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EMIII~TEYTIKO 

23 Iavouapiou 2013 

Ap. avacpopu£: EU/I/04/295/001 - S/048 - GR 

AyCl1tT\'tE ExaYYEAlla'tia uYEia£, 

AvaKoiv(J)t111 UX8"rIKo' Jl8 "r'l UX8U'I "r'l~ VOpOXA(J)PI1C1i~ ava"lpeJ.io'l~ (XagritP 0,5 mg UKA'IPo' 
KafJIO,Kla) JIB "rov KapOla"l"l8laKO Kivovvo U8 au(J8Vei~ Jl810101Ca(J" (JPOJlPOKVITo'P(J)U'I (1@), 
aV8~o'p"r'1"ra a1Co "r0 la"rplKO lu-rOPIKO "rov au(J8VOV~ " "r'lv 1Ca(JOAO"llK" Ka"ro'u-rat111 Kal 
V1C8V(JVJlIU'I "rOV O"rl 'I ava"lpeJ.io'l 8vo8iKVV"ral (J)~ OeV"r8p'I~ "lpaJlJl"~ (J8pa1Ceia U8 au(J8Vei~ 
1COV ppiuKonal U8 Kivovvo. 

M ' , "" A'1 r • .,. ()' p' , 9·E't'Cl 'tTf" av(x.aKoX11cr~v 'tffiV Kap JUKIDV cru~L a~La'trov non avacpEp 'JlKmLCffi----­

acr9EVEi<; llAtKia<; Ka:too 'tOOV 50 E'tCOV Ot o1toiot AaJl~aVav 9Epa1tEia JlE 

avaYPEAi<>ll, KpiellKE 0"K61ttJlo va <>09Ei EJlCPacrll cr'tO Kap<>taYYEtaK6 'tJlTtJla 'tT]<; 

1tapaypacpou 4.4 «Et<>tKE<; 1tPOEt<>01totTtcrEt<; Kat 1tpocpuAa~Et<; Ka'ta 'tll XPTtcrll», 

'tT]<; I1EPtAll'1'll<; 'tOOV XapaK'tllptcrnKwv 'tou I1po'l6v't0<; (I1XI1) 'tou Xagrid. 


L'tO 'tJlTtJla aU't6 EXEt 1tpocr'tE9Ei Jlta <>TtAfficrll1tOU avacpEpEt 6n cro~apE<; 


Kap<>taYYEtaKE<; aVE1tt9uJlll'tE<; EVEPYEtE<; Jl1tOpEi va EJlcpaVtcr'touv crE acr9EVEi<; 

xoopi<; m9aVOAOYOUJlEVT] Kap<>taKi) v6cro Kat JlE CPUcrtoAOYtKE<; 1tPOllYOUJlEVE<; 

Kap<>taYYEtaKE<; 1tapaKAtVtKE<; E~E'tacrEt<;. 


H 1tpocr9TtK11 au'ti)<; 'tll<; <>TtAOOO"T]<; cr'tllv llXI1 'tou Xagrid <>EV JlE'ta~aAAEt 'tT]v 
'tpExoucra crXEcrll 0cpEAOUqKtV<>uvou 'tT]<; avaYPEAi<>ll<; cr'tO 1tAaicrto 'tll<; 
9Epa1tEUnKTt<; Ev<>Et~Tt<; 'tll<; 00<; <>EU'tEPll<; ypaJlJlTt<; 9Epa1tEia crE acr9EVEi<; JlE 
t<>to1ta9it 9pOJl~oKU't'tapooO"T] (IE» 1tOU ~picrKOV'tat crE Kiv<>uvo. 

