b

Abbott

CERTIFICATE OF ANALYSIS /

. . CEPTH®IKAT AHAJII3Y
A Promise for Life
Baich /Cepist Page/Cropinka
64204 lofa3
1. | Name of product/ Haspa npoaykty KREON" 10000 / KPEOH" 10000
2. | Country of the manufacturer/ Kpaina Bupo6inx Germany / Himeuyuna
3 Registration certificate number in Ukraine/ Homep | UA/9842/01/01
~ | peectpauiiinoro nocBiAYen s B Yipaiui
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, Strength/ Cuna aji 3
| xancyna mictuts 150 Mr naskpeatuny g
racTpoOpesHCTeHTHHX rpanynax (Kpeow
siniMikpocdepn™), 3 hepmentarHsuoL
aKTHBHICTIO: mnasy 10000 og. €O, amimasy 8000
ox. €. npoteasu 600 on. €.
Hard capsules with gastro-resistant granules
5. | Phanmaceutical form/ Jlikapeska gopma 150mg / Kancynu TBepAi 3 racTpopesHCTEHTHUMH
rpagy:aamu oo 150 mr
S fr 50 capsules in bottle; 1 bottle in carton box /
6 1ze and type of the package/ Posmip i Tum 50 xancyn y dnaxoni; 1 hrakos & KapTomii
© | YmakoBk# - Yy 1 draxon P
dbpe ity PR— g
7. | Batch size / Poamip cepii 36442 packs/yn.
2 Date of manufacture/ lata supodaunrsa 11.2023
" | Batch Release date / JlaTa sunyeky cepii 21.12.2023
9 Expiry date/ ara 2akindeqss Tepminy 10,2023
NPHIIATHOCT
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | AG6o1T JlaGoparopiz TMEX
and quality control/ Hasea, anpcca 1a Homepu Justus-von-Liebig-Strasse 33, Neustadt,
ninessii Ha BUpOOHUITRO I8 BCIX BUPOBHUKIE, Niedersachsen, 31535, Germany / IOctryc-dhon-
BIINOBIMANBHKX 32 BUpOOHIIM nponec 1 JTiir-rpacce 33, HoMmraar, Hrokna Cakcouis,
KOHTPO/Ib SKOCTL 31535, HiMeuunua
Manulacturing Authorizaiion / Jlinessis va
BHpOGHHILTRO
DE NI 02 MIA 2022 0013/41401/H-144
11, | Results of analysis/ PesyawraTn avamizy See table below/ up. Talnmmo Hikye
Parameter tested / Acceptance limits / Results /
KowTpoaropanuii napaMerp Jdonyctami Mexi Pesynnrarn
Appearance (visually) / Onmc Bi-colored hard gelatin capsules size 2 with | Complies /
(rizyansHO) brown opaque cap and colorless transparent | Bianosinae
body filled with brownish pellets (Kreon
minimicrospheres) / JlBoxomEopoBi TBepi
AKENAaTHHOR! KallCYIH PO3Mipy 2 3
KODHYHEBOIO HENPO3IOPOI) KPHILKOKY |
Ge30apBHEM TIPO30PHUM TINIOM, 3aTOBHEHI
KopHIHIOBATHMHE rpanynamu (Kpeon
MiiMixpocdepu™)

9 @

Q? es GmbH, Justus-von-liebig-Strasse 33, Neustad!, Niedersachsen, 31535, Germany
TmBX, KDcTyc-chon-AlGir-LUtpacce 33, HORUTAAT, Hiokra CakcoHin, 31535, HismeyymHa
Tel: +49 50 3281 - O; Fax: +49 50 32 81 - 299

HA AAD: 16-May-22

VA 3G AJC 5 0 LB




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTUGOIKAT AHAII3ZY

Batch /Cepin Page/Cropinka
64204 2of/z3
Identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Tnenrudikaris, €sp. Dapm. amylase, lipase and protease activity / Bignopizae
L [o3uTHBHUT TecT HA epMCHTAaTHRHY
AKTHBHICTH [/15 AMiNad3H, JiNasd i npoTeast
Uniformity of dosage units, Ph. Fur. L1=150% Complies /
2.9.40 {Mass variation) based on lipase | L2=25.0% Binnosijae
activity / OgH0pigHICT with acceptance value / 31 sHaYeHHAM
J030BAHVX OJIMHNGE, €Bp. Papm. IpHARATHOCTI
2.9.40 (Baroea 3MiHa), IPYHTYETHCS HA o
AKTHBHOCT! ninasu =ksand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u/ cps)* / KinekicHe BH3HAYEHNS,
Crp. ®apm. (3a3HayucHa aKTHBHICTE B
O] €rp. Dapm./ranc,)*
— Amylase / Aminaza (8000) NLT 8000 Ph.Eur.-u./ cps (NLT 100 % of 13039
LC)/ He menwe 8000 OJf €rp. Dapm./
kanc. (He Meume 100% Bij 3assnenol
KiNBKOCTL)
— Lipase / JTlima3za (10000) 9500 — 11000 Ph.Eur.-u./ cps (95 - 110 % 10728
LC) /9500 - 11000 O[] €sp. Dapm./ramnc.
(95 - 110% Bin 3asBIEHOT KIIBKOCTI)
— Proteases / Ifporeasa (600) NLT 600 Ph.Eur.-u./ cps (NLT 100 % LC)/ | 788
He mennic 600 O] €pp. apn./xance. (e
merme 100% siu 3agBneHoOl KIALKOCTI)
Water content of pellets / Bumict Boau s | NMT 4 % / me 6inewe 4 % 3
rpaHyIax B
Residual solvents * / Bammmnkosi
PO3THHHHUKA*
— Isopropyl alcohol / coupr NMT 0.5 % / He 6inenre 0.5 % 0.1
130TpoLiNoBHii
— Acetone / aneTon NMT 0.5 % / He 6ineiue 0.5 % 0.4
Dissolution® / Pozunuenna® NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Bianosinae
He menme 80% (Q) 3a3navedol akTHeHOCTI
] ninase B Mexax 30 xe b
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He 6innoe |
2.9.1 / Posnapasus xancynu, €Bp. XBUAUH ¥ BOAL
Dapm. 2.9.1

