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EFKYKAIOZ - ATO®AZH

KaBopiopog Mepidnyng  XapakinpiaTikwy  1ou  [lpoioviog kai ®UAAou Odnyiwv  yio 10 XpRoTn
PAPHAKEUTIKWY TTPOTOVTWY TToU TrepiEXouv OpaoTikd cuatatikd NITROGLYCERIN, yia Tn pope@n:
Aadeppikd EPTTAQOTPO

“Exovreg utrown:

a) Tig &1a1agerg TNG kownG YTToupyikng Amogaong AY T3 (a) 83657/2005 "Mepi evappoviang 1ng EAANvIKAG
NopoBeoiog pe Tnv avTiaotoryn KoivoTikn gTov TOPEQ TNG KUKAOQOPIaG ... .. ... ... .. TWV QOUPPOKEUTIKIV
TTPOIOVTWV, TTOU TTROORICOVTAL yIa avBpwIrnivi) xpnon”,

B) Tryv umr’ aoisy.: 42391/23-6-2010 Ammogpaon Mpofdpoy SO® (GEK 1052/Teluxog Aerepof12-7-20108
«epi peTaBiBaccwe dikawpaTog uTroypanig amo 1ov MpoeSpo EO® 1Tpo¢ TOUC TTPOICTAPEVOUG
OieuBuvoewy EODy .

y) Tn Mvwpdreuon 1ou Emarnuovikou ZuyBouiiou Eykpicewv | Tunua A" ap. ®-381/28-9-2007.

AMNMOO®AXLIZOYME
1. H Tlepidnwn XapakinpioTikwy Tou T1poidvTog @apUaKEUTIKWY TTPOIGVTWY TTOU TIEPIEXOUV OPACTIKO
ouoTtatiko NITROGLYCERIN, yia i pop@n: Aladzppiko EPTAaoTpo, opideTal we £ENG:
MEPIAHYH XAPAKTHPIZTIKQN TOY MPOIONTOZ
AIAAEPMIKO EMIAAZTPO (TTS)

2,5 mg/24hrs, 5 mg/24hrs, 7,5 mg/24hrs, 10 mg/24hrs, 15 mg/24hrs
(Nitroglycerin)

1. ONOMAZIA TOY ®APMAKEYTIKOY NMPOIONTOZ

2. MOIOTIKH KAI TTOZOTIKH 2YNOEZH

Glyceryl Trinitrate 2,5 mg/24hrs f} 5mg/24hrs 1 7,5 mg/24hrs 1] 10mg/24hrs i
15mg/24hrs

3 OAPMAKOTEXNIKH MOP®H
A1adeppikd ummAacTtpo (TTS)

4. KAINIKEZ NMAHPO®OPIEZ

4.1 OgpameuTikég evOEIEEIS

2mBayxn
MpoAnwn Trapofuouwy oTNBAyxNs kaBe poppng. oTnBayxng TNV TTPOoTIABEIa, OTNV KATAKAIoN Kal
HETEPPPAYHATIKAG.
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2UpQOPNTIKN Kapliakn aveETTapKea

Ma Bpaxeiag OIGPKEIag CUPTTANPWPATIKA aywyr) o€ agBeveig, TTou deV QvTIQTTOKPIVOVTAl £1TAPKWC
oV KAOOOIKR Bepatreia pe SOKTUAITIOO 1) pE GAAO @apuaxa pe BeTikn IWOTPOTTO dpdon Kai
doupnTikG Kar aduvaTtouv va AaBouv AAAEG HOPYEG VITPOYAUKEPIVNG.

4.2 AoooAoyia kar 1pOTIoqg xopnynang

Tpommog Xopnynong: Aiadeppikn

1. KaBe 01adepuikd €UTTAQCTPO €ivar o@Payiopévo oe EEXWPICTO MAKEAIOKO. 2 XioTE 1O
POAKEAITKO QIO TN ywVia TTOU £XEI TNV £YKOTTN.

2. KparAote 10 diadeppikd EPTTAOOTPO, BAETTOVTIOG TIG KAPE YPAPPES KABETWS. ANTAWGTE TIg

GKPEG TOU TTPOG TA TTIOW KOl TTPOG Ta £utTpdg WOTIoU TO dla@aveg TTAACTIKO OTAPIYLA va

XWPICEI KATG PAKOG TNG DIaXWPIGTIKAG YPOUHNG.

