NEPXKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPONNETPOBCBKIN OBJIACTI

Juinpo, nn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €JIPIIOY 37070665

BUCHOBOK
Npo AKiCTL BBE3eHOT0 B YKpaiHy JiKapcbKoro 3acody

29.03.2024 Ne 15230/24/04

KPEOH® 10000

(HaiiMeHYBaHHS NiKapCEKOro 3ac00y 3rigHe 3 peecTpaLlifiHuM NocBiaYeHHIM)
KATCYH TBePAi 3 racTPOPE3HCTEHTHAMH rpaHyami, 150 mr, mo 10 kancyay GaicTepi; mo 2
6JicTepH B KapTOHHIH Kopobui

(hopma BYMycKy, A03YBaHHS, BHI NAKyBaHHA 1iKapCeKOro 3aco0y)

Homep peectpauiiitoro nocsizuetna UA/9842/01/01 ctpok aif peectpauiiinoro nocaimaenns 01.01.2099

Cepis nikapcskoro 3acofy Ne 64449 Kinbxicts BBe3eHoro Jikapcbkoro 3acofy 17300
BUpOOHHK A660TT JlaGoparopiz I'M6X, HiMeuunna
(naliMeRyBaHHs BUPOGHHKA NiKAPCEKOTO 3ac00Y, KpaiHa NOXOKCHHA)
BeeseHo B YkpatHy ToBapucTBO 3 06MexeHo10 BinnmoBigaapHicTIo "BaJIM", inen. won:
31816235

(uaitMenyBanHs Ta koA 3a €[IPTIOY ropuam4Hoi ocobu abo npispruse, iM's, 10 6aThkoBi
disuanOT 0co6i - nianpuemus, 1i MicLIe IPOKUBAHHA Ta peecTpatiiinui Homep 06aikoBol
KAPTKH MIATHHKA N0AaTKIB 360 cepif Ta HOMEp Nacnopra)

HpoTokon BisyansHoro kontpoio six 26.03.2024 Ne 07-01/747/1.

3a pesynbTaTaMM AEPKABHOTO KOHTPOJIO BCTAHOBJIEHO, MO JiKAapCbkuA 3aciG  BBeseHO B VxpaiHy 3
JAOTPHMAHHSAM BUMOT 32KOHOAABCTBA LIOAC 3a0¢3NEUEHAA AKOCTI JIIKapChKHX 3acoDiB.

B. 0. sayansHuKa JepxaBHOI ciryx0H 3
nikapChKHX 3ac00iB Ta KOHTPOJIIO 33
HAPKOTHKaMH Y I[Hm pPOTIETPOBCHKI

Mapis BPE3ILIBKA

(ininiany Ta npizBHILE)
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Hixkitivera Oxcana +38(066)345-41-71



Abbott CERTIFICATE OF ANALYSIS/
. : CEPTUDIKAT AHANIIY
A Promise for Life
Batch /Cepist Page/Cropinka
64449 3ofisl
Microbiological Quality *, Ph. Eur.
50426122613/
Mikpadionoriaua nucrora®, €ap.
Dapm. 3.1.4 (2.6.12/2.6.13)
“TAMC SHW'CFU/g i KYOr 200
-TYMC < W’CFU i g JRKYOr <10
-Bile-tolerant gram-negative bacteria/ | 5 1°CFU/ g  KYOir < 10
KopuoroncpanTii rpamM-HeraTHeni
OarTepii
-Salmoneila Absent/10 g / Bineyrua/10 ¢ Absent / Biacytaa
-Escherichia coli Abseni/g / Bincyrus/r Absent / Bincyrus
-Staphylococcus aureus Absent'g / BincyTaar Absem / Bizcyms

* Test performed on intermediate product *Pancreas Powder gastro-resistant Pellets 10000
* TECT HPOBOANTECH HA HPOMIKHOMY HPORYETI «ACTPOPCIMCTCHTHI FPanYIM HOPOLIKA numrlyumnm 034

