JTEP)XABHA CIYXBA 3 JIKAPCHKHUX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHINTPONIETPOBCBKIN OBJIACTI

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

BUCHOBOK
npo sKicTL BBe3eHOro B YKpainy JikapcenKkoro 3acoby
29.09.2023 Ne 49295/23/0411
KPEOH® 10000

(HaliMCHYBaHHA TiKapchKOro 3acofy 3riAHO 3 PeECTPaLlifiHUM NOCBIYEHHAM)
KAIICyJIH TBep/i 3 racTPOPe3NCTeHTHAMH rpaHy/1amu o 150 mr; mo 50 kancysry dakoni; mo
1 paakoHy B KapTOHHIl KopoOui

(dopma BEnycKy, JO3yBaHHA, BUJ AKYBAHHA JIIKAPCEKOTO 3ac00Y)

Homep peectpauitinoro nocsimaenns UA/9842/01/01 crpok aif peectpauiitnoro nocsinenns 01.01.2099

Cepis mikapchkoro 3acofy Ne 63676 KinbkicTs BBe3eHOrO Aikapcskoro 3acoby 3267
Bupo6GHuK A6GotT Jlaboparopiz 'm6X, HiMequnna
(nafiMeHyBaHHA BUPOOHEHKa JliKapcbKOro 3ac00y, KpaiHa NoXOMKeHHS)
Baeseno B Ykpainy TorapucTBo 3 06MeskeHoI0 BianopinansHicTio "BaJM", inenT. koa:
31816235

(HaiiMenyBaHHs Ta X0/ 32 €JIPTIOY opuauuHoi ocobu abo npisuute, iM's, N0 6aTekoBi QizHuHOT
0cobH - mianpuemus, il Micue NpoXHBAHHA Ta PeecTpamiliHui HoMep 0GMiIKOBOT KAPTKH MIATHUKA
nozarkis abo cepis Ta HOMEp MacopTa) ’

TpoTokoa Bisyaabnoro kontpoao six 29.09.2023 Ne 07-01/2754/9.

3a  pe3yNBTATAMH JIEPXABHOTO KOHTPOJIO BCTAHOBJIEHO, INO Jikapchkui 3aci6 BBeseHo B VkpaiHy 3
JAOTPHMAHHSAM BHMOr 3aKOHOIABCTBA OO 3a6e3reYeHHs AKOCT JHKapchKUX 3ace06iB.

B. 0. HayansHuKa [lepxaBHOL ciryx0H 3

. . L
JiKapchEKHX 3ac0o01B Ta KOHTPOJIIO 33
P R e Wf% Harans MAHZIPUKA
HAPKOTHKAMHU y JIHIIponeTpOBChKIii
obnacti
(nocanora ocofa opraHy ACPKaBHOTO KOHTPOIIO) (nmixnmc) (iniuiamy Ta npi3BHLE)
MLII.

