AEPKABHA CJIYKBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCBKIN OBJIACTI

tipoB. CeiTnuurol Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Ipo AKICTH BBE3eHOr0 B YKpaiHy JiKapchKoro 3acody

26.03.2024 | Ne 12993/24/10

______________________________________________ ... KPEOH® 25000

(HalMeHYBaHHA HKAPCLKOro 3ac00y 3rIAHO 3 PEECTPALIAHEM IOCBITICHHAM)
KaICyJ/id TBEPAi 3 raCTpOpe3ucTeNTHHEMH rpanyiamu o 300 mr; mo 50 kancys y aakoni; no
1 dnaxony B kapTOHHIH Kopobui
(dhopMa BHITYCKY, NO3YBAHHA, BHA TTaKyBaHHA JiKApCEKOro 3acody)

Howmep peecrpauiiinoro mocsiguenns UA/9842/01/02 erpox nii peecrpaniiinoro nocsiguenns 01.01,.2099

Cepis nikapcokoro 3acofy Ne 64263 Kinnkicts BBe3enoro jikapeskoro 3acofy 1680
BupobHuK A660TT JIaboparopis I'm6X, Himeuunsa
(HaliveHYBaHHS BUpOOHUKS JIKapCchKOro 3acoly, Kpaida noxXomKes )
Breseno s Ypainy CninsHe yKkpaiHCbKO0-eCTOHChKE NiANPHEMCTBO Y GopMi TOBapuMCTBA
3 00MexeHo0 BignopiganeHicTIO "OnTiMa-Papm, JTA", inenr. rkon:
21642228

(maiimenypanus Ta kof 3a CIPIIOY opuanunol ocobu abo npizsuue; iv's, mo Garsxosi Qiznanof
ocod - manpHeMLs, 1i Miclle TpOXKHMBAHEA Ta peecTpaLiiinnit HoMep 00JKOBOT KAPTKY NAATHIIKA
noaarkis afo cepis Ta HoMep nacropra)

IIpotokoa Bisyanbhoro korrpomo iz 26.03.2024 Ne 0611/11.,

PR

34 pesynbTATAMH JEpIKABHOIO KOHTPOMO BCTAHOBIEHO, IO  MKapceKMM 3acid BBe3eHO B YEpalHy 3

ERTL T LY PR W,

. lﬂnmnhmﬂu ......

(inittiamy Ta npisentiie)
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Abbott CERTIFICATE OF ANALYSIS /
Iy CEPTH®IKAT AHAJI3Y |
A Promise for Life : -
| Batch /Cepis Page/Cropinka
164263 lof/33
1. | Name of product/ Hassa nponyxty KREON® 25000 / KPEOH® 25000
2. | Country of the manufacturer/ Kpaina Bupo6HuK Germany / HiMeaauna
3 ;Registratiin certiﬁcatf:nmnber in Uk{ai.ne/ Howmep UA/9842/01/02
peeCcTPalIMHOro NOCBLIYEHHA B YKpaiui
1 capsule contains 300 mg pancreatin in gastro-
resistant granules (Kreon minimicrospheres) with
-enzymatic activity:
Lipase 25000 Ph.Eur. units, Amylase 18000
| L e | Ph.Eur. units, Proteases 1000 Ph.Eur. uxits /
4. | Strength/ Cuma nii | i S |
Karcyna mictutek 300 Mr mankpeatuny B
raCcTPOPE3HCTCHTHMX rpaHynax (Kpeon
MiHiMiKpoctepu®), 3 epmenTaTHRHOIO
| aKTHBHICTIO: Jinasx 25000 on. €@, aminasu
_______ 1 18000 on. €®. npoteasu 1000 on, €.
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlikapcrka dopma 300mg / Kancysn TBepi 3 racTpope3uCTeHTHRMY
| Tpanynamu no 300 Mr
Size and type of the package/ Posmip i Tun >0 ca{a.psule_s..m. _bottl_e;_ 1 bottle in carton box .{,
6. | 50 xancyn'y draxoni; 1 ¢naxon B xkapronuiit
YIIaKOBKH . -
KOpPOOITI
{ 7. | Batch size / Posmip cepii 38023 packs/yir.
g Date of manufacture/ J{ata Bupo6uHIITBA 11.2023
| Batch Release date / [{ata BHIIYCKY cepii 05.01.2024
9 Expiry date/ Jlata 3akiHuenHs TepMiHy 10.2025
IPMIATHOCT] o
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | A66ort JlaGoparopiz I'M6X .
and quality control/ Hazsa, axpeca Ta HOMEPU Justus-von-Liebig-Strasse 33, Neustadst,
JTIIIEH31H Ha BUPOOHULTBO A7 BCIX BHPOGHAKIB, Niedersachsen, 31535, Germany / FOctyc-don-
BIMOBLNATLHUX 33 BAPOOHMuMi npomnec | JIiGir-IlItpacce 33, Homwraar, Huxes Cakconis,
KOHTPOJIL SKOCT] 31535, Himeuunna
Manufacturing Auithorization / Jlinensis xa
BUPOOHHIITEO
I R DE NI 02 MIA 2022 0013/41401/H-144
11. | Results of analysis/ Pesyarraru ananisy See table below/ Tug. Tabmumoe mmxge
Parameter tested / Acceptance limits / Results /
KonTpoinLosannii napamerp Honmycrumi mexci PesynbTaTn
Appearance (visually) / Omac Bi-colored hard gelatin capsules size 0 with Complies /
(B13yasibHO) orange opaque cap and colorless transparent | Bignorigae
body filled with brownish pellets (Kreon
‘minimicrospheres) / IBokoms0poBi TBep;i
JKeJIATHHOBI KalCyan poaMipy 0 3
'OPaHIKEBOIO HENPO3OPOI0 KPHUIITKOIO i
-Oe3bapBHUM DpO30pUM TLTOM, 3AI0BHEL
{ KoprurioBaTHMH rpanynamu (KpeoH
_____ | MiHIMiKpochepn®)

