ya

Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTH®OIKAT AHAJIZY

Batch /Cepis Page/Cropinxa
| 64109 1off33
| 1. | Name of product/ Hasga NPOJYyKTY KREON® 25000 / KPEQOH® 25000
2. | Country of the manufacturer/ Kpaiua Bupobuuk Germany / Himeuunna
3. Registrati.fin certificat.e numbf:r in Uk{ai-ne/ Homep UA/9842/01/02
PCECTPAWHROTO IOCBITYEH A B YKpaini
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 /
4. | Strength/ Cuna nif : _
1 xancyna mictuTs 300 Mr HAaHKpPEATHHY B
TacTpOPE3HCTERTHUX rpanynax (Kpeon
MiniMikpochepu®), 3 (bepMenTaTHBHOIO
aKTHBHICTIO: Jinazu 25000 o, €D, aminasu
18000 on. €. nporteazn 1000 og. €,
Hard capsules with gastro-resistant. granules
(5. | Pharmaceutical form/ Jlikapcexa dopma 300mg / Kancynu TBEPII 3 TACTPOPE3HCTEHTHHEMH
Tpanyaamu 110 300.mr
] Size and type of the package/ Posnip i it 50 capsules in bottle;_ .1. bottle in carton box __/u
' | ynaxosRm .50 Kanqyn Y ¢naxosi; 1 (PITAKOH B KAPTOMiit
Kopobm
7. | Batchsize/ Posmip cepii 34819 packs/ym.
3 Date of manufacture/ ara BHPOOHMIITEA 10.2023
___| Batch Release date / Hlata Bunycky cepii 17.11.2023
9 Expiry date/ Tara 3akingenns TEPMiHY (9.2025
" | 'pugarHocTi
10. | Name, address and manufacturing license numbers | Abbott Laboratories (GmbH /
for all sites responsible for manufacturing process | AG6orr JaGoparopiz 'm6X
and quality control/ ‘Hasga, anpeca ta HOMCpH Justus-von-Liebig-Strasse 33; Neustadt,
MILeR3iH Ha BUPOGHELTRO A% Boix BHpPOOHUKIR, Niedersachsen, 31535, Germany / FOctyc-don-
BUINOBITAIBHUX 32 BHPOGHATMIL opouec Hibir-Ilpacce 33, Hotirrar, Huxna Cakconis,
KOHTPOIE AKOCTI 31535, Himewunua
Manufacturing Authorization / Jliuensig va
BHPOOHHITED
e . e DE NI 02 MIA 2022. 0013/41401/H-144
11. | Results of analysis/ Pesynbratn anamizy See table below/ qus. TabmH mokae
[ Parameter tested / Acceptance limits / Results /
Konrpoasopanmii HapaMerp Honyerumi mexi Pesyanrate
Appearance (visually) / Onnc Bi-colored hard gelatin capsules size 0 with Complies /
(BizyaneHo) orange opaque cap and colorless transparent Bimnogizae
body filled with brownish pellets (Kreon
minimicrospheres)./ Hporonboposi teepai
KEJATHHOB] KAHCYITH po3Mipy 0 3
OPAIKEBOT0 HETIPO3OPOIO KPHIIKOIO
GesbapsruM npo3opHM TINIOM, 3an0BHeH|
KOPHUHIOBaTHMH rpanyiaMu (Kpeor
| miniMixpochepu®)

mbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany

¥/ \6X, tOcTye-chor-ABIr-LULpacce 33, Holwraar, Hinteks- Cakcoris, 31535, Hismeiina

Tel: +49 50 32 81 - 0; Fux; +49 5032 81 - 299
ED: 25.10,2022

HA AAD: 16-Rhcry-52
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Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAJI3Y

