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C(2026) 2042 final

KAT’ EEOYXIOAOTHXH KANONIZMOX (EE) .../... THX EIIITPOITHX
™¢ 30.3.2026

Yo TV TPOomomoinen Tov Kot ££0ve1060Tnon kavoviepov (EE) 2016/127 6cov a@opd Tig
OTTOLTIOELS TOV GYETICOVTUL PUE TIC TPOTEIVEG 6TU TAPOACKELVAGRATO Y10, BPEPN KoL TO
TOPOUOKEVAGNRATE dEVTEPNS PPEPIKN S NMKIAS TOV TUPACKELALOVTOL OO TPOTOVTA
VOPOAVOTG TPOTEIVOV

(Keipevo mov mapovaoialetl evotapépov yia tov EOX)
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AITIOAOI'IKH EKOEXH

1. IMAAIXIO THX KAT’ EEOYXIOAOTHXH ITPAZHX

To &pBpo 11 mapdypagog 2 tov xavovicpov (EE) apif. 609/2013 tov Evpomaikov
KowvoBovAiov kot tov XvuPoviiov, tg 12ng lovviov 2013, ywo ta tpdeYo to. omoio
nwpoopiloviar yio BpEen Kot PKpA Todtd Kot yio to TpO@Ue Tov tpoopilovtal yio £101K0Ng
0TPIKOVG OKOTOVG KOl MG VITOKOTAGTATO TOV GUVOAOD TOL SLOTOAOYIOV Yiol TOV EAEYYO TOV
copatikov Papovg! eéovorodotel v Evponaiky Emtpon va ekdidel kat® eEovctoddtnon
TPAEELG SVUP®VA pEe TO ApBpo 18 Tov gV Ady® KAVOVIGHOV, Yol TNV ETKOLPOTOINGoN TOV KAT’
€Eovo1000TNoN TPpdEemv mov exdidoviar cuuEmva Le To dpBpo 11 mapdypapog 1 Tov ev Adyw
KOVOVIGHOV, OTtmg Tov kat’ eEovoloddtnon kavovicpov (EE) 2016/127 tg Emtponng, g
25n¢ ZemtepPpiov 2015, yio ™ ocvuriipwon tov Kavovicpov (EE) apif. 609/2013 6cov
aQopd TIG EWIKEG OMOUTACES ®C TPOG Tr ovvOeon kol TG TANPoQopies Yy Ta
TOPOCKELAGLATO V1o BPEPN KO TO TOPACKEVAGUATO dEVTEPTG PPEPIKNG NAKIG, KOOMOC Kol
OGOV aPOPA TIC ATOLTNOELS TANPOPOPTONG GYETIKA HE TN STPOPY] TOV PBPepdv Kol T®V
KOV Toud10V2.

O mopdv kat’ €£ovclodoTNoN KOVOVICUOS OMOCKOTEL GTNV TPOMONOINGN TOL KOt
eEovolo060tmon kavoviopod (EE) 2016/127 pe tv tpomomoinocmn T®V OMOITHCEOV TOV
opifovtor oTOV €V AOY® KAVOVIGUO YO TNV TEPEKTIKOTNTO GE TPMTEIVEG, TNV TNYM
TPOTEVAOV, TV eneepyacio TOV TPOTEIVOV Kol TNV TOWOTNTO TOV TPOTEVOV Yo TO.
TOPOCKEVAGHOTA VIO PBPEPN Kol TO TOPACKELACUATO OeVTEPNC Ppepiknig MAkiag mwov
napockevdlovtol amd TpoidovTo LVOPOAVONG.

2. ATIABOYAEYXEIX ITPIN AITIO THN EKAOXH THX I[IPAZHX

H Emponn {ftoe ™ yvoun g Evpondaikng Apyng yio v Acedieia tov Tpoeipwmv (oto
ekng: Apyn) vw 10 ovuykekpuévo (nmua. H emotnuoviky yvoun tg Apyng oxetikd pe
STPOPIKN ACPAUAELD KOL TNV KOTOAANAOTNTO €VOG GLYKEKPLUEVOL TPOTOVTOG LOPOALGONG
TPOTEIVOV TOV TPOEPYETOL OO ATOPOVTUPOUEVO AYEANOIVO YAAO KOl GUUTLKVOUOTO
TPOTEIVNG 0pOV YAANKTOG MG TNYEG Kol YPNOUYLOTOEITOL GE TOAPACKEVAGHO V1oL BPEPN Kol GE
TOPACKEVOAGLLO OEVTEPNG PPEPIKNG NAKIAG TOV TapacKELALOVTAL OITO VOPOAVUEVT] TPOTEIVN
omd ™ Healthcare Reckitt B.V3 omotedel v emiotnuovikny Paomn yio TIC GMOLTHGELS TOV
TPOVTOG Kat’ ££00VG1000TNOT KOVOVIGHLOV.

