a n )m FAAAIKH AHMOKPATIA

Agence nationale de sécurité du médicament
et des produits de santé

ATtOQOON
YI0 TNV TPOTIOTIOINCT) TOU KATAAGYOUL OUGIMV TIOL TUEIVOHOUVTOL WG VOPKWTIKA

O levikOg Algvbuvtng Tov MaAAIKOU EBviKob OpyavicpoUl yia TNV AC@AAEIN TwV PoApHAKWY Kl
twv Mpoidviwv Yyeiag (Agence nationale de sécurité du médicament et des produits de santé),

"EXovtog uTtoyn tov Kwdlka dnudaciag vyeiag, 1diwg Ta apbpa L. 5132-1, L. 5132-7, L. 5132-8, L. 5432-
1, R. 5132-27 em.,

"EXOVTOG UTTOWN TOV TIOIVIKO KWJSIKA, Kal 10i0¢ Ta apbpa 222-34 £wg 222-43,

‘EXovtog uTtoyn 1o Tportoroinuévo didtaypa g 22a¢ PePpovapiov 1990 yia TNV KATAPTION TOU
KOTOAGYOU TWV 0UCIWV TIOU Ta&IVOUOUVTOI WG VAPKWTIKEG OUTIEC,

'EXovTag uttoyn 1n yvwpodotnon g Moviung Emmotnuovikng ETutpomng yia Ti¢ WuxXoTpOTIoug OUGTiEC,
Ta NopKWTIKA Kal TNV Toéikopavia, g 2ag ATpiAiov 2024-

AapBdvovtag uTtoyn OTl TO TIPOAVAPEPBEY TPOTIOTIOINKEVO SIATAYUO KOTOTACOEl WC VOPKWTIKA, OTO
TIApApPTNUa | aUTAC, TIC AKOAOUBEC OUCIEC TIOL AVIKOUV OTN XNUIKI OIKOYEVEID «VITAEVICWV» CUU@WVA JIE
TIC amo@daoelg TG Emitpomnig 1wv Hvwpévwy EBvav yia 1o NapKwTIKE: KAovitalévio, €10deaviTalévio
(etalévio), etovitalévio, igoTOVITAlEVIO, UETOVITA(EVIO, N-TTUPPOAISIVO-ETOVITAEVIO  (sToviTalETtivn),
pwTOVITAdEVIO-

EKTIMOVTOG, TIC POPPOKONOYIKEG ETUIOPACEIC OPICUEVWVY OUCIWV TNG XNMIKNE olkoyévelag 2- [(2-Bev{uAo) -
BevQuidaldoA-1-vAo] aiBavapivng, yvwoTtng Kal ¢ vitadévia, TC ooBapég dnANTNPIACEI TIOU
oava@éPBnKav PETA TNV KOTavAAWaon Twv &V AOyw 0UucIwv, Ol oTtoie¢ Ba pmopoloav va aTaITAcoLY
ETIEIYOLOO 1ATPIKN TIEPIBOAYN, TOV LYNAG Kivduvo Tuxaiag, duvnuikd Bavatn@opou LTIEPPBOAIKNG dOONG
KOl TOV Kivduvo Katdxpnong Kal €61opou-

AauBdvovtag uTtoYn OTl, AAUBAVOUEVWY LTIOWN TWV ETUTITWOEWY TOUC, Ol OUCIEC AUTEG Ba TIPETIEI va
Ta&ivounBolv Xwpig KaBuaTtépnan TTPOC TO CUPEEPOV TNE dNUOaIAC Lyeiag,

ATto@aailer:

ApBpo 1: O KOTAAOYOC TIOL avVaEEPETAl 0TO GpBpo L. 5132-7 Tou KWAIKO dNUOGCIAC LYeiag KatapTideTal
oUP@WVA PE TO TIAPOPTAMOTA TOL Ttpoava@ePBEVTOC dlatdyuotog TG 22a¢ deBpouapiov 1990, pe v
ETUPVOAOEN TWV TPOTIOTIOINOEWV TIOU EICAYOVTAL YE TNV TIOPOVCA ATIOMACH.

