CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHAIZY FRESENIUS

KABI

| abesfal-Laboratorios-Almiro, S:A:
TNabecepans fla6opamopioc Anmipo, C.A:
Zona Industrial do Lagedo, Santiago de
BoHa IHdacmpian do lazedo, CaHmeseo 0e
Besteiros, 3465-157, Portugal

Becmelipoc, 3465-157, Mopmyesanis
Tel/Ten.+351 232 831 100

License //TiyeHais Ne F010/001/2022

KETOSTERIL®/ KETOCTEPUI1

Articlel Apmukyn: 101142

Dosage form, strength/ Jlikapcika ghopma; dosyeanis: film-coated tablets / Tabnevku, Bkputi nniskoBoto 06onoHKolo

Package size and type/ Poamip ma mun nakysaHrs: 20 tablets in blister, 5 blisters in carton box ! no 20 Ta6netok y Gnicrepi, no 5 Gnicrepie y
KapTOHHIA kopobui

Registration number/ Homep peecmpauitiHozo nocsiduenrs: UAI2403/01/01

Batch number/ Homep cepil. 18Y4598

Manufacturer, country/ BupoGHux, kpalwa: Labesfal-Laboratorios Almiro, S.A., Portugal / Nabecdans Naboparopioc Anmipo, C.A,; MopTyranis
Supplier/ MocmavansHuk: Fresenius Kabl/ ®peseriyc Kabl

Manufacturing date/ Jama eupo6ruymea: 11,2023

Expiry date/ lpudamuuli do: 11.2026

Amount released/ Poamip cepii: 5798

Activity/ Cuna 6ff, akmugHicms:
1 tablet contains / 1 ma6nemka Micmums:
active ingredients/ dito4i pevosuHu:

o -Ketoisoleucine, calcium salt / a-KeToiaone#uun; kansuiesa cink 67 mg (Mmr)
o -Ketoleucine, calcium salt / a-KetoneluwH, kaneuicea cinb 101 mg (mr)
a -Ketophenylalanine, calclum salt / a-KeTocheHinanaHiu, kansuiesa cins 68 mg (Mr)
o -Ketovaline, calclum salt / a-KeToBaniH, kanbuiesa cine 86 mg (mr)
a -Hydroxymethionine, calcium salt / a-IigpokcumeTioHiH, kanbuiesa cins 59 mg (mr)
Lysine acetate, which corresponds to 75 mg lysine / Iliaun auetar, wo 105 mg (mr)
signosigae 75 mr Nlianxy

Threonine / TpeoHiH 53 mg (mr)
Tryptophan / TpunrodaH 23 -mg {mr)
Histidine / FicTuguH 38 mg (mr)
Tyrosine/ Tupoaun 30 mg (mr)

excipients/ donomixHi petosuki; corn starch | Kpoxwmarb KykypydssiHud, crospovidone / kpocniosidoH, tale 7 mansk, colloidal silicon dioxide / kpemino diokcud
Konoidrul Ge3eodHull, magnesium stearate / maawito cmeapam, polyethylene glycol (makrogol)/ moniemurnexenikoni (Maxkpozonu), quinoline yellow (E 104)./
xiHoniHosutl xosmull (E 104), acrylate copolymer / akpunamiuti cononimep, triacetin / mpuauemun, titanium dioxide (E-171 } | mumany diokcud (E 171), povidone/
nogidoH.

Test/ Specification/ Result/

lMokasHux Creyucpikayis Pesynomam

Appearance / Onuc yellow tablets with silk gloss / Conform / Binnosigae
XoBTl TabneTku 3 rAHYUEBOI NOBEPXHED

Mean Weight, mg / CepeaHsa Maca, Mr 790-830 799

Uniformity of mass./ OgHopia#icTs Macu Conform / Bignosipnae Conform / Bignosigae

Disintegration, min/ <60 38

PoanafnaHHs, X8

Loss on Drying / 3-5% 4%
Brpata B Maci npy BUcyLLYBaHHi

Dissolution (release of calcium) / > 60 % afer (uepes) 40 minutes (xsunuH) 97 %
PosunHerHs kanbLito (Buxig kanbuio)

Identification: Conform / Bignosigae Conform / Bignosinae
4 keto analogue amino acids

alfa-hydroxymethionine,

5 essential amino aclds

laeHTudikayin:

4 KeToaHanory amiHoKucnoT,

ankha-rippokcuaHanor MeTioHiHy,

5 HeaaMiHHUX amiHoKUCnoT

Assay 67,0+ 10% 68,0
a-Ketoisoleucine, calcium sait, mg /
KinbKicHe BUaHaYeHHs
a-KetoizoneliuuH, kaneuiesa cins, Mr

Assay 101,0 £ 10%
a-Ketoleucine, calcium salt, mg /

KinbkicHe BU3Ha4eHHsA

o-KeToneiuuH, kanbLiesa Ciflb, Mr

100,1

Printad/ Hadpykosato: Patricia Florido / MTamplcla ®nopido 05.01,2024
p s i
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CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHATIIZY FRESENIUS

KABI

Labesfal-Laboratorios Almiro; S.A.
Jlabecgpans JlaGopamopioc Anmipo, C.A.
Zona Industrial do Lagedo, Santiago de
3oHa Indacmpian do /lazedo, Canmbsazo de
Besteiros, 3465-157, Portugal

Becmelipoc, 3465-157, Mopmyaanis
Tel./Ten.+351 232 831 100

License //Tiyenaia Ne F010/001/2022

KETOSTERIL®/ KETOCTEPUN

Article/ Apmukyn: 101142

Dosage form, strength/ Jlikapcbka gpopma, doaysanus: flm-coated tablets / TaGrievky, BKpUTI nniskoBoto 06010HKOK

Package size and type/ Posmip ma mun nakyeaxrs:: 20 tablets in blister, 5 blisters in carton box / no 20 Taéretok y 6nicrepi, no 5 6nicrepis y
KapToHHIN kopobul

Registration number/ Homep peccmpauitinoao noceidyenHs: UAI2403/01/01

Batch number/ Homep cepi. 18Y4598

Manufacturer; country/ BupoBHuk, kpaiHa: Labesfal-Laboratorios Almiro, S.A.; Portugal / NNa6ecdans NaGoparopioc Anmipo, C.A., NopTtyranis
Supplier/ MocmavansHuk: Fresenius Kabl/ ®peseniyc Ka6l

Manufacturing date/ Jama eupobruymsa: 11,2023

Expiry date/ Mpudamnuti do: 11.2026

Amount released/ Poamip cepiit 5798

Test/ Specification/ Result/
MokasHuk Cneyucplkayis Pesynsmam
Assay 68,0+ 10% 68,1

a-Ketophenylalanine, calcium salt, mg /

KinekicHe BusHadeHHsR

a-Ketodbeninanai, kansuiesa cine, Mr

Assay 86,0 +10% 87,6
a-Ketovaline, calcium salt, mg /

KinbkicHe Bu3Ha4YeHHs

a-KeToBaniH, kanbLjiesa cinb, Mr

Assay 59,0 10% 59,3
a-Hydroxymethionine, calcium salt, mg /

KirekicHe BUaHaveRHa

a-~MigpoKCUMETIOHIH, KanbLiesa cink, Mr

Assay Lysine acetate, mg / 105,0 £ 10% 102,4
KinkkicHe susHa4eHHs Jliaud auerar, Mr

Assay Threonine, mg / 53,0+ 10% 51,5
KinbkicHe Bu3HaJYeHHsA TpeoHiH, Mr

Assay Histidine, mg / 38,0+ 10% 37,3
KinbkicHe BuaHaueHHs McTuant, Mr

Assay Tyrosine, mg/ 30,0+ 10% 29,2
KinekicHe BriaHaqeHHa TUpoauH, mr

Assay Tryptophan, mg / 23,0+ 10% 22,5

KinbkicHe suaHaqerHa Tpunrodat, Mr

Assay Calcium, mg / 49,7 + 5% 49,3
KinbkicHe BYsHaueHHA Kanbuid, Mr

The residual amount of the organic solvent <2000
(isopropyl alcohol), mg/kg /

Barmwxosa KinbKicTb opraHiuHKX po34UHHIKIB

(isonponinosuil cnupt), Mrikr

Shelf life / Tepmin npudamHocmi 3 years / poku

Expiry date — imprint / 11.2026
Mpudamuuii o ~ HadpykosaHo

Date of manufacture — imprint 11.2023_
[Aama supoGHuumea — HaBpykosaHo

Qualified Person/ i .
YnoeHosaweHa ocoba: Monica Pereira (Monika Mepeipa)

