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y

A Promise for Life CEPTU®IKAT AHAJII3Y
Cepis CropiHka
60064 133

1 |Ha3sa nponyxry KPEOH® 25000

2. |KpaiHa BupoOHUK HimeuunHa

3. |Homep peectpauiitoro ceptudikara B Ykpaini UA/9842/01/02

4. |Cuna gnif 1 kancyna mictuTh 300 Mr naHKpeaTHHY B
racTpOpPe3UCTEHTHHX IpaHyiax
(MiHIMiKpOChepax™), 3 hepMeHTATUBHOIO
akTUBHicTIO: ninasu 25000 ox. €D, aminasu
18000 oxn. €. nporteazu 1000 ox. €O.

5. }Jlikapcbka opma Karcynu TBepAi 3 racTpope3ncTeHTHHMHM
rpadyyiamu 1o 300 mr

6. |{Po3mip i TMN yrnakoBku 10 xancyn y 6aictepi; no 2 6aicTepu B
KapTOHHi#l kopoOui

7. |Po3wmip cepii 37403 yn.

8. |Mdara BupoOHMLITBA 11.2020

Hara Bunycky cepii 18.01.2021
9. |Jlara 3akiH4eHHS TepMiHy NPUAATHOCTI 10.2022
10. |HazBa, anpeca Ta HoMepH JileH3il Ha BupoOHuUTBO  |AGOOTT JlaGopaTopiz 'M6X

U1 BCiX BUPOOHMKIB, BiANOBiAaNbHUX 32
BUPOOHUYMH MpoLEC i KOHTPOJB SIKOCTi

FOctyc-don-Jlidir-Iltpacce 33, Hoitwranr,
Hwxust Cakconis, 31535, Himeuunna

JliueHsis Ha BUPOOHMUTBO
DE NI 02 _MIA 2019 001/41401/H-144

11.

PesynetaTu aHanizy

JIMB. TaONUUIO HUXYE

KouTpoaboBanuii napamerp HJonycTumi meaxi PesyabTaTn

Onue JlBokoabOpOBI TBEpi XkenaTnHoBi kancynu | Binnosinae
po3mipy 0 3 OpaHIKEBOIO HENPO30POLO
KPUILIKOIO i 6e36apBHUM NTPO30PUM TioM,
3alOBHEHI KOPHYHIOBATUMU IPaHyJIaMu
(MiHimMiKpochepamMnu™™)

AB6oTT NlabopaTopiz MmBX, KOcTyc-chor-MiGir-LUTtpacce 33, HonwraaT, HwkHs Cakconis, 31535, HimevwunHa
Ten: +49 50 32 81 - 0; Pakc: +49 50 32 81 - 299
V.03 ED: 10- bepeseHb-20 HA AAD:13-. Bep -19
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Abbott

¥ A Promise for Life CEPTU®IKAT AHAJII3Y
Cepis CropiHka
60064 233
[nentudikauis, €sp. Gapm. [To3uTHBHUI TecT HA PepMEHTATUBHY Binanosinae
aKTUBHICTB 71 aMijazy, Jinas3u i nporeasu
OnHopiAHICTb JO30BAHUX OJIMHULb, L1=15.0% Bianosinae
€sp. Gapm. 2.9.40 L2=25.0%
(Barosa 3MmiHa) 31 3HAYCHHSAM IPUMHATHOCTI
IPYHTYETBCS Ha aKTMBHOCTI JliNasu L
=k.-si M=X
KinekicHe Bu3HayeHss, €pp. Gapm.
(3a3Hauena akTuBHIcTbL B O] €Bp.
Dapm./karnc.)*
- Aminaza (18000) He menue 18 000 OJ] €sp. @apm./karic. 21929
(ne meHwe 100% Bix 3asiBieHOT
KiJIbKOCTI)
- Jlinaza (25000) 23 750 - 27 500 O/ €sp. Dapm./karc. 25652
(95 - 110% Bix 3asBIEHOT KiJILKOCTI)
- Ilporeaza (1000) He menme 1000 OJ] €sp. dapm. /xarc., 1578
(ne meHue 100% Bix 3asBJIEHOT KiJIBKOCTI)
BmicT BoaM B rpanyiax He Oinbiue 4% 3
3aUIIKORT PO3YUHHIUKK*
- CIOMPT i30MpONiNOBUH He 6inbue 0.5 % 0.1
- aUeToH He 6inpe 0.5 % 0.3
PozunHenHg* He menie 80% (Q) 3a3nayenol aktuBHocTi | Bianosinae

jimasu B Mexkax 30 xB

PosnananHs xancymn, €Bp.
Oapm. 2.9.1

He 6inblue 15 XBUIMH Yy BOJU

[\]

ABBoTT NlabopaTopis MMBX, KOcTyc-cor-Nibir-LUtpacce 33, HonwraaT, Huxkns CakcoHia, 31535, HimeuwuuHa

V.03

Ten: +49 50 32 81 - 0; ®axc: +49 50 32 81 - 299

ED: 10- bepeseHns-20

HA AAD:13-. Bep -19




'Abbott

A Promise for Life CEPTU®IKAT AHAJII3Y

Cepis Cropinka
60064 333

Mikpo®iosioriuHa uucroTa*, €8p.

Dapm. 5.1.4 (2.6.12/2.6.13)

-TAMC <10*KYO/r 50

-TYMC <10*KYO/r 45

JKoByoTonepanTHi rpam- <10’KYO/r <10

HeraTuBHI Oakrepil

-Salmonella Bincytnsa/10r BincyTtHs

-Escherichia coli Bincytns/r BincyTths

-Staphylococcus aureus BiacyTHs/T BiacyThs

* TecT NpoBOAUTBLCS HA MPOMIXHOMY NPOAYKTi «l'acTpope3ucTeHTHI rpaHy Il MOPOILKA MiILITYHKOBOI 3a5103H
25000».

12. |Komenrapi Kpaina-imnoprep: Ykpaina

13. |3agBa npo ceprudikaniro [Ium miaTBepaKyo, O BULIEBUKIaAeHa iH(opMaLlis €
aBTEHTUUHOIO 1 BipHOIO. L}0 cepito npenaparty BUpoOaeHO
(BKJTIOHAIOYH YTIAKOBKY/MapKyBaHHsl Ta KOHTPOJb SIKOCTI)
BHLLEBKA3aHUM BUPOOHUKOM Y ITOBHI} BiAMOBiAHOCTI 3
BuMoramn GMP 1okanbHOro perynasTOpHOro opray i 3
3aTBEp/XKEHUMH creuudikalismu 3rinHo 3 Peectpaliinum
NOCBiA4EHHAM KpaTHU-iMnopTepa. JLoKyMeHTallio 11010
BUPOOHMUTBA cepil, yNIaKOBKU i TECTYBAHHS MEPEBiPEHO, |
BCTAHOBJIEHO T BIAMOBiAHiCTL BUMOoram GMP.