i Batch/Cepis Page/Cropinka
164109 20f33
Identification, Ph.Eur.*/ Positive by enzymatic activity test for Complies /
Inerrudixauis, €sp. Gapwm.* amylase, lipase and protease activity / Binnosinae
llosuTuBHRI TecT Ha GepMenTaTHBRY
_ AKTHEHICTb JIIs aMia3M, flinasy i npoteasu
{ Uniformity of dosage units, Ph. Eur. L1=150% Compiies /
2.9.40 (Mass variation) based on lipase | L2 =25.0 % Binmoginac
activity / OnHopianicTs with acceptance value / 3] 3HaucHHIM
JO030BaHHX OMUHHIE, CBp. DapM. LIPHAHATHOCT]
2.9.40 (BaroBa 3miua), 1 €TBCH Hi —
' aKTHBH(OCTi nigasn Y =k-sand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / KinbkicHe BU3HaUEHHS,
€p. @apM. (3a3HaYeHa aKTHBHICTH B
OJ1 €sp. Papm./kanc,)* :
— Amylase / Aminaza (18000) NLT 18000 Ph.Eur.-u./ cps (NLT 100 % of | 25989
LC)/ He merme 18000 O €sp. Papm./
kanc. (He Mennre 100% Big 3asg81eH0]
KilhKOCTI)
— Lipase / Jlinaza (25000) 23750 - 27500 Ph.Eur.-u/ eps (95 - 110 % | 25703
LC) /23750 - 27500 O] €sp. Oapm./karc.
(95 - 110% Bix 3aaeienol KinbkocTi) 1591
— Proteases / IIporeasa (1000) NLT 1000 Ph.Eur.-u./ cps (NLT 100 % LC)/
He menwe 1000 Off €pp. ®apwm./xanc. {ue
_ _ ... mesme 100% Big 3asBneHol KinsKocTi)
Water content of pellets / Bmict o 8 | NMT 4 % / ue 6insime 4 % 3
rpaEynax
Residual solvents * / Bammmkoni
PO3YHHHHKH
— Isopropyl alcohol / compt NMT 0.5 % / He 6insme 0.5 % 0.1
i3onponinosnii
— Acetone / aneron NMT 0.5 % / He 6insiue 0.5 % 0.4
Dissolution* / Pozuunenss* NLT 80% (Q) of Iabeled lipase activity Complies /
within 30min / 1 ORIAE
He menme 80% (Q) 3asnauenol aktiBHOCTL#50
ninasu B Mexax 30 xB AR
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He Ginpue 15 / }15: V.
2.9.1 / Poanaparus kancyaH, €sp. XBHIINH ¥ BOAL Te y,
Qapwm. 2.9.1 23

Abboft Labordtonas GmbH, Justis-von-Uiebig-sirasse 33, Neustad!, Niedersachsen, 31535, Germisitiy
ABGom AaSoparopls TMEX, I0cTyc-thor-AiBir-UITpacce 33, Holwtaar, HiaHs Cakconia, 31535, Himesduid
Tel: +4%°50 32.81 - 0; Fax: +49 50 32 81 - 299

V.02

ED:.25.10.2022

HA AAD: 16-May-22




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAI3Y

Batch /Cepis Page/Cropinka
64109 3offs3
[ Microbiological Quality *, Ph. Eur. 1
5.14(26.12/2.6.13)/
Mixpobionoriuma uucrota*, €pp.
®apm. 5.1.4 (2.6.12/2.6.13)
-TAMC <10°CFU/g /KYO/ir 110-
-TYMC <10*)CFU/ g /KYO/r 20
-Bile-tolcrant gram-negative bacteria/ | < [0}CFU / g /KYOrr <10
JKoruoTonepanTui rpam-HeraTHpHi
HaxTepil _
-Salmonella Absent/[0 g / Bigeyraa/10 - Absent / Bincyrns
-Escherichia coli Absent/g / Bincyras/r | Absent / Bincytus
-Staphylococcus aureus Absent/g / BincyTus/r Absent / Bincyrus

* Test performed on intermediate product «
* Tect NIPOROAMTECS Ha [IPOMIKHOMY TIPOJL
25000,

Pancreas Powder gastro-resistant Pellets 250007, /
ykri«lactpopesucrentyi TPaHyIH NOPOMIKA MFHITYHKOROT 3471031

Destination country: Ukraine / Kpaina-iMnoprep: Yipaina

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. /
M minTBeproxyro, mpo BramesHKnanena imdopmania €
4BTCHTHYHOK 1 Biprowo. Lo cepiro npenapaTy BapobaeHo
(BRIKOYARYTH YTAaKOBKY/MAPKYBaHHA T4 KOHTPOIE AKOCT)
BHIUCBKA3aHHM BHPOOHHKOM y MOBHIH BIINOBIAHOCTI 3
sumoramMn GMP soxaneHoro perynstopuoro oprany 1 3
3aTBEPIDKCHHIME cHeUH(iKanisMy 3rinno 3 Peectpanifianm
NOCBIYeHHAM Kpainu-iMmoprepa.  JloxyMenTariio 010
BHPOOHMITBA cepif, ynakosxu i TECTYBEHEA [¢peBipero, i
BCTAHOBIEHO i BiXoBiaRicTs BuMoram GMP:

Kathrin Leder
Qualified person / Yroerosaxena ocoba

(L o

12, | Comments/ Komenrapi
| 13. [ Certification statement/
3asBa po ceprudikanio
14. | Name and position/title of person
authorizing the baich release/ Im's Ta
mocana ocob, BIANORIRANEHOT 38
BHIIYCK cepil
15. | Signature of person authorizing the
batch release/ [Tianic ocob,
BIIOBIAAMBHOT 34 BHILYCK cepii
16. | Date of signature/ Hara nigmacy

17.11.2023 “F

i GMbH, JUstus-vor Lisbig:

GX. I0cTye-ab

Strasse: 33, Neustadh, Niederiaehssn, 41535, Gerriciny

aH-AiSir-lUitpacce 33, HORLUTGAT, HiokHa CakcoHis, 31535, Himeydmid
Tel: +49 50 32 81 - 0; Fax: +49 5032 8] -

299

ED: 25.10.2022 HA AAD: 16-May-22




JTEPKABHA CJIOYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCBKIA OBJIACTI

npos. CeiTnaanol Hanil, 3, M.Kuis, 02099, ren/haxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy JiKapchbKoro 3acody

18.12.2024 N 65858/24/10

KPEOH® 25000

(HnitMeHyBaHbA JikapcsKOro 3acoby aTigHO 3 peccTpauiiiHaM ToCRITISHEAM)
KAICY/IH TBEPAI 3 racrpopessicTeHTHHMuU rparyiamu no 300 mr; no S0 xancyn y daakoni; mo
1 durakony B KapTOHHIH KopoOui

{dhopma BHAYCKY, HOIYBRHES, B/ MAKYBAKHE HiKAPCEKOTO 3ac0BY)

Homep peecrpauiiitoro nocsiguenns UA/9842/01/02 crpox aif peectpauiiinore nocsiguenns 01.01,2099

Cepin nikapcskoro saco6y Ne 65649 Kinexicts BseseHoro aikapcskoro sacofy 1680
Bupobuuxk A660rT Jlabopatopis I'm6 X, Himeuanna
(naifiMenyBanua BHpoBimKa TiKapcsKoro 3acoby, KPaiua MOXoMKCHI)
Bresero B Vpaiuy CrifbHe ykpaiHchbKO-€CTOHCHKe MiANpHeMcTBO Y dopMi ToBapicTBa
3 oGMexenolo Biznosizaasuictio "Onrima-®apm, JITH", igent. ron:
21642228

{(Haiimenypanna Ta ko 33 €OPIIOY wpuanusol ocobu abo npiasnute, iv'x, no Gatexosi disuarol
ocobu - mimmpHeMud, if MicKe IPOXHBAHET Ta peecTpauiianil Romep ofmikosol KAPTKY NIATHIKA
nonatkie a0 cepid TA HOMED NACTOPTA)

Iperokon sisyamsuoro kourpomo six 10.12.2024 Ne 3942/9.

32 peaynpTaTaMM IEPYKABHOTO KOHTDOJIK BCTAHOBAGHO, INO Jixapchkuil 3aci6é meeseno B YipaiHy 3
JOTPHMAHHSIM BuMOr 33KOHOJABCTRA 070 3a6eanevenns AKOCTL JHKAPCLKUX 3ac00iB,

g L

e @k‘.!’fe_ef%:.,_'_

Omera €PEOMEHKO |

(ininiam: Ta npiapyme)