Statement: p . g y : ¥

| 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 in full compliance with the applicable GMF’frequire;nent 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./

B3anea npo cepmudpikayii. ’ . : ;

[Harum nidmeepdxyio, uio Hasedena suwe iHghopmauis e docmosipHoio | mouroio. Lis cepia npodykmy 6yna auzomoerieHa, 8KnoYalodU nakysatHs / mapKyeaHHs ma
KkoHmpons sKkacmi Byno nposedeHo Ha euwiesadHayeHil dinbHuui @ noewil eidnosidHocmi 3 sumozamu GMP ma cneyucpikauieto PeecmpauiiiHozo docke kpalbu
iMropmepa. 3anucu npo-8uPoBHUUMEO, NaKyeaHHs ma akania cepil 6ynu nepeeipexi ma eusHaki sidnoeidnumu GMP.

Printed/ Haab ykoaiino: Pitricla Florldo / Naimpleln ®riopldo 05.01,2024
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HAEPKABHA CIYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCBKINA OBJACTI

npos. Ceitmrnoi Haail, 3, m.Knis, 02099, ren/dpaxc: (044) 363-06-50
E-mail; dis ko@@dls.gov.ua, Ko €HPIIOY 37078774

BIICHOBOK
IPO SIKICTh BBE3CHOI0 B YKRpalHy JiKapchkoro 3acofy
18.09.2024 Ne 45898/24/10
KETOCTEPHI

{HafiMeryBUHBEA DikAPCLKOre 1acoDy sria 3 peeorpanilinaat nocsinyeilas)
Ta6ACTRY, BRPAUTI NIiBKOBOI0 ob0a0nko1o; no 20 raluaerox y Gaicrepi; no 5 Gaicrepi y
kapronxiil xepobdui

{dropMa BlyCKY, J03YBATNA, BIUL TAKYBARKE MKAPCEKOFO 30C05Y)
Homep pecerpauiiinore nocaizuenny UA/2403/01/01 crpox aif pecerpauiiinora nocsinuenss 01,01.2099
Cepix aikapesioro sacoby Ne 1821192 Kbkicts BBE3cHOrD HiKapekroro sucoby 2686

Birpofmim Jabechais Jaboparopioc Aamipo, C.A., Hopryramis

(HafimeiyRannua sipoblkRa aikapessors sacoly, Kpaina MoXoTERHAR}

Bueaco 8 Vipainy Crniabne yxpailcs Ko-ecTONCBKE NIANPHENCTBO Y hopni
TOBAPNCTBA 3 0DaeRCHOI0 BiAROBiTadBHIcTIO " OnrriMa-Dapa,
JTAY, inenr. wox; 21642228

{naitsienysagar T3 kog 32 EAPIIOY wpimeot ocobin ado npiasuwe, is's, mo fatsxosi
giznunol ecolin « nignpuesns, T aicue npoxBanys Ta peectpauifisuit momep oiinikosol
KapTRIS MAaTHIKA ToAaTRiB afo cepis Ta HOMEP NacnopTa)

TIpoToroa sizyaisiore keurpomo sia 13.09.2024 M 2721/1,

30 pesvapraTaMi  ACPKABHOIO KOUTPOMMO BCTZHOBACHO, U0 JUKapekkiti  3acid  seezeno B Yrpatny 3
AOTPHMAIIHAM BnMor 33K0oN0AIECTEA. W00 320e3MEYCHHR AROCTI HmIKApeRKHA, 31¢00iD.

//5 .- @‘;/ Bixtop CTE®KIBChKHI

: W Z N 5
HTpEAIR) s o anuey {isiuiann Ta npiniiw)

P13 O ﬁa-.np_ﬂnﬁﬂ.ﬂcpa
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CERTIFICATE OF ANALYSIS
CEPTUOIKAT AHATIIZY

Labesfal-Laboratorios Almiro, S.A.
NaGecpans flabopamopioc Anmipo, C.A.
Zona industrial do Lagedo, Santiago de
3ona Hdacmpian do flagedo, Canmbsnezo O
Bestelros, 3465157, Portugal

Becmelpoc, 3465-157, MNopmyeania
Tel/Ten.+351 232 831 100

License //liyenais Ne F010/001/2022

KETOSTERIL®/ KETOCTEPWII

Article/ Apmukyn. 101142

Dosage form, strengthl flikapckka popma, dosysannst: film-coated tablets / ra6nerky, BKpuTi NAIBKOBOIK 0BOAOHKOW

