FRESENIUS
KABI

Jlabecdans J’Iaéopampioc Ammipo, C.A., [Toptyranis
3ona [agacrpian go Jlareno, Canrearce ,a;e Becreiipoc, 3465-157

Hopryranis
Jiuensis F010/001/2018

Ceprudirar anaxizy

HPO,I[VKT KerocTepnia, Tabnerkn BKpuTi
nmmconmo obosoaEKO0I0 Ne100 (20x5) y Guicrepax

Aptuxyn: 101142
Tepmin npupamiocri: 09.2023

Ob6’em: 1x 100 'raﬁ.u

Cepin: 18T3876

,Z[a'ra BUroTORNEHHA: 09.2020

Bnpoﬁrmxﬂ'locraqanﬁﬂzx Jlabecdans Jlaboparopioc AnMipo, C A /Cbpe:semyc Kabi |
Peectpanifine nmocrinaenns: UA/2403/01/01
Pasmip Ta T YHIaKOBKH: 1O 20 ra6nerok y 6nicrepi, no 5 6,rnc1‘eplu ¥y KapToHHil Kopodui

Kinekicts B cepii: 5 797 yn

Cuaa aii/akTaBHiCTB:

Hiwyi peyoBUHA Kiupxicrs
a-Ke’m:aoneﬂuﬂH Kaubli€Ba cing 67 mr
o-Ketone#umd, kaasniesa cins 101 Mr
o-Kerodeninamanin, kansitiesa cine 68 Mr
o-Kerosanin, kamsllicpa cins 86 Mr
o-TinpokcHMeTiOn s, KaTsIiesa cifs 59 Mr
JlizmH aneratr, mo sianosigae 75 Mr Jlisuey 105 Mr
Tpeonin 53 Mr-
Tpunrodan 23 Mr__
TicrHany 38 mMr
Trposun 30 Mr
JonoMikui peyorunEn:

Kpotmanb Kykypya3sHuit

Kpocniopinon

Tamek .
Kpemnino mioxcua konoinenit Seéasonunii
Margin creapar

Honiernnenrnixoni (Makporonm)

Xinosinosuii xosruii (E 104)

AKpunaTEEH comommMep

Tpranerun
Turany niokcua (E 171) .
osizon
Cnenndikamin:
Tecr Crienudisania PesynsraTi/ Biznosingicts
: ; . .HOPMaTRBY
Onue ¥ HokrTi TabneTky 3 CASHUCBOIC HOBEPXHEID - Binnosinae
Cpenns maca ‘ 790-830 mr ) 802 mr
) Binnoeizae
Ineurudikanig Tpy xinkKiCHOMY BH3HaYeHH] Binnosizae
4 KeToaHaNory AMIHOKHCIIOT, :
ansga-rifpoKcHAHANOT METIOHIHY,
5 HesaMiHHUX AMIHOKUCTIOT ‘
KiRORIHOBOIO KOBTOTO - Meromuka BupobHKa ‘Bigmosigae
QnuopiamicTs MacH Bianosiaae Bianosinae
Posnananns He Gincme 60 xeunuu €pp.db. 29,1 26 xeumuy
B 0,15 HC1 Bignogigae
Posunnenns kansuino He Menine 60 % wansniio 1epes 40 xpunun 96 %
' Cep.d. 2.9.3 Binnosinae .

_ o ) | ) "
Bo . w2t ,é% 16.92 2024 p %




Mikpo6iosoriuna uucroTa B 1 r npenapaty moxe Gyt He 6inpwe 10° Bianosiaae
aepo6HuX Oaktepilt Ta 107 rpubis.
Bizceyrriers Escherichia coli.
3amumxora KiNEKiCTh OPTAHITHHX <2000 mMr/kr - 1152 mr/xr
POIYNHHMKIB ({30NMPONMITOBKH CrripT) Bianosinae
Brpara B Maci npd- sucy nyeansi 3-5% 5%
) Binnosizac
Kinekicre BH3HAYCHHR 67,0 Mr210% - 66,7 mr
- KeTOi30MeHIIHH, KaTbllicBa cins Bignosinae
Kinpkicne u3naueHns 101,0 mr210% 100,2 mr
0~ KCTONCHIME, KANbIiepa cilb Bianosigae
Kinsxicne pusHaYenHs 68,0 Mr £10% 67,1 mr
o~ ketodeHinananiy, Kaapuiesa cins Binnosinae
Kinsxicne pyananicuns 86,0 Mr=10% 84,9 mMr
- KeTOBAINIH, Ka/bLiERA CLIE Bigznosinac
KinskicHe BrsnaueHAs 59,0 mMr+10% 58,8 Mr
o~ rinpokcHMeTionin, KaAIbLicRa Cilb Binoosigae
Jlisuu anerar - 105,0 Mr £10% 104,3 mr
. . Bignosinae
TpeoHnin 53,0 Mr £10% 529 mr
‘ Binnosiriac
Tpuntodan 23,0 Mr £10% 23,0 Mr
. Biznosinae
letHour 38,0 mMr+10% 379 mr
Binnosinae -
Trposnn 30,0 mr 4109 30,1.Mr
' Bianosizae
Kanenii 49,7 Mr £5% ‘49,6 M7
Binnosizac

JaguM minTBepmKyeMo, IIo HaBeleHa BHme iHdopMaiid € nocropipmoro i tounor. Ll cepis
Iponykry Oyna BHIOTOBIEHA, BKIIOYAIOUM IAKYRAHHS / MapKyBaHHS, Ta KOHTPONL AKOCTI Gyio
NPOBEOCHO Ha BHIIE3a3HAYCHIM mimbHMI
cneunqnxamex-o Peecrpaumnoro Zl0CBe Kpainu iMnoprepa. 3amicu npo BAPOGHHLTEO, HaKyBaHHA T

aHani3 cepti O6ynu nepesipeni Ta Bu3HaHi BianosimHrMu GMP. -

Cepis Bunymesa:

Ynosrosaxena ocoba Morika [epeiipa

B TOBHIH BiAmoBimHOCTI

20-10-2020

3 BuMoramu GMP Ta




N

JEPXKJIKCIIYKBA
JEPJKABHA CJIYXKBA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM Y KUIBCBHKIiA OBJIACTI

npocnekt Banepis JlobaHoscbkoro, 51, M. Kui, 03110, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
Npo SIKiCTh BBe3eHOro B Y KpaiHy JIiKapchKOro 3acody

15.07.2021 Ne 6644/21/10

KETOCTEPH.JI

(HaiiMeHyBaHHA JlikapcbKOro 3acoly 3riiHO 3 peeCTpaLiifHUM MOCBITHEHHAM)
Ta0J1eTKH, BKPHTI IL1iBKOBOIO 000J10HK010, 110 20 TabJieToK y GJ1icTepi; mo 5 6uicTepis y
KapPTOHHIiH KOpoO61i

(thopma BHMyCKY, 103yBaHHA, BUA NAaKyBaHHA jliKapchKoro 3acoly)

Homep peecrpauiiinoro nocsiguenns UA/2403/01/01 crpok aii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nikapcekoro 3acoby Ne 18T3876 KinbKicTh BBe3€HOTO Jlikapcbkoro 3acoby 672
BupoGHuK Jlabecdans Jlaboparopioc Anmipo, C.A., [Topryraiis
(HaliMeHyBaHHA BUPOOHHKA JiKapCEKOro 3acoby, KpaiHa NoXOMAKEHH)
BeeseHo B YkpaiHy CniibHe yKpaiHCbKO-eCTOHChKE MIANPHEMCTBO y (opMi TOBapHCTBA
3 oOMexeHo10 BianosigaabHicTio ""OnriMa-Papm, JITA", inent. koa:
21642228

(nafimenyBanud Ta koa 3a €JIPTIOY iopunnyaHoi ocobu abo npissHLle, im'd, Mo OarekoBi (izHyHOT
0co0H - nianpuemMLs, i MicLie NPOXKUBAHHA TA peecTpaliiiHHil HoMep 00iIKOBOT KAPTKH MIaTHHKA
nojarkis abo cepis Ta HOMEp nacrnopra)

MpoTokoa BisyaasHoro koutpoaio Bin 18.02.2021 Ne 0422/1.
JlaGopaTopHuii aHani3 AKOCTI IKapCbKOro 3aco0y 3aiHCHEHHI:
JI1 "LlentpansHa naboparopis 3 aHaNI3y AKOCTI JIIKAPCHKHX 3ac001B 1 MEJHYHOT IIPOaAyKIi"

(m.KuiB, Byn.Kyapsscbka 10r)

(HaHMEHYBaHHS Ta MICLIE3HAX0KEHHA 1abopaTopii, o npoBena n1abopaTopHUii aHAi3 SKOCTi)

BHCHOBOK 111010 AKOCTi Jlikapchkoro 3aco0y, Buanuii nadoparopieto Bin 20.05.2021 Ne 1154

PesysnbTaTi 17aGopaTopHOro aHanizy SKOCTi JikapchKoro 3acofy 3a nepeBipeHUMH NoKa3HHKaMy BiITIOBII2KOTH
BHMOraM METO/iIB KOHTPOJIIO AKOCTI (@HANITHYHO-HOPMATHBHOI JOKYMEHTaLil).

3a pesyibTataMM JIEPKABHO BCTAHOBJIEHO, W10 JliKapcbkhit 3acib BeeseHo B YKpaiHy 3

AOTPHMAHHAM sBuMm

0 3abe3neYeHH AKOCTI JliKapChKHX 3aco6iB.
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(nocazgoea ocoba op (mianuc) (iHiiany Ta npispuLe)

M.IT.



IEPXJIKCIIYXBA
NEPXKABHA CJIY/KBA 3 JIKAPCbKHAX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM
Y THIIIPOIIETPOBCHKIA OBJIACTI

Juinpo, r1.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPTIOY 37070665

1

BHUCHOBOK
Npo AKICTL BBe3eHOro B YKpaiHy JiKapcbKoro 3acody
08.12.2021 Ne 73378/21/04
KETOCTEPUJI

(naltMeHyBaHHs JikapchKoro 3aco6y 3rifiHo 3 peecTpalliliHUM MOCBIAYEHHAM)
Ta6/1eTKH, BKPHTI ILTiBKOBOIO 060/10HK0I0, 1T0 20 TabaeTok y Gaicrepi; mo S GaicrepiB y
KAPTOHHiH KopoOui

(dbopma BHIycKy, 103yBaHHs, BUJ TAKyBaHHS JlikapCEkoOro 3acoly)

Homep peectpauititoro nocsizuenns UA/2403/01/01 crpox nii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne 18U2431 KinbkicTs BBe3eHOTO Nikapcbkoro 3acoby 3504
BupoGHuK Jla6ecdans JlaGoparopioc Anmipo, C.A., [Topryranis
(naliMeHyBaHHs BUPOGHHKA JiKapChKOTo 3aco0y, KpaiHa MOXOIKEHHS)
Beeseno B Ykpaity TosapucTso 3 06Mexenoo BixnosinanbHicTIo ''Ba/IM", inent. kon:
31816235

(natiMenyBanus Ta ko 3a EJIPTIOY opuan4Hoi 0ocobu aGo mpiseuuLe, iM's, N0 6aThKOBI
dizuunol ocobu - nianpuemi, il Micue npoXHUBaHHS Ta peecTpauiitnuit Homep 06nikoBOT
KApTKH [UIATHAKA NOZATKIB 260 cepist Ta HOMEp nacropra)

TMpoTokoa BisyansHoro kontpomo six 07.12.2021 N 03-01/4203/6.

3a pe3yibTaTaMH [EPXKABHOTO KOHTPOJIO BCTAHOBNEHO, IO Jkapchkuii 3aci6 BBeseHo B VYkpaiHy 3
AOTPHMAHHSAM BuMOT 3aKOHOAABCTBA LOJIO 3a6€3MeUeHHs AKOCTi JikapchbKuXx 3ac06iB.