Ot gUTEPOYVOUOVES TOV KPATDOV UEADV STUTIOGOV EYYPAP®S TIG TOPUTNPNOELS TOVG GTO
TAOIG10 TNG OUAONG EUTEPOYVAOUOVOV Y10 TAL TPOPIUO To otoio Tpoopilovtor Yo Bpéen kot
pikpd mondd, to TpdeUe mov mpoopilovror Yoo €W0KOVS 1ATPIKOVS OKOMOVS Kol T

! EE L 181 g 29.6.2013, 6. 35.

2 EE L 25t 2.2.2016, 6. 1.

EFSA NDA Panel (Opdada g EFSA yw ta dtortntikd mpoidvta, Tn Sl0Tpo@r Kot TiG OAAEPYIES).
Nutritional safety and suitability of a specific protein hydrolysate derived from sources of skimmed
cow's milk and whey protein concentrates and used in infant and follow-on formula manufactured from
hydrolysed protein by Healthcare Reckitt B.V. (Awtpogikn acedlelo Kot KOTaAANAOTNTO £01KOV
TPOTIOVTOG VOPOALONG TPMOTEIVOV 7OV TPOEPYETAL Ond  OTOPOVTUPOUEVO  ayEAOOVO  YAAD KoL
GUUTVKVOUATO TPOTEIVIG 0poD YOAOKTOG (OC TNYES KOl XPTCIUOTOLEITOL O TAPOCKEVAGHO Y10, BpEPn
K0l G€ TOPOUCKEVAGHO dEVTEPNG PPEPIKNG NAKiOG TTOL TAPOoKEVALOVTOL ATTd VOPOAVUEVT TPOTEIVY ATt
t Healthcare Reckitt B.V.), https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2025.9278.
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VTOKATAGTATO TOV GUVOLOL TOV SLOULTOAOYIOV Y10l TOV ELEYYO TOV GmUOTIKOD Papovct Katd To
dtotnuo petadd g Sng kot g 27n¢ lovviov 2025.

3. NOMIKA XTOIXEIA THX KAT’ EEOYXIOAOTHXH ITPAZHX

H vopukn Baon tov mapdvtog kot’ e£0vo1006tnon Kavoviopov eivat 1o dpbpo 11 mapdypapog
2 1ov koavoviopov (EE) aptf. 609/2013. Zopewva pe v ev Adym ddtaén, avotifetor otnv
Emtponn n eovoia va exdidel kot’ e£0Vo1000TNoN TPALEIS Yo TNV ETIKOPOTOINGT TOV
ka1’ €£0vo1080TNoN TPdEewv mov ekdidovTal cOUP®Va pe To apBpo 11 mapdypapog 1 Tov gv
AOY® KOVOVIGHOV, OT®G 0 Kat® e£ovctodotnon kavoviopds (EE) 2016/127, e v empdraén
TOV YEVIKOV OTOUTNOEOV TV dpBpov 6 kot 9 Tov 1010V KOVOVICLOD Kol TV TPOcHET®OV
aroutioewv oL apfpov 10 kot AopPoavouévng vmoOYN TG OYETIKNG TEYVIKNG Kot
EMIGTNUOVIKNG TPOOOOV.

Ot aArayég otov kot eEovotoddtnon kavovioud (EE) 2016/127 apopodv tnv enkaponoinom
TOV OTOTCE®V GUVOECTG Y10 TO. TOPUCKELAGULOTO Yoo PPEPN Kot TO TOPUCKEVAGLLOTO,
devtepng Ppepikng Niikiag mov mopackevdlovial amd TPoidvta VOPOALONG TPMOTEIVOV, OL
omoieg kabopilovror ota mapoaptipate I kot II tov ev Adym Koavoviopov, petd tn Oetikn
a&loddynon mpoidvtog VOPOIVONG TPOTEIVAOVY amd TV ApyN|.