Package size and type/ Poamip ma mun naxysarns. 20 tablets in blister, 5 blisters in carton box / no 20 raGnerok y 6ricvepi, no § Gnicrepls y
KapTOHHIit KopoBui

Registration number/ Homep peecmpauilinoao noceidyerHs: UAI2403/01/01 ¥

Batch number/ Homep cepii. 1821192

Manufacturer, country/ BupoBhux, xpaika: Labesfal-Laboratorios Almiro, S.A., Portugal / lTaGecchans NaGoparopioc Anuipo, C.A,, Mopryranin
Supplier/ flocmavanstuk: Fresenius Kabi/ ®peseniyc Kabi

Manufacturing date/ Jama supobruymea: 03.2024

Expiry date/ MNpudamuuil 00 02,2027

Amount released/ Posumip cepii: 5806

Activity/ Cuna i, akmuesicms:
1 tablet contains / 1 mabnemxa micmums:
active ingredients/ diroyi pevosuHu.

a -Ketoisoleucing, calcium salt / a-KeroisonenimH, kanblyiesa cine 67 mg (wr)
o -Ketoleucine, calcium salt / g-KeToneiuus, kanbiiiesa Cinb 101 mg (mr)
a -Ketophenylalanine, calcium salt / a-Ketoderinananis, kanbuiesa cine 68 mg (wr)
a -Ketovaline, calcium salt / g-KeTtosanin, kaneuiesa cine 86 mg (mr)
o -Hydroxymethionine, calcium salt / a-ligpokcumeTionin, kansLieaa cink 59 mg (Mmr)
Lysine acetate, which corresponds to 75 mg lysine / flisun averar, wo 105 mg (mr)
signosigae 75 Mr Jlisnsy

Threonine / Tpeouin 53 mg (mr)
Tryptophan / Tpuntodan 23 mg (mr)
Histidine / TicTuAnH 38 mg (mr)
Tyrosine/ Tuposun 30 mg {(mr)

excipients/ domomixwi pevosuru: corn starch [ kpoxmans kyxypyOssamutl, crospovidone / kpocrioeidon, talc / mansk, colloidal silicon dioxide / «pemwiio djokcuo
Kon10idHul Ge3sodnull, magnesium stearate / maznito cmeapam, polyethylene glycol (makrogol)/ nosmiemunerenikoni (maxpozonu), quinoline yellow (E 104) /

xinoninosull xoemudl (E 104), acrylate copolymer / axpunamuuli cononimep, triacetin I mpuauemun, titanium dioxide (E 171) / mumany Oiokcud (E 171), povidone/
nosidon.

Test/ Specification/ Result/

lTowasnuk Cneyudpirayisn Pesynsmam

Appearance / Onuc yellow tablets with silk gloss / Conform / Bignosinae
08Ti TabneTky 3 rARLEBOI0 NOBEPXHEID

Mean Weight, mg / Cepeatn Maca, mr 790-830 801

Uniformity of mass / OgHopiaHicTs Macu Conform / Bignosigae Conform / Bignosigae

Disintegration, min / <60 27

PoanapaHHs, X8

Loss on Drying / 3-5% 5%
Brpara 8 Maci npu BUCYLLYBaHHI

Dissolution {release of calcium) / > 80 % after (uepes) 40 minutes (xBunun) 98 %
POSUMHEHHS KanbLUilo (BUXIA KanbLiio)

Identification: Conform / Bianoeipae Conform / Bianosigae
4 keta analogue amino acids

alfa<hydroxymethionine,

5 essential amino acids

laenTudikauis:

4 KeTORARANCrY aMiHOKMCHOT,

anbha-rifpoKcuaHanor MeTioHiHy,

5 HEe3amiHHUX aMiHOKUCNOT

Assay 67,0 10% 67.4
a-Ketoisoleucine, calcium salt, mg /

KinbKicHe BUaHAYEHHA

a-KeTtoisonefmH, kaneujiesa cinb, Mr

Assay 101,0 £ 10% 99,4

o-Ketoleucine, calcium salt, mg/
KinbkicHe BU3HaUeHHS
a-Ketoneiyus, kanbuieea cink, mr