Ilpoacpa'ta, CO£ IlEPO£ 'tT\£ auVEXOU£ xapaKoAou811a11£, 11 Shire otE~ityaYE Ilta aVaO"KOx11a11 
OA.roV 'tcov KapOtaKrov aull~allu'tcov xou avacpEp811Kav aE aa8EVEi£ 11AtKia£ KU'tCO 'tcov 50 E'troV 
m oxoim AUIl~avav 8EpaxEia IlE avaYPEAw11. Lo~apE£ KapOtaYYEtaKE£ aVE7ttSUIl11'tE£ 
EVEPYEtE<; EXOUV Ellcpavta'tEi aE aU'tou£ 'tou£ VEO'tEPOU£ aa8EVEi£ xcopi£ 7tt8avoAoyoUJ.1EV1l 

http:http://www.shire.com


KapBtaKit v60'0, /lE CPUO'toAoytKit KapBtaYYEtaKit E~S1'aO"J'lXptv ax6 'tTlV Evap~l1 'tTle:; ayrorfle:; Kat 
EAErX6J.lEV1l /lUEAoUXEPXAaO''t'tKit v60'0. AU't'6 OBTJY1lO'E 0'1'0 va B09Ei S/lcpaO"J'l O''tTlV 
KapBtaYYEtaKit xpOEtBoxoil1O"J'l O"t11V IIapaypacpo 4.4 «EtBtKSe:; xpOEtBOXotTJO'Ete:; Kat 
xpocpUAa~Ete:; Ka1'a 'tTl XPTJO"J'l» 'tTle:; IIXII 'tTle:; EE. 

ExiO"J'le:;, O"t11V iBta xapaypacpo 'tTle:; IIXII 'tTle:; EE, 0 Ka1'aAoyoe:; 1'rov O'o~apIDV KapBtaYYEtaKIDV 
aVExt9u/l111'rov aV't'tBpaO'Erov SXEt EXEK1'a9Ei IDO'1'E va O'U/lXEPtAa~Et 'tTlV KapBto/luoxa9Eta Kat 
1'te:; KapBtaKse:; appu9/liEe:;, XpOKEtllEYOU va Eivat crU/lcproVoe:; /lE 1'l1v XtvaKOX0111J.lEv1lXEptAl1'V11 
1'rov aVE1tt9u/l111'rov EVEPYEtIDV (llapaypacpoe:; 4.8). Ot allayse:; E/lcpav\Sov1'at JlE K6KK1vO xpID/la 
Kat uxoypa/l/li~ov1'at xapaKa1'ro. 

Kap~layyel(J.K6 

'Exouv avacpEp9Ei O'opapsc; KapBtaYYEtClKSC; aVEm9ullU1'EC; EVSPYEtEC; 
O'UuxEptAaupavoblEvrov XEPt1t1'IDO'EroV KapBtoblUOxa9EtClC;, KapBtoJlEYaAiae:;, 
O'U/lCPOPl1't'tKite:; KapBtaKite:; aVExapKEtae:; Kat KapBtClKIDV appu9bltIDV (~A. xapaypacpo 
4.8). 

H avaYPEAiBl1 9a XpSXEl va XPl1O't/loxotEi1'at JlE xpoO'oxrl O'E a0'9EVEie:; oxotaO'BTJxo1'E 
l1AtKiae:; JlE yvromiJ TJ 1tt9aVoAoyoUJ.lEV1l KapBtaKit v60'0. EmxAEov, O'opapsc; 
KapBtClYYEtClKSC; aVE1tt8ullU1'EC; EVSPYEtEC; SXouv EXtO'UC; Ebl<!>aVtO'1'Ei O'E a0'8EVEk Xropk 
m8avoAoyoUblEVU KapBtaKU VOO'O Kat blE qmO'toAoytKU KapBtaYYEtaKU El;s't'ClO'u Xptv 
moo mv tvupl;u "Cuc; a:vroyUc;. 

H avaYPEAiBl1 9a XpSXEl va XPl1O't/lOxotEi't'at /l6vo av 1'a xt9ava OCPSAl1 ax6 'tTl 
8EpaxEia UXEP1'EPOUV 1'rov Xt9aVIDV KtvBuvrov. 