Abbolt Laboratories GmbH, Justus-von-Liebig-Sirasse 33, Neustadt, Niedersachsen, 31535, Germany
ABGOT AaBopartopiz TMO X, KocTye-chor-ABi-LUTpacce 33, HohAw aaT, Hrekna Cakcoris, 31535, Himewtuna
Tel: +4% 50 32 81 - 0; Fax: +49 50 32 B1 - 299

V.02

HA AAD: 16-May-22




CERTIFICATE OF ANALYSIS /
CEPTUDIKAT AHAJIIZY

Abbott

A Promise for Life

Batch /Cepia Page/Cropinxa

64204 Joffs3
Microbiological Quality *, Ph. Eur.
5.1.4(26.12/2.6.13)/
Migpobionoriaaa nucrota*, CBp.
Gapm. 5.1.4 {2.6.12/2.6.13)
-TAMC < 10*CFU /g /KYO/r 100
-TYMC < 10°)CFU /g / KYO/r 25
-Bile-tolerant gram-negative bacteria/ | < I(?CFU /g / KYO/r <10
HosuoronepanTHi rpaM-HeraTHBHI
faxrepil
-Salmonella Absent/10 g / Bimeytast/10 1 Absent / BigeyTus
-Escherichia coli Absent/g / Bincytaar Absent / Biaeytus
-Staphylococcus aureus Absent/g / BigcyTas/r Absent / Buicyraa

* Test performed on intcrmediate product “Pancreas Powder gastro-resistant Pellets 100007, /

* TecT IPOBOAHTLC Ha NPUMIMHOMY IPONYKTI «[acTPOPC3HCTEHTHI TPaHyIH IIOPOIUKA THAILUTYHKOBOT 34J03H
10000x».

12. | Comments/ Komenrapi

Destination country: Ukraine / Kpaina-imnoprep: Ykpaina

13. | Certification statement/
3asira npo cepTHPIKAIHTO

I hereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/labeling and quality conirel 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. /
LM migTBepkylo, MO BHIUCBMKIAaesa iHdopmanis ¢
ABTENTHYHOW 1 BipHOM. [l cepiwe npenapaty smpobreto
(BKAOYarOUM YITAKOBKY/MapKyRAdHg Ta KOHTPONE AKOCTI)
BHILIEBKA3aHHM BHPOOHHKOM y MOBHIA RIATNOBIIHOCTI 3
prnoramMAa GMP noganmssHoro peryimaTOPHOTO OpraHy 1 3
3aTBEP/LKEHUMH crenudikauismu 3rinuo 3 Peccrpaniftum
mocsimueHHESAM  Kpainu-iMnoprepa. [Hoxymewrtamiie momo
BHpOOHMITBA cepil, YIAKOBKH I TCCTYBaHHA Nepesipeno, i
BCTAHOBJICHO i1 Binmosinuicrs spmoram GMP,

t4. | Name and position/title of person
authorizing the batch release/ Im's Ta
mocaga ocoOM, BIRMOBIHANEHOT 3a
BHIYCK cepil

Kathrin Leder
Qualified person / Ynosnosamera ocoba

15. | Signature of person authorizing the
batch release/ ITinnuc ocobwy,
BlONOBIGANBHOI 3a BHIYCK cepii

16. | Date of signature/ Jlara mianucy

02.01.202

3 [mEX, IOCTYC-dhoH-AIBI-LLEpacce 33, HeRuItaal, HuxHA Caxconis, 315335, HimetmHa
Tel +49 50 32 81 - 0; Fax: +49 5032 81 - 299

HA AAD: 16-May-22




JIEP)KABHA CJIY}KEA 3 IIKAPCHLKWX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMNM Y KI/IIBCI)KII/I OBJIACTI

npos. Ceitymunoi-Hagii, 3, m.Knis, 02099, rest/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
npo AKicTL BBeseNoro B YKpainy JikapcsKoro 3acoly

07.01.2025 Ne 70550/25/10

KPEOH® 10000

(H"tHMCHyB’lHHﬂ Ill]\apCBKQFO 3acooy 3]‘111“0 3 pcecmaummw I'IOCBIII‘ICHHSIM)
Karcyau TBEPAI 3 racTPOPe3HCTEHTHUMH rparyaMi o 150 mr; mo 50 xamncys1 y daaxouni; mo

1 daxony B KapTOHHIN KopoOLi;
(hopma BUTYCKY, JO3YBARHS, BIL MAKYBAHHA JIIKAPCHKOTO 3aco6y)

Homep peectpauiiinoro ocsigaenns UA/9842/01/01 crpox uii peecrpauiiinoro nocsinucms 01.01.209%
Cepis nikapcnkoro 3acofy Ne 65609 Kinskicts BBe3enoOro Nikapeskoro sacoby 18550

Bupooimk Ao6ott JlaGoparopiz 'M6X, Himedunna
(HalfMeHyRaHHES BUPOBHIIKa Jikapekkoro 3acoby, kpaiHa ITOXoKeH )

Bsescwo s Ypainy . . CriJibHe yKpailchbKo-eCTOHCLKe HiAMPHEMETBO Y (GopMi ToBApHCIBA
3 00MEKEHOI0 Bl}lﬂﬂﬂl}laﬂblllCﬂO "OHTX‘\I‘I-(DapM, JIT,I[", inenr. Ko
21642228 -

(muMulyBamm 1a koz1 3a €JPTIOY 1opnmuunoi ocoby abo Npi3BHLLE, iM's, 10 HATHKOB (‘n'su qHof
0coB - rianpuemus, i Micuc NPOKHBARHA Ta peecTpauitiuii Homep oBNiKOBOT KAPTKH NAATIlIKA
Tioziatkis a6o cepis Ta HOMep TacropTa)

Mporowon Bizyansnore vonwrpomo eix 06.01.2025 Ne 4229/17.
3a  pesymyTaTaMH  [CPXKABHOTO ' KONTPONIO BCTAHOBAENO, WO Jikapchkuil 3aci6 Beeseno B Yipaiiy 3

JHOTPUMAHRHSM BlMOr 3aKOHO/IABCTRA WOJO 3a6esncueHys AKOCT JIiKapehkuX 3acobis.