ATTOKOANAGTE T GUO HIOG 10U TTAQATIKOU OTNPIYHATog apyidoviag atro TG KAQE Y PappEg

4 Eeappoote 1nv KoOAWON TTAEUpa Tou O1adEPUIKOY EPUTTAGCTPOU GTO GNUELIO TOU CWHATOC TTOU
ETHIAECQTE .

[oS]

Aogoloyia:
H docoAoyia e€atopikeveTal avaloya Pe TIG avaykeg KABe aoBevouc.

Fevikoi kavoveg. To OadepPIKO EPTTAQOTPO VITPOYAUKepivg Oev TTPOOPICeTal yia Tnv  AHECT)
avakouwian amo TIg ofgieg kpioeig oTnBayxng. Av Qutég cupfouv, TTPETTEl va XpnoipoTToinbouy
viTpwdn okeudcpata Taxeiag Opdong. H avramokpion ot viTpwdn OKEUAopata TTOIKIAAE aTd
acBevny oe aoBevr. [pétrel va yopnyeitai n xapnAotepn amoteAecuarikhy doéon. To onueio
EQUPPOYNG TTRETTEL V' UAAQCE! TAKTIKA Yia TTPOQUAQELN QTTO TOV TOTTIKO £t BIguo

1 avamTuén avBekTIKATATAG 1 PEIWONG Twy BepaTTeuTikwy £mOpdosiyy oupBaivel ouvnBwe e
HAKPOXPOVIA 1) OUXVI] XOPNyno”n Hakpdg 0paong viTpwdwy OIadepuiKwy PTTAAOTPWY.  ZUuvIoTATal
pia tepiodog eAelBepn xopnynoewv 8 - 12 wpwv, cuvnBwg 10 Bpddu, kaBe 24wpo yia Tnv
karammoAepnon g avoxng. KAIVIKEC PEALTEG €xouv Ocitel 0TI OTOUG TTEPICCOTEPOUG UOBEVEIQ 1)
DIOKEKOMPEVN BepaTtreia €ival QTTOTEALCPATIKOTEPN ATTO Tn ouvexn. H cuvexng €pappoyr Tou
O1adePIKOU EPTTAGCTPOU VITPOYAUKEPIVAC UTTOPEI va €ival KATAAANAN yia aoBeveEic, 0TOUG OTToIoUS Ny
HGKPOYPOVIA KAIVIKT) avTaTTokpion gTropei va agioAoynBei pe agiomoria .

2tnbayxn H Beparreia TTpETTEl, KATA kavova, v'apxidel pe eva diadepuikd EummAacTtpo (T1S8) 5
mg/24nhrs 1nv nuEpa. AvaAhoya pe v KAIVIKI aviamokpion n nuepnoia doon ptropei 101€ va
TITAOTTOINBE avodIKG oUp@wyva PE TIg 0dnyieg Tou BEPATTOVTOC 1ATPOU, PEXP! TO avwTiepo 20mg/24hrs
TNV NUEPQ (PEyIoTN nUEpncia doan) o€ dlaipepcveg BOTEIS.

2uppopnTikn Kapdiakn aQveTaGpKEIa: ZUVIOTATal 1 €vapén ng Bepatreiog OTO VOOOKOMEIO KAl O
EAeyxog NG aipoduvapikic karaoTaong Tou acBevry. H BepaTticia TTPETIEl £TTIONG VO OUVEXIOTEN OTO
VOOOKOWEIO PEXPI va KaBopiaTei N atmaitoupevn SoooAQYia CuvInpnong.

To aploTo GOCOAOYIKO OXNPa TIPETTEl va kaBopiletal avaloya pe 1NV KAIVIKT) QuTaTTOKpIan, TI¢
TTaPOUCIalOPEVES TTAPEVEPYEIEG KAl TOV TTPOCEKTIKO EAEYXO TWV ONHEIWY TNG UTTEPOOCOAOYIAG, OTTWG
TITWON TNG apTnNPIaKnig Tieang kai raxukapdia.

Xpnon o€ utrspnAikeg: Aev uTTapxouv e1dIKEG TTANPOYOpPiEg yia Xpnon oe utrepnAikes. Opwg, Oev
UTTAPXEl PapTupia, TTOU va UTTOdNAWVEL OTI TTRETTEI va avaTtTpooappoleTal n 6o0oAoyia oTa atopa
auTa.