H avaYPEAiBl1 Eivat avaO'1'oAtae:; 1'11e:; KUKAtKite:; AMP cproO'CPOBtEO'1'EpaO"J'le:; III Kat, 
E~at1'iae:; 1'rov 8E't'tKIDV tvo1'p6xrov ExtBpaO'EIDV 'tTle:;, O'UvtO'1'a1'at KapBtaYYEtaKit E~S1'aO'l1 
(O'U/lXEPtAa/l~aVO/ltv"e:; xEpat'tSpro BtEPEUV1lO"J'le:;, 6xroe:; l1xoKapBtoypacpia, 
l1AEK't'pOKapBtoypaCPl1/la) xptv ax6 'tTlv Evap~l1 'tTle:; ayrorfle:;. Ot a0'8EVEie:; 9a XpSxEt va 
xapaKOAou90uv1'at Ka1'a 'tTl BtapKEla 'tTle:; ayrorfle:; yta EVBEi~Etc:; KapBtaYYEtClKIDV 
E1ttBpaO'Erov xou /lxopEi va xpEtaO"t'OUV xEPat1'Spro KapBtaYYEtaKit E~S1'aO"J'l Kat 
BtEPEUV1lO"J'l. 

YXEV9U/l\SE1'at O'1'OUe:; ExaYYEA/la1'iEe:; uyEiae:; 6't't ot a0'9EVEie:; 8a XpSXEt va xapaKOAou90uv1'at 
xptv Kat Ka1'a 'tTl BtapKEta 'tTle:; ayrorfle:; yta EVBEi~Ete:; KapBtaYYEtClKIDV ExtBpaO'Erov xou /lxopEi 
va xpEtaO'1'OUv XEPat1'Spro KapBtaYYEtaKit E~S1'aO"J'l Kat BtEPEUV1lO"J'l. AU't'6 ytVE1'at XpOKEtllEYOU 
va EV1'01ttO"t'ouv OXOtEO'BTJX01'E xt8avse:; KapBtaYYEtaKse:; ExwpaO'Ete:; Kat va xapaO'XE9Ei 
Ka1'illl1Al1 cppovriBa O'1'oue:; a0'8EVEie:;. 

To Xagrid EVBEiKVU1'at yta 1'11 /lEiroO"J'l 1'ou aU~l1/lEvOU apt8/lou at/lOxE1'aAtrov O'E a0'9EVEtc:; JlE 
tBtoxa9TJ 9pO/l~oKU't"t'aproO"J'l (IE» xou ~piO'KOV't'at O'E KivBuvo Kat BEV avsxov1'at 'tTlv 1'psxouO'a 
8EpaXEia 1'oue:; TJ 1'rov oxoirov 0 aU~l1/lEvoe:; apt9/l6e:; at/lOxE1'aAirov BEV /lEtIDVE1'at O'E axoBEK1'6 

http:Kap~layyel(J.K6


E1tbtEOO J.lE 'tTlV "tpsxoucra 8Epa1tEia "tou~. Ot acr8EVE~ J.LE tOt01ta8ft 8pOJ.l~01CUTIaproO'TJ 
8EroPOUV"tat 6"tt ~picrKOV"tat crE Kivouvo av cruV"tpsxouv Eva, U1tEDtcrcr6"tEPot a1t6 "tou~ 
aK6A.ou80u~ 1tapayov"tE~: 

• TJA.tKia > "trov 60 E"t(OV ft 
• apt8J.l6~ atJ.lo1tE"taA.irov > 1 000 x 109/1 ft 
• tcr"tOptK6 8pOJ.l~0-atJ.lOppaYtKcOV cruJ.l~aJ.la"trov. 

Em,K01VCllvia 11a ava<popa 

TIapaKaA.Eicr8E va avacpspE"tE 01totEcrOft1tO"tE aVE1tt8uJ.lTJ"tE~ EVSPYEtE~ 1tOU 1tapoucrta~oV"tat 
cr"tou~ acr8EVEi~ cra~ ot o1toiot A.aJ.l~avouv avaYPEA.ioTJ. Ka"ta "tTJv avacpopa, 1tapaKaA.Eicr8E va 
1tapsXE"tE 6cro "to ouva"t6v 1tEptcrcr6"tEPE~ 1tA.TJPOCPOpiE~, cruJ.l1tEptA.aJ.l~avoJ.LEvrov "trov 
1tA.TJpocpoptcOV OXE"ttKa J.lE "to ta"tptK6 tcr"tOptK6, o1totaoft1to"tE cruyxopft'YTJO'TJ aMou cpapJ.laKOU, 
Ka8cO~ Kat "tt~ TJJ.lEpOJ.lTJViE~ EJ.lcpaVtO'TJ~ Kat 8Epa1tEia~. 