Ap1Ou6G avaQopic 6TO UNTPDO TOV ORAd®V gumelpoyvoudvey ™ Emitponng kot AoV mapdpoimv
ovtotntov: E02893.
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KAT’ EEOYXIOAOTHXH KANONIXMOZX (EE) .../... THX EHHITPOIIHX

¢ 30.3.2026

Yo TV TPOTOToi 61 Tov Kot 50061000t 01 Kavoviopov (EE) 2016/127 6cov apopd Tig
OTTOLTOELS TOV GYETILOVTOL PE TIS TPOTEIVES 6TAU TAPOACKELVAGNATA Y10 BpEQN KOL TO

TAPOUOCKEVAGRATO OEVTEPNS PPEPIKNS NMKING TOV TAPAOKELALOVTUL 0.7TO TPOTOVTL

VOPOAVOTG TPOTEIVOV

(Keipevo mov mapovcialet evolapépov yia tov EOX)

H EYPQITAIKH EITIITPOIIH,

"Exovtag vwoyn ) XuvOnkn yuo m Asrtovpyia g Evporaikng Evoong,

"Exovtag voym tov kavoviopd (EE) apf. 609/2013 tov Evponaikod KowoovAiov kot tov

Yvppoviiov, g 12ng Iovviov 2013, ywa ta TpoéPLa Ta omoia wpoopilovtal Yo Bpéen Kot
HIKPE TToudtd Kot yio To. TPOPIUe. TOV TPoopilovTot Yio E101KOVG 1TPIKOVG GKOTOVE, Kol MG
VIOKATAGTOTO TOV GLVOAOL TOV OLOLTOAOYIOV Y10 TOV EAEYXO TOL GOUATIKOL Bépovg Kot yio
mv Katdpynon g odnyiag 92/52/EOK tov Zvppoviiov, tov odnywiwv g Emitpomng
96/8/EK, 1999/21/EK, 2006/125/EK a1 2006/141/EK, g odmyiag 2009/39/EK tov
Evponaikod Kotwvopoviiov kot tov Zvpfoviiov kot towv kavovioudv g Emitponng (EK)
ap1. 41/2009 xon (EK) ap1f. 953/2009!, ko 18iog to 4pdpo 11 mapdypagog 2,

Extyudvtog ta akdiovba:

(1)

2)

O xat’ g€ovotoddmon kavoviopudc (EE) 2016/127 g Emrponnc? Oeomnilel, petald
GAA@V, E0IKEG TOTOELS WG TTPOS TN GVVOEGT Y10l TAL TOPUCKEVAGHLOTA Yo BpEpn Kot
To TOPACKEVAGHATE OEVTEPTG PPePIKNg NAkiag mov apackevdlovtol and Tpoidvia
voporvoNG mpwteivav. TlpoPrémer O6tTL ta mopackevdopoTo Yoo Ppéen Kol To
mapocKevdopata de0TEPNG PPEPKNg NAKiag mov mapoackevdlovtal amd mpoidvia
VOPOAVONG TPOTEIVAOV TPEMEL VO CLUUUOPPOVOVTOL HE TIC OTOLTIOELS YO TNV
TEPIEKTIKOTNTO GE MPWOTEIVES, TNV TNYN TPOTEIVAOV, TV enelepyacio TOV TPOTEIVOV,
KoOMOG Kol PE TIG OMOUTNGEIS YO TO OMOPOITNTO KOl TEPIOTACLOKE amoapoitnTo
apvoééa kot yio v L-kapvitivn, 0nwg opilovror oto onpeio 2.3 tov mapaptipatog I
Kol oto onueio 2.3 tov mopoaptiuatog Il tov ev Adyw kot’ e£ovcloddtnon
KOVOVIGHLOD.

H Evpomnaik Apyn v v Acodrewn tov Tpoeipmv (o610 €€ng: Apyn), oTn YvouUN
g TG 24n¢ lovAiov 2014 oyetkd pe ™ Pactkny cHvOES TOV TAPUCKEVAGUATOV Y10
Bpéon Kol TOV TAPACKELAGUATOV deVTEPNS Ppepicic nlkiag’, emonpave ot M

EE L 181 ¢ 29.6.2013, ©. 35, ELI: http://data.europa.cu/eli/reg/2013/609/0j.