Havaneauk JepxaBHoi ciryx6u 3

JiKapChKUX 3ac00iB Ta KOHTPOJIIO 3a )
P . TPOJIO 3 Onis OBUAPEHKO
HapKOTHKaMH y JIHIIpONeTpOBChKiH
o6acti )
(mocaznoBa oc : (mnrmy (iniuiany Ta npizeuiLe)

Csitnana BouaphikoBa +38(066)345-41-71



FRESENIUS
KABI

Labesfal-Laboratorios Almiro, S.A.

——— HNabecthans fatopamopioc Aamipo, C.A.

# Zona Industrial do Lagedo, Sanfiago de
Sowa fdacmpian do fazedo, Canmenezo de
Besterios, 3465-157, Portugal
EBecmeiipoc, 3465-157, flopmyaanis
Tel./Ten.+361 232 831 00
License ffitenais Me FO10/001/2018

~ CEPTU®IKAT AHATI3Y

-

m
. 3BERTIFICATE OF ANALYSIS l}\

KETOSTERIL®/ KETOCTEPUN

Adticlef Apruy. 101142

Dosage form, strength/ Slikapcbia thopma, doaveanns. film-coated tahlets / TaGneTky, BkpUTi NNiBKOBOID 0GONOHKOO

Package size and typef Poamip ma mun naxyeauss: 20 tablets in blister, & blisters in carton box / no 20 vaGnevox y 6nictepl, no & Gnicrepie y
KAPTOHHI i KopoGui

Registration numberf Homep peccmpauiiivozo noceidvenns: UAIZ403/01/01

Batch number/ Hosmep cepiit 1802431

Manufaciurer, countryf Bupo8hus, kpaiva: Labesfal-Laboratorlos Almiro, $.A., Portugal / NaGecdans flaboparopioc Anmipo, C.A., Mopryrania
Supplier! Mocmavansrie Fresenlus Kabi/ @pesewiye Kadi

Manufaciuring datef fama eupoSruymea: 06.2021

Expiry datef Mpudamuud d0: 06.2024

Amount released/ Poamip cepii: 5826

Activity/ Cuma OF, axmuasioms:
1 tablet contains / 7 matnemia micmiims:
active ingredients! diloyj pevoettn:

a -Ketoisoleucine, cakium salt / a-KetoizoneiunH, kansuicea cine 87 mg {mr}
o -Ketoleucine, calcium salt / a-Keroneiund, kanbuieea cinb 104 my {mr)
u -Ketophenylalanine, calcium salt / a-KeTodeninanatid, kaneyiesa cine 68 rng (mr)
o -Ketovaline, calcium sali / g-Kertosanin, kanbliesa cine 86 my (mr)
o -Hydroxymethionine, calcium salt / a-FigpokcumMeTiolin, kaneyiesa cine 53 mg (mr)
Lysine acetate, which correspands to 75 mg lysine / Mlisws auevat, wo 105 mg {mr)
eignoeigze 75 mr Niauny

Threonine ! TpeoHiH 53 mg {mr)
Tryptophan / Tpuntothan 23 mg {mr)
Histidine / McruauH 38 mg {mr)
Tyrosine! Tuposuk 30 myg {mr)

excipients/ donomixni pevoeusu. corn starch ! kpoxmant Kyxypydannul, craspovidone / kpocroeifon, tale / manbx, colloidal silicon dioxide f kpemic Slokcud
KoROIBHUT BozecdHul, magnesium stearate / mMasuic cmeapamn, polyethylene glycol {makrogol)f ronfemunexanivon! {maxpoeany), quinoling yellow (E 104) /
xlnoninoeul xoemui (E 104), acrylate copolymer / akpunamuull cononiuep, tiacetin / mpuauemun, titanium dioxide (E 171} / mumany Olokcud {E 171), povidone/
1GBIG0H.

Test! Specification/ Result/

oxaznux Creuhivauin Pesynemam

Appearance / Onug yellow tablats with silk gloss / Canform / Bignoeinze
woetl TaBneTky 3 (NAHYSBO0K NOBSPXHE

Mean Weight, mg / Cepeana maca, mr 790-830 T98

Uniformity of mass / OgHopigHicT Macu Conform / Bignosinae Conforrn / Bignosigae

Disintegration, min / <80 26

Poinagaknn, Xe

Loss on Drying / 3-5% 5%

Brparta B Maci npy BUCYWYBAHHI

Dissolution {release of calcium) / = &0 % after (4epes) 40 minutes (Xeunuu} 99 %

PoaydHeHHA KanbUike (BnXig kARLUIK)

Identification: Conform / Bianoeinae Conform / Bianoeinac

4 keto analogus amino acids

alfa-hydroxymethionine,

5 essential amino acids

lneHTuchikavia;

4 KeToaHANOTY aMIHOKMCNOT,

anbga-rigpokcuaHanor MeTioHiny,

5 HeaamiKHIX AMIHOKMCROT

Agsay 87,0+ 10% 65,6

o-Ketoisoleucine, calcium salt, mg /

KinbKicHe BHIHAYEHHA

a-KeroizoneiiuMy, kanstiesa cine, Mr

Assay 101,0 + 10% 98,0

a-Ketoleucine, calcium salt, mg /

KineKicHe BUIHEUYEHHS

a-KeTonefiuuH, kanbuieea cine, Mr

Frintec Hadpymoeawe: Patricta Florido / amplcta dnopido 21.07.2021
K & Ha ik emopiif

next pagediy

Page/Coopinue 1
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A
ERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATTIZY \\ ;iEBsIENIUS

Labesfal-Laboratorios Almiro, S.A.
. Tabecdrans flabopamopioc Anmipo, C.A,

£ Zona Industrial do Lagedo, Santiago de
Sona iwdacmpian do flazedo, Canmbazo Je
Besterios, 3465-157, Portugal
Eecmeiipoc, 3465-157, Mopmyeania
Tel.iTen+351 232 §31 100
License MTiuensis Ne FO10/001/2018