Bixtop CTEDKIBCLKY u“f

(Illlllld‘m T a npummxul
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Abbott

%(xknrxAtporAV SIS
CEPTHUDIKAT A?iz&l I.if!r’

A popinKa

/

Batch /Cepin

L , KREON" 10000 / KPEOH” 10000
2, | Country of the manufacturer/ l\pmna ppofiue Germany 7 Hiveusuia
T Reaistration certificate number in Ukraine/ Hoaep | .
Ly, | oBEEE 4 i P UA~S42/01/01
L pecerpaiifioro TOCH AT 1 Vrpaing ;
| { | capsule containg 150myg pancreatin in gastro-
: resistant granules (Kycon minimicrospheres) with
| enzymalic activity:
' Lipase 10000 Ph.Eur, units, Amylase 8000
: ; . Pl Eur, units, Protesses 600 Ph.Ear units
4. Stengilh/ Come ai . 2
b osareyna sierirn 130 M praEkpeaTiiy B
'aLz"wc‘:;wszm*c,n‘rnmx rpanyitax (Kpeon
\:mmuqmcq;qm 7 hePRICHTATHRIOD
axrmiicTio: ainasi 10000 ox Cdy, asinasn 8000
- o C, nporeazn 600 oa. Cd,
Hard capsules with gastro- wmmm granules
A Pharmacentical form/ JHkapeska Gopsi §30my / Kaneyoms 1epl & IaCTpOPLaiCTeHTivmK
rpaliyaas 1o | 0 M
. . - N 50 capsules in batte: 1 bottle in carton box ¢
: Size and type of the package/ Possip i oun
Lo, o 50 kaneya y Guaroni; 1 paakou 8 RAPTOHHH
[ YDRKOBKH LA
gopodul
7. ateh size / Poaip cepit 23470 packs/yi.
“Date of manufacture/ ata ppodismea 06.2024
g ;
R v o ‘ ~‘ 3 5
| RBatch Release date £ flara srnycxy cepii ~ 30.10.2024 |
Expiry date Jara susiieenn FEPMIHY / N
9. o 05.2026
HPILIATHOCT
10, Name, address and manufacturing leense qumibers | Abbott Laboratories GmbH /
for all sites rsspmz%ihle for masafacuring process | ASOOTT MaBoparopis FubX
and quakity control/ Haspa, anpeca Ta sonepi Justus-von-Lichig-Strasse 33, Neustadt,
AtueHsi Ha mi;mmnwnm s eI BRpoDHIKIR, Niedersachsen, 31535, Germany / HOgrye-goe
plrIoBLAL LI 28 pupoSHIHi nPOUCe | MisirUirpacee 33 Honmmm Hivxna Cakcoutiy,
KOWTPURL SKOUT] 31535, Hiveu i
Manufacturing Authorization / Jliensis na
pupolHIEre:
DEW_NIMOZMM!Aw2022""“()014/4‘1401!!—-%»144
11, | Results of analysis? Pesyanrary auamy See talle below/ My, Talnaio sy

ctenics, el just \‘.(,,

KRR !(.)f.,xy(

oot Lubor
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Abbott

Page/Cropitika
Totiz4

CERTIFICATE OF ANALYSIS/
CEPTHRIKAT AHAJ3Y

Parameter tested /
Kowrpoasonangil napamerp

»

i Acceptance Hmits /
L Honyermai Ak

Results /
PL“.X};‘J THTATI

Appearance (visually) / Onuce
{BIsYAILUO)

Bi-colored hard gelatin capsules size 2 with
brown opaque cap and colorless transparent
body filled with h browmsh pellets (Kreon
mmmnuusplwx«,\) jlam\mmpom TBEPA
SKEARTHHOBE Kafey poanipy 2
wpnruu,umo HENPOIOPOID KPHLIKOI i

ua;)mmx& UPOJOPHM H’i()\! 3¢ lllDi(HLlH
mpwsm(uw mu rpanysami (Kpeon
Miniarikpocgepn’)