) Abbott

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAJII3Y

Page/Cropinka

1 offz4
Batch /Cepis 65649
L. | Name of product/ Haira npoaykry KREON®25000 / KPEOH® 25000
2. | Country of the manufacturer/ Kpaina eupo6uni Germany / Himeuuuna
3. Reglstratlgn certlﬁcatc? number in Uk:":':u.ne/ Howmep UA/9842/01/02
eecTpautiinoro noceiguerns B Yxpaini
1 capsule contains 300 mg pancreatin in gastro-
resistant granules (Kreon minimicrospheres) with
¢nzymatic activity:
Lipase 25000 Ph.Eur. units, Amylase 18000
Ph.Eur. units, Proteases 1000 Ph.Eur. units /
4, Strength/ Cuna aif 1 ;
kancyna mictute 300 Mr nankpeaTHHy B
racTpOpe3uCTEHTHIX rpaHynax (Kpeon
midimikpoctepu®), 3 depmentatusHoio
aKTHBHICTIO: Ninazu 25000 ox. €, aminazu
18000 oa. €@, nporeazn 1000 on, €,
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlikapcrxa dopma 300mg / Kancyan TBepai 3 racTpopesicTeHTHIMH
rpanynaMu rio 300 mr
Size and type of the package/ Posmip i Tun 50 capsules in bott[e;.'l bottle in carton box _/v
6. 50 kancyn y dnakoui; 1 fnakod 8 xaprouHii
YNaKoBKH ;
Kopobui
7. | Batch size / Poamip cepii 64993 packs/yn.
Date of manufacture/ [Tara riupoSuuLTED 10.2024
8.
Batch Release date / Jlata Bunycky cepii 12.11.2024
Expiry date/ JlaTa saxintenna Tepminy
2L NpPHAATHOCTI 09.2026
10. | Name, address and manufacturing license numbers | Abbott Laboratories GibH /
for all sites responsible for manufacturing process | A66oTT Jaboparopiz M'M6X
and quality control/ Ha3sa, anpeca Ta Homepn fustus-von-Liebig-Strasse 33, Neustadt,
NiLensii Ha BUPOOHHUITRO AA% BCIX BMPOGHUKIR, Niedersachsen, 31535, Germany / IOctyc-gon-
BiANOBI AANBHUX 32 BUPOOHHUMI npoltec | JTibir-IlTpacce 33, Hokturragr, Himigus Cakconix,
KOHTpONb SKOCTI 31535, HiMeuuuua
Manufacturing Authorization / Jlinensis #a
BHpoGHUIITBO
DE_NI_02_MIA_2022_0014/41401/H-144
11. | Results of analysis/ Pesyastatu ananisy See table below/ dus. Tabmimo HuKae

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadi, Niedersachsen, 31535, Germany
ABBOTT Aaboparopii [mbX, lOcTye-thor-AibI-WUrpacce 33, HohwmaaT, HikHS CakcoHid, 31535, Himeydnna
Tel: +49 50 32 81 - 0; Fax; +4% 50 32 81 - 299
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CERTIFICATE OF ANALYSIS /
Abbott CEPTUDIKAT AHAJIZY
Page/Cropinka
20ffz4
Parameter tested / Acceptance limits / Results /
KonTponsoBanui napamerp Honyernmi mMexi PesvantaTn

He menme 80% (Q) sa3HayeHoi akTHBHOCT
fginasu B Mesxkax 30 xB

Appearance (visually) / Onuc Bi-colored hard gelatin capsules size Oel Complies /
(Bi3yansHO) with orange opaque cap and colorless Bignogiae
transparent body filled with brownish '
peliets (Kreon minimicrospheres) /
JBOKOILOPOBI TBEPLUI KENaTMHOBI KalCyln
poamipy Oel 3 opamKeBoI0 HEIPO3OPOIO
KPHIIKOXO | Ge30apBHHM NPO30pHM Tinom,
3aN0BHENI KOPHIHIOBATHMH TPAHyIaMH
{Kpeou minimMikpochepu®)
Identification, Ph.Eur.*/ Positive by enzymatic activity test for Complies /
Inexrudicanis, €sp. Gapm.* amylase, lipase and protease activity / Binnoeinae
[losnruenuil TecT Ha GepMerTATHBEY
_ AKTHBHICTE A aMigasy, JiasH i mpoteasu
Uniformity of dosage units, Ph. Eur. L1=15.0% Complies /
2.9.40 {Mass variation) based on lipase | L2 =25.0% Biunosigae
activity / OnuopingicTe with acceptance value / 3i sHa%eHEAM
DO30BAHHX OAHHHIE, CBp, Dapm. IPUHHATHOCTI
2.9.40 (aroea 3MiHa), [PYHTYETECA HA —
AKTHBHOCTI Minasu =ksand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ eps)* / KinexicHe pu3nauenns,
€5p. Papm. (3a3Ha4eHa AKTHBHICTE B
O €sp. Papm./Kamc.)*
~ Amylase / Aminaza (18000) NLT 18000 Ph.Eur.-w./ cps (NLT 100 % of
LC) / He menme 18000 O €rp. Mapm./ 23418
kanc. (He meame 100% Big sassiuenol
KITBKOCTI)
— Lipase / Jlinasa (25000) 23750 — 27500 Ph.Eur.-u./ cps (95 - 110 %
LC)/ 23750 - 27500 Ol Csp. Trapm./xarmc, 25117
(95 - 110% sig 3asenenoi KinskocTi)
~ Proteases / IIporeasa (1000) NLT 1000 Ph.Eur.-u./ ¢ps (NLT 100 % LC)/
Ile merme 1000 OJ] Cep. dapw./xarc. (xe 1520
menie 100% sig 3assieHol kiaskocri)
Water content of pellets / Bmict soau B | NMT 4 % / He Ginsine 4 % 4
TpaHyax
Residual solvents * / 3amumcosi
POIYHHHAKH* 0.2
- Isopropyl alcohol / cimpr NMT 0.5 % / He 6inpiue 0.5 %
izotponinoBri
— Acetone / auercH NMT 0.5 % / He 6inpme 0.5 % 0.5
Dissolution* / Posumnmenms* NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Binnozsigac