Kouropurixopa HOuist




Abbott  CERTIFIEATE OF ANALYSIS /-
A Prormise for Life - CEPTH®IKAT AHAJI3Y
Batch /Cepin Page/Cropinxa
63676 lofs3
1. | Name of product/ Hazsa npoayxry KREON™ 10000 / KPEQH™ 10000
2. 1 Country of the manufscturer/ Kpaina srpofuuxk CGermany / Hivewnima
3 Registration certificate number in Uksaine/ Homep | UA9842/01501
___{ peectpauitinoro nocsiayenss s Yipaini
| 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/ Chrta it I kancyma micirs 150 Mr nankpeaTHy B
TacTPOPE3UCTEHTHIX TpaHynax {Kpeon
MigiMikpocdepn™), s pepmerramzenow
axTHBHICTIO: ninaw 10000 on. €@, aMinazs 8000
of. €0, mporeass 600 ox. €.
Hard capsules with gastro-resistant granules
5. | Phamaceutical form/ Jlixapcoka dropma 150mg / Karecyrss Tepni 3 racTpopeascreHTREMU
pauyraMy o 150 mr
: e 50 capsules in bottle; 1 bottle in carton box /
6. Size and type of the package/ Poswip i Tun 50 kancyn y gaakoni; | dnaxox B xapronuii
YRaKosKH :
Kopobui
Batch size / Poamip cepil 39356 packs/yn,
3 Date of manufacture/ Jlara supobunures 04,2023
"__| Batch Release date / {ata Burycky cepii 02.08.2023
9 Expiry date/ Hara saxisvesms repMity 03.2025
NPROATHOCTL
10. | Name, address and manufacturing license numbers | Abbott Laboratories CrmbH /
for all sites responsible for manufacturing process | A6y Jabopatopis IvBX
and quality control/ Hazsa, aapeca ta Homepn Justus-von-Lichig-Strasse 32, Neustadi,
minensiii ka RUPOCHAITBO ANA BCix BapoGunkis, | Niedersachsen, 31535, Germany / IOctyc-gon-
BiINOBIAANEHAX 32 BUPOOHIYHE Npomec i Jii6ir-Llkrpacce 33, Hofiurraar, Hinkus Cakcouis,
KOHTpOb aKocTi 11535, Himewyuma
Manufacturing Authorization / Jliuensiz na
BupobHHITRO
DE NI 02 MIA 2022 0013/41401/H-144
1. | Results of analysis/ PeaynsraTn auanisy See table below/ fus. TaBpuigo moxue
Parameter tested / Acceptance limits / Results /
| Kowrpoasosasuii nupaserp Jomyerumi e PelyIhTaTR
Appearance (visually) f Onuac Bi-colored hard gelatin capsules size 2 with | Complies /
{pizyanuno) brown opague cap and colorless transparent | Bisnosiaae
body filled with brownish pellets (Kreon
minimicrospheres) / Apokonsoposi tecpxi
HE/ARTHHOB] KAMCYXHE poINipy 2 3
KOPHYHCBOKY HENPO3OPOH KPHIIKOIO i
Gexbaparmm IPO3OPHM TINOM, SanopueHi
KOPHYHIBaTHMH rpafynamp (Kpeor
MidiMikpocdepu™)

Abbotl Laboratores GmbH, Justus-von-tebig-Sirasse 33, Meustadt, Niedersachsen, 51515, Gammany
ABUom AaGoparophs MEX, 1OcTyc-chor AIGIHILUTROGCCE 33, HOMLTAAY, HiorHs Cameouis, 31535, Himewsa

vz

Tel: +49 50 32 81 - 0; Foue +49 5032 81 - 299

HA AAD: 15-May-22



Abbott CERTIFICATE OF ANALYSIS /
A Prowviise for Lifs CEPTH®IKAT AHANI3Y
Batch /Cepix Page/Cropisks
63676 2033
Identification, Ph.Eur. / Paositive by enzymatic activity test for Complies /
Inerrmusdikaia, €sp. Dapwm, amylase, lipese and protease activity / Bimosizae
ITosuTHBHKIE TecT Ha depMenTATHRRY
AKTHBHICTS A/1A aMinase, minaw i mpoTeazs
Uniformity of dosage units, Ph. Eur. LI=150% Complies/
2.9.40G (Mass variation} based on Lipase | L2 =250% Biznoeinae
activity / Quuopipics with acceptance value / 3i JHaucHHaM
AYIOBANMX OIMHHTE, €up. Dapw, UpHIHHATHOCT
2.9.40 (Baroea 3mika), €TLCR HA e
AKTHBHOCTI Tinagn i =k-sand M= X
Assay, Ph. Eur. (labeled activity in Ph.
Eur.-u./ cps)* / Kinexicie puanavennd,
€ap. dapwm. (3338a4eHa AXTHBHICTS B
Ol €ep. Mapw./kanc.)*
~ Amylage / Aminaza (8000) NLT 8000 Ph.Eur.-u./cps (NLT 100 % of | 177 %
LC}/ He menme 8000 O] Enp. Gapm./
kanc. (Ae merune 100% sin sasmrenoi
Kiznxoeri)
—Lipase / fTimaza {10000) 9500 - 11000 Ph.Eur.-u./ cps (95 - 110 % 106 %
LC)/ 9500 - 11000 OX €op. Sapm./xanc.
(95 - 110% siz saxencuol ximskocri)
- Proteases / [Iporeasa (600) NLT 600 Ph.Evr.-u/ cps (NLT 100% LC)}/ ! 134 %
He menme 600 OJ €ep. Papm./ranc. (re
Menme 100% win 3ansirenol kinskocri)
Water content of peliets / Buict sogm 8 | NMT 4 % / e Ginbwe 4 % 3
rpasynax
Residual solvents * / 3amankoni
pOTTHEHMRR™
= Isopropyl alcohol / cnnpr NMT 0.5 % / He Gimeme 0.5 % 0.2
sonponinosuii
= Acefone / aneron NMT 0.5 % / He Sineme 0.3 % 0.4
Dissolution* / Poswumenns* NLT 80% (Q) of labeled lipase activity Complies /
within 30min / Bianosinae
He menme 80% (Q) sasnavcnoi axrussocti
ninasy B yewax 30 xs
Disintegration of capsule, Ph. Eur, NMT 15 min in Water / He Ginume 13 2
2.9.1/ Poanaganun kancynn, €sp. XBHIRH ¥ BOA]
Dapm. 2.9.1