Complies /
Bianosisa

Jdentification, PhBEur, /

Positive by enzymatic activity test for

Complics /

---- Isopropyl alcohol 7 cnupy
Fronpois !mxmii
< Acetone / augron

NMT 0.3 2% / He Siapuie 0.5

NMT 0.5 % 7 He Ginpire 0.5 %

ABBoT ARG

o Gk, dustusvondd
asis £aaBSE, HOCY -4

sig-Straisse 33, Ne
Wipacce 33,4

Yol +49 50 32 81 - Fax +49 50 32 81 - 28%

Drcnrndicas, Cop. Daps. amylase, lipase and protease activity / Bianosijac
Tlossrisniit TeeT Wt GepMeHTITHERY
AR THAMGCTE AU aminaziy, sipas i uporeasi .
Uniformity of dosage units, Ph. Bur. L= 15.0% ™ nmi lm / .
2.9.40 (Mass variation) based on lipase 1.2 = 250% Biatopiaae %
activity / OpuopianicTs with acceptance value 7 sl apavcutng
AOOBARUK OMTHHIL, Crp. Dapst, ApUINATHOCT]
2.9.40 (sareia sMiga), (PYATyrrbed na
ARTHBHOCTE M b = kes and M = \
Assay, Ph. Bur. (labeled activity in Ph.
Fur.-u./ epsh® / Kismkicne pusHatenor,
Cap. Gapu, (esuadena a KTHBHICTS B
O] Cpp. Gapufrane)*
~ Amylase / Avinaza (8000) NLT 8000 PhBur.-u/ eps (NL'T 100 % of
LCY 7 He menme $000 OJL €rp, Gapm./ 12736
kane, (ne memne 10 (% pig sassiacHol
Kizboct)
- Lipase / Jireasa (10000) 9300 - 11000 Phur.-u/ cps (95 - 110 %
LY 29500 - 11000 O Cup. DapatSrane. 10532
(95 - 110% el sasmaenol KLABKROCT)
- Proteases / 1poteasa (600) NLT 600 Ph.Eur-u/ cps (NLT 100 % ¢y /
He menme 600 O €sp. Dapm.frane. (e 739
werine 100% Biz 3assIeHO] KILKOCTE)
Water content of pellets / Buicr soin 8 NMT 4 % /e Bianme 4 % 3
PPAHYRAY
Residual solvents # 7 Jamxosi
POSUHHHHKR™ 0.2

e, Higoorsaohsen, 31535, Germany
Lesgsas, Himsr Caxconis, 31538, iRt




A tt CERTIFICATE OF ANALYSIS /
Abbott CEPTU®IKAT AHAJI3Y
Page/Cropiaca

3 pffs 4

NLT 80% (Q) of labeled lipase activity Complies /
within 30min ¢ Bianosiaae
He menme $0% (Q) sasuauenol BRPWRHOCT
ainasy B meskax 30 X

[ Dissolution™ / Possmienis #
|

| Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He 6iasmie 15
3.9 { 7 Poanazanns xeyin, Cip. XBHAMH Y BO 2

; »hun biological Quality ¥, Ph. Eor

5044 26107

'\«Eu\ mmn-lowma guerora®, Cnp.

bupwr, 5,14 (2.6.12/72.6.13)

=T f\M C FKY O/ | 30

STYMC s P KY O ! <10

Bile-toferant gram-negaiive bacteria / FKYOIr <10

SKOBUOTOACPM U (PAN-TICTaTHI

Gaxrepil

-Sahponella Absent/ 10 g / Biaeyrua/10 ¥ Absent / Biaeyrus

~Escherichia coli Absentfy / Biacyrtuay Absent { Biscy s
4 -Smphyimcmmu aurcus Absent/e 7 Biacyrualr Absent / Bisncyrus

* Test performed on intetmediute | roduct ~Pancreas Powder gastro-tesistant Pellets 100607,
TECT HPOBOANTECR Hil FPOMIAHOMY IPOAY 1t «l ACTPOPCIHETCHTH TPARYIH HOPOIIKR IVHKOBOT 327034
FO000n.

835, Gornany
H35, Fimer e




C
CEPTU®IKAT AHAJL3Y

Page/Cropinka

RTIFICATE OF ANALYSIS /

12. | Comuuents’ Konenrapi

Destination country: Ukraine / Kpaita-imuoprep: ¥rpaina

Certification statement’
Saspa 1po cop g

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) o full compliance  with the GMP
requirements of the local Regalatory Awthority and with the
specifications in the Marketing Aunthorization  of e
importing country, The butch processing, packaging snd
analysis records  were reviewed and found to be
compliance  with  GMP. / Llum  miareepokylo,  mo
BHEICRIKILICHA THQOPMALLIA € ARTCHTHYHOK © piprolo. Ll
Cepiro nperapary sHPOGACHD {REHIONAKYIH
YHAKOBKY/MAPKYBANTIL T4 KOHTPOND HKOCTT) BHIMCBRATIHUM
BHPOBHIKOM Y 1o pignosianocti 4 wvoramu GMP
AOKWILHOTO  PCrYISTOPHOTO OPramy 1 3 JATBUPIRCHHME
crieimdiauisag srimoe 3 Peectpuiniing FOCBULMCHEAM
gpaipu-isuoprepa. Aok MEHTALTID 00 BapoDHHLTEY
cepii, YHAKOBKH | TECTYBAIS NEPERIPEHO, i BCTAHOBAEHO T
wizrosiaaicrs sioram GMP,

14, | Name apd position/title of person
authorizing the batch release/ Im'a ra
frocazia ocobu, BIATOBLAATLHOT 31
BHUYCK copii

Kathrin Leder

Qualified person / Ynosuonaxcna ocoda

5. | Signature of person authorizing the
batch release/ Hiuue ocol

,
BLANOBLAATLHOT 32 BUITYCK Copit o
..
16. | Date of signature? Hara rianicy
ED: froms 16-May-2022 1o 15-Nov-2022 A AAD: 16-May-2022
moretaies Gk, Justusvondietng-Shr 24, Neustadh Madesoar 31535, Germany

ety PBX, 10CTyC-chow- AL
Tol +4% 50 32 81 -

vt Migkrs Comenrin, 31530,
PO

1259

A AT




AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMM Y KHIBCBKIH OBJACTI

npoe. Ceimmanol Hanil, 3, m.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koa €APIIOY 37078774

BUCHOBOK
IpO SIKiCTh BBE3€HOr0 B YKpaiHy Jikapchbroro 3acody

12.03.2025 Ne 10218/25/10

KPEOH® 10000

(moitMelryBaHRA Nikapebkoro 3acofy 3riaHo 3 peecTpauifinial MOCBIMMEHHAM)
Raficy I TBepAi 3 racrpope3ticTeHTHIME rparyaamy no 150 mr; mo 50 xancya y daakxoni; no
1 ¢naxony B KapTonunii Kopodni

(thopata BUBYCKY, AO3YBSHES, BIST NAKYBAHER JKAPCEKOrD 3acoby)
Honep peectpauiiinere nocaiguenss UA/9842/01/01 crpox aii peectpaniiinore nocsizsenns 01,01,2099
Cepis nixapcrkoro 3acoBy Ne 65663 Kinsxicte Beesenioro gikapeskore sacofy 13650

