, MENETH | NpoTeaIn

Uniformity of dosage units, Ph. Eur. LI~ i50% Complies /
2.9.40 (Mass variation) based on lipase | L2 25.0% Bianonizae
activity / O;mopisHicTs with acceptance value / 2 IHaMCHHAM

DOIOBIHHX OOHHHUL, €8p. DapM. LPHITHA THOCTI

2.9.40 (parves IMiKA), IPYHTYETLEA HA

AKTHBROCT] sinatH “ksand M= A

Assay, Ph. Eur. (labeled aciivity in Ph.
Eur.-u/ cps)* / Kinnkicnic RHMQMCHHA,
Cep. Gapm. (3aTHAYCHA AKTHEHICTR B
O Cap. dapm /xanc.)*

— Amylase / Aminaza (R000) NLT 3000 Ph.Eur.-u./ cps (NLT 100 % of
LC) / He micuue 8000 Q] Cap. Papm.t 12736
katc. (se Merie 100% nia 3aspacioi
KiFLKOCTI)

- Lipase / Mlimasa (10000} 9500— L1000 Ph.Eur.-u./¢ps (95 - 110 %

- Ilﬂﬂ(l ()i} (‘sp (Ilapm Axatic. 10532

~ Proteases / [Tporeasa (600 -u./ cps {NLT 100 % LC) /

- mtw,a,w.s* (

(W] Cup. Dapm./kanc. (e 739
w #71 BAABAEHOT KDILKOCTI )
Water content of pellets / Bili al % / el E}Jilplue 4% 3
PRUHYILAX ) ]
Residual solvents * 7 3ammn ‘*/ =
POIYHEHHMEH® 0.2
— Isopropyt alcohal / cnupt lllﬁ'l}@\\a% le Olbwe 0.5 %
POBpONinoRHit {pa ™ = 0.4
— Aceione { aueTon NMT 05 %/ Hebimwe05% )

Apball Loboroterias GmbH. Jushus-van-Liabig-Strasse 33, Neustedl. Madarsochien. 11815, Germany
AGGoT Aoboparopil TmbX, KCTyc-bon-Aibi-Lypocce 33, HomwtGar, Hinews Carcoms, 31535, HimevaiHo
Tol: +a% 5332 81 - 0: Fox: »49 50 3281 - 9%



A. tt CERTIFICATE OF ANALYSIS/
bbo CEPTH®IKAT AHAJI3Y
Page/Cropinka
Joffs 4

Dissolution* / Possuuenns™ NLT 80% (Q) of labeled lipase activity Complies /

within 30min / Bianosinac

He MeHie 80% (Q) madauenol axrisroC T

Ainasy 8 mexax 30 xe
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He Diasie 13
2.9.1 / Posnaganus xaneynu, €rp. XEHIIHR ¥ Boai 2
Papm. 2.9.1
Microbiological Quality *, Ph. Eur.
5142612/ 2.6.13)/
Mikpobionoriugs uuetoTa®, €8p.
Papm. 5.1.42.6.12/2.6.13)
-TAMC < WO'CFU g rKYOir 30
-TYMC < 1WPCFU /g ¢ KYOIr <10
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g / KYQir <10
HKOBHOTOICPEHTIN [PAM-HCTATHBHI
Gakrepii
-Salmonella Absent/10 g/ Bincyrua/10r Absent / Bincyris
-Escherichia coli Absenl/g / Biacyraar Absent / Biacyras
-Staphylococeus aureus Absent/g / Biacymha'r Absent / Biacyrus

* Test performed on intermediate produet

Pancreas Powder gastro-resisiant Pellets 100007, /

* TecT NPOROANTLCH 1A IPOMIKHOMY NPOAYKT] «[acTPOPEIUCTENTII IPaty Nl NOPOINKE NILTYHKOROT 324031

10005 .

Apbot! Laboratodas GrizH, Jushus-von-Lisbig-Strossa 13, Nauttod!, Niedersachsen, 31535, Garmany
ABGor Acboparopid FmbX, KoTye-doon-Aiir-llitpocce 33, HORWIQAT, HioeHa Carcoms, 31535, Himeramn

Tot: +4% 5C 32

81 -0 Fax: +49 50 32 81 - 299




CERTIFICATE OF ANALYSIS /
Abbott CEPTUDIKAT AHAJI3Y
Page/Cropinka
doffs4

. stinati - Ukraine ¢ Tria-i .:m.,'-.
2 L ComenRRa TR Destination country: Ukraine / Kpatna-isaiopyep: ¥Yrpaiia

13. | Cernlication statement? 1 hereby centify that the above mformation is authentic and
Jaana npe ceprudikanio accurate. This baich of product has been manufactured,
including puckaging/lubeling and quality control at the ahove
mentioned  site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the
specifications  in the Murketing  Autharization of the
importing country. The batch processing, packaging und
analysis records were reviewed and found w be in

comphance  with GMP. 7 lav  uigreepaxyso. wo
BHILEBHKMAAENA IHPOPMILia ¢ aprenTHakow | Bipiow. Lk
cepiin npenapary BUPOBACHO (vKmoNaN

YIAKORKY/MapKYBHHS T3 KOHTPOAUL AKOCTI) BHICBKAIANIN
BupoliNKOM ¥y HOBMIA Bianosianocri 3 sAMoras GMP
JOKMILIOTO  PETYAATOPIOTO OPraly i 1 IATREPIKE) IHMH
cncupdikaniaMd 3rizne 3 Pecerpaniiinuy  nocsiiucnisy
Kpainu-iMnioprepa.  JlokymeuTanio  wojAo0  BupobHNUTRD
cepili, YIAKOBKY | TSCTYBAHNA HCPEBIPEHO, 1 BCTRHOBICHD T
BianosiHicTs BuMoram GMP.

|

14. | Name and positionititie of person
authorizing the h'au:h ljclcasc! !_M'a T8 Kathrin Leder
{nCala Ocﬂﬁll, BLANOBLAANLHON 73
BHITYCK Cepii ] _
Quatified person / Ynosnonakena ocoba

I5. | Signature of person authorizing the
batch release/ TTiankc ocobu,

BIZNOBIAATLIOT 38 BRIIYCK cepii ~

16. | Date of signature’ [fata nignmcy AR TN
;24/.1 0.20241 N
SV 1Ky MEHTIB \7

\

Mn ]

4
|~

Jruat
— ]

~..

ED: from 16-May-2022 to |5-Nov-2022

Abbett Laboratarias GrnoH, Jushyg-von-iebig-Sirosse 33, Heustodt, Miedersachsan, 31535, Gormony
ABGoT AoSoporopil TwBX, IDCTyC-chos-ABIr-Wpocce 33, Homwtoat, Huxee Caxconin. 31535, Hisseswwna
Tel +49 50 32 Bl - 0: Fax: +49 50 3281 - 299
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