KETOSTERIL®/ KETOCTEPWII

Article/ Apmuryr: 101142

Dosage form, strengthf Mikapcbra thopma, dosysanna: film-coated tablets / TaGneTky, BEKPUTI NAIBKOBOIO OGOROHKOID

Package slze and typef Poamip ma mun nakyeanns: 20 tablets in blister, 5 bllsters in carton box / no 20 vabnerok ¥ Gnicrepi, no 5 Snicrepls ¥
KapTOHHIt RopobLi

Registration number/ Howsep peecmpauiiinczo noceidvernr. UAI2403/01101

Batch number! Homep cepiit 18U2431

Meanufacturer, country/ BupoBruw, kpalna: Labesfal-Laboratorios Almiro, S.A., Portugal f NaGecchans RaGoparopioc Anmipo, C.A., Mopryranis
Suppliet! Necmavansuur: Fresenius Kabl/ @pezenlyc Kabl

Manufacturing date/ Jama supotinuumese: 06.2021

Expiry datef Opudamnuil do: 06.2024

Amount released! Paawmip cepii: 5328

Test! Specification/ Result/
TTonasnux Cregudirayin Peaynemam
Agsay 68,0 10% 66,8

a-Ketophenylafanine, calcium salt, mg /
KinskicHe BUsSHa4eHHR
a-KeTodeHinananiv, kansLicea cinb, Mr

Asgay 85,0x10% 84,6
a-Ketovaline, calcium salt, mg /

KinkkicHe sr3HAYEHHA

a-Kevosanid, xansuicea cink, Mr

Assay 59,0+ 10% 57,6
u-Hydroxymethionine, calclum salt, mg /

KinskicHe BMaHaveNHs

a-TigporcUMETICHIH, kKanbyicea Cine, Mr

Assay Lysine acetate, mg / 105,0 £ 10% 04,0
KinkKicHe eManauenHA JTiaud ayevar, Mr

Assay Threcnine, mg / 53,0 £10% 52,6
KinkkicHe eMsHEMEHHA TPeOHH, Mr

Assay Histidine, mg / 38,02 10% 37,9
KinekicHe BMsHaveHnn TICTURHH, Mr

Assay Tyrosine, mg / 300£10% 29,9
KinekicHe BuaHavYeHHA TUPO3LH, MF

Assay Tryptophan, mg / 23,0+ 10% 229
Kinbkiche suaHaueHHA TpUnTadaH, Mr

Agsay Calclum, mg / 49,7 + 6% 50,7

KinbKicHe enaHaqenna Kanouid, mr

The residual amount of the organfe solvent < 2000 1213
{isopropyl alcohol), mgfka /

SannWKoBa KiNbKCTE OPranivHNX POSHUHHHKES

{izonponinoenit covpT), arfkr

Shelf fife / Tepmin npudamuocmi 3 yaars / pokn Conform / Bignosigas
Expiry date— imprint 7 06.2024 Conform / Bignobiaas
Flpudampuli 00 — MUCHEHRA /

Date of manufacture — imprint 06.202% f Conform / Bignosinae

Lama supobHULmea — MUCHGHHS BE .
Qualifled Person/

Ynoenosawena ocoba:  Monica Pereira (Monixa Mepefipa}  ARDRATORIISA SA 21.07.2021
S

ured RigoMc
Staternent:
1 hereby cerfify that the above information is authentic 2nd accurate, This ﬁf product has been manutactured, including packagingfabeling and quality control at
the above mentiongd site in full compliance with the applicable GMP-requirement and with the specification 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./
Bansa npo cepmuhixaio,
Aanum midmeepxyio, 1o nasedena sthule iHGOPMAUR & JOCMODHOI | MOYROK. LR copia npodyrmy Byna eU2OmOsniena, exmodalosy naKysanss / MapKyeansa ma
Koumpons sxocmi Gyno npoesdeno Ha etyssastaqenil dinsHuyi & noenriil sidnosidncemi 3 eumoeamy GMP ma cnettdikatieto Peecmpauiiinozo docse kpaiu
iMnopmepa. Sanuct npo eupOGHULMSD, NAKYEIHHA Ma anania cepl By nepeeipeni ma ausHanl eidnosidnumu GMP.

Printed’ Hadpywoeano: Patricia Florfde/ Rampiclz eaopldo 21.07.2021
Page/Cmoping 2



JEPKABHA CJIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHIITPOIIETPOBCBKIU OBJIACTI

Huinpo, mn.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €IPTIOY 37070665

BUCHOBOK
Npo sIKicTh BBe3eHOro B YKpaiHy JiikapchKoro 3acody
11.08.2023 Ne 40571/23/0411
KETOCTEPHJI

(naliMeHyBaHHS 1iKapCEKOro 3acoGy 3rifiHo 3 peecTpalifHUM NOCBiA4YCHHAM)
TabJIeTKH, BKPHTI ILTiBKOB0I0 060/10HK010, 110 20 TabseTok y Gaicrepi; mo S 6aicTepis y
KapTOHHii Kopo6ui

(dopma BunycKy, RO3yBaHHA, BHI NaKyBaHHs Jikapcekoro 3acoby)

Howmep peectpauiitroro nocsimaenns UA/2403/01/01 crpok aii peectpauiitroro nocsimuenns 01.01.2099

Cepis nikapcpkoro 3acoby Ne 18Y1477 Kinbkicts BBe3eHoro0 stikapcekoro 3aco6y 1200
Bupo6uuk Jlabecdans Jlaboparopioc Ammipo C.A., IToptyraiis
(naliMeHyBaHHA BUpOOHHKa JlikapchbKoro 3acoby, kpaiHa OXOMKEHHA)
BaeseHo B VkpaiHy ToBapucTBo 3 06MexeHoI0 BinnoBixanbHicTio "Ba/IM", inenr. kon:
31816235

(naitMeHyBaHHA Ta koJ 3a €/IPTTOY ropuanuHoi ocoGu abo npissuiLe, iM'a, no GaTbkoBi dizuyHOI
ocobu - nixnpuemi, ii Micue MPoXKUBaHHA Ta peecTpauiliHuii HoMep 061ikoBOI KApTKH IIATHHKA
nonartkis abo cepis Ta HOMeEp nacnopra)

Mporoxon BisyansHoro koutposo sin 10.08.2023 N 07-01/2297/4.