Bupobunk Ab66orT JIaboparopiz 'MbX, HiMeuunna

{naiinenyeauns BipobHUEKA NikapceKoro 2acoly, Kpaing ROX0MKERHE)

Breseno B Yrpaluy Chninsne ykpaincoko-eCTOHCHKE NiANPHEMCTBO ¥ popai YoBaApHCTEA
3 odmeskeHoI0 Bignosinansuierio " OnTtiva-Papn, JITAY, inent. kon:
21642228

{(nafimenypanng Ta koa 3a EPTIOY ropuamaroi ocods abo npizexwme, iM's, o GaTbkosi Giamwol
ocobi - minnpuenus, i Micue IPO:KIIBAHHA T3 pecCTpaniiitil HoMep oORIKeEDI KapTKIl TUIATHIRS
nofaTkis afio cepis Ta HoMep nacnopTa)

Ilporoxon eisyanpiore kourposo six 05.03.2025 Ve 0649/7.

3a  pesyARTATAMIS JEPHABHOTO KOHTPOMO BCTAHOBACHD, WO Jikapeskuii  saci6  Beesemo 8 Vipainy 3
AOTPDHMAHHAM pinior 3aK0N043BCTEA MO0 3a0e3tetcHg AKOCTI TiKAPCERAX 3ac00iB,

Omera EPBOMEHKO

rf{kosrponio) )  (uinmne) {ininiann Ta npizamue)




Abbott

CERTIFICATE OF ANALYSIS/
CEPTH®IKAT AHAJII3Y

Page/Cropinxa

Lot 'd

Batch /(Cepin

65663

I, Name of product/ Hassa npmmr KREON™ 10000 7 KPEOH™ 10000

2. Country of the manuf; i i Germany 7 Himeaasina
Rurmmmn certific ] e s i

3 UA/SRA2/0 1701

_pecerpauiiinoro NOCRIMeHI B Yepaiui e et
1 capsule containg [ 50mg pancreatin in gastro-
resistant granules (Kreon minimicrospheres) with
enzymatic activity:

Lipase 10000 Ph.Euar. units, Amylase 8000

e - Ph.Eur. units, Proteases 600 Ph.Eur, units /

4, Strength/ Cuana nid . , ,

; P kancyna mictars 150 e pankpeatuny
racrpopeancrer T rpanyiay (Kpeou
sinisikpocdep’), 3 HEPMEHTATHRIOIO
axrugHicrio: sl 10000 ox. €D, aminasy 8000
o1, €, nporeasn 600 o, €.

Hard capsules with gastro-resistant granules
i .9, Pharmaceutical form/ Hixapesxa dopaa 150myg / Kancyns 1REPAL 3 FACTPOPLIHCTEHTHHAMSL
o rpapynasst o 150 ur
5 ) - T 50 capsules in hmtls { bottle in carton box /
= Size and type of the package/ Possup i vun
[N o S0 xaneyn y dakon; 1 ginakon B gapronmifi
YITAKOBKH o
: Kopoli
7. Batch size / Posnip cepli 50550 packs/yn,
- Date of manufacture/ Jara supobiuursa 06.2024
8
Batch Release date 7 Hava aunyexy cepli 07.11.2024
o Expiry date/ Hara saxingerns repsiny 2 ape
R e 05.2026
. NPHAATHOCT
10, Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
. for all sites responsible for manufacturing process | A66otr JNaboparopis ['ubX
and quality control/ Hasea, agpeca ta nomepu Justus-von-Lichig-Strasse 33, Neustadt,

| oinensit va srpomnrreo Jurs seix supolbinixis, Niedersachsen, 31535, Germany 7 10crye-on-

BiAnOBLIEREX 20 supobril nponge i Jhtir-Lrpacee 33, Hoftwrasar, Hioxus Cakconis,

| KOHTPONIL AKOCTE 31535, Hismeuunna
Manufacturing Authorization / Jlinensis sa
supobuuureo:

DE_NI_02_MIA_2022_0014/41401/H-144
L1 Results ol analysis/ Pesymyari ananisy Sce table txlowl )_lnn Ao mm*m

Voo ou f"/ol)\'ng &QP 010325




| CERTIFICATE OF ANALYSIS /
CEPTUDIKAT AHAJIZY

| Page/Cropinka

|
i
i
{

2054
Parameter tested / Acceptance Hmits / ; Results/
Kowrponsosannit srapasmerp Houycrusi sowi | Pesyawrars
Appearance (visually) / Omic | Bi-colored hard gelatin capsules size 2 with | Complies /
(rizyanpho} brown opaque cap and colorless transparent A BIIAC

body filled with brownish pellets (Kreon
minimicrospheres) / Jsoxonsoposi reepu
SCHARTHHOBI KATICYIH PO3MIpyY 2 3
KOPIYReBQg !’icllpﬁ)ﬂi()[)()iﬁ KPUILKD i
Gesbapruyn NPESOPHK TUION, 3aropHeni
KOPUHHIOBATHME Tpanyiami (Kpeon

Identification, Ph.Eur. / : Positive by enzymatic activity test for “omplies /
[newrndiranis, Csp. Gapm, amylase, lipase and protease activity / Bianounisae
Homerssumit vecr na pepmenTarinyy

| BKTHBHICTE A8 aMinays, NURSH | npoTexsy | o
Uniformity of dosage units, Ph. Eur. L1150 % Complies [
2.9.40 (Mass vartation) based on lipase L2 = 250 % Bianosinac
activity 7/ Ouuopinnicrs with acceptance value 7 3 suaxennsM
O30BAHNX oaniniL, Crp. Dapu. | ApHiATHOCTI