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
AGGoTT AaBoparopiz TmEX, KocTyc-choH-ABIr-LLUtpacce 33, HORWTAAT, HipkHa CakcoHis, 31535, Himepmka
Tel: +49 50 32 87 - 0; Fax: +4% 50 32 8] - 299




CERTIFICATE OF ANALYSIS /
A.bb Ott CEPTU®IKAT AHAJIZY

Page/Cropinka

Joflzd
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He Ginewe 15
2.9.1 / Posnapanus xancyay, €gp. XBHIHH Y BOAI 2
DPapm. 2.9.1
Microbiological Quality *, Ph. Eur.
5.1.42.6.12/2.6.13)/
Mikpobionorigna smcrora*, €rp.
Dapm. 5.14 (2.6.12/2.6.13)
-TAMC <10°CFU /g /KYO/r 25
-TYMC <10’CFU/g /KYOnr <10
-Bile-tolerant gram-negative bacteria/ | < 10*CFU /g / KYO/r <10
HoeuoronepasuTai rpaM-HeraTHBHI
Bakrepii
-Salmonella Absent/10 g / BincyTus/10 r Absent / Bigcytus
-Escherichia coli Absent/g / BigcyTas/r Absent / Bincyrns
-Staphylococeus aureus Abscot/g / BigeyTra/r Absent / Bincytas

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 250007, /

* Tect MPOBOAMTLCH HA ITPOMIXKHOMY TPOIYKTI «lacTPOPE3HCTEHTHI rPaHy i TIOPOLIKA MAILTYRKOBOT 3aT03H
25000n.

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neusiadt, Niedersachsen, 31535, Germany
ABBOTT AaSoparopis TmBX, KOcTyc-thon-AiBir-lLpacce 33, HORLITGAT, HiskHa CaxgoHia, 31535, HimevdmHa
Tel: +4% 50 32 81 - 0; Fax: +49 50 32 81 - 299




) Abbott

CERTIFICATE OF ANALYSIS /
CEPTHO®IKAT AHAJI3Y

Page/Cropinka
4 otfz 4

12:

Comments/ KoMenrapi

Destination country: Ukraine / Kpaima-iMnoprep: Yipaiua

13.

Certification statement/
3agBa npo ceprudixaiito

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. /
IluM  miaTBEpaXkyr, WO BHINEBHKIAACHA IHpopMalia €
aBTeHTHYHO0 1 BipHow. Lo cepito nmpemapary BupoGieno
(BK/IHOMAIOUM YTIAKOBKY/MAPKYBAaHHS Ta KOHTPONbL AKOCTI)
BHIUCBKAa3aHgM BHPOOHMKOM vy NOBHIH Bigmomimiocri 3
BumoraMa GMDP noKanbHOrO pErynaTopHOro opramy i 3
3aTBepPIKEHUMHK cneundixanisMu srizuo 3 Peectpaniiinum
TOCRIMYEHHSAM KpaiHH-iMmopTepd. JIOKYMEHTALIo  Imoao
BHPOOHHITEA cepil, YIIaKORKH 1 TecTyBamHs meperipeno, i
BCTAIOBIENO i1 BigmosiauicTs suMoraM GMP.