Printed/ Hadpywoaatio: Patricia Florido / Nampicin ®nopido 17.04.2024 i
Continued next page/lipodoGIKEHHA HA HACMYNNIT CIMOPINGT Page/Cmopinka 1
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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAIIIZY FRESENIUS

KABI

Labesfal-Laboratorios Almiro, S.A.
a6ecgpans Nlabopamopioc Anmipo, C.A.
Zona Industrial do Lagedo, Santiago de
8ona Indacmpian do Nlazedo, Canmeseo 0o
Besteiros, 3465-157, Portugal

Becmeilpoc, 3465-157, [Nopmyeania
Tel./Ten.+351 232 831 100

License /liuenais Ne FO10/001/2022

KETOSTERIL® KETOCTEPWUI

Article/ Apmuxyn: 101142

Dosage form, strength! flikapcera hopma, Sosysanns. film-coated tahlets / tabnerxn, axpuri naiskosoro obononkow

Package size and type/ Posmip ma mun nakysanns. 20 tablets in blister, 5 blisters in carton box / no 20 rabnerok y 6nicrepi, no 5 6nicrepis y
KapTOHHIA KopoBLi

Registration number/ Homep peecmpauiiinozo nocsiovers: UAI2403/01/01 Y

Batch number/ Homep cepir: 1821192

Manufacturer, country/ Bupo6Hurk, kpaika: Labesfal-Lahoratorios Almiro, S.A., Portugal / NaGecdans NaBoparopioc Anwmipo, C.A., Moptyranis
Supplier/ Iocmavansruk: Fresenius Kabi/ dpeseniyc Kabi

Manufacturing date/ lama supo6Huumsa: 03.2024

Expiry date/ [Tpudamuuil do: 02.2027

Amount released/ Poamip ceplt. 5806

Test/ Specification/ Result/
lNokasnuk Cneyudpikauisn Pesynomam
Assay 68,0+ 10% 66,4

a-Ketophenylalanine, calcium salt, mg /

KinbkicHe BusHauerHs

a-KetodeHinanawi, kanbyiesa cine, Mr

Assay 86,0 £10% 87,0
a-Ketovaling, calcium salt, mg /

KinekicHe susHaueHHs

a-Keropanis, kansuiesa cinb, MF

Assay 59,0 £ 10% 58,2
a-Hydroxymethionine, caicium salt, mg /

KinsiicHe BusayeHHn

a-TAPOKCHMETIOHIH, KanbLiEsa Cisb, Mr

Assay Lysine acetate, mg / 105,0 £ 10% 102,3
KinbkicHe BuaHauekHs fliaud auetar, Mr

Assay Threonine, mg/ 53,0 £10% 51,4
KirbxicHe sustadents TpeowiH, mr

Assay Histidine, mg / 38,0% 10% 36,9
KinbkicHe susradyenHs [icTugus, mr

Assay Tyrosine, mg/ 30,0 £10% 28,0
KinbxicHe B3HaYeHH] TUPO3NH, Mr

Assay Tryptophan, mg / 230%10% 22,1

KinbkicHe susHaderus Tpunrodad, mr

Assay Calcium, mg / 49,7 £ 5% 49,9
Kinbkicke BuaHaueHHs Kansuit, mr

The residuat amount of the organic solvent < 2000 1149
(isopropyt alcohol), mg/kg /

BanukoBa KinbKiCTh OPraHivkinx posYUHHUKIB

(isonporiinosuit crivpT), Mr/kr

Shelt fife / Tepmin npudamuocmi 3 years / poku Conform / Bignosinae

Expiry date — imprint/ 02.2027 Conform / Bignosigae
Mpudamnui 8o ~ HadPyKosaHo

Date of manufacture - imprint 03.2024 L Conform / Bianosipae
[Hama supobHuymea — HalpyKoeaHo 3

i 3 3‘ 4 N

Qualified Persont FAB T
Ynosnosaxena ocoba: Monica Pereira {Mowika flepe#pa) . Lol ottt '
 SlgRAtIsABIANG o A

Statement: AECHIRARO ARG &

| hereby certify that the above information is authentic and accurate This batch of}ﬁroduct has heen manufactured, including packaging/tabefing and quality controi at
the above mentioned 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./

Bassa npo cepmudbikaito.