2.9.40 (sarosa sMiHa), IPYHTYETHCA Ha
AKTHBHOCTI J1irtasy
Assay, Ph. Eur. (labeled activity in Ph
Eur~a./ eps)® ¢ Kinukice susnaueHus,
Epp, Dapm. (3aIHANCH SKTHBHICTL B
OJ1 €sp. Gaps./kanc.y*

kegand M= X

Amylase / Asinaza (8000) NLT 8000 Ph Euraw/ eps (NLT 100 % of

LCY 7 He mentue 8000 OJf €rp. Dapu./ 12736
ganc. (ne Menme 100% sig sanpicnot :
KISLKOLTL)

- Lipase 7 Jinasa (10000} £ 9500 - 11000 Ph.Eur.-w/ cps (95 - 110 %
CLCY/ 9500 - 11000 OJL €np. Dapa /xanc. 10532
(95 - 110% pig 3ag9BRCHOT KUILKOCTL)
~ Proteases /£ poreaza (600) NLT 600 Ph.Bor~un/ eps (NLT 100 % LC)Y/ )
He menme 600 O] €up. Dapa/ranc. (e 739

senie 100% sin 3agpicnol XipEoCT!)
Water content of pellets / Byier somr s | NMT 4 % 7/ ue Binsie 4 %

» 3
FpaIax
Residual sobvents * / 3auiwrosi
posnanks® 0.2
= Isopropyl alcohol  crmpr NMT 0.5 % 7 He Gunse 0.5 %
4 1I3CIPOITUIOB N 0.4

» Acetone  aneton  NMT 0.5 % / He Guteure 0.5 %




| CERTIFICATE OF ANALYSIS/ |
| CEPTUHRIEAT AHAJIIZY

Page’Cropinka

ofn g
i Dissolution® / Posuusnenns® NLT 80% () of Iabeled lipase aclivity Complies /
' within 30emin / Bianosinas

He semne 80% (Q) sastauenol awrmocti
sinas B seaox 30 ks
[)is’in‘\t&gi~:}ti<}1\ of capsule, Ph. Eur. NMT 15 min in Water / He Sitenire 13
2.9.17 Powaganny kancyns, €8p, RBHIBH Y BOJU 2
Daging, 2.9.1 ;
Microbiological Quality *, Ph. Bur,
544 (2.612/2.6.13)/
Mikpobionoriang uucrtora®, Cop.
Dapm, 5.1.4(2.6.12/2.6.13) :
“-TAMC < 10'CFU /g 7 KYO/r 30

STYWC <10CFU /g ¢ KYQir <10

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

HKoBUOTOREPAITH FPAM-HCTaTHRRI

Gaxrepil : {

~Salmonella CAbsent’ 10 g/ Binoyrua/10 T . Absent / Bigcyrix

-Escherichia coli © Absentig 7 Bueyrisr - Absent / Bimeyus
i ~Staphylocovcus aureus - Absent’g / Bineyrhiar - Absent/ Biscyrits

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 100007,/

10000».




' CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJIIZY

FPage/Cropiuka
4ol 4

y | e Destination country: Ukraine / Kpaia-istoprep: Yipaina
12, Comments/ Kosenrapi ) by LT panis PIED. XEpati

H
|
i
i
{
i

3. Certification statement/ I hereby certify that the above mformation is authentic and
Jasgea 1po cepTHPIKALI accurate. This bateh of product has been manufactured,

including packaging/labeling andd 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  vecords were reviewed and found to be i
compliance  with  GMP. /  Lus  nigreepixyo,  wo -
suueswGAcHa indopuanis ¢ asrerrranon 1 gipaoiw. o

cepito HpENApATY supobneno (srmOUaIONH

YIAKORKY/ MAPKYRAHIE T4 KOBTPOIth AKOCTH) BHIICBKAZAHIM
BUPOBHHKOM ¥ DOBHI BRAUORIZHOCTE 3 susorasy GMP
JOKANBHOTO  POIYASTOPHOIO OPIaNy 1 3 BATBCPIKEHHMY
cempikatdssnr arine ¢ Pecorpauiiingm nocsiguennaM
xpainn-isoprepa.  Joxymexraniio w0 supobuinmsa
cepil, YUAKOBKW | TCCTYBAHMS NEPCRIPCHO, | BCTAHORACHO 1
BUHIOBUICTS BrMoran GMP.

14, Name and positionditle of person ,
authorizing the batch refease/ I ra Julia Bart
nocais ocobl, BUmoBLAANLEHOT 30 1
" BUILYCK Cepi]

- Crualified person 7 Yuonnosaxena ovoba

Signature of person authorizing the
batch release/ Flizumce ocoby,
BUITOBIAAIEROT 30 BHIIYCK cepil

Date of signature/ Hara mizumicy

07.11.2024

;
i
i
i

ED: from 16-May-2022 10 15-Nov-2022 HA AAD: 6-May-2022

F

1y AGE




JEPXKABHA CIYIKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJACTI

npoe. Ceitanysoi Haxii, 3, M. Kuis, 02099, Ten/gaxc: (044) 576-40-41
E-mail; dls.ko@dls.gov.ug, Kog €HAPIIOY 37078774

BUCHOBOK
npo AKicTH BBe3cHOro B YKpainy JikapchbKoro 3acody

28.11.2024 Ne 61012/24/10

KPEQH® 10000

(HaifMenyBaHEA MiXAPCHEOro 3acofy 3riHO 3 peeCTPAIiiHIM MOCBi AU M)
KAMCY/IH TBEP/Ii 3 TACTPOPE3NCTEHTHHMI rpanyaamMu e 150 mr; no 50 xancya y duiaxoxi; 1o
1 paaxony B KapToBHii KopoOIIi

(tbopmMa BUIYCKY, 103YBAHHA, BIHA NAKYBAHHA AIKAPCHROTO 38c0Gy)

Howep peecrpauiiiroro nocsinuenns UA/9842/01/01 crpox aii peecrpaniiinoro nocainwenna 01.01.2099