14. |Im's Ta nocaga oco6u, BianosixansHoi  |Dr. David Schwarzer
3a BUMYCK cepil YnoeHoBaxkeHa ocoba

15. Tlignuc ocobu, BiANOBIAANILHOT 3a

BHUIYCK cepil /mianuc/

16. |dara nianucy 25.01.2021

AbBBoTT NabopaTopis MEX, KOcTyc-goH-Mibir-LlTpacce 33, HoiwTtaaT, HwkHa CakcoHisa, 31535, HimeuduHa
Ten: +49 50 32 81 - 0; ®akc: +49 50 32 81 - 299

V.03 ED: 10- bepeseHb-20 HA AAD:13-. Bep -19




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /

CEPTUOUKAT AHAJIN3A
Batch /Cepu Page/Crpanuua
60064 1 of/uz 3
1. Name of product/ Hassanue npoaykta | KREON™25000 / KPEOH®25000
2. Country of the manufacturer/ Crpana npowssourens | Germany Tepymanms B
3 Re.glstranon’cert;ﬁcq@ ‘numberﬂlkn Ukraine/ Homep UA/9842/01/02
__ . berHeipatHoHHOro cepripiikara B YKpause e o
‘ | capsule contains 300mg pancreatin in gastro-
resistant granules (minimicrospheres™) with
enzymatic activity:
Lipase 25000 Ph.Eur. units, Amylase 18000
4 S " Ph Eur. units, Proteases 1000 Ph Eur, units / 1
. trength/ Cuna gevicrsus
karcysa cogepxkur 300Mr naHkpearuHa B
FaCcTPOPE3HCTEHTHBIX IPaHyIax
(MuHnMEKpochepax ™), ¢ pepMeHTATHBHON
akTaBHOCTHIO: umassl 25000 ex ED, amunassl
i 18000 ¢ E®. nporeass 1000 e ED.
Hard capsules with gastro-resistant granules
5. | Pharmaccutical form/ Jlekapcrsennas ¢opma 300 mg / Kancy sl TBEpABIC ©
vvvvvvvvvvvvvvvvvvvvvv racTPOPL3NCTCHTHBIME rpanviaMiu no 300 mr
] Size and type of the package/ Pazwep 1 Tam 10 capsules in blister; 2 blisters in carton box /-
| yriakosxu 10 Karncy B 6aucrepe; no 2 Gnuctepa B
' e KQPTOHHOH KOpOOKE S
7. | Batch size / Pazmep ceprui 1 37403 packs/vn.
8 Date of manufacture/ Jata npoussoacrea 11.2020
" | Batch Release date / [lata suinveka cepiiu  18.01.2021 B
_9. | Expirv date/ Jlata OKOHYaHHSA ¢POKA FOTHOCTH (102022
10. | Name, address and manufacturing license numbers Abbott Laboratorics GmbH /
for all sitcs responsible for manufacturing process A66otT Jlaboparopuz I'M6X
and quality control/ Hazsanue, agpec u Homepa Justus-von-Liebig-Strasse 33, Neustadt,
JHMUEH3UHN Ha MPOU3BOACTBO AT BCEX Niedersachsen, 31535, Germany / FOcryc-
NPOU3BOAUTEIICH, OTBETCTBCHHEBIX 32 ¢doun-JIubur-llrpacce 33, Holimraar, Hiokxss
IPOH3BOACTBEHHBIH MPOLECC U KOHTPOIIb KaueCTBA Caxconus, 31535, I'epmarms
Manufacturing Authorization / JIunensus Ha
TIPOU3BOACTBO
DE_NI_02_MIA 2019 001/41401/H-144
11. Results of analySIS/ Pezynmarm aHaTH3A See table below/ C. Ta6mmy HIDKE
Parameter tested / Acceptance limits / Results /
Koutponupyemslii napamerp Homycrambie rpanuupbi Pezynprathl
Appearance/ Onucanue Bi-colored hard gelatin capsules size 0 with | Complies/
orange opaque cap and colorless transparcnt | CoOTBETCTBYET

V.03

body filled with brownish pellets
(minimicrospheres™) / [lsyxuserabie
TBEPJBIE KCITATHHOBBIE KATICYJIb pasMepa 0
C OPaHXKCBOH HENMPO3PavHOH KPBIMKOH H
OCCLBCTHBIM IIPO3PAYHBIM TEIIOM,
3aII0MHCHHBIC KOPHHYHEBATHIMH I'PaHyIaMH
(MrHEMHKpOChepamu ™)

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemany
ABBoTT Aaboparopus FMmEX, IOcTyc-choH-Anbur-ltpacce 33, Holwitaar, HiekHss Cakcorusi, 31535, lepmanriig

Tel: +4%9 50 3281 - 0; Fax: +49 50 32 81

ED: 10-March-20

-299 -

HA AAD: 13-Sept-19




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTHOHUKAT AHAJIN3A

Batch /Cepus Page/Crpaunuua
60064 2 of/uz 3
Identification, Ph Eur. / Positive by enzymatic activity test for Complies /
Hnerruduxanns, Esp. Gapm. amylase, lipase and protease activity / CooteereTByeT
[TonosxurenbHeri TeCT Ha GEPMCHTATUBHYIO
AKTHBHOCTD JJISI AMHIIA3BI, JIHIA3El U
HpoTCass mans n 2e s b
Uniformity of dosage units, Ph. Eur. L1=15.0% Complies /
2.9.40 (Mass variation) based on lipase | L2 =25.0 % Cootrrercreyer
activity / O fHOpOAHOCTS with acceptance value / ¢ npuemoaHbM
JosuposaHHbIX equeAL, Esp. ®apwm. 3HAYEHUEM
2.9.40
(Becosoe mameHeHue) Gasupyercs Ha =ksandM= X
AKTHBHOCTH JIUIIA3bE _ } .
Assay, Ph. Eur. (labeled activity in Ph,
Eur.-u./ cps)* / Konmaecrsennoe
onpeaencuue, Esp. ®apm. (yrasannas
axtusHOCTE B EJ] Esp.Dapm./kanc.)*
— Amylase / Avmnaza (18000) NLT 18,000 Ph.Eur.-u./ cps (NLT 100 % of | 21929
LC) / He mence 18 000 EJl Ep.@apm.
/xarmc. (#e meree 100 % ot 3astBieHHOTO
KO/IMYECTRA)
— Lipase / Jlunaza (25000) 23 750 - 27 500 Ph.Eur.-u./ cps (95 - 110 % | 25652
LC) /23750 — 27 500 EX{ Esp.®apm./karc.
(95 - 110 % OT 3aABACHHOrO KOJIHYCCTBA)
— Proteases / Tlporeasza (1000) NLT 1000 Ph Eur.-u./ cps (NLT 100 % LC) | 1578
/ He menee 1000 EIT Ep.dapm. /xarc. (ke
| menee 100 % ot 3asBneHHOr0 KOMMUecTBa) | ) _
Water content of pellets / Coaepxamne | NMT 4 % / ne Gonee 4 %, 3
BOJbI B I'PaHyJIax - ! -
Residual solvents * / Ocrarounsie
pacrsopuren*
— Isopropyl alcohol / ciupr NMT 0.5 % / He Gonee 0.5 % 0.1
H30TIPOIHIOBEI
— Acetone / aneton NMT 0.5 %/ He 6onee 0.5 % , 03
Dissolution* / Pacteopennc* NLT 80% (Q) of labeled lipase activity Complies /
within 30min / He menee 80 % (Q) CootsercTByeT
YKa3aHHOH aKTHBHOCTH JIMMNA3bl B TIPeAenax
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He Gonee 15 muayT | 2
2.9.1/ Pacmagaemocts kancynsr, Esp. | B Boge
dapm. 2.9.1

Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemany
ABBoT AaBoparopus TmBX, IOcTyc-hor-Anbur-ltpacce 33, Homwraar, Hukrss Caxconus, 31535, Fepmarnns
Tel: +49 50 32 81 - O; Fax; +49 50 32 81 — 299

V.03

ED: 10-March-20

HA AAD: 13-Sept-19




% Abbott

=1 A Promise for Life

e

CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIN3A

Batch /Cepns Page/Crpanuua
60064 3of/uz 3
Microbiological Quality *, Ph. Eur.
51.4(26.12/26.13)/
Muxkpo6uonornueckas uncrora*, Esp.
®apm. 5.1.4 (2.6.12/2.6.13)
-TAMC < 10°CFU /g / KOE/r 50
-TYMC <10°CFU /g / KOE/r 45
-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g / KOE/r <10
KemueToncpanrheie rpamm-
HETaTHBHBIE DakTepuu
-Salmonclla absent / 10 g / Orcyrereyer/10 T Absent/OrtcyreTsyeT
-Escherichia coli absent /g / OrcyrctBVeT/ T Absent/OrcyrerByeT
-Staphylococcus aureus absent /g / OrcyrctByet/ r Absent/OrcyreTByeT

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 250007, /
Tecr nposoauTes Ha mpovMexyTouHOM MPOAYKTe «[ACTPOPEIHCTEHTHBIE TPAHY IB HOPOLIKA TO/DKENY AOUHOH
xenesst 25000,

Destination country: Ukraine / Ctpana-mvnoprep: Ykpansa

| tpeGosaimam GMP.

[ 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
spccifications in the Marketing Authorization of the
importing country. The batch processing, packaging and
analysis records were rcviewed and found to be in
compliance with GMP. / Hacrosumum NOATBEpPkAAD, 9TO

BBIIICH3I0XKCHHAS HHPOpPMALHs ayTCHTHYHA K BEpHA.
Hanvas  cepust  mpemapata  mpoM3scAGHA  (BKIIOHAs
YIaKOBKY/MapKHPOBKY u KOHTPOJIb KauecTBa)

BBIICYKA3AHHEIM MTPOM3BOJKTCIIEM B MOJMHOM COOTBETCTBHH
¢ TpeSosanmsMu GMP 10KkabHOTO PeryISTOPHOTO OpraHa 1
c YTBEPKIACHHBIME cricuuduKaAAMU COTIJIACHO
PerucTpaiMOHHOMY — YZOCTOBCPEHHIO  CTPAHBI-HMIIOPTEpA.
HoKkymMeHTaUMS NO NPOM3BOACTBY CEPHH, YIAKOBKE U
TCCTHPOBAHHIO NPOBEPEHA, W YCTAHOBIEHO €C COOTBCTCTBHE

Dr. Da\/id Schwarzer

Qualified person/Y nonsomoyenroe mumo

|

H

Abbott Laboratories GmibH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemany
ABBoTT Aabopatopus TmbX, @CTYC*Q}OHJ\M@MF-LUTDGCC'E 33, Horwiraar, HuypkHss Cakcorus, 31535, Tepmating
Tel: +49 50 3281 - O; Fax: +49 50 32 81 ~ 299

12. | Comments/ Kommcrrapuu
13. | Certification statement/
3agBaeHue 0 cepruduraLum
14. ' Name and position/title of pcrson
authorizing the batch releasc/ Mma u
JOKHOCTS JIHLA, OTBETCTBEHHOTO 32
e | BBHIVEK CCPHML .
15. | Signature of person authorizing the
batch release/ Tloamuce mmya,
| OTBETCTBCHHOIO 33 BBITVCK CEPUH
16. | Date of signature/ Hara noanmcu
V.03

ED: 10-March-20 HA AAD: 13-Sept-19




w 8
JEPYTIKCITY XKBA
JAEPKABHA CJIV)KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMMH Y KHIBCBKIM OBJIACTI

npocniekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/gpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox E€IPTIOY 37078774

BHCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy Jikapenkoro 3acofy

15.03.2021 Ne 10843/21/10

KPEOH® 25000

(naliMeHyBaHHA Nikapcbkoro 3acoby 3rifHO 3 peecTpauiiHuM MOCBiIYEHHAM)
KaICy/IH TBep/i 3 racTpopesHcTeHTHHMH rpanyaamu mo 300 mr; mo 10 Kancya y buicrepi; mo
2 DJicTepH B KAPTOHHIl KOpoOIi

(dopma Bunycky, 103yBaHHg, BHA NAKYBAHHA NTIKAPCEKOTO 3acoby)

Howmep peectpauiiitioro nocsiguenns UA/9842/01/02 crpox aii peectpaniiinoro nocsiuenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne 60064 KinbkicTs BBe3€HOrO JiKapcskoro 3acoby 16923
BHpoGHUK A660tT Jlaboparopiz 'm6X, HiMeuunna
(nafimeHyBanns BHpOGHHKA Nikapcskoro 3acoy, kpaina TOXOIKEHHA)
Bseseno B Vikpainy CninbHe ykpaincbKo-ecToHCEKe DiAnpHEMCTBO Y dopmi TOBapHCTBA
3 oOmezxenolo BignosinanbHicTio "OnriMa-®apm, JIT", inent. xox:
21642228

(HaliMeryBauns Ta koz 3a €/IPTIOY ropunuysoi ocoGu abo MpisBuILe, iM', 110 GATHKOB] tiznunoi
0co6H - mianpuemus, ii Micue NpoxHBaHHS Ta peecTpauiituuii Homep 06ikoBoT KapTKW NMIaTHHKA
nozatkie abo cepis Ta HoMep nacnopra)

Iporokon Bisyansuoro kourpomo sin 10.03.2021 N 0658/13.

3a pesynbTaTaMM [epKaBHOTO KOHTPONIO BCTAHOBNEHO, INO Jiikapchkuii 3aci6 BBeseHo B Vkpainy 3

AOTPHMAHHSM BHMOT 3aKOHOZIABCTBA 100 3abe3neyen

OCTi JliKapchKUX 3acobiB.
fl =

Onexkciit COJIOLIPAN
\('I{ﬁrma(;il (iniuianu Ta npiseume)




CEPTU®IKAT AHAJII3Y

Cepis CropiHka
60157 133
| |Hazea npoayxry KPEOH® 25000
2. |Kpaina pupobHuK Himeuunna
3. |Howmep peectpauiiinoro ceprudixara B Ykpaini UA/9842/01/02
4. |Cwuna it 1 xancyna mictuth 300 Mr naHkpeaT1uy B
racTPOPE3MCTEHTHUX TpaHynax
(MiHiMiKpocdepax™), 3 (EpMEHTAaTHBHOIO
akTuBHICTIO: ninasu 25000 op. €@, aminazu
18000 on. €D. nporeasu 1000 ox. €.
5. |Jlikapcoka dopma Kancynu TBep/i 3 racTpope3sucTEHTHUMU
rpanynamy o 300 mr
6. |Poamip i TMn ynakosku 10 kancyn y 6nictepi; no 2 baictepy B
KapTOHHIH KopobLi
7. |Po3mip cepii 76290 ym.
8. |Jlata BupoOHuULTBA 12.2020
Jara sunycky cepil 11.02.2021
9. |[lara 3akiH4eHHs TepMiHy NPUAATHOCTI 11.2022
10. |Hazga, anpeca ta Homepu niuensiit Ha BupoSHuuTeo | A660TT Jlaboparopiz ['MOX

JUlst BCIX BUPOOHMKIB, BIANOBIAANLHUX 34
BUPOOHUUMIT MpoLec i KOHTPOE SKOCTI

10cryc-on-Jlidir-Llitpacce 33, Holuranr,
Huxus Cakconis, 31535, HiMeuuuna

Jliueusist Ha BUPOOHULITBO
DE NI 02 MIA_2020_0037/41401/11-144

11.