Xpnon o€ madia: Agv UTTAPXEN ETTAPKAC TTANpogodpnon yia TG emdpdoelg Tou duadeppikoy
EPTTAAOTPOU VITPOYAUKEPIVNG o TTaidid, TTou onuaiver ot dev PTTopel va ouotnBel yia xpnon ot
auTnv TNV nAIKIakni opada.

4.3 Avievdeiteig

MVwoTn uTTEPEUaIoBNTia TN VITPOYAUKEPIVA KAl OTA CUYYEVT) OpYyavika viTpwdn n oe otroiadnrore
atré Ta £kdoxa Tou pappakou. Ofgia  KUKAOQOPIKY)  QVETTAPKEIQ, TIOU £XE1 OXEQN HE  E£VTOVN
uttdétaon (opBoaTaTikr uTToTaon, KaTatrAnéia). Togikd Tveupoviko oidnua. KaraoTtaoeig, TTou £xouv
oxeon pe  augnuévn evdokpaviakn  Trieon, (X €YKEQAAIKO TPaUHQ, EYKEQAAIKA aipoppayia)

1o

2A0)
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Kapdiakn avemapkeia amoQpaKTIKAG QIMoAOyiag Ommwe of OTévwon aopTikhg 1 pTpoeidoug
BaABidog ) cupmeoTikA TTEPIKaPDITIOA, UTTEPTPOPIKS ATTOPPAKTIKT HUOKapdIoTIABEIa.

AvrevdeikvuTal eTTiong o€ Bapeid avaiyio.

IXETIKR) avTEVOEIEN xopriynong og aoBeveig Pe YAQUKWHPA KAEIOTAG ywViag.

O1 avacTtokeic Tng owaoewdieotepaong Tuttou 5 (PDEDS) o1twg 10 Sildenafil (@appaKeuTiKO TTpoiov
VIAGRA) ¢€xer amodeixBei 011 vioxUOUV TO UTTIOTAOIKO QATTOTEAECHO TWV VITPWOWY KAl ETTOHEVIG
avTevOEIKVUTQL I} CUYXOPNYNOM TOUG PE QAPHAKA TTOU TTAPEXOUV POVOEEidIo Tou adwTou (OTTWS TO
VITPWOEG auUMO) i vITPIKA Ge OTToIadNATTOTE POoP®r), DIOTI emdPOUV £TTi TNC peTaBOAMKNAG odou Tou
HOVOL10iou TOU alWTOU/KUKAIKAG HOVOYWOPOPIKNG youavooivng (CGMP).

4.4  EI10kEG TTpOoeiBOTIOINOCEIG KAl TIPOPUAGEEIG KATG TN XPNon
lMpoedomomoeic

Omwe kal pye GAAao vitpwdn okeudoparta, kara Try pETABacn tou acBevoug, TTOU Eival Og
HOKPOXPOVIA BepaTTEia, G€ GAAN POPEN aywyng, N VITPOYAUKEPIVN  TTPETTEl  va  OIGKOTITETAN
Pabuiaia kai v'apyicer n Bepareia kKAAUYNG

To ddepuiKO EUTTAQCTPO TTEPIEXEI £VA OTPWHA aAOUNIVioU. ETTOPEVWG TTPETTEN VI apaipeital TTpiv
TNV EQAPUOYN payvnTikou 1 NAEKTPIKOU TTEQIOU OTO CWHA KaTa Tr O1apKela eEeTaoewy oTTwg n MRI
(MayvnTikA Topoypagia) avaraén papuapuyns n DC amvidwon, f diabepuikng Bepareiad.

2ZE TTEPITITWON TTPOTYATOU EPPPAYHATOG TOU puokapdiou TPV aTTé Tn oTaBepoTToinon Tou aoBevr A
o&eiag kapdIaKnAG aveTTAPKEIQG, TTPETTEL va yiveTal Pe TTpoooyn n Bepameia pe d1adepuikd £UTTAQCT PO
VITPOYAUKEPIVING KATW aTio auaTtnpn 1atpikn TapaxkoAouBnon n/kal aigoduvapikd €Aeyx0o, TTpog
amo@uyn £Tkivouvng utrdTaong.

