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Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAJII3Y

for all sites responsible for manufacturing process
and quality control/ Hassa, anpeca ta HomMepu
JNILIEH31H Ha BUPOODHUUTRBO 1A BC1X BUPOOHHUKIB,
BIATIOB1AAJIBHUX 33 BUPOOHUYHE IIPOIIEC 1
KOHTPOJIb SKOCTI

Batch /Cepis Page/Cropiuka
64596 1 of/3 3
1. | Name of product/ Hassa mpooykTy KREON® 10000 / KPEOH® 10000
2. | Country of the manufacturer/ Kpaixa supobunx Germany / HiMedunna
7 Registrati*cin certiﬁcate? number in Ukrz{in-e/ Homep UA/9842/01/01
peecTpaiifgoro NOCBIAYEHHS B YKpalHl
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 mii .
1 kamcyna mictuts 150 Mr naskpeaTHHY B
racTpopesHCcTeHTHHX rpanynax (Kpeon
MmiHiMikpochepu®), 3 GepMERTATUBHOO
akTUBHICTIO: Jira3u 10000 on. €0, aminazu 8000
oa. €D, npoteaszu 600 ox, €D.
Hard capsules with gastro-resistant granules
5. | Pharmaceutical form/ Jlixapceka popma 150mg / Kancynu TBEpAl 3 raCTpOpe3HCTEHTHUMH
rpanynamu 1o 150 mr
) Size and type of the package/ Pasmip i Ton 10 capsules in t?lister.;' 2 blister§ in carton box / N
G [ — 10 Kancyn y OnicTepl; 1o 2 GicTepH B KAPTOHHIH
Kopodu1
7. | Batch size / Poamip cepil 144060 packs/ym.
g Date of manufacture/ lata Bupobuunursa 01.2024
| Batch Release date / Jlata Bunycky cepii 27.03.2024
9 Expiry date/ Jlara 3akigdyeHss TepMigy 12.2025
IPUAJIATHOCTI
10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /

A6GotT Jlabopatopiz I'm6X
Justus-von-Liebig-Strasse 33, Neustadt,
Niedersachsen, 31535, Germany / FOcryc-domn-
Jhioir-Iltpacce 33, Honmraar, Huxua Cakconig,
31535, Himeuuuna

Manufacturing Authorization / Jlinensis Ha

BHPOOHHUIITRO
DE NI 02 MIA 2022 0013/41401/H-144

11.

Results of analysis/ PesynwraTi anamisy

See table below/ Jup. Tabnuiyo grokye

body filled with brownish pellets (Kreon
mimmicrospheres) / JIBOKOTBLOpOB1 TREP/]
JKENATUHOB] KalCyIy po3Mipy 2 3
KOPHYHEBOIO HENPO30POK KPHIIIKOO |
0e306apBHUM IPO30PUM TIJIOM, 3AMIOBHEH]
KopHu4HIOBaTUMH rparynaMu (Kpeos
migimikpochepu®)

Paranieter tested / Acceptance limits / Results /
KoHTPOALOBAHKH IApaMeETP Homycrumi mexi PesynnTaTun
Appearance {visuaily) / Omnuc Bi-colored hard gelatin capsules size 2 with | Complies /
(BI3yasibHO) brown opaque cap and colorless transparent | Bignosinac
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Abbott

A FPromise for Life

CERTIFICATE OF ANALYSIS /
CEPTHU®IKAT AHAJII3Y

Batch /Cepis Page/Cropinka

64596 20133
Identification, Ph.Eur. / Positive by enzymatic activity test for Complies /
[nentudikanis, €rp. Dapm. amylase, lipase and protease activity / Binnosijae

[To3urvBeMi TecT HA QepMEHTATHBHY
aKTUBHICTH OIS aMifia3y, JINasy 1 nporeasu

Uniformity of dosage units, Ph. Eur. LI1=150% Complies /
2.9.40 (Mass vanation) based on lipase | L2 =25.0% Birnogigae
activity / OmHOpIAHICTE with acceptance value / 31 3HaueHHIM
A030BaHHX OXUHUIG, CBp. Papm. DPHUHITHOCTI
2.9.40 (Barosa 3MiHa), I €ThCA HA —
aKTHBH(OCTi ninazu P =ksand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / KinbkicHe BU3HAYEHHS,
€Bp. ®apM. (3a3HadeHa akKTHBHICTE B
O] €sp. Capm./kamnc.)*
— Amylase / Aminaza {8000) NLT 8000 Ph.Eur.-u./ cps (NLT 100 % of 12718
LC) / He memue 8000 O] €pp. Dapm./
karnc. (ge Menwe 100% Bin 3asBrneHoOl
KUTEKOCTI)
— Lipase / Jlinasza (10000) 9500 - 11000 Ph.Eur.-u./ cps (95 - 110 % 10533
LC) /9500 - 11000 OX, €sp. dapm./xanc.
(95 - 110% B17 3a9BIEHOT KINBKOCTI)
— Proteases / 1Iporeasa (600) NLT 600 Ph.Eur.-u./ cps (NLT 100 % LC)/ | 740
He menme 600 O] €rp. Mapm./kanc. (e
merme 100% Big 3agBnenol KITBEKOCTI)
Water content of pellets / Bmict sogu 8 | NMT 4 % / 5e 6inpime 4 % 4
rpaHyJax
Residual solvents * / 3anpmkosi
PO3YHHHUKH™®
— Isopropyl alcohol / cupr NMT 0.5 %/ He 6unstie 0.5 % 0.2
1300POTIITOBHA
— Acetone / aneron NMT 0.5 % / He 6ine1me 0.5 % 0.4
Dissolution* / Pozunnenus™ NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Binnogigae