Cepis nikapcskoro sacofy Ne 65212 KiibkicTs BRe3eHOro mikapcekoro sacoby 2800
Brpo6Huk A660otT Jlabopatopis IM6X, HiMeuunsa
(naiimentysanus BupobHuKa HiKapehKoro 3acaby, KpalHa MOXOGREHH)
Baeseno B Yrpainy Cnisbne yrpaiHchKo-ecTONChKE NixnpueMerso y opMmi ToBapicTBa
3 o0Meskenolo Binmogimaasuictio " Oorima-@apm, JITI", inenr. xon:
21642228

(nafiMeHyparHa Ta kof 3a €JIPTIOY opuauusoi ocobu abo npissume, im's, 1o BaTekosi grizmyHol
acoBu « migmpHeM, Ti Miciie NPOXKHBAHHA Ta peccTpauiliiil Homep 0bNiKOBOT KAPTKH NNATHHEA
noaaTkis aGo cepid TAa HOMEp NACTIOPTA)

Tporokon Bizyannuoro keurposoe six 21.11.2024 N 3645/13.

30 pesymnTATAMH JEDKABHOTO KOHIPONED BCTRHOBNEHO, IO JUKAPCHKMIT 3aci® BBescHO B Yxpainy 3

JNOTPHMAHHAM siMOT 38KOHOLABCTEA WORO 3afe3NeUeHHA AKOCT] JTIKAPCEKHX 3acoBiB,

i Ounsra EPLOMEHKO

W KOUTPOMIBY ‘(nigise) (iuiu_iami""m tipiaéﬁuéﬁ“




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTHU®IKAT AHAJII3Y

Batch /Cepin Page/Cropinka
65212 10fi33
1. | Name of product/ Hazsa nponykty KREON"™ 10000 / KPEOH® 10000
2. | Courtry of the manufacturer/ Kpaisa supoOumk Germany / HiMeyunna
3 Registration certificate number in Ukraine/ Homep | UA/9842/01/01
| peecTpauifiHoro IIGCBITIeHHS B VRpaiul
1 capsule contains 150mg pancreatin in pastro-
resistant granules (Kreon minimicrospheres) with
enzymatic activity:
Lipase 10000 Ph.Eur. units, Amylase 8000
Ph.Eur. units, Proteases 600 Ph.Eur, units /
4. | Strength/ Cuna gii 1 )
KAnCyna MICTHTE 150 Mr nanxpeatwny B
FacTPOPE3UCTCHTHHX rpanynaax (Kpeon
MinimMikpocdepr®), 3 GepmenTaTHBLIO
akTHBHICTIO: ninazn 10000 ox. €D, aminazu 8000
on. €®. mporeasu 600 og. €D,
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlikapceka dopma 150mg / Kanoynu TBepai 3 TaCTPOPE3HCTEHTHEME
rpadyamMy o 150 mr
6 Size and type of the package/ Posmip i Tem gg capsules in bottle;_.l potiein cartonbox f N
: Kancyn y ¢gaaxoni; 1 GpIakoH B KapToHHIRA
VHAKOBKH :
kopobi
7. | Batch size / Poawmip cepil 50545 packs/ym.
g Date of manufacture/ J{ata BHpoOHHLTRA 06.2024
" | Batch Release date / Jlata Bunycxy cepii 05.08.2024
9 Expiry date/ /lata sakingenns Tepminy 05.2026
[IPHARTHOCTI
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | A66otr Jlaboparopiz I'M6X
and quality control/ Hazea, anpeca Ta HoMepH Justus-von-Liebig-Strasse 33, Neustadt,
ninenziit Ha BUPOOHULIFBO A8 BCIX BUPOBHKKIB, Niedersachsen, 31535, Germany / Fcryc-don-
BiIIOBIi MANBHIX 33 BHPOOHHYEE npoied i Jli6ir-Utpacee 33, Hoftruraar, Hixas Cakcosis,
KOHTPONB AKOCT 3153%, HimMegunna
Manufacturing Authorization / Jlinensis #a
BHPOOHHIITBO
DE NI 02 MIA_2022 0013/41401/H-144
11. | Results of analysis/ PeayvnrraTi apamisy See table below/ [ue. Tabmumo Huxye
Parameter tested / Acceptance limits / Results /
KonrpoasopaHnii mapamerp HonycTami mesi PesyabTan
Appearance (visually) / Onuc Bi-colored hard gelatin capsules size 2 with | Complies /
(BizyaneEo) brown opaque cap and colorless transparent | Bignosipae
body filled with brownish pellets (Kreon
minimicrospheres) / JJBoroasopori Teepai
MKENATHHOB! KALICYHH po3Mipy 2 3
KOPHYHEBOIO HEIPO30PO0 KPHIUKOO 1
Ge3bapRHKEM [IPO30PHM TilIOM, 3aN0BHEH]
KOPHYHIOBATHME IparynamMy (Kpeon
MiziMikpochepu®)

V.02

Abbott Laboratories GmbH, Justus-ven-Liebig-Strasse

33, Neustadt, Niedersachsen, 31535, Germany

ABBOTT AaBoparepil TMBX, K0cTye-chon-ASir-litpacce 33, Holwraar, Hipkhs Caxconin, 31535, HimeuunHao

Tel: +42 50 32 81 - C; Fax:

+47 5032 81 - 299
HA AAD: 16-May-22

by au s oo dg 73 1t (Yo




Abbott

A Fromise for Life

CERTIFICATE OF ANALYSIS/
CEPTU®IKAT AHAJIIZY

Batch /Cepin Page/Cropiaka

65212 20f/33
Identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
Inentudixainis, Cap. Qapm. amylase, lipase and protease activity / Bimnosigae