14,

Name and position/titie of person
authorizing the batch release/ Im'a Ta
riocana ocodH, BiANOBiMaNLHOI 32
BHITYCK cepil

Kathrin Leder

Qualified person / Ynosrosaxena ocoba

15.

Signature of person authorizing the
batch releasef [ligmuc ocobu,
BIIIIOBIAANEHOT 38 BHITYCK cepii

ey

l6.

Date of signature/ JJata oianucy

14.11.2024

ED: from 06-Jun-2024 to 05-Dec-2024

HA AAD: 06-Jun-2024

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadi, Niedersachsen, 31535, Germany
ABBoTT Aaboparopia FMBX, KocTyc-thon-AiSiIr-LTpacce 33, Hobwraar, HikHs CakcoHis, 31535, Himeyamna
Tel: +49 50 32 81 - 0; Fox: +49 50 32 81 - 299




AEPKABHA CIYIKBA 3 JUKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHIBCBKIU OBJACTI

npos, Ceitnranol Handl, 3, m.Kuis, 02099, ter/harc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BACHOBOK
Tpo AKICTH BBE3eHOro B YKpainy Jikapebkoro 3acody

12.03.2025 Ne 10220/25/10

KPEOH® 25000

{Hajimerypanus Mikapcekore 2acoby Irigio 3 peecTpaniiinis TOCBIMOHHM)
Kancyan Teepai 3 racTpopesHeTeHTHIMH rpanyaas no 300 ar; mo 50 kancya y daakoHi; no
1 jaarouy B kapToHHIi Kopobui
{thopaia BHNYCKY, N03YBARHA, BUI HAKYBaHIA HKapCeekoro 3acoby)

Howep peeerpamiiisoro noceimaenns UA/9842/01/02 crpok aif peectpauiiinoro mocsinvenns 01.01.2099

Cepin nikapesxoro sacoby Ne 65825 Kinpxicts Baesenoro mxapebkoro sacody 6090
Bupofitug A6botT Jlaboparopis I'moX, Himeuauna
(H2fMeHYRBEHHA BUPOQTHIED RIKAPCRKOTO 33000y, Kpalna MOXOIATHID)
Baescro B Vipuiny Crinbue ykpainesxo-ecToHChbKe minnpueMcTso y gopmi Tosapucrea
3 o6Mesxxenolo BignoBigaaeHicTw "Onrima-Papm, JITA", izenr. roa:
21642228

(naiimeryBanna Ta kof 38 CAIPTIOY wopnistixoT ocofi a0 npizenme, is's, no Satskosi hiznuxol
ocobn - mianpremus, I Micue TPoKITBAHAES T4 peecTpalilinnii HoMep oGNiK0BOT KAPTRY MIATHIIKA
roaarRis a0 cepit Ta HOMEP HICHOPTa}

Iporoxos sizyansioro kourpome six 05.03.2025 Ne 0649/9,

3a pesyABTATAMI FAE[UKaBHOTO KOHTPOSIO BCTAHORIGHD, LI  Jikapcekwil 3aci6 BseseHo B YEpaiky 3
AOTPDHMAHEHIM BiAOT 33KONDAABCTBEA LA 3aDe3reyueHHs AKOCT] MIKAPCEKHX $4C0GiE.

Onera EPEOMEHKO

{rinumc) {ininiamu Ta apizesie)




{ - Establis

ais Division

QTR AL
Fiteause date, 110CT0004

Appraved date 18O
CERTIFICATE OF ANALYSIS /-
CEPTHDIKAT AHAL 3y

| Page/Cropika

thoffs d

i
H
H
H
H

snuitber i L
paenin s Yrpaiii

! - 1 capsule conting 300 myg p:{mtrbwn 1 gastre
: [resistant granules {lkreon minimicrospheres) with
yinalic acuvi
Lipase 23000 Ph.Eur. units, Amylase 18000
: Phubur units, Proteases 1000 Ph.Fur. units /
L gasteysa Mictirms 300 sy nauRpeatiny B
ACTPOPEICTCHT I TPatysiax {Kpaow
Minr;\ftixp(_sc@vcp)s7‘ 3,4 QepMEHTATHRIION
aernmiieror Ainaan 25000 oz, Cb, anslaasi
18000 oa, €D, nporeas 1000 01 €,
;  Hard capsules with gastro-resistant oranuies
5| Pharmaceutical form/ Jhikapepia hopnti 300my / Kancyut THEPAT 3 FACTPOPEIHCTCHTRINGL
I L 121115 AL 1o 300 Mr
© 50 capsules i bottle | botle 1 carton box/