PesynwTatu ananizy

JIuB. TaONULFO HUKUE

Konrpoasopanuii mapamerp

Jonyerumi mesxi

PesyantaTn

Onuc

JIBOKONBOPORBI TREPI KENATHHOBI Kancynu
po3mipy 0 3 0painkeBOI0 HENPO30POIO
KPHLIKOIO | Be3dapBRHUM PO3OPHM TiNoM,
3aMOBHEH] KOPH UHIOBATHMH MpaHynami
(Minimikpocepamu™)

Biamnosizae

ABGoTT Jlabopatopia MmBX, Koctyc-ton-NiGir-Wrpacce 33, HolwraaT, HwkHa Cakcodia, 31535, HimeyuuHa
Ten: +48 50 32 81 - 0; ®akc: +49 50 32 81 - 299

ED: 10- Bepesens-20

HA AAD:13-. Bep -18

B.03
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| Abbott

¥ A Promise for Life CEPTU®IKAT AHAJII3Y
Cepis Cropinxa
60157 233
[nentudrikauis, €p. Papm. [TozuTHBHUIT TeCT HA (PEPMEHTATHUBHY Binnosinae
AKTHURHICTS JIIA aMijia3y, inasu i npoTeasy
QnHOopiAHICTE NO30BAHUX ONMHULb, L1=15.0% Binnosigae
€pp. Gapm. 2.9.40 L2 =25.0%
(Baroma 3MiHa) 31 3HAUEHHAM NPUHHATHOCTI
[PYHTYETHCS Ha aKTHUBHOCTI Jlinasu L
=k-si M=X
Kinskicue Busnavenns, Csp. dapm.
(zazHavena akTuBHicTs B OJ1 €8p.
®apm./kanc.)*
- Aminasa (18000) He menute 18 000 OJf €sp. Papm./xanc, 25567
(ne menwe 100% Bin 3asBncHOT
KIIBKOCTI)
- Jlinaza (25000) 23 750 - 27 500 O/] €Bp. ®apm./kanc. 25776
(95 - 110% gij1 3asBNEHOT KIJILKOCTI)
- [poreasa (1000) He menwe 1000 OJf €sp. dapm. /kanc., 1777
(ue menie 100% Bia 3asgBACHOT KUTBKOCTI)
Bmict Bojiu B rpanynax He Dinblue 4% 3
3aMULIKOBI pO3HUMHHUKIF
- CIUPT i30MponinoBui He 6inbiue 0.5 % 0.3
- aleToH He 6inbme 0.5 % 0.4
PozuuHeHHs * He menure 80% (Q) 3asnavenol aktusHocTi  |Binnosinae
ninasu B Mexkax 30 xB
Po3naganHs kancynu, €ep. He Ginsine 15 XBUNKH y BOAI 2

Dapm. 2.9.1

ABB0TT Naboparopis MmBX, KocTye-gor-NiGir-WTtpacce 33, Howraar, HimkHa Cakcoria, 31535, HimeuunHa
Ten: +49 50 32 81 - 0; ®akc: +49 50 32 81 - 289

B.03

ED: 10- bepeaeHs-20

HA AAD:13-. Bep-19




| Abbott

? A Promise for Life -~ CEPTU®IKAT AHAJII3Y

Cepis Cropinka
60157 333
MikpoGionoriuna uncrora®, €8p.
Dapm. 5.1.4 (2.6.12/2.6.13)
-TAMC <10*KYO/r 80
-TYMC <10*°KYO/r ' 10
JKoruoTonepaHTHI rpam- <10°KYO/r <10
HeraTuBHi bakTepil
-Salmonella Bincytns/10 r BincyThs
-Escherichia coli BincyTHsa/r BincytHs
-Staphylococcus aureus BincytHs/r BiacyTHs

* TecT NPOBOANTECS HA IPOMIMKHOMY NPOAYKTI «["acTpOpe3UCTEHTHI IrPaHyNu MOpOLiKa MiAITYHKOBOT 3a/103H
25000».

12. |Komenrapi Kpaina-imnoprep: Ykpaina

13. |3asBa npo cepTHdikauito Llum nijrrsepmxyio, 110 BUILEBHKIaneHa iHdopMalis €
apTeHTHUHOI0 1 BipHO1O. 1Io cepiro npenapaTy BUpoOIeHO
(BKMOYAI0 UM YNAKOBKY/MAPKYBAHHSA Ta KOHTPOMb AKOCTI)
BUIIERKA3AHUM BUPOOHUKOM y NOBHIH BIANOBILHOCTI 3
sumoraMu GMP nokansHOro peryisTopHoro oprany i3
3aTBepLKEHMMY crielM(ikartisMu 3rigno 3 Peectpaniiinmum
nocBifteiHAM KpaiHu-imnoptepa. JokyMesTanio oo
BUpOOHUI[TEA Cepil, YIIAKOBKM | TECTYBaHHA NEPEBipeHO, i
BCTAHORJIEHO TT BiAnoBijHicTs BUuMoram GMP.

14. |Im's ta nocana ocodu, pignosigansuol  |Dr. Ilsabe Behrens
33 BUIIyCK cepif YnosHoBaxeHa ocoda

15. |[lignuc ocodu, BiANMOBIAaNLHOT 32

BHUITYCK CEPII /mignue/

16. |Hdara nianucy 12.02.2021

AB6OTT Nabopatopia MEX, K0cTyc-thon-NiGir-lWtpacce 33, HoAwraaT, HukHa Cakconia, 315635, HimeuynHa
Ten: +49 50 32 81 - 0; dakc: +49 50 32 81 - 299

B.03 ED: 10- bepeseHb-20 HA AAD:13-. Bep -19




JEPXJIKCITY)KBA
JEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npocnekt Banepis Jlo6anosebkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kop €JIPIIOY 37078774

BUCHOBOK
Npo sIKiCTL BBe3eHOro B Y KpaiHy JIikapchbKoro 3acooy

14.04.2021 Ne 17407/21/10

KPEOH® 25000

(naiiMeHyBaHHa AiKapCLKOro 3acofy 3riHO 3 peecTpauiiiHuM NMOCBiAYeHHsM)
Kancy.J I TBepji 3 racrpopesucrenTHiumu rpanyaavu o 300 mr; no 10 kancya y Gaicrepi; mo
2 daicTepu B KapTOHHII KopoOwi

(popma BHIyCKY, JIO3YBaHHS, BHJL NAKYBAHHA AiKapckkoro 3acofy)