HosutreHEH TecT HA (epMEHTATURLY
AKTHBHICTE U aMiNa3H, Ala3u 1 mpoTeasu

Uniformity of dosage units, Ph. Eur. L1=150% Complies /
2.9.40 (Mass variation) based on lipase | L2=25.0% Binnosinae
activity / OnuopinuicTs with acceptance value / 31 snagerHAM
MO30B4HHX OOHHHUL, CBp. Papm. NpHAHITHOCT]
2.9.40 (saropa 3Mina), HTYETRHCS Ha o
aKmBH(OCTi ninasu S =ksand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u/ cps)* / Kinnxicue pu3HadeHHs,
Cep. ®apm. (333HaYeHa AKTHBHICTD B
OJ Cep. ®apm./kanc.)*
— Amylase / Aminasza (8000) NLT 8000 Ph.Evr.-u./ eps (NLT 100 % of 12611
LC) / He menue 8000 OJT €pp. dapm./
Kanc. {He menme 100% pia 3agBreroi
KiZABKOCT)
— Lipase / Jlinasza (10000) 9500 ~ 11000 Ph.Bur.-u./ cps (95 - 110 % 10540
LC) /9500 - 11000 O €8p. Dapwm./karmc.
(85 - 110% Bix 2asB0eHO] KITEKOCTE)
— Proteases / ITpoTeasa (600) NLT 600 Ph.Bur.-u./ cps (NL'T 100 % LC)/ | 806
He mennie 600 OJ] €np. Papm./kanc. (e
meniue 100% Bin 3aspneHol KinbkocTi)
Water content of pellets / BmicT Bopu B | NMT 4 % / me 6inpiue 4 % 3
rpaHyIax
Residual solvents * / 3anumxoei
PO3YHHHMKH*
~ Isopropyl alcohol / cnupt NMT 0.5 % / He 6inpme 0.5 % 0.1
izompomninoBHil
— Acetone / aueton NMT 0.5 % / He 6insme 0.5 % 0.4
Dissolution* / Pozaunenus™® NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Bimnosigae
He menme 80% (Q) zasumavedo! akTusHOCTI
Jriniasu B mexxax 30 xB
Disintegration of capsule, Ph. Eur. NMT 15 min in Water / He Binsuie 15 2

2.9.1 / Po3snazaHHA Kancymu, €gp.
Papm. 2.9.1

XBUAHH Y BOAL

Abbolt Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
ABBOTT AaBopaTopis TMmBX, KocTyc-chon-Albir-LUTpacce 33, HoRLWTAAT, HipkHs CakcoHis, 31535, HimeuumRa
Tel: +49 50 32 81 -0; Fox: +49 5032 81 - 299

V.02

HA AAD: 16-May-22




Abbott CERTIFICATE OF ANALYSIS /
CEPTHDIKAT AHAJIZY

A Promise for Life

Batch /Cepist Page/Cropinka

65212 3ofa3
Microbiological Quality *, Ph. Eur.
5.1.4(2.6.12/2.6.13)/
MikpoGiomorivaa yuerota*, €p.
Papm. 5.1.4 (2.6.12/2.6.13)
-TAMC < 10°CFU/ g /KYO/ir 220
-TYMC < 10*CFU/ g /KYOnr 35
-Bile-tolerant gram-negative bacteria/ | < 10?*CFU /g /KYO/r <10
¥oeyoTonepauTHi rpaM-HeraTHBHI
Haxrepii
-Salmonella Absent/10 g/ Bincytra/10 T Absent / BincytHs
-Escherichia coli Absent/g / Bimcytaa/r Absent / BincytHa
-Staphylococcus aureus Absent/g / BincyTas/r Absent / Bincyras

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 100007, /

* Tect IPOBOAMTHCA Ha TIPOMDKHOMY BpoayETi «[aCTpOpe3sHCTEHTHI Fpaly i NIOPOIKa M AUUTYHKOBOT 32103H
10000%.

12. | Comments/ Komenrapi Destination country: Ukraine / Kpaira-immoprep: Ykpaina
13. | Certification statement/ [ hereby certify that the above information is authentic and
3asBa npo cepTUdiKanin accurate. This batch of product has been manufactured,

including packaging/labeling and quality contro! 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. /
HuM nigrBepKyio, HIO BHINCBHKNAJeHa iHpoOpManis e
aprenTHuEolo 1 BipHowo. Lo cepic npenapatry BupoGneHo
(RKITIOUAIOUM YIAKOBKY/MapKyBaHHS Ta KOHIPONE JKOCTI)
BULIEBKAZAHHM EBHpOOHMXOM Yy TIOBHIl Binmopiamocti 3
pumoramu GMP NOKANBHOTO pETYIATOPHOTO OpraHy i 3
saTeepmKeHMMY crenndixaniavu sriHO 3 Peecrpaniiinnm
OOCBIMYEHHAM KpaiH#u-lMnoprepa. JloxyMeHTamiio 100
BHpOOHUITBA cepil, YNaKoBKHM | TecTyBaHHA HepeBipeHo, i
BCTAHOBNIEHO 1l BINNOBIIHICTE BUMoraM GMP,

14. | Name and position/title of person
authorizing the batch release/ Im's T2 Kathrin Leder

nocaAa ocobH, BIATOBIIAILHOT 3a Qualified person / YunopHoBaxesa ocoba
BHIOYCK cepii

15. | Signature of person authorizing the
batch release/ [lianne ocodn, (\
BiIoBiAanbHOL 38 BUIIYCK cepil yd J—

16. i Date of signature/ Jara miarmmcy 05\08:2074

Abbott Laboratories GmioH, Justus-von-Liebig-Strasse 33, Neustadi, Niedersachsen, 31535, Germany
ABBoTT AaBopatopis TmEX, H0ctyc-dhon-AIBIr-UTpacce 33, HORWTCAT, HukHa CAKCoRi, 31535, HimeddrHa
Tel: +4% 50 32 81 - 0; Fax: +49 50 32 81 - 299

V.02 HA AAD: 16-May-22
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