3a pesynsTaTaMM JI€P)KaBHOTO KOHTPONIO BCTAHOBIEHO, INO JIKAapchKHM 3aci6 BBeseHO B VYkpaiHy 3
AOTPHMAHHAM BUMOT 32KOHOAABCTBA IO/O 3a6e3rneueHHs AKOCTi JIikapChkuX 3acobiB.

Havaneruk JlepxaBHoi ciryx6u 3
NKapChKHX 3ac00iB Ta KOHTPOJIIO 338
HapKoTHKamH y JIHinmponeTpoBChKiit
obnacrti

fOnis OBUAPEHKO

. \ * = e 3
(mocanoBa oco6a opraHy AEpKaBHOTO KOHTPOJIIO) (nmrm(V (iniuiany Ta npizBuLE)
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CERTIFICATE OF ANALYSIS
CEPTNOIKAT AHATISY

h Iy

Labesfal-Laboratorios Almiro, 5.A.
flefscthans Talopemopioc Amuipo, C.A
Zona Industrial do Lagedo, Santiago de
3ona ndacmpian 20 Neeedo, Canmbsio do
Bestelres, 3465-157, Portugat

Becmelpoc, 3465157, llopmyzans
TalTen.+351 232 831 100

Licerae /fTiyensin N& FO10/001/2018

KETOSTERIL®/ KETOCTEPWN

Article/ Apmuwyn. 101142

Dosage form, strengthf Mikapesxa dhopma, doayaemwr. flim-coated tablets / Tatneri, mxpuri mincoso0io oBanoHKOD

Package size and type/ Poswip ma mun nanysayws. 20 tablets In biister, & blisters in carion box / no 20 atinerox y Snictepl, no & Snictepia y
xapTonHla xopoGul

Registration number/ Homep peecmpauiiivozo noceidvenns. UAIZ40M01/01

Bateh number/ Homep cepit: 18Y1477

Manufacturer, countryf Bupofiuy, kpaine: Labesfal-Laboratorios Almiro, 5.A. Partugal / NaSecdans NaSopatopioc Anmipo, C.A., Nopryranis
Supplier Mocmavamssurc Fresanius Kahl/ ®paaenlyc Kasi

Manufacturing date/ fama eupobruymaa: 04.2023

Expiry date/ Mpudamuuil do: 03.2026

Amount releasad’ Poswio cepl. 5798

Activity/ Cunmra 8 axmuaniems:
1 tablet cortains / 7 madmemxa sicrums:
active ingredients’ dixwi pavoaunyr:

@ -Ketolsoleutine, calcium salt / 0-KeToisaneilum, xansujeea cine 87 mg {mr)
a -Ketoleucine, calclum satt / a-KetenafiumH, kansulera cink 101 mg {mn)
a -Kelophenylaianine, calcium salt / o-Ketothenlnanani, sanouyjssa cinn £0 mg {mr)
a-Ketovaline, calcium salt / o-Kevoganin, kansylesa clne B6 my {mr)
o -Hydroxymathionine, calcium aalt / ¢-FigpokcHmeTionH, kansyiesa cink 58 myg (mr)
Lysine acatate, which cormesponds to 75 my lysine / llians aueTar, we 106 mg (mr}
planosigae 75 mr Miswny

Threonine { TpeoHin 53 myg (mr)
Tryptophan / TpunTohad 23 mg (mr)
Histidine / Mecrgue 38 myg ()
Tyrosine/ THPOAWH 38 mygg (wr)

exu‘pnenw Donombeni peycAuNL: COMm STarCh f kpoxsmans xyxypydarnul, crospovidone /7 xpocnoaidon, tale 7 mansx, colloidal silicon dioxide / xpemsio loxcud
il Gezsoduul, maghesiurn stearate ! magnio cmeapem, polyethylene glycol {(makrogolyl nomiemunenanikom (marposonu), quinoline yallow (E 104} /
:ommmmuﬁ swermull (E 104), acrylate copolymer / axpunamiuil cononimep, triacetin / mpueysmon, titanium dioxide (E 171) / mumasy dlowcud (E 171), povidone/

Tost/ Specification’ Resudt!

Tloxazwux Crsyuinsyin Pasynuinam

Appaarance / Onuc yellow tableta with slik gloss Conform / Bianoglaae
WOBTI TAGNGTEM 3 MARHLABOK NOBGPXHAI

Maar Weight, mg / CepagHa Maca, mMr 780.-830 785

Uniformity of mass / OaHoplaHIcTb Macn Conform / Bianosiass Conform / Bianoeigse

Dipintegretion, min / =80 2z

PosnapgaHHRA, XB

Loss on Drying / 35 % 5%

Brpata B uaci npy BHCYLIYESHHI

Dissolution (release of calcium) / > &0 % after [qepea) 40 minutes prennnH) 84 %

PoadnHexKe kansUio (BrXis mEnbuio)

Igentification: Conform / Bianosinse Conform { Blgnoeinae

4 iketo analogue amino acids

alfa-hydroxymethionine,

5 essantlal amino aclds

laeHTHD KaYia:

4 KATOAHANOTY AMIHOKACNOT,

ANbha-TAPOHCHAHANON METIOHIHY,

5 HE3aMIHHAX aMIHOKHCNOT

Assay 67,0 £ 10% €79

a-Ketolsoleucine, cakcium sak, mg /

KiNbKICHS BUHANEBHHA

a-KeToiscneifnH, RANBUKEE CiNk, Mr

Assay 101,02 10% EEX:

a-Ketoleucine, caleium salt, mg /

KinpKicHe muaHadesHa

Q-KATONSHYMH, KAneUiEsa Cink, Mr

Printsw¥ Hadpyzosano: mm!mm TR

BegaCrophan T



CERTIFICATE OF ANALYSIS
CEPTUGIKAT AHATTIZY Hﬁ\ ::I:EleENIUS

LabesfalLaboratordos Almiro, 8.A
Jlubecams Mabopamapioc Amwpo, C.A.
Zona industrial do Lagedo, Santiago de
Bong ndacmpian do flasedo, Canmusso de
Besiriros, 3468-157, Portugal

Gecmallpoc, 3485-157. lopmysanin
Tel/Ten.+351 252 831100

Llcanse /Tiexain Ne FO10/001/2018

KETOSTERIL® KETOCTEPWN

Article! Agmuxyn: 101142

Dosage form, strengthy flikapesia dropwa, dcaywawns: im-coated tablets / TabneTkW, BEpUTI NRlsKoBoIc oBonNoHKoK

Package size and lype/ Posmiz ma mun nakysaxis: 20 tablets in bllster, & biisters In carton box / no 20 TaGneTox ¥ Gnlcrepi, no 5 dnictepin y
KApTOHNIA ropoliul

Regiwiraion number/ Homep pescmpadidnoes nocaldvenus, UAI2403/0101

Batch number! Homep coph: 18Y1477

Manulacturer, country/ Bupotuk, Kpalka: lLabesfal-Laboratorios Almiro, S.A., Portugal | NaGacthans finGoparopios Anuipo, C.A., Hopryrania
Suppliar! Mocmavanshur: Frasarilus Kabl/ dpeseniye Kasi

Manufacturing date/ Jama supoBruymes: 04,2023

Expiry date/ Apudamauii do: §3.2028

Amaunt released! Posuip ceplt 5796

Tost! Spacification/ Result/
Hoxassux Creyinphagin Peayneman

Assay 83,0 10% 87,0
o-Katophenylalarine, calclum sak, mg /

KiftbiicH® BAZHAMEHHRA

a-Karodeninanasii, kansueaa dny, wr

AsSaY 86,0 +10% a8.7
a-Ketovaline, cakium salt, mg /

KinbxicHe snsHavasx

a-Keroeanih, kansuieaa clis, Mr

Assary 59,04 10% 583
a-Hydroxyrnethlanine, caicium salt, mg /

KinbKicHe BnaHaysHHA

o-TlapokcyuMeTionin, Kkankbuiesa cine, Mr

Aazay Lysine acetate, mg / 105,0 + 10% 102,82
KinuilcHe suanavexHa Jlisnd auetar, mr

Aasay Threonine, mg / 53,0+ 10% 51,9
Kinbkiche uaHaueria TPSOKH, Mr

Agsay Histidine, mg / 38,0 £10% 37,2
KlnexicHe BUaHA4eHHR CToTugum, mr

Assay Tyrosine, mg / 30,0 + 10% i ) 288
KinbkicHe snsHaverHA THDOIMH, ur

Assay Tryptophan, mg ! 23,0+ 10% 228
Kinkkicxe BHsHavenHa TPUTTodad, Mr

Assay Calcium, mg/ 49,7 £ 5% 49,9
KInskiche exsHavenHs KenklUii. mr

The residus! amount of the organic solvent = 2000 1430

(l=opropy| alcohol), mafkg /
SamawKcea KNbXiCTs OPraHiNHe pOIIMHHIE
(laonponiroanil ChMpT), Me/ir

Sheif life 7 Tepmin npudamaocmi A years / poxu Conform / Bignosinae
Expiry date - imprint / 43.2028 Confarm f Bignoalgae
Npudamnwid 8o - kadpyxoeano

"
Date of manufacture - imprint 04.2023 E Conform / Bignonigas

Hama eupoOHULIMAS — HAODYKOSIHG

Qualified Person! LAB ¢ £ 2 W%1z.nszozs

Ynoonosawesa pcoGa:  Monica Perslra (Morlva Repedpa)

Statement: e

| heroby cadify that the above information is euthentic and accurate. This batch product has bean manufactured, Including packaging/abeling and quality control at
the above mentoned sits In full compilance with the applicable GMP-requirerient and with the specification in the Markating Authorization of the importing country.
The batch processing, packagling and analysis records ware reviewed and fodnd to ba In cornpliance with GMP./

Jamed npo copmubinauic.

Heruna nidmespdxyio, o nassdena suiye HOOPMEYR € J0cmosipnoio | Mo4HoI0. Lin capin npodyxmy Svaa SUBOMIORACHE, BMOYSIONU REXYBANNR / MBDRYERRNR M
KoHmMPOns Sxoomi Byno Apoasdenc #a euwieassnavenill Dinsnuly o noswi efdnos@xocmi 3 sumMoamy GMP ma cnedugikauion Peecmpauiingso DOCLE KpaTnu
iunopmepa. Janucy npo eUPOBHULMEO, NAKYSEHHA ME SHEMS capil BYTy Mepeelpay; ma eusHa! &dNosiON GMP.

