ENQTIKO KOINQNIKO METQMO
AOrjva, 30/11/2012
I1pog to Ilpocopeio Tng Boving tov EAlqvov
ANADOPA

1lpog Tov k. Yrovpyo:
- Epyaciag, Kowwaviknc Aceaiiong kar Ilpovorag

epa: Mn xopnynon TOU OVOCOKATAOTAATIKOU QAPHOKEUTIKOU OKEUQAOHOTOC
Sandimmune Neoral otou¢ pETApOOXEVHEVOUC aoBEVELC.

O BouAgutnc 2Y.PIZ.A —EKM B’ ABnvwv ZtpatovAnc Anpntproc kateBeoe avadopa
T0 ME nuepopnvia 28 NosguPpiov 2012 Yropvnpa TOU  IWHATELOU
HniatopetapooxeuBeviwv « HIMAPXQ» OXETIKA HE TNV EMELyOLCA AVAYKN XOPNYNONC
OE€ OAOUC TOUC METAMOOXEUMEVOUC aoBeveic TOU avoooKATAOTAATIKOU $aApUAKOU
Sandimmune Neoral. Mg tv v’ ap. 43900/19.10.2012 odényia tnc AevBuvong
Qapupakov tou EONYY €va peyaAo HEPOC TWV HETOAUOOXEUHEVWV OEV UMOPEL va
NPOMNOEUTEL TA AVOVTIKATACTATO YA TN BLWOLHOTNTA TOUC CUYKEKPLUEVO PAPHAKO.
Me to Ynopvnua I{nteitatr n €kdoon amodpaonE WOTE va XOPnyeltal Kat amo ta
bapupakeiaa tov EOMYY to ouykekpipevo dappako Sandimmune Neoral pe
dpaotikny ouoia Cyclosporine o’ OAoOUC TOUG HETAUOCYXEUMEVOUC QIO GUMMAYN
opyava KaBwc kat n owkovoplknn kaAvdn amé tov EOMNYY twv damavwv mnou
KaTEPAAAQV Ol HETOHOOYXEVUEVOL aoBeveELC yia TNV TPOUNBELA TOU CUYKEKPLUEVOU
dapudkou oto Xpoviko Siaotnua mou Pploketal oe WXL auty n anapadektn,
avAaAyntn, AVTLEMIOTNHOVLKN KO aVILOUVTAayaTikn odnyla.

MapakdAOUUE yLa TIC EVEPYELEC OO KOl OTTWG HAG EVIHEPWOETE YU QUTES,

AkoAouBel ouvnupévo to Yropvnua tou Iwpateiov HnatopeTtapooxeuBeviwy.

O gpwtwv PovAguTtng
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O¢pa: Mn xopnynon Tou avVOCOKATAOTAATIKOU (PAPHAKEUTIKOU OKEUAOKATOG
Sandimmune Neoral 0TOUC HETAHOOXEUHEVOUG QOBEVEIG.

Kupie MNMpoedpPE,

Me Tnv napoloa, 6a BEAAPE va EKPPACOUHE TNV ayavakrnon Kai TRV opyn Hag yia tnv
anapadekTn Kal avaiyntn anogaocn TOU EONYY va unv XOpnyel OTOUG
UETOHOOXEUHEVOUG GOOEVEIG NC D¢ OVO __ OTC vepponafeic 1, TO
avoookaTaoTaATikd ¢appako Sandimmune Neoral pe TN 3pacTIK ouoia
Cyclosporine ané Ta pupUaKeia Tou opYavioHOU.

Me Tnv un’ ap. 43900/19.10.2012 odnyia TnNG AlguBuvong dapudakou Tou EOMYY
evnuEPWVE OTI yla Tnv €EunnpeTnon Twv vepponabwy, EKTOG TWV ISIWTIKWV
(POPUAKEIWV Kal Ta (PAPUAKEId TOu opyaviopou B8a xopnyouv OUYKEKPIHEVA
(pappakeuTIKG okeuaopara. ‘Eva an’ auTd sival kar To Sandimmune Neorali.