Abbott Laboratores GmbH, Justus-von-Lietig-Sirasse 33, Neustadt, Niedersachsen, 31535, Gemnony
ASBOT AcGoparopis FAmEX, I0CTYC-chan-AlSIr-LLnpacce 33, HoMuaAY, Hiokrm Coxcons, 31535, ElMenmHg
Tel. +49 30 32 81 - (; Fax: +4% 50 32 &) - 299

v.02

HA AAD: 16-May-22



Abbott CERTIFICATE OF ANALYSIS /
iy CEPTH®IKAT AHAII3Y
A Promise for Life
Batch /Cepix Page/Cropinka
63676 3off33
Microbiological Quality *, Ph. Fur.
514(26.12/26.13)/
Mixpobionoriana yncrora®, €ap.
Dapum. 5.1.4 (2.6.122.6.13)
-TAMC S10'CFU /g /KYOr 40
-TYMC S10°CFU /g { KYOie 15
-Bile-tolerant gram-negative bacteria/ | < 10°CFU/ g / KVO/ir <i0

KowaorenepauTHi rpam-HeTaTHRHI

6 i
~Salmonella Absent/10 g / Bigcymn/10 ¢ Absent / Bincyrus
-Escherichia coli Absent/g / BigeyTas/T Absent / Biacyrnx
-Staphylocaceus aurens Absent/g / Biacyvaa/r Absent / Bincyras

* Test pesformed on intermediate product

“Pancreas Powder gustro-resistant Pellets 10000, 7

* Tect nposoaHTECA Ha MPOMIKHOMY NpoxyKTi «lacrpopesucrentni rpanynu nopomka BiAYHROBGT 381031

H000%.

12. } Comments! Komenrapi

Destination country: Ukraine / Kpaina-imnoprep: VEpaina

13. | Centification statement/
3anpa mpo cepThGixaiio

I bereby certify that the above information is authentic and
accurate. This batch of product has been manufactured,
including packaging/labeling and quality control ai the above
mentioned  site(s) in full compliance with the GMP
requirements of the local Regulaiory Authority and with the
specifications in the Marketing Authorization of the importing
country. The batch procesaing, packaging and analysis records
were reviewed and found to be in compliance with GMP, /
L minrsepmayto, me BumeBEKRAjCHI indopmania €
agrenTHsol0 | BipHoio. Lo cepilv npemapary supoGneno
(BxmiovaYn  yIakosky/MapKysapns T2 KQHTPOAR AKOLTI)
BHIICERAtAHIM AHpOOHEXOM ¥y yoBHill Biznosimiocri 2
BuMoramy GMP ROKAaNBHOrc pEryNsTODHOrS opramy i 2
SATEEPIUKEHNME chelipiranismy 3rigpne 3 Peccrpanifiumm
NOCHIZMCHNAM  Kpainm-iMnoprepa.  JlokymenTamie mogo
BAPOOMHUTES CEDIl, YNAKOBRHM i TECTYPABHA nepenipeno, |
BCTaHOBNCHO T sianoniaKicTs sunoray GMP.

14. | Name and positiontitie of person

ocaia ocobl, BLANOBIZAmENGT 23
BIOYCK Cepii

authorizing the batch release/ Im's Ta

Kathrin Leder
Qualified person / Ynoswosaaena ocoba

batch release/ Hianac ocobu,
BIRNOBINANLHOT 33 BUNYCK cepil

15. | Signature of person authorizing the

Co (2

16. | Date of signature/ Hara niamucy

03.08.2023

Abbott Loborotomes GmbH, fustus-von-Liablig-Strasse 33, Neustad, Niedarsachsen, 31535, Germary

AGGoT AcBoRATOpl MMEX. KoeTye-thonAlGir-lipacce 33, HOMUTAAT, HDKH Coxconia, 31535, HimeuH