Kat’ e&ovorodoton kavoviouodg (EE) 2016/127 g Emutponnic, g 25ng Zentepfpiov 2015, yo ™
copmAnpwon tov kavoviopov (EE) apif. 609/2013 tov Evponaikod Kowofoviiov kot tov Zopfoviiov
OGOV aPOPA TIG EOIKEG AMALTIGES MG TPOG T GVVOEST KOl TIG TANPOPOPIES Y10 TO TOPOCKEVAGLOTO
Y BpEeN Kal To TOPUCKELACLATO dEVTEPNG PPEPIKNG NAKIAG, KOOGS KUl OGOV 0POPd TIG OTALTICELG
TANPOPOPNONG GYETIKA LE TN doTpoPn) TV Ppepdv kot Tov uikpav madidv (EE L 25 g 2.2.2016, o.
1, ELI: http://data.europa.eu/eli/reg_del/2016/127/0j).

EFSA NDA Panel (Opada tg EFSA ywo ta dronmntikd wpoidvta, T Sotpo@n Kot TG oAAEPYiES)
(2014). Scientific Opinion on the essential composition of infant and follow-on formulae (Emotnpoviky
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3)

(4)

©)

ACQAAELD KO 1) KOTOAANAOTNTA KAOE CLYKEKPIUEVOD TOPACKEVACUOTOS TOL TEPLEYEL
Tpoiovta. VOPOALONG TPWTEIVOV Tpémel va. PePordvovion €merta omd  KAWVIKN
a&loAoynon otov TANBVoUO-0TOY0. MEYpt oTiyung, n Apyn €xel aSloloynoetl Betikd
TEVTE TPOIOVTA VOPOAVONG TPOTEIVMOV TOL YPTCOTOLOVVTOL GE TOPAGKEVAGLOTO Y10l
Bpéopn Ko Tapackevdcpata devtepng Ppepikne niikioc. H odvleon tov névie avtdv
TPOTOVTOV VOIPOALONG TPOTEIVOV TEPIAAUPAVETOL OTIG OmaLTHOEL ToV opilovtal GToV
kot eEovcrodotnon koavoviopo (EE) 2016/127. Q61660, 01 amaitGELS QVTEG LITOPOVV
VO EMIKOUPOTOOVVTOL [E OKOMO vo  emupénetar 1 owdbeon oty ayopd
TOPOCKEVAGUATOS OV TOPOCKELALETOL OO TPOTOVTIO VOPOAVONG TPWTEIVOV e
dwpopeTikny ovvheon amd ekeiveg mov &yovv MO afloroynbel Betkd, Pdoet
aE10A0YNOMG TNG ACPAAELNG KOl KATOAAANAOTNTAG TOVG amd TNV Apyn.

2tc 15 @gfpovapiov 2019 n Emirponn éhafe aitnpa and tn Healthcare Reckitt B.V.
pe 1o omoio {ntnOnke va a&loroynOel amd v Apyn 1 aceareln Kot 11 KATOAANAOGTITO
d00 TPOIOdVTOV, €VOG TMOPUCKEVACUATOS Yol PpEpn Kol €vOG TOPUCKELACUATOG
dgvtepng  Ppepikng nikioag mov mapackevalovial ond  GLYKEKPLUEVO TPOIOV
VOPOAVONG TPOTEIVOV, N cHVOESN TOV 0ToioV SV NTAV COUPOVN LE TIG OMOLTNOELG
mov Kabopilovror oto onueio 2.3 tov mapoptiuatog I kot to onueio 2.3 ToL
napoptpatog I tov kat’ e£ovcsloddtnon kavoviopov (EE) 2016/127.