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

. 5 X. KaCrye-doon-AlGir-irpacce 33; HOMWTGAT, HirkHa CaxcoHig, 31535, HimewriHa

Tel: +49 50 32 81 - 0; Fax: +49 5032 81 - 299
ED:.25.10.2022




Abbott

A Promise for Life

' CEPTH®IKA

Batch /Cepis

CERTIFICATE OF ANALYSIS /
' T AHAJII3Y

Page/ CropiHka

64263 20f33
Identification, Ph.Eur.*/ Positive by enzymatic activity test for Complies /
Inentndikauis, €sp. Gapm.* amylase, lipase and protease activity / Bignoginae

[NosuruBHUi TeCT Ha BepmenTaTHBHY
AKTHBHICTB JUTs aMiNa3y, JINasy i mpoTeasy

Uniformity of dosage units, Ph, Eur.

| L1 =15.0% Complies /
2.9.40 (Mass variation) based on lipase | L2 =25.0% Bignosinge
activity./ OmuopiguicTs with acceptance value / 3i 3nauenHIM
JO30BaHMX OJAUHUUE, CBp. DapM. IPUHUHATHOCTI
2.9.40 (BaroBa 3MiHa), IDYHETYETHCS HA —
HKTHBH(OCTi-IIiIIElSH )FP Y =k-s and M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / Kinexicue pu3zEageyus,
€pp, PapM. (3a3HaueHa AKTHEHICTE B
OJf €sp. Dapm./kanc.)*
— Amylase / Aminaza (18000) NLT 18000 Ph.Eur.-u./ cps (NLT 100 % of | 25794
LC) / He menme 18000 O/ €rp. Dapm./
Karc. (ge Mmexize 100% Bix 3agefienoi
KiBKOCTI)
— Lipase /JIinasa (25000) 23750 — 27500 Ph.Eur.-u./ cps (95- 110% | 25700
LC) /23750 - 27500 O €pp. Papm./iaric.
(95 - 110% Bin 3asBnenoi ximpxocri) 1535
= Proteases / TIporeasa (1000) NLT 1000 Ph.Eur.-u./ cps (NLT 100 % LCY/
He menme 1000 O €sp. Gapm./kanc. (ue
| ... | menmre 100% iyt 3asBienol KinpkocTi) o
Water content of pellets / Bmicr pomu 8 | NMT 4 % / He 6inpme 4 % 3
Tpanynax
Residual solvents * / 3anuuxosi
PO3YMHHUKHA*
| — Isopropyl alcohol / criupr NMT 0.5 %/ He 6impme 0.5 % 0.2
1 130npoIIi noBMi | |
| — Acetone / areTon NMT 0.5 %/ He 6ineme 0.5 % 0.4
Dissolution* / Posunsenns* NLT 80% (Q) of labeled lipase activity Complies /

within 30min/ )
He menme 80% (Q) 3asnavenol axruBHOCTL 750

mnasu B Mexax 30 xB

Disintegration of capsule, Ph. Eur.
2.9.1 / Po3naganns Kamcyiu, Cap.
®apwm, 2.9.1

