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OEMA: «Tpomomnoinon tng aptOp. 9080 adelag d1dBeong otnv ayopd Tou GUTOMPOCTATEUTIKOU TIPOIOVTOG
(evtopoeAkuotikd) CheckMate Puffer LB [(E,Z)-7,9-dodecadien-1-yl acetate)] wg mpog¢ tnv
nuepopunvia ARéng Tou CKEVACLATOG»

ANO®AZH
O NPOIZTAMENOSZ THZ FENIKHZ AIEYOYNZIHZ FEQPrIAZ

‘Exovtag unoyn:

1. Tig dlatagelg:

a) Tou v. 4036/2012 (A’ 8) yia tn 81dBeon yewpylkwy GapUdkwy otnv ayopd, opBoloyLki xprion aUTwy Kot
ouvaodeic Slatagelg, OMwG tpomomnol)Bnke Kat LoXUEL

B) Tou v. 2690/1999 (A'45) «KUpwoaon tou Kwdika AlotkntikAg Atadikaciog kat AANEG SLatdéeLg».

y) tou apBpou 109 tou v. 4622/2019 «EmteAikd Kpdtog: opydvwon, Asttoupyio Kot Staddvelo tng
KuBépvnong, Twv KUPBEPVNTIKWY 0pYAVWV KaL TNE KEVIPLKAG dnuoctag Sloiknong».

2. Toug KaVoVIOPOUC OTIWGE TPOTIOTIOLHBNKAV Kal LoXUOoUV:

a) Tov kavoviopo (EK) pe ap®pd 1107/2009 (L 309/24.11.2009) tou Eupwraikol KowoBouAiou kot tou
JupBouliou tng 21" OktwPpiouv 2009 oxeTikA pe TN S1ABeon GUTOMPOCTATEUTIKWY TIPOLOVTIWY OTNV ayopd
KoL TNV Katdpynon tTwv odnywwv 79/117/EO0K kat 91/414/EOK tou JupBouliou kat eldikotepa to. @pOpa 45
kat 32.1 autou.

B) Tov (EE) 2022/708 tng Emutponng tng 5n¢ Maiou 2022 yia TV TPOMOMOINGCN TOU EKTEAECTIKOU
kavoviopoU (EE) aptB. 540/2011 6oov adopd Tnv mapdtocn twv Teplddwy €ykpLong Twv SpacTIKwY
OUGLWV .ueeee. depopodveg Aerudontépwv gvbeiag akvoou......

3. Tnv apOp. 1881/286212/13-10-2020 Amodoaon YmoupyoU “MetaBiBacn tng efouaiag umoypadng «ue
evtoAn MNpoiotapévou/-ng Mevikng AlebBuvenc» tou Ymoupyesiou Aypotikig Avamtuéng kat Tpodipwy, oe
MpoloTaUEVOUG LEPAPXLKWE KATWTEPWVY OPYAVIKWY HOVASWY TTOU UTIAYOoVTaL oTtnV olkeia Fevikr AleuBuvaon”
(B'4612/19-10-20).

4. To aplOu. 12862/330936/07.12.2020 éyypado tng Ymnpeoiog pe Oépa «AldOson amobspdtwy Petd omod
Tpomnonoinon adswwv S1abeong otnv ayopar.

5. Tnv apBy. 9083/87238/16.08.2017 amoddaon pog, He tnv omoio xopnyndnke n pe apBu. 9080 ddesia
S1a6eon¢ otnv ayopd Tou PUTOTMPOOTATEUTIKOU TIpoidvToC (evtopoeAkuotiko) CheckMate Puffer LB [(E,Z)-
7,9-dodecadien-1-yl acetate)], 6mw¢ £xeL tpomomolnBei kat LoyveL.
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6. Tnv aplOu. 7804/227467/04.08.2022 aitnon tng evbladepdpevng statpeiog.
ANOMAZIZOYME

I. TpomomoloUpe TNV aplBu. 9080 dadela S1aBesong otnv ayopd TOU PUTOTPOOTATEUTIKOU TPOIOVTOC
(evtopoeAkuotikd) CheckMate Puffer LB [(E,Z)-7,9-dodecadien-1-yl acetate)], mou xopnyndnke pe tnv
aplBu. 9083/87238/16.08.2017 amodacr pag, OnMwe £xel Tpormomolndei kol LoYUEL, w¢ TPOG TV
nuepopnvia AnEnG Tou okeuAoHATOG.

To onueio 1.1 B) Stapopdwvetal wg eEAG:

TautotnTa TOU PUTONPOCTATEVTLKOU TPOIOVTOG

1.1 ApBpudg Adsrag AuaBeong otnv Ayopd (AAAA) 9080
1.1.a Huepopnvia xopriynong 16.08.2017
1.1.B Huepounvia Ajéng 31.08.2024

Il. AldBson anoBsudtwyv

1. H etikéTa ToU OKEUACUATOG Vo TpomornolnBei cuudwva pe Ta oplloeva oTNV Tapouca anodaon.
2. Ma xpoviko dlaoctnua péxpL €€L (6) pRveg amod TV avaptnon tng mapovoog otn AIAYTEIA,
ETUTPEMETAL N TOTMOOETNON OTI( CUOCKEUOOIEC TOU OKEUAOMATOC TNG HMEXPL ONUEPA LoOXUOUOOC

ETLKETOC.
3. Metd tnv mdpodo £EL (6) unvwv amod tnv avaptnon tng noapouvaoag otn AIAYTEIA, ot cuokevaoieg
TOU OKEUAOUATOG B0 TOTMOBETEITAL UTTOXPEWTLKA N VEO TPOTIOTIOLNEVN ETIKETA.

ll. Katd ta Aoutd toxVet n aplOu. 9083/87238/16.08.2017 amddaocr pog OmMwe £XeL TpomornolnOei kat

LoYVEL.

«Me gvtoln MNpoiotapévou Mevikng A/vong Mewpyiog»
H NPOISTAMENH THE AIEYOYNZHE

Ap A. MAYPIAOY
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