Koatomv oartqpatog g Emupomnie, n Apyn e&édwoe emomnuovikn yvoun otig 29
lavovapiov 2025 oyetikd pe ™ OATPOPIKN ACEAAE KOl TNV KATOAANAOTNTO TOL
GLYKEKPIUEVOL  TPOIOVIOC  VOPOALONG TPWOTIEIVOV MOV  YpNolomoleitol o€
TAPAUCKEDAGLA Y10, PPEPN Kol 6E Tapackevacua devtepnc Ppepuchc niucioc?. Ty ev
Aoyo yvoun, n Apyn katéAnée o010 CLUTEPAGHO OTL TO GULYKEKPLUEVO TPOIOV
VOPOAVONG TPOTEIVAOV, OTMOC TEPTYPAPETAL GTNV EV AOY® YVAOUT, OTOTEAEL OCQAAT| 0T
SWITPOPIKY Amoyn Kot KOUTAAANAN Y| TPOTEIVIG YL ¥pION GE TOPACKEVOAGLLO Y10
Bpéopn kot oe mapackevacua deVTEPNG PPEPIKNG NAMKIOG, EPOCOV TO TOPACKELUGLLOL
o610 omoio ypnoylomoteiton mepExel tovAdytotov 0,55 g/100 kJ (2,3 g/100 kcal)
TPOTEIVNG KOl GOUUOPPAOVETOL LLE TO, VITOAOUTO KpLTHpla. cvvBeong mov opilovtal oTov
kat’ eEovoroddton kavovioud (EE) 2016/127 ko pe tov tHmo apvo&émv mov
avagépetal oto pépog A tov mapaptiuatog I tov ev Aoyw kat’ e£ovcloddtnon
KOVOVIGLLOV.

Aoppoavopuévev voyn TV COUTEPACUAT®OV TG APYNGS, Elval GKOTIHO v EmTPATEL 1
dugbeon otV ayopd TOPACKEVAGUATOV Yo BPEPN KOl TOPACKEVACUATOV deHTEPNG
Bpepumc nAkiog mov mapackeLAloviol amd TO CLYKEKPIUEVO TPOIOV LOPOAVLOTG
TPOTEVOV. g €K TOVTOL, givol okOmpo va mpootedel N Ppaon «ATUTHGES TOL
oyetilovion pe T mpwrteiveg, opdda XT» otig amoutnoelg ovhvheong yo ta TPoiovTa
VOpOAVONG TPpOTEIVOV oV KaBopilovtor otov Kat' eEovctoddtnon kavoviopd (EE)
2016/127.

YVOUN oXeTKE pe T Pacikny cVVOEST TOV TOPACKEVACHATOV Yo, BPEPN Kol TOV TOPUCKEVACUATOV
de0tepng Ppepikng nikiag), https://doi.org/10.2903/].efsa.2014.3760.

EFSA NDA Panel (Opdda tg EFSA yuw 1o St tikd mpoidvio, T daTpoen Kot TiG oAAEpYies)
(2025). Nutritional safety and suitability of a specific protein hydrolysate derived from sources of
skimmed cow's milk and whey protein concentrates and used in infant and follow-on formula
manufactured from hydrolysed protein by Healthcare Reckitt B.V. (Awtpogikr acediew Kot
KATOAANAOTNTO €101KOV TTPOTOVTOG VOPOAVOTNG TPMOTEVOV TOL TPOEPYETOL OO OTOPOVTVP®UEVO
ayeAadvVO YOAQ KOl CUUTUKVAOUOTO TPOTEIVIIG 0poV YOAOKTOG MG TNYEG Kol YPNOUOMOlEiTol o€
TOPOCKEVAGLLO Y10 BPEPN Kol GE TAPUCKEVAGHA dEVTEPNG PPEPIKNG NAKiaG TOV TopackeLAlovTal amd
vdpoivpévn mpwteivn and tn Healthcare Reckitt B.V.), https://doi.org/10.2903%2Fj.efsa.2025.9278.
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(6) Yvvenwg, o kat’ gfovooddtnon kavoviopdg (EE) 2016/127 Oa mpémer va
TpomonomBei avardywmg,

EZEAQYE TON ITAPONTA KANONIZEMO:

Apbpo 1

Ta mopaptiuato I, II wor IHI tov ot eEovcloddton kavovicuov (EE) 2016/127
TPOTOTOLOVVTOAL COLPOVA LLE TO TOPAPTNLLOL TOV TOPOVTOS KAVOVIGLOD.

Ap6Bpo 2

O mopdv kavoviopog apyilel va 1oyvel v Kooty NUEPa amd T ONUocievsn Tov otV
Enionun Epnuepioo e Evpwraikns Evworng.

O mop®V KavoVIoUOG elval 0ECUEVTIKOC MG TPOG OA T LEPT] TOL Kot 1oYVEL Apeca o€ KAOe
KpATOG HELOG.

Bpuééieg, 30.3.2026

Lo v Emitponn
H Ipoedpog
Ursula VON DER LEYEN
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