Frictec Hadpynosan: Petriciy Fondo / fanpicts snopifo 1208301



JIEP’KABHA CJIYKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHINPOTIETPOBCBKIA OBJIACTI

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

BHCHOBOK
Npo AKICTH BBE3EHOTO B YKpaiHy JiKapcLKOro 3aco0y
09.09.2023 Ne 45455/23/0411
KETOCTEPH.I

(HaltMeHyBaHHs KiKapchKOro 3aco0y 3riaHo 3 peccTpauiftHiM NOCBINYSHHAM)
TaieTKH, BKPHTI IL1iBKOBOI0 060/10HK010, 0 20 TabJsieToK Y 6aicrepi; o 5 Gaicrepis y
KapTOoHHii#l KopoOui

(bopMa BHITYCKy, KO3YBAHHA, BIIL NIAKYBAHHA JTiKAPCHKOr0 3aco0y)

Homep peectpauiittoro nocsimsents UA/2403/01/01 crpox aii peectpauifizoro noceimuenns 01.01.2099

Cepis nikapcskoro 3acody Ne 18Y2204 KilbKicTh BBe3€HOTO NiKapchkoro 3acoby 3264
Bupo6HuK Jla6ecdais Jaboparopioc Ammipo C.A., Ilopryraiis
(HaliMeHyBaHHs BUPOBHUKA JiKapCHKOro 3ac00y, KpaiHa TIOXO/KEHHS)
BaeseHo B Yxpaidy Topapucreo 3 o6mexenoo pixnosigansnicrio "BaJIM", ixen. kox:
31816235

(natiMeHysanns T2 kox 32 €JIPTIOV oprauvHOT ocobu abo npiseumie, iM's, 110 OaTekoBi disuuHol
0co6H - IANpPHEML, il MicLe TPOXHBAHHS Ta PeecTpauifiHkit HoMEp 06n1ikoBOT KAPTKH ILIaTHHKA
noaartkis abo cepis Ta HOMep nacnopra)

TpoToko Bisyansnoro koutpodio Bix 08.09.2023 Ne 07-01/2558/2.

34 pe3lylbTaTaMd [EpKABHOIO KOHTPOMIO BCTAHOBACHO, IO nikapcbkuli  3aci6 BBe3eHO B YKpaiHy 3

JAOTPHMAHHSAM BHMOT 3aKOHOMABCTBA LO/I0 3a0e3neyeHHs AKOCTI JIIKAPCHKHX 3aC00IB.

B.o. HauaneHAKA [epxaBHOi Cyx0u 3
nixapchKHX 3ac00iB T2 KOHTPOIIO 33

,,Kiﬁ W/ Harana MAHJIPUKA

PKa

SWOHTPOIIIO) (mimmc) (iniuiamy Ta npizauume)

Buumnskosa Kapina  +38(066)345-41-71



KABI

Labesfal-Laboratorios Almirc, 8.A.
fatectbans Nabopamopioc Amuwipg, C.A
Zona industrial do Lagedo, Santiago de
Jona Indacmpian 8¢ Masedo, Canmsnzo de
Besteiros, 3485-157, Partugal

Bacmeiipoc, 3485-157, Mopmyeanis
Tal/Ten.+351 232 831 100

License {fMiyensin Ma FO10/001/2022

CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHATIZY H\'] FRESENIUS

KETOSTERIL®/ KETOCTEPWUN

Articled Apmurys. 101142

Dosage form, strengthd Tikapcsxa ¢ropma, doaysansn. film-coated tablats / raGner, BXPTI NNTAKOMOID 0EONCHKDIO

Package size Bnd typey Poasip ma mun naxkyaassst: 20 tablets In biister, 5 bilsters In carton box / no 20 Tabnerok y Ginicrepl, no 5 SnicTeple y
kapTOHKIA Koposut

Registration number! Houmeap pesempauiiduoao noceidenqs. UAI2403/01/01

Batch numbeyf Homep cop? 18Y2204

Manutacturer, countryf Supobiux, xpatka: Labesfal-Laborstorins Almiro, S.A., Porlugal / NaBecdans Naboparopioe Anmipo, C.A., Nopryrania
Supplier Nocmavans#ux: Fresenius Kabi/ @peseniyc Kebi

Manwfactiring date/ Jama supolumimes: 052023

Expiry date/ Fpudamnuil do: 05.2026

Amount released/ Poauip capii 5850

Activity! Cina O, axmusnicrne:
1 tablet containg / 1 mabremsa WomMUms:
active ingrediants! dbeul pevosuny;

o -Ketolsoleucine, calclum salt / o-KeToisonefiugH, Kanbuiepa cinb B7 mg (mr)
o -Katoleucing, calcium salt / a-KeTonsdLue, kansijeas cne 101 mg (mn)
o -Ketophenylatanine, calcium sait / o-Ketodeninansdiy, kanstjesa cinb 68 mg (mr)
u -Ketovalling, calciurn eatt f g-KeTOBANIH, KANLUIEES Gk 88 mg (mr)
d -Hydroxymethionine, calc/um salt /7 g-FiaporcumeTianiy, karblicea cins 58 mg (mr}
Lysing acatate, whish correaponds te 75 myg lyaine / iavn auerar, we 106 mg (mn)
aignosinas 75 mr FanHy

Thraonine / TpeoHin 53 mg (mr}
Tryptophan / Tpurrothan 23 mg (mr)
Histidine / TcTraus 38 mg (mr}
Tyroaine! THpomH 30 myg (M}

axclplents/ Sonosixs pevosun: com starch / xpoxmame Kyxypyaanud, crospovidone 7 xpocnoaidow, talc / mansx, colioidal silicon dioxide / kpewsio dioxcud
xonodnud Sazecdnul, magnesium stearate / waawio cmeapam, palyethylene glycol (makrogoly nopiemunensnixoni (uaxpoeony), quincling yetlow {E 104) /
xivosinoaud Moamud (E 104}, acryiate copolymer / axpumampul conomimeg, trlacetin / mpuayemunr, titanium dioxide (E 171}/ mumany Sfoxcud (E 171), povidone/
oM.