Sreenuth? Crira ari

Size and type of the package/ Posaip i o

6, 50 ganeys v dutagoni 1 drarou Kaprosiii
R 50 kaneyn y 4 ity 1 raKket B Kaprod
7.1 Baich size 7 Posstip cepli 31318 packsiy

24.11.2024
03.01.2025

Date of manufacture/ Hato EHpOGILITIA

10.2026

10, | N waring license numb bhott Lab s GmbH / 1
for all sites responsible for manuficturing process | ABGov HaGoparopis IM6X |
and quality controlf Hazsa. aapeca 14 poMEpH Tustus-von-Licbig-Strasse 33, Neustadt, s

Hieraiit na pepeluRtRe A peix pupobunkis, Nicdersachsen, 31335, Germany / 0crye-gop- |
BEOBIATBIHX 3R mpOGUIeHIT HPOLUCe i Hidie-Hrpacee 33, Holmaar, Hipscna Cakconis, |
: : e . 1
L ROUTPOADL IROCT 31835, Histeusan :

Manufcturing, Authorization / iensia gy
BHPODIHTBO i

DE_NI_02_MIA_2022_0014/41401/H-144

11, Results of analy

PHAKMC

See table 4 e, radauuo

X

P core v 2090 &ep ofonas L




Abbet - Established Pharsieeiticals Division
Version Munbec § 0 lfective dole 170CT

Approved sate.

"CERTIFICATE OF AN AwsxS/ \
CEPTUMIKAT AHAJIZY ‘l

Pa'umtcr tested /
Kourpoanosnii
CAppea
L (Bi3yAaBHO)

Results /-
B T — | Pesyabtary
Ceolored hard gelatin capsules size (e ¢ Complies /
with range opague cap and colorfess | Bianosiaac
transparent body filled w ith brow mkh
petlets (Kreon minimicrospheres) 7 '
Jipokoanoponi Teepa SREAATHION Kareyan
| possipy 0cl 3 OpanKEBOIO HETPY- JOPOIO
RPHIIKOIO | GeaGapuitiL TIPOIOPIM TIAOM,
FanoBHeHl K(mummmmxm FpaysaMH

i

- (Kpeon Min isixpocdiepn” B i
1denufication, Plutur ™ ¢ Positive l“»\ gnzymatic ngtv test for ¢ Comp slies 7
Lrewrrndiraitis, €ap. Dapm.” - amylase, lipase and protease activity £ Bianonigac

| Tlomrtauil TeeT 10 «])qmum\mmn
e AHBRICTR A8 AT asn [ uporeasi
¢ units, Ph. Bar Bl = 150%
2 \} 40 (\% 1 variation) based oo lipase | L2 25.0 %
activity / Danoplicts with acceptance value /sl sHATCHTIAN {
OSBRI OFUHHIE, Cnp. Daps. npnitsroct |
2,940 (sarosa 3Mina), IPYNTYETHCN 11
_AKTUBHOCT] i
ssay, ]‘h Gur. (labeled 'u,u\m in Ph.
Fur.-u/ eps)® ! KRIBKICHE BIBHANCIISE,
Cop. Dapys. (3a3HAUCHA ARTHBHICTD B
O Cep. <l>xmu\.tua 1
- Apnylase 7 Asiaas sa { 18000)

i Bianosiac

ks and Mo ,

NLT 18000 Ph Fur.-u/ eps (NLT 100 % of i
L) 7 He senuse 18000 OJ1 Cap. dapat/ C 926093 |
carie. (e meme 100% i1 sannicHol i

i EREIRAA R ; !
| | . o i
Lo Lipase /7 Jhnasa {25000) | 23750 - 27500 Ph Eur-u/ eps (95 - 110 % : 2
1 i LCY /7 23750 « 27500 O Cep. Papa.iranc. 25737 ?{
1 | (95 - 110% Bijt sasBienol Kinbrocti) : |
H i . i
| ~ Proteases / Tiporeasa (1000) | NL'T 1000 Ph.Eur-u./ cps (NLT 100 % LLY » Q
! | He menme 1()(10(} I Cep. cimpw frane, (e 1631 |
| | !