Y1tEV8UJ.l~E"tat 6"tt ot aVE1tteuJ.lTJ"tE~ EVSPYEtE~ 1tOU cruvosoV"tat J.LE 'tTl XPftO'TJ "tOU (XAGRID) 8a 
1tpS1tEt va avacpspov"tat crUJ.lcprova J.LE "to EevtK6 crUcr"tTJJ.la au86pJ.lTJ"trov avacpopcOv: 

cr"tov EevtK6 OpyavtcrJ.l6 <l>apJ.laKrov, TJ.lftJ.la AVE1tt8UJ.lTJ"trov EVEPYEtcOV, 

J.LE "tTJv U1tOPOA.T1 "tTJ~ KhptVTJ~ Kap'ta~ J..lE 'tOU~ E~T1~ 'tp61tou~: 

lUs1apO~1tOf3oA.il :ttl~ K~crrqv til EK'tPOVHcq OlE'68w!JJl O''tosite-'tou 
EO<l> http://www.eof.gr/web/guestlyellowgeneral 

- 'Ev"tU1tTJ J.lOPCPft mo TJ.lftJ.la AVE1tt8uJ.lTJ"trov EVEP'YEtcOV "tou EO<l> (MEcrOYEirov 284, 
15562) 'tTlMcprovo E1ttKotvrovia~: 213 -2040380 ft 213-2040337, ft a1tocr"toA.ft J.LScrro 
"taxuopoJ.lElOU a"tEA.cO~. 

Y1tO~OA.ft J.LE fax 210 6549585 

Kat I ft EVaMaK"ttKa mov Ka"toxo AOEta~ KuKA.ocpopia~ (~A.. 1tEPat"tSpro 1tA.TJPocpopiE~). 

Ot aVE1tteuJ.lTJ"tE~ aV"ttopacrEt~ cpapJ.laKOU 8a 1tpS1tEt E1tiO'TJ~ va avacpspoV"tat 0't11 Shire:­

Mscrro e-mail mo:GlobaIPharmacovigilance@shire.com 

Apt8J.l6~ cpa~: +44 1256894715 

:I:E 1tEpi1t"troO'TJ 1tOU SXE"tE "tUX6v Epro"tftcrEt~, 1tapaKaA.Eicr8E va E1ttKotVroVftcrE"tE J.LE "to "tJ.lftJ.la 
Ia"tptKft~ EVTJJ.lsprocrTJ~ 'tTl~ Genesis Pharma S.A. Greece (on behalf of Shire): 

TTJA.: +30 210 8771500. 

H avaKoivroO'TJ au"tcOv "trov 1tA.TJpocpoptcOV SXEt cruJ.lcproVTJ8Ei J.lE "tov Eupro1ta'iK6 OpyavtcrJ.l6 
<l>apJ.laKrov Kat "tov EevtK6 OPyavtcrJ.l6 <l>apJ.laKrov. 
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KaTOXO~ a()Ela~ Kt)JdofPopia~ 

Shire Phannaceutical Contracts Limited 
Hampshire International Business Park 
Chineham, Basingstoke 
Hampshire 
RG248EP 
United Kingdom. 

~p. Birgitt Gellert AP.·1~ 
Avn1tp6EC;pOC; Ia:rptKilc; nap(l1(oA.060TlO11C; Kat ~1£UO~~~\;i~t~evouc; Ia'tptKou TJ.LTtJ.La'toc; 
EtC;tKEUJ.LEvO np6croo1to yta 'tTl <I»apJ.L<XKoE1taypU1tVTlO11 
(J'tov Eupoo1t<XiK6 Xropo 

}:1)"'IPP8vO fyypafPo 

EYKElCptJ.LBvo KEiJ.LEVO 'tTlC; ('toov) aVaOEOOPTlJ.LEvTlC;(-OOV) nxn J.LE Em011J.LacrJ.LEvEC; nc; ciJJ...a.yEC; 