AuTO €xel oav OUVENEId JEYAAO HEPOG LETAPOOXEUKEVWY and dAAa oupnayn opyava
(Anap, kapdid, nveupgoveg K.T.A.) va {nv unopoUv va npopnBeuTouv  TO
avavTIKaTaoTaTo yia TN BIwoindTNTA TOUG OUYKEKPIHEVO pApHaKo.

MaAioTa auTrl n anapadektn odnyia exel oav enakdAouBo, va KaTnyoplonolel TOug
LIETAPOOXEUMEVOUG AOBEVEIG OF aoBeveic avwTépag Tagng nou npopnBeuovTal dwpeav

Ta (PAPUAKEUTIKA OKEUAOHATA Kal OE nAnBeioug nou avaykalovTal va XpEWBoOUV N va

SaveloToUV Yia va npounBeuTouv TNV avavTtikaragrarn aVOOOKATAOTAATIKF aywyn TOUg
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Kal HAAIOTa OE€ CUVONKEC OIKOVORIKNAC ao@uéiac.
Eni npooBeTwg, n ouykekpigevn odnyia BpiokeTal o€ nAnpn avTifeon, €KTOC TNG
AOYIKNC KAl LIE :

e OEK 2883/B/26.10.2012 ApiBu. AYI3(a) /oik.104747 (2) Tpononoinon TnG un'
ap16.®9.42000/01k.2555/353/28-2-2012 koivry unoupyikn anécpcor] Ynoupyou
Epyaclaq - YVEIO(; (®EK497/B/2012) «KaTtaAoyoc naenoewv Ta PpApNAKA TWV
Onoiwv xopnyouvml ME MEIWNEVN N unﬁsvmn CUNUETOXN TOUu aocpa)\lcpevou»
onou &faipei and TNV KAtaBoAn OUNMNETOXNG TOUC METANOOXEUHEVOUC ano
gupnayn n peucTa opyava

e OEK B 2456/03.11.2011 Eviaioc Kavoviouoc MNapoxwv Yyeiac (E.K.M.Y.), onou
e€AIpEl TOUC METAPNOOYXEUHEVOUC anO oupnayn opyava ano TO HWETPO TNG
ouvTavoypapnonc HE Baon Tn dpacTikn

Na 7T10 AO0yo auto, JInTaue TNV Tpononoinon TNG anapadekTng,
uvnemo-rr".lovmnq Kal awuouwuypanan odnyiac nou Buz;el Ot Kiviuvo Tnv

eUVOPAUOTN UYEIQ TWV HETAHOOXEUHEVWV QOOEVOV KAl QNAITOUNE QUEDCQ:

1. Tnv ékdoon ano®aonc WOTE va XOPNYEITAl Kal and Ta PAPHAKEIa TOouU
EONMYY 10 ouykekpipévo pappako Sandimmune Neoral pe Tn dpaoTikn
oucgia Cyclosporine o' OAOUC TOUC HETAUOOCXEUHEVOUC ano ocupnayn
opyava.

2. Tnv oikovouikn kaAuywn ano tTov EONYY Twv danavwv nou kateBaAAav
Ol UETAUOOXEUMEVO!I QOOEVEIC yia TNV NPOHNOEId TOU OUYKEKPINEVOU
PAapUaKou OTO XPOVIKO JiaoTnpa nou PBpIoKETAalr OE I10XU autn n
anapadexkTn, avaiAynrn, avriENICTNHOVIKI Kal avTiouvTaygarikn odnyia.

Enionc 0ac evNUEPWVOUHE OTI av nAnpo@popnBoupE via yn avaoTpewiun BAaBn
Of HOOXEUMO HETAUOOXEUHEVOU aoBevouUc etaitiaC autnc TnNG avaiynrne,
AavTIENIOTNHOVIKNG Kal avTiIoUVTayHaTiknG odnyiac ToTe eHEiC 6a KivnOouUpE
VOUIKA KaTa navroc uneubuvou.

Me ekTiUNON,

'a o AL,

H Ipoedpog
)

Momé“,iﬁn Afomowa
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