100iH0».
12. | Comments’ Komerrapi Destination country: Ukraine / Kpalna-isnoprep: Yxpaina
13. 1 Centification statement/ I hereby certify that the above information is authentic and
3aswma 1po cepridixkacio accurate. This batch of product has been manufactured,
including packaging/labeling and quality coniro! 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. / llwm  nigteepaxyio, wo
BHUICBHKAAACHS iHOpMAILA € aBTCHTHMNOW | aipuo. [fio
ceplo npeaapary BHpodiIeHo {BRIOGAIOUH
YNBKOBKY/MADKYRIHHA TA KOHTPONEL SXOCTI) BILICBKAZAHNM
aupolHuKOM y mosnill BianopinHocTi 3 BuMoramu GMP
NOKANGHOTY PRIYAATOPHOrO OPTaly | 3 JaTBEpIRCHHMN
cnetmdirauiamu  rixne 3 PeecrpanifiinM  NOCEIIYEHHAM
kpainn-inaoprepa.  Jokymentauio  moao  BHpoBShMuTea
cepil, YHAKOBKH 1 TCCTYBAHIR NSPeBIPeHO. i BeTaHORACHD i
BiANOBLIHICTE Bimoram GMP, :
14, | Name and positionAtitle of person o
authorizing the batch releay TR T2 1 [ Fathrin Leder
noeasa ocodH, BiANORI; yza“"“ . .‘% ed person / ¥iiosyueakena ocoba
BIITYCK cepii 119
15. | Signature of person %ﬁqm@h@\ FIJT18 ?Xd
batch release/ Mipn Ve
BiAnOBIARNLIOE 1 BHI ’-1 L‘ ( Q""
16. | Date of signature/ J Wrmcy 2&0%.2?}/4
%%

V.05

AbBboli Latorgianias GrbH, Sustus-von-Lisbsg-Siiasse 33, Neustadt, Niedersachsen, 31535, Germany

AGGoT AaGoparorl TG, K0y .chon-AiGk Llitpacce 33, HOAWIOAT, Huxria Conconls. 31535, Hlwenmna
Tel: +49 50 32 81 - ; Fox: +49 50 32 8] - 299

ED: 25.00.2022 HA AAD: | 5-May-22




Abbott

CERTIFICATE OF ANALYSIS /
CEPTH®IKAT AHAJAI3Y

A Promise for Life
Batch /Cepis Page/Crropinka
64449 iofit3
1. | Name of product’ Hassa nipogykry KREON* 10000 / KPEGQH" 100060
2. i Country of the manufacturer/ Kpaina supolnm Germany / Himeyunna
1 Reglslmugn certi hcau? mmber in Ukm”m.d Honsep UA/9842/01/0]
peeccTpaiiinoro HOCBLIMCHRA » Yxpaini
1 capsule conlains | 5Gmg pancreatin in gasteo-
resistant granules (Kreon minimicrospheres) with
enzymatic activity:
Lipase 10000 Ph.Eur. units, Amylase 8000
4. | Strength/ Cuna aif Il’h:Eur. uni!§. l'ro_teases 600 Ph.Eur..unil.s i
Kaney:m MicTHTS 150 M mankpeaTHay 8
TACTPOPCIMCTEHTHUX rpanynax (Kpeou
Mintsmirpocdepr™), 3 depmenTaTHIROW
AKTHRHICTRY. ginazu 10000 ox, €, aminasi 800D
oa. €. yporeain 600 o, €.
Hard capsules with gastro-resistant granules
5. | Phannacewtical formy/ JHikapeska dopma 150mg / Kancyny Toepai ' ractpopesucTCHTHAMM
rpanyaaMu no 150 Mr
g < G wgme 10 capsules in blister; 2 blisters in carton box /
6. 5.120 and type okt pachassc RoaMin:i mmy 10 raticyn y Snicrepi; no 2 Saicrepy B KapToHHii
YTIAKOBKH :
wopobui
7. 1 Batchsize / Poamip cepil 36377 packs/y.
3 Brate of manufacture/ Jlara BupoSunuraa 08.2023
" | Batch Release date / Jlara sunycxy cepii 27.02.2024
9. Expiry dalef_}[am SAKIHHCHHA TCPMinY 07.2025
N THIIATHOCTI
i), ; Name, address and manufacturing license numbers | Abbotl Laboratories GmbH /
for all sites responsible for manufacturing process | A66orr NaGopatopis I'mGX
and qualily control/ Hasea, agpeca ta woMepu Justus-von-Liebig-Strasse 33, Neuslad:,
NineHsiit Ba BupoBHNLTBO IR BCIX BHPOOHNKIR, Niedersachsen, 31535, Germany / Kcrye-on-
BIANOBIAAILNHX 32 RUpoOHIYNIT npoLce § Aigir-lllTpacce 33, Holimmaar, Hnaas Cakconis,
ROHTPOIIb $KOCT 31535, Himessinua
Manufacturing Authorization / Hivensis va
BHPOSHHUTRO
DE_NI_D2_MA_ 2022 B013/41401/H-144
11. | Results of analysis! Pesvartami ananizy See table below/ Jus, rabmmne mitkue
Parameter tested / Acceptance limits / Results /
Kourpoakopannii napamerp Honyeresd sresxi Peayantary
Appearanee (visually) / Onuc Bi-colored hard elann.ca sules size 2 with | Complies/
(Bizyaiibto) brown opaqueSH alorfess transparent | Bianosinae
body fille; A i Hogs{Kreon
minimicfosphieres) ]Ulé&mnwﬁa yECpai
KCNATY / o eatiopiid poiipy 2 :\ :
KOPHYHCR 2 i
Be3BapBmHM 3ai1GBHen|
KOpHYICSY O
MiRiMiRDSS P:pﬂ“) /