Homep peectpauiiitoro nocsimuenns UA/9842/01/02 crpox nii peectpauiiinoro nocsinuenna 01.01.2099

Cepis nikapchkoro 3aco6y Ne 60157 KinbkicTb BBE3eHOTrO Aikapebkoro 3acoby 3200
BupoGHuK A660tT Jlaboparopiz 'mM6X, Himeuunna
(HaiiMeHyBaHHs BUPoGHUKA NikapceKoro 3acoy, KpaiHa NOXOMKEHH)
BeeseHo B Vipainy CrijibHe YKPaiHChbKO-eCTOHChKE MiANPHEMCTBO Y Gopmi ToBapuCTBa
3 oOmexenoro Bignosinaabuictio "Onrima-®apm, JIT/L", izenr. koa:
21642228

(nafimMenyBanns Ta ko 3a €/IPTIOY 1opuanunoi ocobu abo npissuie, im'a, no 6atekosi Giznunoi
ocobu - nianpueMus, ii Micie NMpoxuHBalHs Ta peecTpauiinui Homep 06aiKoBOT KAPTKH NIATHHKA
nojarkis abo cepis Ta HoMep nacnopta)

Mpotokon Bisyansuoro kourpomo sin 06.04.2021 Ne 1062/1.

3a pe3ynbTataMu [IEPIKABHOTO KOHTPOJIKD BCTAaHOBIEHO, WIO mikapcokuii  3aci0  BBeseHo B YEKpaiHy 3

IIOTpHMaH 3aKOHOJABCTBA 1100 3abe3neyeHHs AkdeTi nikapebkux 3acobis.
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Abbott

A Promise for Life

aF

"CERTIFICATE OF ANALYSIS/

CEPTHOUKAT AHAJIN3A
Batch /Cepus Pagc/Crpannua
60133 1 of/uz 3
1. | Name of product/ Hassarue npo1vkra | KREON®25000/ KPEOH®25000
2. | Country of the manufacturer/ CTpasa npoH3BOAHTS/Ib Germany/I'cpmanmst
3 | Re.gisfl“ation certificate number in Ukraine/ Homep UA/9842/01/02
7| perncrpamonuoro ceptrukara B ipante . S e —
1 capsule contains 300mg pancreatin in gastro-
resistant granules (minimicrospheres™) with
enzymatic activity:
Lipase 25000 Ph.Eur. units, Amylase 18000
A Stre 5 Ph.Eur. units, Proteases 1000 Ph.Eur. units / 1
! trength/ Cuna peiicteus
xancyna cofepxur 300Mr mankpearyHa B
raCTPOPE3HCTEHTHBIX TPAHY IaX
(MurmMEKpochepax ™), ¢ bepMeHTATHBHOH
axTHBHOCTHIO: aumazel 25000 ex ED, amunazsr
I [ | 18000 e E®, nporcaset 1000 cAE®.
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ JlexapcTaernas gopma 300 mg / Kancyner TBEpABIC C
N— S — | ractpopeyncTenTHEME rpainy naym 1o 300 Mr__
) Size and type of the package/ Pasviep b THI 10 capsules in blistf;:r_; 2 blisters in carton box /
S 10 Karcyl B Hmucrepe; no 2 GrucTepa B
S s — xapToHHOM KOpoOKE _
7. | Batchsize/Pasmepcepin 18160 packs'yn. B
8 Date of manufacture/ JlaTa mpoH3BOACTBEA 12.2020
" | Batch Relcasc datc / Jlata punyckacepn 01.02.2021
9. | Expiry dato/ Jlara oxonsasma cpokaroguoern (112022
10. | Name, address and manufacturing license numbers Abbott Laboratories GmbH /
for all sites responsible for manufacturing process AB6oTT JNaGoparopus I'm6X
and quality control/ Haszsanme, agpec 1 HOMCpPA Justus-von-Licbig-Strasse 33, Neustadt,
NULEeH3HH HA NPOU3BOACTBO AMs BCEX Niedersachsen, 31535, Germany / 10c¢Tyc-
MPOU3BOAHTENSH, OTBETCTBCHHBIX 32 don-JInGur-Lltpacce 33, Hoirraar, Hioxmsas
TIPOK3BOICTBCHHBIH IPOLUECC M KOHTPOIIb KateCcTBa Caxconms, 31535, Uepvanug
Manufacturing Authorization / Jlnnensus Ha
NPOU3BOCTBO
DE NI 02 MIA_2019 001/41401/H-144
11. | Results of analysis/ PeaynsraTsl aHanu3a See table below/ Cm. Tabuny HIDKE

Parameter tested /
KonTtposiupyemelii napamerp

V.03

Appearance/ Onucanuc

body filled with brownish pellets
(minimicrospheres™) / JlsyxupeTHbie
TBEP/BIE YKCIIATHHOBBIC KATICY bl pasMepa 0
C OpPAHKEBOH HEeNpPO3pa4HOH KPBIIIKOH K
HeCIBETHRIM IPO3PAUHBIM TCIOM,
3ANOJHEHHBIE KOPHYHEBATEIMH TPaHyIaMH
(sommvukpochepamu™)

Acceptance limits / Results /
JlonycTHMBIC FPAHIULL PesynbTaTe!
Bi-colored hard gelatin capsules size 0 with Complies /
orange opaque cap and colorless transparent CoorBeTCTBYCT

Abbott Laboratordes GmibH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germmany

ABGoIT Aaboparopus TmEX, KocTye-choH-Anbwur-lTpacce 33, HorwiTaarT,
Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 - 299

ED: 10-Maypch20

s
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@MD: 13-Sept-19
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Hipkisa Cakconus, 31535,




Abbott

A Promise for Life

Identification, Ph Fur. /
Hacurnduxanums, Esp. ®apm.

FJERTIFICATE_ OF ANALYSIS/ |
CEPTHOUKAT AHAJIM3A

Uniformity of dosage units, Ph. Eur.
2.9 40 (Mass variation) based on lipase
activity / OzHOpOIHOCTS
no3uposarakx eauHuL, EBp. ®apm.
2940

(BecoBoe H3MeHEHHE) DasupyeTes Ha
AKTHBHOCTH JIHIIA3B!

Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / KonuuecTBEHEHOS
onpeenenne, Esp. @apm. (yrasansas
axrusHOCTS B EJI EBp.®apm./kamnc.)*
— Amylase / Ammnaza (18000)

— Lipase / MTuraza (25000)

— Proteases / [Tporeaza (1000)

Water content of pellets / Co,uepxcarme
BOJbI B CPaHynax

Residual solvents * / Ocrarounbie
pacteopuTent*

— Isopropyl alcohol / cmupT
H3OIPOTTHIOBBIH

— Acetone / aLETOH

Dissolution* / PactBopenue™®

Disintegration of capsule, Ph. Eur.
2.9.1 / PacnanaemocTs Kancyast, Esp.
Mapuv. 2.9.1

Batch /Cepua Page/Crpannna
60133 2 offuz 3
Positive by enzymatic activity test for | Complies /
amylase, lipasc and protease activity / CoorseTcTBYET
[TonoykuTe ThHBIH TECT HA PEPMEHTATHBHY O
AKTHBHOCTY JT1 AMEUIA3EL, THIIA3EI H
OpOTeassl el e
L1=15.0% Complies /
L2=250% CooTBeTCTBYET
with acceptance value / ¢ npuemModHsIM
3MaUCHHSM
=ksandM= X
NLT 18.000 Ph.Eur.-u./ cps (NLT 100 % of | 26806
LC)/ He menee 18 000 EJl Esp. @apm.
/xanc. (ue menee 100 % oT 3a48:1eHHOTO
KOJIMIECTBA)
| 23 750 - 27 500 Ph.Eur.-u/ cps (95 - 110 % | 25660
| LC) /23 750 - 27 500 EJT Epp.@apm./kanc.
| (95 = 110 % OT 3aABACHHOIO KOJIMYECTEA)
NLT 1000 Ph.Eur.-u./ ¢cps (NLT 100 % LC) | 1632
/ He menee 1000 EJI Esp.®apm. /xanc. (H5e
mence 100 % ot sasgermennoro komwdcetea) |
NMT 4 % / ne Gonee 4 Y. 3
NMT 0.5 %/ He Gonee 0.5 % 02
NLT 80% (Q) of labeled lipase activity Complies /
within 30min / He mence 80 % (Q) CooTBeTCcTBYET
yKa3aHHOH AKTHBHOCTH JIHA3bl B MPEAETax
0v S R . _
NMT 15 min in Water / He Gonee 15 munyT | 2
B BOJE

Abbolt Laboratories GmibH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemany
ABBoT AaBoparopus TmBX, I0cTyc-chor-AnBur-Lipacce 33, Homwraar, HipkHss CakcoHng, 31533, lepmaning
Tel: +49 5032 81 - O; Fax: +4%9 50 32 81 — 299

V.03

ED: 10-March-20

HA AAD: 13-Sept-19




Abbott

A Promise for Life CERTIFICATE OF ANALYSIS/
CEPTHUOUKAT AHAJIU3A

Batch /Cepus Page/Crpanmma
60133 3offuz 3

Microbiological Quality *, Ph. Eur.

514(26.12/2.6.13)/

Mukpobuonorudeckas uncrora®, Esp.

Gapw. 5.1.4 (2.6.12/ 2.6.13)

-TAMC <10°CFU/g / KOE/r 85

-TYMC <10’°CFU/g / KOE/r 30

-Bile-tolerant gram-negative bacteria/ | < 10°CFU /g /KOE/r <10

KemeronepauTHele rpamMm-

HETaTHBHBIE DaKTepHH

-Salmonella absent / 10 g / Oteyrersyer/10 Absent/OtcyTeTByeT

-Escherichia coli absent / g / OrcyTcTayer/ T Absent/OTcyTeTByeT

-Staphylococcus aurcus absent / g / Orcyrersyer/ T Absent/OrcyTersyeT

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

TecT MPOBOANTCA HA MPOMEKYTOMHOM MPOAYKTE «[acTPOPE3UCTEHTHRIE MPAHYIbI TOPOLIKA MOMKENY A0 THOH
skenessr 250005,

Destination country: Ukraine / Crpana-umnoprep: Yxpausa

12 di - Comments/ Komvenrapun

| Certification statement/ I hereby certify that the above information is authentic and
3assneHue 0 copTHOUKALHN accuratc. This batch of product has been manufactured,
including packaging/labeling and quality control at the above
g mentioned  site(s) in full compliance with the GMP
| rcquirements 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. / HacToamum moATBEpAKAAK, UTO
I BRUNCH3NIOKCHHAS WHGOPMALHS ayTeHTHYHA H BEPHA.
1 Jaumas cepus  npemapara  TpoM3BeAeHa  (BRmOUas
1 YIAKOBKY/MAPKHPOBKY H KOHTPOJIb KauecTha)
BBIIEYKA3AHHBIM MPOH3BOAUTCIICM B TIONHOM COOTBETCTBHH
¢ tpedosanuaMe GMP noxansHOro peTynsSTOPHOIO OpraHa u
c YTBEPHACHHBIMH cnenHGUKAHAMEH COTIACHO
PCrUCTPALIHOHHOMY — VJAOCTOBSPCHHK  CTPAHBI-HMIIOPTCPA.
JloKyMeHTaLUWs MO MPOH3BOACTBY CCPHH, YMAKOBKC H
TECTHPOBAHHIO POBEPCHA, H YCTAHOBJICHO €€ COOTBETCTBHE

_ . |*peGosanuaym GMP. — .
14. | Name and position/title of person
authorizing the batch release/ Mms u Dr. David Schwarzer
JOJDKHOCTB JIHIA, OTBETCTBEHHOTO 32
_BHITTYCK CCPHH | Qualificd person/Y monHOMOYEHHOE JIMUO )
15. | Signature of person authorizing the \ ;‘
batch release/ TToanucs nuua, Oy (
| otBeTeTBeHHOrO 3a BBINNCE copri N4 AL B . o -
16. | Date of signature/ Mara noanucu 02 0220 2

Abbott Laboratornes GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemmany
ABBoTT AcBoparopus TmbX, 0cTye-choH-AuBur-lUtpacce 33, Holwraar, HupkHas CarkcoHig, 31 535, TepmaHAs
Tel: +49 50 3281 - 0; Fax: +49 50 32 81 — 299

V.03 ED: 10-March-20 HA AAD: 13-Sept-19
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JEPXIJIIKCIIYXXBA
JAEPKABHA CJIVKBA 3 JITKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npocnexT Banepia JloGaHoecbkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €/IPTIOY 37078774

BHCHOBOK

Npo AIKiCTH BBE3¢HOro B YKpainy JiKkapcbKoro 3acody

06.04.2021 Ne 14764/21/10

KPEOH® 25000

(HafiMeHyBaHHA NiKapCbKOTo 3aco0y 3riIHO 3 peecTpauifHUM NOCBIAYEHHAM)
Kancy.iu Tepai 3 racrpopesucrentHumu rpanyaamu no 300 mr; no 10 kancya y 6aicrepis no
2 Gaicrepu B KapTOHHIiT KopoOui

(popma Bunycky. 103yBaHKs, BHA NAKYBAHHA NiKapceKOTo 3acody)
Homep peectpauiiinoro nocsinuenna UA/9842/01/02 ctpok aii peecrpauiiivoro nocsiauenns 01.01.2099
Cepis nikapebkoro 3acoby Ne 60133 KinbkicTb BBe3eHOr0 Aikapebkoro 3acody 5440

BupoGHuk A660TT Jlabopatopiz 'M6X, Himeuunna

(HaiiMeHyBaHHA BUPOGHHKA Nikapebkoro 3acoly, kpaiHa NOXOLKEHHH)

Beeseno B Yipainy CninbHe yKpaTHCHKO-€CTOHChKE NIANPHEMCTBO Y GopMi TOBApHCTBA
3 oOmexxenoro BignosinaasHicTio "Onrima-®apm, JITA", inenr. kox:
21642228

(uaiimenysanns Ta koa 3a €JIPIIOY opuanuHoi ocobu abo npissuuie, iM'a. no 6arbkosi (izHuHOT
0CO0H - niANpUEMLLEA, I MiClle MPOKMBAHHS Ta peccTpauiiinnii nomep 001IKOBOT KAPTKH NAATHHKA
noaarkis abo cepis Ta HOMEp nacnopra)

IMporokoa Bisyaashoro kontpoaio sia 29.03.2021 N2 0909/14.