He meniue 80% (QQ) 3asHadeHoi akTHBHOCTI
mnasu B Mexax 30 xB

Disintegration of capsule, Ph. Eur.
2.9.1 / Posnapanus kancynu, €pp.
Dapm. 2.9.1

NMT 15 min in Water / He Ginelue 15
XBWIHH ¥ BOJL

Sp\HA  #

OB T
Os

Apbett Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
ABBOTT AcBoparopia FTMEX, Koctye-dhoH-AIbBIr-Lrpacce 33, Holtutaar, HiekHs Cakcoris, 31535, HimeuamHa
Tel: +49 50 32 81 - 0; Fax: +49 50 32 81 - 299
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Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTU®IKAT AHAJII3Y

Batch /Cepia Page/Cropinxka

64596 30f/33
Microbiological Quality *, Ph. Eur.
5.1.4(2.6.12/2.6.13)/
Mikpo6ionorigaya yuctora*, €Bp.
dapm. 5.1.4 (2.6.12/2.6.13)
-TAMC < 10°CFU/ g /KYO/r 100
-TYMC < 10*CFU/g /KYO/r 30
-Bile-tolerant gram-negative bacteria/ | < 102CFU /¢ /KYO/r <10
JoruoTonepakTtHi rpaM-HETATHBHI
OakTepii
-Salmonella Absent/10 g/ Bigcytea/10 T Absent / BiacyThA
-Escherichia coli Absent/g / Bincytasa/t Absent / BincytHa
-Staphylococcus aureus Absent/g / Biacyraa/r Absent / Bigcyras

* Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 100007, /
* TecT upoBOJMTHCS HA NPOMIKHOMY NPOoAYKTI «I acTpope3uCTeHTHI FPasyiy MOPOMIKa T MIINYRKOBOT 321034

10000».
12, | Bommens] Kousman Destination country: Ukraine / Kpaina-imnoprep: Yxpaina
13. | Certification statement/ I hereby certify that the above information is authentic and
3agBa IIpO CEPTHRIKALIIO 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 1n the Marketing Authorization of the
importing country. The batch processing, packaging and
analysis records were reviewed and found to be iIn
compliance with GMP. / UuMm nigrsepmxyro, o
BUINEBUKIIANEHA 1HPOpMaLIs € aBTEHTHYHOW 1 BipHOto. ITio
CEeplIo Ipernapary BUPOOICHO (BKIFOUYALOUH
YIIAKOBKY/MApPKyBaHHA Ta KOHTPOAE SKOCTI) BHINEBKa3aHMM
BUpPOOHHKOM Yy TOBHIH BianosigHocTi 3 sumoramua GMP
JIOK&JILHOTO PerylaATOPHOTO OpPraHy i 3 3aTBEPIHKCHUMH
cneuugikalaMy 3riAH0 3 PeecTpalliiHMM TMOCBIAYEHHAM
KpalHH-IMIOpTepa. JlokyMeHTaiito 01040 BHPOOHMITBA
cepii, YIaKOBKHM 1 TECTYBAaHHS IIEPEBIPEHO, 3 BCTAHOBJIEHO il
BIATOBIAHICTE BuMoram GMP, .
14. | Name and position/title of person
authorizing the batch release/ Im's Ta Kathrin Leder
rocaga ocodu, BLINOBIAAIBHOL 32 Qualified person / YnoBHosakena PSS,
BHITLYCK cepii
15. | Signature of person authorizing the S
batch release/ [Tiamc ocobu, ( t ( p
BlAOBLAANEHOI 38 BUOYCK cepil Ry ﬂ_Lf
16. | Date of signature/ Jlara manucy 28.03.2024
Abbott Laboratories GmbH, Justus-von-Liebig-Strasse 33, Neustadt, Niedersachsen, 31535, Germany
ABBotT AaBopatopis NTMmBX, IOcTyc-chon-Aibir-LLItpacce 33, Hofitaar, Hukss Cakconia, 31535, HimeuirHa
Tel: +49 50 32 81 - O; Fax: +49 50 32 81 - 299
V.05 ED: 25.10.2022 HA AAD: 16-May-22