Tl: +4% 30 32 81 - 0; Fax; +47 503281 - 299

Y0z

HA AAD: 1 &-Moy-22




JEPJKABHA CIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMM
V THIIPOIIETPOBCHKIA OBJAACTI

Juinpo, rn.CoBopra 4, k. 601-605, 49005, e, (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BHCHOBOK
Npo AKICTH BBe3eHOro B YKpaiHy JikapeeKoro 3acody
30.10.2023 Ne 54568/23/0411
KPEOH® 10000

(HaitMeHyBaHHA Nikapchkoro 3acofy 3rigHO 3 peecTpaniiiHiM OCBITYEHHAM)
KAIICYJIH TBEPAI 3 FACTPOPE3HCTCHTHAMH PAHYIAMI 110 150 mr; o 50 xameya y haaroni; 1o
1 rakoHy B KapTOHHiH KOpoO6Ii

{(popMa BUIfyCKY, T03YBAHHS, BHJ NAKYBaHHI aikapcskoro 3acoy)

Homep peectpaniitroro nocsinuenns UA/ 0842/01/01 ctpox ii peectpaniiinoro mocsimuerms 01 .01.2099

Cepis nixapcsxoro sacoGy Ne 63810 KinbkicTh BBe3eHOTo nikapeskoro 3acody 104
BupofHuK A660tT JIaboparopis ['m0X, HiMeaauna
(matiMenyBanns BEpoOHIKA nixapcrkoro sacofy, Kpaina MOXOKCHHH)
BreseHo B Ykpainy ToBapHCTBO 3 0GMEKEHOI0 pignosigansuicTio "BallM", inent. xou:
' 31816235

(maiivenysanus 1a kofl 3a €[IPIIOY opunMuHoi 0co6u aGo npispuiLe, iM'4, Mo Garpkosi (pisnuHol
ocobu - nignpuenus, i Miclle MPOKHBAHHA T peecTpauilinmii HoMep abMikoBOT KAPTKA NIATHHKA
ToAaTKIE 260 cepis TA HOMEP IACIOPTa)

TIpOTOKOJ Bi3yaBHOTO KOBTPOIIO BiX 27.10.2023 Xz 07-01/3058/2.

3a pesyIkTaTaMH JICPKABHOTO KOHTPOJNIO BCTRHOBINCHO, IO nikapcskuit 3aci6 BBeseHo B VKpaiHy 3
NOTPHUMAHHAM BHMOT 3aKOHOJABCTEA IION0 3a6eamneyeHHs AKOCTI MKapChKuX 3acobiB,

B. o. gayansHuxa JlepixaBHOi ciry:K6u 3

NMKApChKHUX 3aC001B Ta KOHTPOIIO 32 ;
p . TPOJIEO 34 Mapist BPE3IIIbKA
mapkoTHkaMy Y JIHInponeTpOBCHKIK .
obnacrti
{nocanosa ocola Opraty AEPKABHONO KOHTPOMIO) @ (niznue) (ininiann Ta npizsuLe)

s
,"U”'\'} VMEHT




, CERTIFICATE OF ANALYSIS /
Abbott CEPTH®IKAT AHAJI3Y

A Promise for Life

Batch /Cepis Page/Cropinka
63810 1of33
1. Name of product/ Hasea npoayxty KREON" 10000 / KPEOH™ 10000
2. , Country of the manufacturer/ Kpaina BHpoSHHK Germany / Himeuunna

¢ Registration certificate number in Ukraine/ Homep | UA/9842:01/01
peecTpauifinoro ROCBIAMCHHS B Ykpaiui

1 capsule contains | 50mg pancreatin in gastro-

‘ resistant granules (Kreon minimicrospheres) with
enzymatic aclivity:

! Lipase 100G0 Ph.Eur. units, Amylase 8000
Ph.Eur. units, Protcases 600 Ph.Eur. units /

! kancyna mictars 150 M naukpeatnuy B
racrpopesHeTeHTHHX rpanynax (Kpeon
MimiMigpocdepir), 3 hepMCHTATHBHOK

] axTHRHICTIO) muasit 10000 og. €O, aminasu 8000
B e L 02 €@ npoTean 600 01 €D,

Hard capsules with gastro-resistant granules

(4. | Strength/ Cuna aif

IS | Pharmaceutical form/ Jlikapenka gpopma 150myg 7 Kancynu TBEpai 3 TaCTPOPLIHCTEHTHHMH
S rpamynamu o 150 mr
; i i 50 capsules in bottle; 1 bottle in carton box /
. Size and type of the package/ Poamip i tun . ) ) -
6. L 50 kancyn y ¢uakoni; 1 dnakon B kaprounii
YHAKOBKH .
‘ Kopobui
. 7. | Batch size / Posmip cepii 39304 packs/yn.
g Date of manufacture/ lara supo6unursa 04.2023
| Batch Release date / [lata sunycky cepii 04.09.2023
9 Expiry date/ Jlara sakinucHua TepMiny 03.2025
" | npnaarnocri ]