3a  pesyAbTaTaMM EPKABHOTO KOHTPONIO BCTAHOBNEHO, 1O Jikapcbkuii 3aciG BBeseHo B  YKpaiHy 3

I 3aKOHOABCTBA W00 3abe3neyeHns ARKOCTi NiKapcLKHX 3acobis.

Onekciii COJIOJIPAN

I)oro KOHTPOIO) t\lﬁ’nrmc} (iniuianm Ta npizsnuie)




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS/
CEPTUO®UKAT AHAJIU3A

Batch /Cepnﬁ Page/(}rpa}{pma
59923 1 offu3 3
1. Namg of product/ Hassanue npo/yira KREON®25000 / KPEOH®25000 B
2. | Country of the manufacturer/ Crpana npoussogureas | Germany/Iepyarma
3 Re‘gisi_;‘raxion certificate number i_n Ukraine/ Homep UA/9842/01/02
7| perncrpaunonnoro eepridukara B Yepanne | ,
1 capsule contains 300mg pancreatm in gastro—
resistant granules (minimicrospheres™) with
enzymatic activity:
Lipase 25000 Ph Eur. units, Amylase 18000
4 St " Ph.Eur. units, Proteases 1000 Ph.Eur, units / 1
: rength/ Cuna aAcHCTBHA
: kancya cogcpixur 300Mr maHKPEaATHHA B
racTPOPCIACTCHTHBIX FPAHyIax
(Mumnmxpocdepax ™), ¢ dpepmenTaTHBHOK
akTuBHOCTHIO: mamasel 23000 ex. ED, amunassl
i 18000 en EP. nporcazn 1000 en ED.
Hard capsules with gastro-resistant granules
5. | Phammaceutical form/ Jlekapersennas popma 300 mg / Kancyasl TBepAbIE C
B S rACTPOPCIUCTCHTHBIMU rpany aavu 1o 300 mr
. Size and type of the package/ Pazsep mTn 10 capsules in blister; 2 blisters in carton box /
- | ynaxosxa 10 Kancys1 B 6,m<iTepe; no 2 GnucTepa B
I e e KAPTOHHOH KOPOOKL T B _
A Pi ?ﬁ.‘?}_‘ size / Pasmepeepin . 1/E 76264 packs/yn. .
g Date of manufacture/ Ha’ra TPOHU3BOACTBA 10.2020
| Batch Releasc date / Jlara Beiniveka cepiint 22.12.2020 )
9. | Expiry date/ Jlata okoHuaHus cpoxa rognoety | 092022
10. | Name, address and manufacturing license numbers " Abbott Laboratories GmbH /
for all sites responsible for manufacturing process A66otT JlaGoparopus 'M6X
and quality control/ Hazsaunue, aapec 1 HoMepa Justus-von-Liebig-Strassc 33, Neustadt,
IHLEH3HHA Ha MPOH3BOACTEO JUIS BCEX Niedersachsen, 31535, Germany / H0ctyc-
NPOM3BOJUTE/ICH, OTBETCTBCHHBIX 32 $pon-TnGur-Ilrpacce 33, Hottmraar, Huacmss
NPOM3BOICTBEHHBIH MPOHECC M KOHTPOIIb KAIeCTBA Caxconus, 31535, 'epmanns
Manufacturing Authorization / JInuensus ua
[IPOH3BOACTBO
DE NI 02 MIA_2019 001/41401/1{—144
11. | Results of analysis/ PesyneraTel aHaIM32 Sce table below/ Cu. Tabauity HIDKE
Parameter tested / Acceptance limits / Results /
Kontposupyemslii napamerp JoNyCTHMBIE TPAHHUBI Pe3ynbTaThl
Appearance/ Onucanie Bi-colored hard gelatin capsules size 0 with | Complies/
orange opaque cap and colorless transparent CooTBeTCTBYET

Abbolt Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31533, Ger
ABGOTT AaBoparopka TmeX, loctyc-dor-Aubur-Wipacce 33, HoMWwioAT, HipxHAa Cakeo
Tel: +49 50 32 81 - 0; Fax: +49 5032 81 -

é{(“ﬁq//l{’gﬂag %;Dlopmhmﬁdﬂ/ /

body filled with brownish pellets
(minimicrospheres™) / [lpyxuscTHbIe
TBEP/IBIC HENATHHOBBIE Kancy sl pasvepa
C OpamKeBOH HETPO3PATHON KPBHIUIKOH H
OCCIUBCTHBIM IIPO3PATHBIM TEJIOM,
3AMOMHCHHBIE KOPHUHSBATHIMU MPAHY TAMH
(munnvukpochepaMu™)

315

299




Abbott

A Promise for Life

Identification, Ph.Eur. /
Wpentnduxanus, Esp. @apm.

CERTIFICATE OF ANALYSIS/
CEPTHOUKAT AHAJIU3A
Batch /Cepus Page/Crpanmnua
59923 2 offuz 3
Positive by cnzymatic activity test for Complies /
amylase, lipase and protease activity / CooTBeTcTBYET

[MonoKUTCNBHBIH T¢CT Ha (PEPMEHTATHBHY IO
AKTHBHOCTb A/ AMHIIA3bI, THNA3hl K
HpoTeasml R

Uniformity of dosage units, Ph. Eur.
2.9.40 (Mass variation) based on lipase
activity / OZHOPOJHOCTS
03upoBaHHbIX cauHuL, Erp. Dapm.
2.9.40

(Becozoe u3MeHeHHE) Oa3HPyETCH HA
AKTHBHOCTH JIHIIa3bI

L1=150% Complics /
L2=250% CootBeTcTBYET
with acceptance value / ¢ npueMoTBIM
3HAYCHUEM

=k-sand M= X

Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u/ cps)* / KonuuecreeHHOE
ompegencHue, Esp. Qapy. (yrasanHas
axTHRHOCTS B EJ] Esp ®apm /xanc.)*
— Amylase / Amvuaza (18000)

— Lipase / Jluraza (25000)

— Proteases / Ipoteasa (1000)

NLT 18,000 Ph.Eur.-u./ ¢ps (NLT 100 % of | 23617
L.C) / He menee 18 000 EJl Esp.®apum.
/xarc. (ge menee 100 % oT 3aABICHHOTO
KOJIHYECTEA)

23 750 — 27 500 Ph Eur.-u./ cps (95 - 110 % | 25671
LC) /23 750 — 27 500 EAf Esp.®apm./xarc.
(95 — 110 % OT 3asBIEHHOTO KOIMCCTBA)

NLT 1000 Ph.Eur.-u./ cps (NLT 100 % LC) | 1619
/ He menee 1000 EIT Erp.@apm. /kamnc. (ue
venee 100 % OT 3a1BACHHOTO KOTHYECTBA)