i § \ LROCT) 1
| rpanysa - I
Residuat m\venlﬁ % £ 3astkoRE

1 poHKi® 0.2 |
-~ [sopropyl alcohel £ enupt f He Binsme 0.5 %

sonpouinol

i Pos mmmm,x

! 0% Q} of labeled lips

within 30min/
He meme 80% (Q) s ANCHOT AKTHEHOCT
1 B Mevkax 30 x

| Biamosiac




shod Pharmucesticals Phivising

Albeott - Egat
s date VTDOT02

Yosion Mwmber. 18 o

Approvad 30072004

Q?\H"\'u111()3(‘:-5?\’_?. H

" CERTIFICATE OF AN
CEPTU®IKAT AHAJII3Y

“wnlﬁ’l

ALYSIS/ |

Disintegration of capsule, Pl
AR E)w"fzx:'umnm ganey i, CBp.
bapyr. 2,94 o
mohmloumdi Uuah L Phe B
14(2.6.12°2.613)/
Mmpumo AQPIUHA UHC mm , Cap.

, Qapy. 5.1.4 (201272, Al

TAMC e 10 CTFU /g mm 60
%—I\”\I( i .m CPU g KYOY 15
% ¢ KYON <10

\OH‘MI&),‘ILY).\J?Hil T~ ~Het ATHBIG

[ axrepit
i -Salmonella
-E

psent  Bracyrsd

ile-niorant gram-negative hacteria ¢ \ < TOPCFUHY
1 Absent / Biacyrus

Absent/ 10 g / Biacy s e

seherichia coli | Absent/g / Rma} THI T

performed rancreas Powder gi S
et npmm WTBeS Hi nnmu/mu)\w Hpu wirt «l’a CTPOPEIHCTEHTII FPAY N {LOPOIIKA T ALY HEOROT 1870731
04

Ness it Coapenony
C)Hu’?"ml Py ) SR RISIE L]

r :
O(xm“bf)* } . 297

|
i

sent / Bracyrus




W

crsion Nusber, 10

ORFammls 3

Abbatt - Esubiished Phammswentienls Division

et :
Banpa 1po cepriikaiio

| Destination country:

Eitective dates 30012024

¥

| CERTIFICAT

CEPTU®IKAT AHAJI3Y

| Page/Cropinxa

L4 ofis 4

YATHA-IMITOPTERP:

hereby certify that the above
accurate. This baeh of product has been manufactured.
including packaging/labeling and quality control at the above
mentioned  site(sy in full compliance  with the GMP
pequirements of the Jocal Regulatory Authority and with the
specilications in the Marketing Authorization of the importing
country. The baich processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.
Ll IHATECPDKYI0, 1Y BIHCBHIKUICHD  opMuiE €
agrenraanoto 1 sipaoto. 1o cepiiy upenapany BupoOdHCHO
(BRAOUAIONT  YIARORKY Mapryisaist 1d KOMIPAiL  AROCTH)
BHLEEBIKASAIEIAT BHPODHIKONM Y popuiit  rinosLwoct 3
pravoraant GMP goraiansioro PeryISTOPHOTD  Oprany 17
FATBCPOKEHEME coetpdikalia ario 3 Porcrpaiiinm
HOCRIMCHIAN  RPATHI-IMIOPTEDR, Jlokyaenruiio oo
pHPOGIHLITES CePil. YHAKOBKI | TecTyBanug (CPERIpeno, i
anonaeno 1 s oty pustoray GMP,

Kathrin Leder

—

HORITOBAALCTEE

i
14. | Name and position/title of person
| authorizing the batch release/ s 1a
| ocana ocoBi, BLATORLAAABHOT 74 |
| punyek copii ;
i
15, | Signature of person authorizing the
| baleh relense? (Hanne ocodn,
§ ‘ BLUTOBLIAIEHOT 3 BHLYCK cepii
.
£ H

3
H
i

ED:

i Date o signature/ Jlara 11

from (06-Jun-2024 10 15-Dee-2024

wories Gt Justusevd
Aty

HA AAD: 06-Jun-2024

orsch

T

A3, HoaTd
+49 §0 32 81 - 299

information s authentic and

E OF ANALYSIS/ |

& e e e
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