- 10. | Name, address and manufacturing license numbers | Abbott Laboratories GmbH /
for all sites responsible for manufacturing process | A66oTT SMaGoparopis 'm6X

and quahity control/ Hassa, aapeca 1a nomepn Justus-von-Liebig-Strasse 33, Neustadt,
j | ninensin Ha BUPOGHMITRO Ans BCiX BUPOBHUKiR, Niedersachsen, 31535, Germany / 0ctyc-don-
; BLAUOBIIANLHMX 33 BUPOGIMuKil npouec i Ji6ir-Urpacce 33, Hoimwrrazr, Hakas Cakcowis,
KOHTPO/IL AKOCTI 31533, Himeuynua

| Manufacturing Authorization 7 JTiuessis Ha

BpOdHULTHO
DE NI 02 MIA 2022 (013/41401/H-144
1) Results of analysis' Peaynstatwananisy | See table below! Jlis. Tabminiuo ke
Parameter tested / | Acce[;mncchmxtsi o | Results /
Konrponsosanuit napamerp HJounycrusmimewi | Peasanrarte
Appearance (visually)/ Onuc Bi-colored hard gelatin capsules size 2 with | Complies /
{BI3YAIBHO) brown opaque cap and colorless transparent | Bianogsinae

body filled with brownish pellets (Kreon
minimicrospheres) / Jlsoxonsoposi Teepai
KENATHHOBI KANCYan pasmipy 2 3

| KOPHYHCBOK HCHPO30POIO KPMLKOIO |
6c36apruHM NPOIOPUM TUIOM, 3aII0BHCHI
KOpHYHIOBaTHMY rpatiynamu (Kpeon
MiHIMiKpociiepy™)

Abbott taboratones GmbH, Justus-von-Uiebig-Sirssa 23, N
AGLoTT AQGopatoply FmBX, KoCTye-thor-AlGIr-LITpusce 33, Ao
Tel: +49 50 32 81 - 0, Fas +4% §

V.02
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Abbott

A Promise for Life

CERTIFICATE OF ANALYSIS / |
| CEPTHU®IKAT AHAJII3Y

Batch /Cepis
63810

Page/Cropinka
20f33

Identification, Ph.Eur. /
Inenrudikanin, Cop. Gapm,

amylase, lipase and protease activity /
HNosurusunii Tect Ha QepmenTaTuBNy
AKTHBHICTS JUIA aMUIA3H, JHNA3M | npoTeasH

Complies /
Bijmosinae

Uniformity of dosage units, Ph. Eur.
2.9.40 (Mass variation) based on lipase
activity / Oaxopinuicrs

HAOJOBAHHX OAHHHLL, CBp. DapmM.
2.9.40 (Baroa 3MiHa), [PYHTYCTHCA Ha

L1=150%

Complies /

AKTHRHOCTI Anas
Ph. Eur. (labeled activity in Ph,
BEur.-u./ eps)* / KinbkicHe BHIHauCHNS,
Cap. Dhapm. (3a3naMcHd AKTHBHICTH B

s OJ1 Cep. Dapm.ixanc.)*

| Amylase / Aminasa (8000)

Lipase / Jlinasa (10000)

-~ Proteases / [poreasa (600)

i

| Water content of pellets / Bmicr Boau 8
Tpatyax

Reswdual solvents * / 3aamuxosi
pOsuMHHHKH*

PBONPOninoBHi
~ Acctone / aneron

i

i

I

!

| Isopropyl alcohol / cnmpr
|

i

Dissolution* / PozuuscHHs*

| Disintegration of capsule, Ph. Eur.
1 2.9.1/ Posnapanus xancynu, €sp.
Bapm. 291