Teat/ Specification/ Result!

foxasnux Crievjuchbauin Pasynsmam

Appearance / Onisc yollow tablets with silk gloss / Conform / Bipnosinae
WoETi TAGNeTEH 3 FRAKLB0ID RODSPIHEN:

Mean Weight, mg / CepegHa maca, mr 790-830 800

Unifarmity of mass / OfHODIAHICTD MACH

Conferm ! Bianosigag

Conform / Bianoeinae

Disintegration, min /
PasnaaaHea, Xe

<60

30

Logs on Drylng /
Brpata B Maci Npu SMCYLLYBEHHI

3-5%

5%

Dissolulion {releass of calcium) /
POXBHEHRHA KANBURO (BMxig KA bi0)

> &0 % after (uepes) 40 rminutes (xannun)

101 %

identification:

4 keto analogue amino acids
alfa-hydroxymethionine,

§ esseatial amino acids
lgerTabikaln:

4 KETOSHENCTY BMIHOKWGNOT,
ANbga-rippoKCKHAHANAr METIDHIHY,
§ HeaamiHHIX amiHoKACNOT

Conform / Bignosinae

Conform / Bignoeinae

Assay

a-Ketoiscleucine, calcium salt, mg /
KinekicHe BaasaqerHa
a-KetpisonediywH, KanbLicss Cife, Mr

87,01 10%

Aasay

a-Ketoleucine, calcium salt, mg/
KinaxicHe BUIHAHEHHA
a-Kemonaidumi, kanbulepa clib, M

Prirted HEODYXORRID; Patricis Fiorita f RaeyNein #mopido 17.07.2023

101,0 £ 10%

104,2



CERTIFICATE OF ANALYSIS
CEPTUGIKAT AHATIZY H'}H E:EBSIENIUS

LabestaHLaboratorics Almiro, 8.A.
Hafecipans adapamopioc Amwipo, C.A
Zona Industrist de Lagedo, Santiago de
Sona Idacmpian 8o fasedo, Canmerec de
Besteiros, 3485-157, Portugal

Bacmedpac, 3485-157, Mopmysania
Tel./Ten.+351 232 831 100

License /Migenais Na FO10/001/2022

KETOSTERIL®/ KETOCTEPUN

Articiel Apmuxyyr 101142

Daszage form, strengthf Slivapesxa gropma, Soayeamr. film-coated Bblets { TatineTxy, BEXpUTi NNiBROBOIO HSGONGHKOKD

Package 9iz¢ and type' Poauip me mun maxyeatis. 20 tablets in blister, § bllsters in carton box / no 20 TaBnerog y Bnicrapi, no 5 Gnicrepls y
xapToMHIA KopoBul

Repistration number/ Hoamep peccmpeuiingso noceidvexus: UAIZ403/01/01

Batch numberf Houmep cepfi: 18Y2204

Manufacturer, country! Bupobiur, xpaina: Labesfal-Laboratorios Almiro, §.A., Portugal { MNadecdans NaSopaTopice Anmipo, CA., Mopryrania
Supplier! focmauanssux: Fresenius Kabi/ ¢peseniye Kadi

Manufacturing date/ Jama supoSkulimes: 05.2023

Expiry date/ Mpudemaul] do: 06.2025

Amount released’ Poamip ceph: 5850

Teost/ Specification/ Result!
loxasnux Creyudginaduin Pezynnmam

Assay 68,0 + 10% 87,8
a-Ketophenylalanine, cakium salt, mg /

KINsKICHE BUSHAYEHHR

a-KemogeHinananii, kansiiesa cink, Mr

Assay 88,0 +10% 879
a-Ketovalns, caleium sait, myg /

KinskicHe snaHaqers

Q@-KeTosanid, kansuiess cinb, mr

Assay 59,0 + 10% 591
o-Hydroxymethionine, cakeium salt, mg /

KinbaicHE BABHAYSHHA

O-TA pOKEHMBTIOHIH, KANBYIEES ClNb, MM

Assey Lysine acetate, mg / 105,0 £ 10% 1033
Kinexcre ensHaveHHA HigwH auerar, mr

Assay Threonine, mg / 53,01 10% 51,8
KinsKicHe BRaHAUBHHS TPBCHIH, M

Assay Histidine, mg / 38,0 £ 10% a1
KinkkicHe BRIHaH&HHRA TICTIAWN, MI

Assay Tyroslng, mg / 30,0 1 10% 2,2
Kinekiche BuaHaserHa TMPGINH, Mr

Assay Tryptophan, mg / 23,01 10% 22,8
KinbkicHe BuaHEYSHHR TpMMTODaK, Mr

Assey Calclum, mg / 49,7 1 5% 49,7
KINbkicHa suaHaveHHs Kansuid, mr

The residual amount of the organic salvent < 2000 818
(lzopropyl alcohol), mg/kg /

BanwwKoea kiMLKCTs OpraHiiEWX POIYMHHRKIE

{isonponinoswi cnnpt), Mrfr

Sheif life / Tepsivn npubamracm} 3 years / poks Conform { Bignoeinae

Expiry daie - imprint / 05,2026 Conform / Bignoalgae
Fipu@amaull 80 — nadpyxogano

Date of manufactyre - imprint 05.2023 i Conform ¢ Bianosinze
Hama aupoSuuyrnea — radpyxcaaro A )

Qualified Person/ ’_ABE A { . W%i 17.07.2023

Ynosnosawens ocoba:  Monica Pereira (Monlka MNapsilpa,
Statement: ABORATU ;

| hereby certify that the abeva information is authentic and accurate. This Elék;h of product has besn manufactured, including packagingfabeling and quality control at
the above mentioned she In full complianca with the applicable GMP-reqUirement and with the spacification in the Marketing Authorization of the imparting country.
The batch processing, packaging and analysis records were reviewed and found to be In complianca with GMP./

3anea npo copMUGKaLIHo.

Hamim nidmeapdxyo, Wo kaeedara suiue pupuauln & DOCMOBIDHONG | MOUHON. L7 capin npodyrmny Byna susamodnens, smoNowy FaKyagHM” / MALKYERHHS Ma
XOHMPORL AKOCT SYN0 Nposedent Ha suiuesasuavenld dnesuyi e roenil sidnoeidnocmi 3 sumosasy GMP ma creyupixaufers Pecempauiiinoso Bocue Kpalhu
lunopmaps. 3snucy APo SUPOSHULIMESO, NBKYREHNS M8 GHAN cepi Sy nepesipoui ma ausiaql eidnceidnumse GMP.

Printec Hedgywoumo: Pelricia Floride / fempicis Snopido 11.07.2023 :


http://www.tcpdf.org

