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MAnpodopisg: A. Anoxa T.K. 15125, Mapouoat
TnAédwvo: 210 9287165
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OEMA: «Tpomomnoinon tn¢ aptBp. 8237 adsiag 51aOeong otV ayopd Tou GUTONPOCTATEUTIKOU TPOLOVTOG
(putoppuBuilotiky oucia) REGALIS PLUS (prohexadione-calcium 10% B/B) w¢ mpo¢ tnv
nUepopnvia ARENG ToU CKEUAGHATOGY

ANO®AZH
O NPOIXTAMENOZ THX FENIKHZ AIEYOYNIHZ FEQPTIAZ

‘Exovtag unoyn:

1. T dlatatelc:

a) Tou v. 4036/2012 (A’ 8) yia tn S140s0n yewpylkwv GapUdKwy otnv ayopd, opBoloyLkn xprion auTwy Kat
ocuvadeic SLaTALELS, OTIWC TPOTOMOLONKE KoL LOYXVEL

B) Tou v. 2690/1999 (A'45) «Kupwon tou Kwdika AlotkntikAg Atadikaoiag kot A SLatdelg».

y) tou apbpou 109 tou v. 4622/2019 «EmiteAikd Kpdtog: opydvwon, Asttoupyia kat Staddvela tng
KuBépvnong, Twv KUBEPVNTIKWY 0PYAVWY KAl TNG KEVTPLIKAC SnuooLag dloiknong.

2. Toug KavovIouoUG OtwE TPOTOTOLONKaAV KoL LoXUoUV:

a) (EK) pue apOud 1107/2009 (L 309/24.11.2009) tou Eupwrnaiko KowvoBouAiou kot tou Supouliou tng
21" OktwPplov 2009 OYeTKA He TN O61aBson GUTOMPOCTATEUTIKWY TIPOIOVIWV OTNV ayopd Kol TV
Katdpynon twv odnywwv 79/117/EOK kat 91/414/EOK tou TupBouliou kat eldikotepa ta apbpa 45 kat 32.1
autou.

B) (EE) 2023/2592 tng emurponng tng 21ng NoegpuPplou 2023 yla TtV TPOMOMOINGN TOU €KTEAEOTLKOU
kavoviopoU (EE) aptB. 540/2011 6cov adopd tnv MopATach Twv TMEPLOSWY £yKPLONG TwV SpaoTIKWY
OUGLWV ....... prohexadione......

3. Tnv apBu. 1881/286212/13-10-2020 Anoddaon Yrmoupyol “MetaBifacn tng eouaniag umoypadng «ue
evtolf Mpoiotapévou/-ng Nevikng AtelBuvong» tou Yrmoupyeiou Aypotikig Avarmtuéng kot Tpodipwy, ot
MPoiloTAUEVOUC LEPAPXIKWEG KOTWTEPWY OPYAVIKWY LOVASWY IOV UTAyovTal otnVv owkeia Mevikn AlebBuvon”
(B'4612/19-10-20).

4. To aptBu. 32/2024 MN.A. “Aloplopdg Yroupywv Kat Youmoupywv” (A'91/14.06.2024).

5. To apBu. 12862/330936/07.12.2020 éyypado tng Ymnpeoiog pe Bépa «Aabeon amobepdtwy petd and
tpornomnoinon adswwv labeong otnv ayopa».

6. Tnv apOu. 7662/88836/11.08.2015 anddach pag, Ue Tnv omoia xopnyndnke n ue aplbu. 8237 dadela
S1aBeong otnv ayopd Tou GUTOMPOCTATEUTIKOU Tipoidvtog (putoppubuiotiky oucia) REGALIS PLUS
(prohexadione-calcium 10% B/B), 6nwg €xeL tpomomnotnOsi kat LoyVEL.
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7. TnvapBu. 6935/177811/19.06.2024 aitnon tng evLAPEPOUEVNE ETALPELAC.

ANOMAZIZOYME

I. TpomomowoUue tnv apBu. 8237 adela S1abeong otnv ayopd TOU QUTOMPOCTATEUTIKOU TPOLIOVTOG
(dutoppubuiotiky ouoia) REGALIS PLUS (prohexadione-calcium 10% B/B), mou xopnynénke pe tnv
oplBu. 7662/88836/11.08.2015 amodacr pag, Onwg £xel tpomoroindel kat LoxVEL, WG TPOg TNV
nuepopnvia Anéng Tou OKEVLACUATOC.

To onueio 1.1 B Stapopdwvetal wg e€NG:

Tavtétnta 1oV HUTONPOSTATEUTIKOU IIPoidvtog

1.1 AplBpdg Adelag AuaBeong otnv Ayopa (AAAA) 8237
1.1.a Huepounvia xopriynong 11.08.2015
1.1.B Huepopnvia Aéng 31.05.2027

Il. AdBeon amoBeudTwv

1. H etkéta tou okevAoUaTOC Vo TportornotnBel cUupdpwva pe ta oplldpeva otny mapovca anodaaon.
2. T Xpovikd Sldotnua péxpt €L (6) unveg amod TNV avaptnon tng mapoucac otn AIAYTEIA,
ETUTPETETAL N TOTOOETNON OTI( CUOKEUOOIEG TOU OKEUAOUATOG TNG HEXPL OAUEPA LOXUOUOOC

ETIKETAG.
3. Meta tnv mapodo £EL (6) unvwv amod Ty avaptnon tg napoucoag otn AIAYTEIA, oTig cuokeuaoieg
TOU OKEVAOMATOC Ba TomoBEeTETAL UTIOXPEWTIKA N VEX TPOTIOTOLNMEVN ETIKETA.

lll. Katd ta Aoutd oxlel n oapBu. 7662/88836/11.08.2015 anoddach Hog, OnMwg €xeL tpomornotnBel kat

LoXUEL.

«Me evtoAn Mpoioctapévou Mevikig A/vong MNewpyiog»
H NPOIZTAMENH THZ A/NZHZ

Ap A. MAYPIAOY
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