Larum nidmeepdxyio, wo Hasedena suwe ingopmauis & JocmosipHow | MosHo. LiA cepis npodykmy Gyna 6UeomoBieHa, 8KIIOYAI0YY NaKy8anHs / MapKyaaHHs ma
KORMpPONL sKoCMi BYA0 Nposedero Ha eulyesasHavenill dinsHuui 8 noewill eidnosidrocmi 3 sumozamu GMP ma cneyucbikauieto Pescmpayjlinoeo docke kpaitu
iMnopmepa. 3anucu npo sUPOBHUYMSO, NaKysaHHs ma axasia cepil Bynu nepesipeni ma susHani sidnosiGHumu GMP.

7.04.2024

Printed/ Hadpywoeano: Patricia Florido / Nampicia ®nopido 17.04.2024
Page/Cmopina 2



TNIEP)KABHA CJIVKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMH Y KHiBCBKI OBJIACTI

npos. Ceitauunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3eHOT0 B YKpaiHy JikapchKoro 3acody

03.01.2025 Ne 69805/25/10

KETOCTEPWJI
(HaliMenyBaHHs TiKapcbKoTo 3aco0y 3TiAHO 3 PEECTPaLlifHNAM TOCBITIEHNIM)
Ta6aeTKH, BKPUTI MJIiBKOBOI0 060s10HK010; 10 20 TaéneTok y Gaictepi; no S Guicrepis y
KApTOHHIN KopoOui
(tbopMa BUTIYCKY, 103yBaHH, BUI NaKyBaHHA JiKapchkoro 3acoby)

Howmep pecctpaiitnoro nocsigucans UA/2403/01/01 crpox aii peectpauiitnoro nocsixsenns 01.01.2099

Cepis nixapcwkoro 3acoby Ne 18721193 KinskicTs BBE3eHOro Nikapebkoro 3acoby 1344
Bupo6uuk JTa6echans JlaGopartopioc Anmipo, C.A., Ilopryraiis
(naitMenysaHHs BUpoOHIKa TiKapchkoTo 3acoby, kpaiHa MOXOKCHHS)
Baeseno B Ykpainy ChiJibHe YKpaiHChbK0-eCTOHChKE MXNPHEMCTBO y OPMi TOBAPUCTBA
3 o6MeskeHo010 BignosixaabHicTio "OnriMa-®apm, JITH", ixenr. kon:
21642228

(naiiMenyBanns Ta kon 3a EPTIOY topuanunoi ocobu abo npissuiue, iM's, no Garskosi pisnunoi
0coBH - MANPHEMLLS, 11 MiClie POXKUBaHHS Ta peecTpauiiinuii HoMep 0ONIKOBOT KAPTKHM NuaTHIKA
nojaTtkis abo cepis Ta HoMep macropTa)

Iporokon BisyaibHoro kontpoumo ein 02.01.2025 N 4181/1.

3a  pesyibTaTaMH JIEDXKABHOTO KOHTPOJNIO BCTAHOBJEHO, WO JHKapchkui 3aci® BBeseHo B YkpaiHy 3

JOTPHUMAHHAM BUMOT 3aKOHOIABCTBA LOJO 3a6e3neyeH s AKOCTI IKapChbKUX 3acobiB.

AR
9&‘ Hﬁ@%

WA

Bikrop CTECDKIBCbKI/II/I

(iniiany Ta npxmmm)

i O;}‘%‘;;a;ag;mf;};’%
Y
A



CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHATIIZY

FRESENIUS
KABI

Labesfal-Laboratarios Almiro, S.A,
Nabeccpans flabopamopioc Anmipo, C.A.
Zona Industrial do Lagedo, Santiago de
3ona IHdacmpian do /lazedo, CaHmbazo de
Besteiros, 3465-157, Portugal

Becmelipoc, 3465-157, Mopmyeanis
Tel./Ten.+351 232 831 100

License //TiyeHais Ne F010/001/2022

KETOSTERIL®/ KETOCTEPUN

Article/ Apmukyn: 101142

Dosage form, strength/ Jlikapcska ¢popma, dosyeanHs: film-coated tablets / TabneTku, BKPUTI NNIBKOBOIO 060NOHKOKO
Package size and type/ Poamip ma mun naxysanns: 20 tablets in blister, 5 blisters in carton box / no 20 Taénerok y 6nicrtepi, no 5 Gnicrepis y