XBHJIHH Y B

L2 =250% Bianosinae
with acceptance value / 31 snaucunam
APUIHATHOCT!
=k-sand M= X
NLT 8000 Ph.Eur.-u/cps (NLT 100 %5 0f | 13525
LC) # He menme 8000 OJ] €pp. dapm ./
kanc. (ve menme 100% Big 3assneHol ‘
KiIbKOCT1)
9500 - 11000 Ph.Eur.-u./ cps (95 - 110 % ; 10688
LC) /9500 - 11000 O €sp. hapw./kanc.
(95 - 110% pin 3assnenoi kinbxocti)
NLT 600 Ph.Eur.-u./ cps (NLT 100 % LC)/ | 848
He menme 600 O3 €sp. ®apm./kaic. (ne
menwe 100% sin 3anpacnol KinbkocTi) . ]
NMT 4 % / we Binbue 4 % E 4
SR SR - e
|
NMT 0.5 % / He Ginbuure 0.5 % 102
 NMT0.5%/ He Ginbie 0.5% 104 N
NLT 80% (Q) of labeled lipase activity  Complies /
within 30min / | Bianosinae
He menme 80% (Q) samnavuenol ax rusrocti
pinawwvexax30xe
NMT 15 min in Water / He Giasiue 15 12

Abbaott Laboratones GmbH, Justus-von-Uebig-Sirasse 33, Heustad, Niedersachien, 31535, Ge
ABDUT AQGODPOTORII TMBX. K0CTYC-thon-ABINHLUTpacce 33, Hofmutaar, Husms Corc o, 31535
Tel +49 30 3281 -0, Fax' +49 50 32 81 - 299
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Abbott | CERTIFICATE OF ANALYSIS/
| CEPTU®DIKAT AHAJII3Y

A Promise for Life

LSRR |

 Batch /Cepin Page/Cropiuka
63810 3of33
Microbiological Quality *, Ph. Eur.
5.0.42612/2613)/
Mixpobionoriuna uncrora*, €sp.
. Dapst. 5.1.4(2.6.1272.6.13)
L STAMC S10'CFU 7 g / KYOrr 50
[ -TYMC <IOPCFU /g /KYOIr 10
| -Bile-tolerant gram-negative bacteria/ | < 10°CFU /g / KYO/r <10
| XKosuoronepayryi FPaM-HETdTHEHI
| Gaxrepii
~ -Salmonella Absent/10 g/ Bincytna/10 r Absent / BiacyTus
~ -Escherichia coli Absent/g / Biacytuw/r Absent / Bigcyrus
. -Staphylococcus aureus Absent/y / Biacyrus/r Absent / Bincyrus

™ Test performed on intermediate product “Pancreas Powder gastro-resistant Pellets 10000”, /
* Teer nposouuThes Ha npoMiXHOMY NpoaykTi «l"acTpopesscTeHTHI TPy M NOPOIIKA NiANINYHKOROT 3871031
10000,

{ i Comments/ Komenrapi Destination country: Ukraine / Kpaina-immoprep: Yxpaina
| 13, | Certification statcment/ I hereby certify that the above information is authentic and
| 3asna po cepTHdikadio 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, /
| UM miareepmxyio, wo  sumesnkaaicHa inopmatis ¢
! ABTCHTHYNOIO 1 BipHOIo. L1 cepito npenapary Bupobacho
(BKUIOYZIOYH  YITAKOBKY/MApKYBaHHS Ta KOHTPOIIb AKOCTI)
! BHUICBKA3aHUM  BUPOOHMKOM ¥ NOBHIA  Bianosianocri 3
sumoramu GMP soxansnoro peryastoproro oprauy 1 3
3ATBCPAKEHUMH  cieitndikauiami sriano 3 Pecctpanifinnm
nocBiAYeHNAM  KpaiHu-iMnoprepa.  JIOKYMCHTAUIIO w1070
BHPOGHUIITRA Cepii, ynakomxu i TecTyBanns nepesipeso, i
BCTAHOBJIEHO i BiAMNoBiauicts Bumoram GMP.

14. | Name and position'title of person
authorizing the batch release’ In's 1a Kathrin Leder

110313 0cobn, BiANOBIAANLHOT 32 Qualified person/ ¥nosuosakena ocoba
, BHITYCK cepii . —
| 15. | Signature of person authorizing the N '
| batch release/ Minme ocobu, GZ , Q
L | sianosinansiol 3a sunyck cepii / D et
[ 16, | Date of signature/ Jlarta nianucy 07.09.2023

Abbott Laboratoies GmbH, Justus-von-Liebig-Sirasse 33, Neustad, Niedersaohsen, 31535, Gemany
ABGOoTT AQBopaTopis TmBX, IGCyC-PoH-ABIr-LLIrpacce 33, HOPLTAAT, Fiokrg Carconi, 31535, Himean
Tel: +49 50 32 81 - 0; Fox; «49 50 32 81 - 299
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