NMT 15 min in Water / He 6inpme 15
XBHJIMH ¥ BOMI

L) Jm,

. Abbott Laboratories GmbH, Justus-von-Liebig-strasse 33, Neustadt, Niedersachisen, 31535, Germany
ABBOTT AaGoparcpia mBX, 0cTyc-ghon-AiBir-LLUTrpacce 33, HOMLUTAAT, HuxkHs CAKCOHIR, 31535, HimewimHg
Tel: +49-50 32 81 -0; Fax: +49 50 32 81 - 299

V.02

ED:.25.10.2022




'CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAJII3Y

Abbott

- A Promise for Life

Batch /Cepin Page/Cropinka

64263 o 3o0f/33
Microbiological Quality *, Ph. Eur.
5.1.4 (2:6.12/2.6.13)/
MikpoGionoriysa yncrora*, €ap.
®apm. 5.1.4 (2.6.12/2.6.13)
-TAMC <10'CFU/g /KYO/r 75
TYMC <10°CFU /g /KYO/r 35
-Bile-tolerant gram-negative bacteria/ | < 102CFU/ g [ KYO/hr <10
XoguoTtosepanrtHi rpaM-geraTurHi |
baxrepii -
-Salmonella Absent/10 g / Bincytas/ 10T Absent/ Bincyrns
-Escherichia coli Absent/g / Bipcyas/r Absent / BigcyTas
-Staphvlococcus aureus Absent/g/Bigcyrwar | Absent / Bincytna

* Test performed on intermediate :_'product. “Pancreas Powder gastro-ﬁré.s.istaﬁf 'P.elléfS:-_ZSO0.0”. /

* TecT mpOBOANTHCS Ha IPOMIKHOMY npoaykTi «[aCTPOpPE3sHCTEHTHI TPaHyIIH MOPOIIKa 1 JITYHKOBO] 3a7103H
25000y,

12. | Comments/ KomeHnTapi ) Destination cbuntr_y: Ukraine / Kpaina-imuoprep: Vipaina
13. | Certification statement/ I hereby certify that the above information is authentic and |
3assa npo cepTrdikaitio 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. /-
Ilmv  nigrsepmxyio, mo BUIeBuMKTAmena iHbopMamis ¢
ABTEHTHHHOK 1 BipHowo. Llio cepito mpemapary BupoGneHo
(BKITIOYAIOYH YTIAKOBKY/MAPKYBAHHA TAa KOHTPONb SKOCTI)
BHIIECBKA3AHMM BHPOOHMKOM Vv MOBHIA BiADOBIAHOCTI 3
BamoraMy GMP noxaneroro perymsaropsoro opramy i 3
3ATBEPIKCHUMH  criequdikaiiamu srinso 3 Peecrpamiiigum
MOCBIIYCHHAM  KpaiHu-iMioprepa. JlokyMenTauiio mono
BHPODHMUTBA cepii, YIaKoBKH i TecTyBaHH:A IEPEBIPEHO, 1
_______ L | BCTAHOBJIEHO 11 BIZHTOBiAHICTE BIMOTaM GMP.

14. | Name and position/title of person
authorizing the batch release/ Im'a ta Kathrin Leder

rrocaga ocobu, BiAUOBi manepHOT 3a Qualified person / Yiosaosaxena ocoba
BHITYCK. cepil ' |

| 15. | Signature of person authorizing the X
batch release/ Iligmme oco6u, \ C)\
BiJMOBIANEHOT 33 BHIYCK Cepii ' N T

1 16. | Date of signature/ Jara nignucy 08.01.2024

EHAS MbH, Justus-vor-Liebig-strdsse 33; Neustadt, Niedersachsen, 31535, Germany
A, KoCTYyC-dhor-Aibir-liltpacce 33, HOALLITQAT, HhoxkHa Cakcorlg, 31535, Himeudnia
/ Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 =299

ED: 25,10.2022 HA AAD: 16-May-22