KapTOHHIK Kopobui

Registration number/ Homep peecmpauiiHozo noceidyeHHs: UA/2403/01/01

Batch number/ Homep cepii: 1821193

Manufacturer, country/ Bupo6Hux, kpaika: Labesfal-Laboratorios Almiro, S.A., Portugal / Na6ecdans Jlabopatopioc Anmipo, C.A., Nopryranis

Supplier/ MocmauansHuk: Fresenius Kabi/ dpeseniyc Ka6i
Manufacturing date/ Jama eupobruymea: 03.2024

Expiry date/ [Mpudamuuli 0o: 02,2027

Amount released/ Posmip cepil. 5781

Activity/ Cuna i, akmuegHicms:

1 tablet contains / 1 mabnemxka micmums:

active ingredients/ diloyi pedosuHL:

o -Ketoisoleucine, calcium salt / a-KeToizonenuun, kanesuiesa cink

a -Ketoleucine, calcium salt / a-KeTonewuut, kanbLiesa cink

a -Ketophenylalanine, calcium salt/ a-KeTtoderinananiu, kanblicsa cine
a -Ketovaline, calcium salt / a-KeTosani, kanbuiesa cinb

a -Hydroxymethionine, calcium salt / a-TigpokcumeTioHin, kaneiicsa cink
Lysine acetate, which corresponds to 76 mg lysine / Niaut aueTar, wo

67 mg (mr)
101 mg (mr)
68 mg (mr)
86 mg (mr)
59 mg (mr)
105 mg (mr)

signosinae 75 mMr NiavHy
Threonine / TpeokiH
Tryptophan / Tpunrocan
Histidine / FicTuauH
Tyrosine/ Tuposur

excipients/ doromixri pevosuru: corn starch / kpoxmarib KyKypyd3smud, crospovidone / kpocno

53 mg (mr)
23 mg (mr}
38 mg (mr)
30 mg (mr)

gidow, talc / mansk, colloidal silicon dioxide / kpemwiio diokcud

KonoidHuli Gessodrul, magnesium stearate / mMazwiio cmeapam, polyethylene glycol {makrogol)/ noniemunewznixoni (makpozonu), quinoline yellow (E 104) /

xinoninoauti xosmutl (E 104), acrylate copolymer / akpunamui coronimep, triace

tin / mpuauemus, titanium dioxide (E 171)/ mumanry diokcud (E 171), povidone/

n08IG0H.
Test/ Specification/ Result/
TMokasHuk Cneuudpikayist Pesynbmam

Appearance / Onuc

yellow tablets with silk gloss /
WOBTi TabneTku 3 MAHLEBO NoBEPXHEI0

Conform / Bignosinae

Mean Weight, mg / Cepeana Maca, Mr

790-830

805

Uniformity of mass / OgHopiaHicTs Macu

Conform / Bianosinae

Conform / Bigrosigae

Disintegration, min / <60 23
PoanagaHHs, X8

Loss on Drying / 3-5% 4%
Brpara B Maci nNpu BUCYLLYBaHHi

Dissolution (release of caicium) / > 60 % after (4epes) 40 minutes (XBUANWH) 97 %

PoaunHeHHs Karbuijlo (Buxia kanbLito)

|dentification:

4 keto analogue amino acids
alfa-hydroxymethionine,

5 essential amino acids
laeHTUdiKalis:

4 KeTOaHanory amiHokucnoT,
anbda-rigpoKcKaHanor MeTioHiHy,
5 HeaaMmiHHUX aMiHOKUCNoT

Conform / Bianosinae

Conform / Bignosigae

Assay 67.0 £ 10% 67,7
a-Ketoisoleucine, calcium salt, mg /

KinbkicHe BU3HaYeHHA

a-KeToizoneliLun, KanbLiesa Ciflb, Mr

Assay 101,0 £ 10% 100.5

o-Ketoleucine, calcium salt, mg /
KinkkicHe BU3HaueHHs
a-KeTonenuuH, kaneuiesa cinb, Mr

Printed/ Hadpyxoeako: Patricla Florido / Namplcia ®nopido 16.04.2024
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CERTIFICATE OF ANALYSIS

CEPTU®GIKAT AHATII3Y FRESENIUS

KABI

Labesfal-Laboratorios Almiro, S.A.
[labeccpans Jlabopamopioc Anmipo, C.A.
Zona Industrial do Lagedo, Santiago de
Bona IHdacmpian 0o flazedo, CaHmesseo Oe
Besteiros, 3465-157, Portugal