ApBpo 2: 10 Mapdptnua IV tou diatdypatog Tng 22ag PeRpouvapiov 1990 yia TNV KOTAPTION TOU
KOTOAOYOU TWV OUCIV TIOU TA&IVOUOUVTOL WG VOPKWTIKA KOl ETUTTAEOV TWV ETTA OUGIWV TIOU
arapiBuoLvTal oTo TIAPAPTNHA | ToU ev AdYyw dIOTAYUOTOC, TIPOOTIBEVTAI O AKOAOLBOEG AEEEIC:

Kd&Be ouaia TT0U TIPOEPXETAL ATIO TN XNUIKN doun 2- [(2-Bev{uAo) -Bev{iuidaloA-1-uA] aiBavapivn):
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— ME N Xwpig alwto aiBavayivng, TTou uTtokaliotatal ot T OKOAOUBEC Opadeg (R KA Rz): 0AKUAO 1
OAKEVUAIO (¢ TPEIC LOPOYOVAVOPOKEC) I HE AWTO aIBAVAWIVNG TIOU OTIOTEAET HEPOC KUKAIKAG OOMNG:

— Me i xwpig Tov TIuprva ¢ BevpidaloAng Ttou uTtokabiotatal otn 8€an 5 ka/fy 6 aTIO TIC OKOAOLOEC
opadeg (Rs kalfl Ras): OAKUAO, OKETUAO, VITPIKO, OMIVIKO, TpipBopopebuAro, pebolu, tpipbopouebolu,
KUOVO Kal 0A0yovidlo, 6TIwg @BopIo, XAwplo, Bpwuio 1 1kdlo-

— HE I XWPIg TOV QaIVUAIKO Ttupriva Tou cuoTruatog Bev{uAiou TIov uTToKOBioTOTOI OTIC BE0EIC 2 WG 6
OTT0 TIG AKOAOUBEC opadeq (Rn):
®  OAKUAO, OAOYOAKUAO, OAKOEU, GAOYOAKOED, TO KOBEVA £wG £€1 LOPOYOVAVOPOKEC:
e TpipBopouebolu, okeTogu, TPIPOOpoPEBUAD, LOPOEU, Kuavo Kol aAoyovidlo, OTIwg @BopIO,
XAWplo, Bpwulo 1 1Kdlo-
*  AAKUAOGOUAQOVUANIO, BEIOOAKUAIO KOBEVA £WC TIEVTE LOPOYOVAVOPOKEC:
* e BevQUAIKO GvBpaka TIou MTIOPEi va vTtokataotabei oo pio 3 00 PEBUAIKEC OpAdeg N
Bev{uAIKOG avBpaKag TIou LTToKaBioTaTAl ATIO ATOHO adwTou, 0&uydvou 1) Beiou-

— ME | XWPIg TNV LTTOKOTACTAGCT TOL EAIVUAIKOD TTUPHVA TOU GuaThuatog Bev{uAiouv otn Béon 3 kal/f 4
aT10 OAKOEIKA OPAdA (EWC TECTEPIG AVOPOKEC), aXNMOTICOVTOC 1 OXI KUKAIKN dour).

Mephaupavouv Ta €&NG: 5-auivo-igotovitalévio, diuerovitalévio, albuievoéuvitalévio
(tetpadidpopoupavitalévio), aiBuAobBeiovitalévio, €TodeaVITAleTTuvn, etodeavitalerninvn, erougbalévio,
@Aouvitalévio, 10otodeavitadévio, pivitalévio, uEBUAoBeiovitalévio, petodeovitalévio  (UETalévio),
uetouebadévio, N-deacBuio-erovitalévio (vopetovitadévio), N-deaeBuAo-igotovitalévio
(vopigotovitalévio),  N-deaeBuro-ripwtovitalévio  (voprpwtovitalévio),  vitalevio,  N-mumepidvo-
etovitalévio  (stovitalertittvn),  N-tumepidivo-ripwtovitalévio  (pwtovitalertittvn),  N-1tuppoAidivo-
uyetovitalévio (uetovitaertiv), N-rtuppoAidivo-rpwTovitalévio (TIPwTovITAETTIV), TTPWTOAETVITAJEVIO.

ApBpo 3: H mapovoa armo@acn dnUOCIEVETal OTO SIKTLOKO TOTIO Tou EBvikol Opyaviopou yia tnv
Ac@aAela Twv PapudKwy Kal Twv MNpoioviwy Yyeiag.

JUVTAxXOnKe OTIq
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