Y05

Tei: +49 50 5281 - O; Fox: +4v'5
£D: 25.10.2022

sachsem 31535, Germany
ﬁfm Carconiz, 31535, Himewsnia

HA AAD: 1 é-Mary-22




Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS /
CEPTHOIKAT AHAJI3Y

MoasrmneHnii Tect 1a hepMenTaTUBHY
AKTHBHICTE ZU18 aMifasi, MOA3KH | apoTeasi

Batch /Cepin Page/Cropinka

64449 Joth3
Idkentification, Ph.Eur. ¢ Positive by enzymalic activity lest for Cowplies /
Lnewrndiraitia, Cop. Papm, amylase, lipase and protease activity / Bixnosizac

within 30min /
He memue 80% (Q) sasuauenol,
Aistasn B mexax 30 xs

Uniformity of dosage units, Ph, Eur, L1=150% Complies /
2.9.40 (Mass variation} based on lipase | L2=25.0% Binnesuae
activily / OxHopiHicTh with acceptance value / 1 3naucHiiam
JOB0BRAHMN OJRRNOL, €8p. Papu. DPHAHATHOCTE
2.9.40 {rarosa uMina), FpyHTYETRCA HY i
SKTHEHOCTI JITNA3H = kesand M = &
Assay, Ph. Eur. (labeled activity in Ph
Bur.-u./ cps)* / Kinpkicie prigagesnn,
Cap. Qapm. (3aITAHCHA AKTHBHICTD B
Ol Crp. Dapm./ranc.)*
~ Amylase / Asirasa (8000) NLT 8000 Ph.Eur.-u./ ¢ps (NLT 100 % of 11993
LC) / He menme 8000 O] Cap. dapm./
garne. {ne MeHite 100% sij aasanenof
Ki/bKOCTi) )
~ Lipase / Jlinasa (10000) 9500 ~ 1000 Ph.Bur.~u./ cps (95 - 10 % 10626
LY/ 9500 - 11000 OJF Cap. dapm./kanc.
{95 - 1 10% Bix 3anenenoi KinLKocTi)
- Prodeases / [Tporteasa (600) NLT 600 Ph.Eur.-uf cps (NLT 106 % LC)/ | 767
He menue 600 Ol €up. Papmsranc. {(He
wmentne (0% Big saspaenol kinnkocti)
Water content of pellets / Bamicr o g | NMT 4 % / ne Sinsme 4 % 3
rpalyaan
Residual solvents * / 3anmuxkosi
POHHHIIKI™
~ Isopropyl alcohol / crupr NMT 6.5 % / He 6inpue 0.5 % 0.2
Izonponinoa
~ Acelone / aReTOH NMT 0.5 % / He Biasie 0.5 % 0.4
Dissolution* / Posunbcuna™® NLT 80% (Q) of labeled lipase activity Complies /

] Biznosinae

Disintegration of capsule, Ph. Eur.
2.9.1/ Poumaganus xoncymu, Crp,
Dapm, 2.9.]

1A

NMT L5 min in Water / H clis

XBHAKH Y BOXI

NOKY MEH]T

Abbott tabomitodes GmibH, Justus-von-tiebig-Sirasse 33, Neustadi, Niedersachsen, 31535, Garmany

AGBOTT AaBoparoph £mBX, KCye-hoH-ASIrLITpacce 33, HOMWTOAT, Hukes Caxcoig, 315335, Hiwewruno
Tal, +4% 50 3281 -0, Fax; +49 50 32 81 - 299

V.04

ED; 25.10.2022

HA AAD; 14-Moy-22



http://www.tcpdf.org