Becmelipoc, 3465-157, MNopmyeanis
Tel./Ten.+351 232 831 100

License //liyeHain Ne F010/001/2022

KETOSTERIL®/ KETOCTEPUI

Article/ Apmukyn: 101142

Dosage form, strength/ flikapcoka ¢popma, doaysants: film-coated tablets / Tabnerku, BKkpuTi nniBKOBOK 06ONOHKOMN

Package size and type/ Poamip ma mun nakysarHs: 20 tablets in blister, 5 blisters in carton box / no 20 Tabnetok y 6nictepi, no § 6nicvepie y
KapToHHIW kopobui

Registration number/ Homep peecmpauitiHoeo noceiduenHs:. UAI2403/01/01

Batch number/ Homep cepii: 1821193

Manufacturer, country/ Bupobux, kpaiva: Labesfal-Laboratorios Almiro, S.A,, Portugal / Na6ecdans MMaGoparopioc Anmipo, C.A., Noprtyranis
Supplier/ flocmavansHuk: Fresenius Kabi/ ®peseriyc Kabi

Manufacturing date/ Jama aupobruymsa: 03.2024

Expiry date/ Mpudamnui do: 02,2027

Amount released/ Posmip cepii. 5781

Test/ Specification/ Result/
ToxazHuk Cneyudbixayis Pesynbmam
Assay 68,0 £ 10% 66,8

a-Ketophenylalanine, calcium salt, mg /

KinskicHe BU3Ha4YeHHA

a-KerodheHinanawin, kanbuiesa cine, Mr

Assay 86,0 £10% 86,7
a-Ketovaline, calcium salt, mg /

KirnbKicHe BU3HaYeHHA

a-KeToganiH, kanbuiesa cifb, Mr

Assay 59,0 £ 10% 58,8
a-Hydroxymethionine, calcium salt, mg /

KinskicHe BU3Ha4YeHHA

a-TiAPOKCUMETIOHIH, Kanbuiesa Cifnb, Mr

Assay Lysine acetate, mg/ 105,0 £ 10% 104,6
Kirbkiche Bu3HadeHHs JlisuH auerar, mr

Assay Threonine, mg/ 53,0+ 10% 52,6
KistbkicHe BusHaueHHs TpeoHiH, Mr
Assay Histidine, mg / 38,0+ 10% 37,7

KinbkicHe BuaHadenHa CicTUanH, mr

Assay Tyrosine, mg / 30,0 £ 10% 29,8
KinbkicHe BusHaYeHHA TUPO3UH, Mr

Assay Tryptophan, mg / 23,0+ 10% 22,8
KinekicHe BusHaueHHA TpuntodaH, Mr

Assay Calcium, mg / 497 £ 5% 49,9
KinbkicHe BusHadeHHs Kansuii, mr

The residual amount of the organic solvent < 2000 1376
{isopropyl alcohol), mg/kg /

BanuuIKoBa KinbKicTb OpraHiuHX PO3UUHHUKIE

(isonponinosui cnupT), Mrikr

Shelf life / Tepmin npudamuocmi 3 years / poku Conform / Binnosinae

Expiry date — imprint/ 02.2027 Conform / Binnosigae
lpudamuui 00 — HalpyKogaHo

Date of manufacture — imprint 03.2024
Lama eupobrHuymea — HadpykoeaHo

Conform / Binnosigae

Qualified Person/
YnoeHosaxeHa oco6a: Monica Pereira (Monika flepeiipa)

Statement:
| hereby certify that the above information is authentic and accurate. This batch of;p';roduct has been manufactured, including packaging/labeling and quality control at
the above mentioned 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./

Basea npo cepmugpikayito.

Lanum nidmeepdsxyio, wo Hagedera suiye iHopmauis € docmoesipHOI | moyHow. Lin cepis npodykmy 6yna euzomoeneHa, 8KI04aYU NaKyeaHHs / MapKy8aHHs ma
KOHMPONb sikocmi Byno nposedeHo Ha sulesasHavenid dinbHuyi 8 noeHil eidnosidHocmi 3 eumozamu GMP ma cneyucpikauicio Peecmpayilinozo docke Kpaitiu
iMnopmepa. 3anucu npo eupobHUUMEO, NakyeaHHs ma axania cepii 6ynu nepeeipeHi ma eusHaHi ¢idnogionumu GMP.
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