Watcr content of pellets / Conepsxanye | NMT 4 % / ue Gonee 4 %. 3

BOJIBL B TPaHyIaX -

Residual solvents * / OcTarounsie

pacTBOpHTERH™

— Isopropyl alcohol / cnupr NMT 0.5 %/ He Gonee 0.5 % 02

H30NPOIIHIOBLIHA

~ Acctone / aneron NMTO0.5 %/ HeGonee 0.5% |04

Dissolution* / Pacteopenue® NLT 80% (Q) of labeled lipase activity Complies /
within 30min / He menee 80 % (Q) CooTRETCTBYET
YKa3aHHOH aKTHBHOCTH ITHITA3H B MPEACIax
30 mun

Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He 6onee 15 munyt | 2

2.9.1/ PacrnagacmocTs kancyiisl, EBp. | B BOAS

dapn, 2.9.1

Abbaoti Laboratories GmbH, Jusius-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
AGBoT AaBoparopks MTmBX, KocTyc-coor-Anbuyr-LTpacce 33, HomlutaaT, HikHaa Cakcorna, 31535, Tepmarig
Tel: +49 50 3281 - 0; Fax: +4% 50 32 81 - 299

V.03

ED: 10-March-20 HA AAD: 13-Sept-19




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /

CEPTHOUKAT AHAJIU3A
Batch /Cepus Page/Crpanuna !
59923 3 offuz 3 ‘
Microbiological Quality *, Ph. Eur.
514(26.12/2.613)/
Muxkpobuonoruyeckas uncrora*, EBp.
Gapm. 5.1.4 (2.6.12/2.6.13)
-TAMC <10*CFU/g / KOE/r 30
-TYMC < 10*)CFU/g / KOE/r 30
-Bile-tolerant gram-negative bacteria/ | < 10*CFU /g /KOE/r <10
KeaueTonepanTHLIC IpaMM-
HETATHBHBIC DAKTCPHH
-Salmonella absent/ 10 g / Otcyrereyer/10 T Absent/OrcyTcTBYET
-Escherichia coli absent/ g / Orcyrcrayet/ v Absent/OrcyTcTBYET
-Staphylococcus aureus absent / g / OrcyreTByeT/ T i Absent/OrtcyrcTBYeT

* Test performed on intcrmediate product “Pancreas Powder gastro-resistant Pellets 25000 /
TecT MPOBOANTSA Ha NPOMEKYTOHHOM NPOAYKTE «I aCTPOPE3NCTCHTHEIE TPAHY /B! NIOPOLITKa 0 DKETY T0UHO
sxereset 25000,

Destination country: Ukraine / Ctpana-umrioptep: Ykpauna

12. | Comments/ KomyenTapuu
13. | Certification statcment/ I hercby certify that the above information is authentic and
JassneHHEe O CepPTHHHRAIIMM 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 werc reviewed and found to be in
compliance with GMP. / Hacrosmum moATBEpHAal0, H4TO
BRIIICH3NOKeHHAS unOpMamys AyTeHTHUHA M BEPHA.
Jlanmass cepust  mpemapata  mpousseacHa  (BKIIOTMAA
YIAKOBKY/MapKHPOBKY H KOHTPOIb KA4eCTBA)
BHINEYKA3AHHLIM TIPOM3BOAHTCIICM B FOMHOM COOTBETCTBHH
¢ TpeGosanmsv GMP oxaIpHOTO PeryiaTOpPHOro Oprata U
c YTBEPIKACHHBIMH CreIMPUKATIIMH COrTacHO
PerucTpauMoHHOMY  YAOCTOBEPEHHIO  CTPAHBI-UMIOPTCPA.
JlokyMeHTaLHs MO MPOH3BOACTBY CEPHMHM, YMAKOBKC M
TECTHPOBAHHIO MPOBEPCHA, H YCTAHOBICHO CE COOTBETCTBUC
T I R | tpefomamise GMP. o oo }
14. | Name and position/title of person
authorizing the batch release/ Mma u Dr. David Schwarzer
JODKHOCTD /M2, OTBETCTBEHHOIO 3a
B BLITYCK Ceprt Qualificd person/YnoanoMouenHoe e
15. | Signature of person authorizing the /
batch release/ Tloanucs auna, 9 u
| OTBETCTBEHHOTO 33 BBIIIYCK CEPHH : / — e -
16. | Date of signature/ [lata nognucH 04.01.2021

V.03

Abbott Laboratories GmiH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Gemany
AB60TT AaBopartopus TmBX, Koertye-chor-Ambur-lipacce 33, Homutaar, Huxkess Cakcorus, 31535, Mepmarni
Tel: +49 50 3281 - 0; Fax: +49 50 32 81 - 299

ED: 10-March-20 HA AAD: 13-Sepi-19
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JIEPXJIIKCITY )KBA
JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npocnekT Banepis Jlo6anoscbkoro, 51, m. Kui, 03110, Ten/dakce: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €/IPI10Y 37078774

BUCHOBOK
Npo sIKicTh BBe3eHOro B YKpaiHy JiKapebKoro 3acody

12.02.2021 Ne 4281/21/10

KPEOH® 25000

(HaliMeHy BaHHA iKapcLKOro 3acoBy 3riaHo 3 peecTpauiiiHiM NOCBIYEHHAM)
KancyJiu TBepai 3 racrpopesucrenTaumu rpanyiaamvu no 300 mr; no 10 kaneya y daicrepi; no
2 GaicTepn B KapToHHiii KopoOui

((popma BHMYCKY, JO3YBAHHA, BH NAKYBAHHA JIKAPCLKOr0 3acody)

Howmep peectpauiiinoro nocsinuenns UA/9842/01/02 crpok aii peectpauiiinoro nocgizuenns 01.01.2099

Cepis aikapcbkoro 3aco0y Ne 59923 KinbkicTh BBe3eHOr0 Nikapeskoro 3acody 16000
BupoGHuk A660tT Jlaboparopiz I'm6X, Himeyunna
(HaiiMeHyBaHHsA BUPODHHKA JiKapCLKOro 3acoly, KPaiHa NOXOIKEHHS)

Bseseno B Vikpainy CniibHe YKPailHCBbKO-€CTOHChKE NianpuemMcerso y ¢popmi ToBapucrsa
3 oOMezkeno10 BianosizansHicTo ""Onrtima-@apm, JITA", inent. kox:
21642228
(naiimenysanua Ta koa 3a CJIPIIOY jopuanynoi ocobu abo npizsuuie, iM'a, no 6atekosi (izuanol
ocolH - nianpuemus, i Miclie NpoKUBAHHA TA peceTpaiiinuil HoMep 0GAiKOBOT KAPTKY NIATHUKA

noaarkis abo cepis Ta HoMep nacnopra)

Mpotokon Bisyansuoro kourpomo sin 04.02.2021 Ne 0274/21.

3a pesyibTaTamMM [epKABHOrO KOHTPONKD BCTAHOBNEHO, L0 JKAPCbKMIT 3acid BBeseHo B YkpaiHy 3
IlOTpHMal;lHﬂM-nmmr 3aKOHOaBCTBA WOoA0 3a0e3neueHHs [

\J-‘ P ! "\:'\
.\', _-_..-.‘,_i':.__'-- 4 .\
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3307411HH‘?< Haw}\(a ’Cnhﬁn Onekciit COJIOJIPAN
*nf)&mm&fﬂ}hﬂmyﬁ pepmﬁuom KOHTPOJIO) o (nmmic) ----- (iniuiany Ta npizsuiLe)

hOCTi nikapcbKHX 3acobiB.
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