FlpoguAaésic
= Yrnoéaiyia

Egicraral n mpoooyxr o aoBeveig pe aptnpiakr) utrogaipia, Adyw coBapng avaipiag, yiaTi o€ autoug
TOUG Q0BEVEIG HEIWVETAI O BIOPETACXNUATIOWOG TNG VITPOYAUKEPIVAG. Opoiwg amarteital TTpoooxi| G
acBeveig pe utroéaipia kar Oratapayr] 1NG 100PPOTTIAS agpiopou/dIaxuons, TIoU OMEIAETal Of
TIVEUHOVIKN vOoOo N ioxaipikn kapdiakn averrdpkeia. AgBeveig pe ornBayyn, (pepayua T1ou
HUOKGPOIOU 1) EYKEQAAIKT) I0XAILIA, GUXVA UTTOQEPOUV ATTO  AVWHOAIEG  TWV HIKPWY QAEPOPOPWV
obwv (1dwitepa kuwehidikn umogia). Katw amd 1€1016¢ oUVBNKEG, cupPaivel ayyeloouaoToAn péoa
OTOV TIVEUPOVA VIO  va PETaQepBEl 10 aipa ammd TIg TTEPIOXEG KUYEAIDIKAG UTTOgIag O0E KAAUTEPa
QEPICOPEVEG TIEPIOYKEG TWV TIVEUHOVWY. H vITpoyAukepivy cav 10xupo ayyeloDIQOTAATIKO PTTOPE]
V'avaTpEWEl QUTAY TNV TTROCTATEUTIKN AyyElOOUOTOAR KAl £T01 va TTPOKAAECEl augnuevn diaxuon Twv
QVETOPKWC  agEICopsvwy  Trepioxwy,  etndeivuvoviag T d1atapaxn NG 100ppoTTiag
QEPICPOU/BIAXUCNG Kal 0dNywvIag OTNV TTEPQITEPQW HPEIWOCH TNG APTNPIOKAG HEPIKNAG TTIEONS TOu
ofuyovou. E@ioTaTal n ITpocoxn £TTIONG O ATOUA PE NITATIKNA 1] VEQPIKR QVETTAPKEIQ.

o YITEPTPOQIKN PUOKapPSIOTGBeia

H Beparreia pe vitpwdn prmopel va emdeivwoet Ty otnddyxn, TTOU TTPOKAAEITAl aTTd UTTEPTPOWIKN
HUOKOPOIOTTABEIQ.

o Auénuévn ornbayxn

Mpémer va e€eraoTei n mBavoTnTa aufnuévng ouxvorniag otnBayxng kard tn didpkela TTePIodwV
XWPIC QAPPAKO OE TTEPITTTWON OIOKEKOPUEVNG BEPATTEIAG. 2€ QUTEG TIC TIEPITITWOEIS €ival ETMBUPNTN
n xpRon rautdoxpovng avrotnBayxikng Bepareiag.

4.5 AMNAETIOPAOEIG HE GANQ QAPPAKEUTIKA TTPOIOVTA KO GAAEG HOPEPEG AAANAETTIOpaO NG

H tautoxpovn BepaTtreia pe GAAa ayyelodiaoTaATika (T1.x. avactoieic PDES omtwg 10 Sildenafil
(pappakeuTikKG TTPOIOV VIAGRA), aviaywvioTEG TOU QoBEeoTiou, avaoToAei Tou MEA, B-avaoToAgig,
SloupnTIKA, QVTIUTTEPTACIKA, TPIKUKAIKG avTIKaTaBAITITKG Kal peifova nPepioTika, evOEXeTar va
EVIOXUOOUV Ty OpAon TnG VITPOYAUKEPIVAG OTn pEiwon TG apTnPIaKng TTeong, OTTwWS PUTTOPE TO
iB10 va KAvel Kal TO AAKOOA.

Tautdypovn xpnon Tou d1adepuIkoU EPTTAGCTPOU VITPOYAUKEPIVIG HE DIUOpOEpyOoTapivn EVOEXETAl V'
auénoel 1N BrodiaBeoipoTnTa TG OIUOPOEPYOTAMIVIG. ZUVETTWG OTTaITEITON 10IQITEPN TIPOGOXH OF

[S9]
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aoBeveic pe vOoO Twy oTEQaVICiWY apTnpIty, yiaTi n SILBpoEpyoTapivny aviaywvidetan 1 dpaacn 1ng
VITPOYAUKEPIVNG KAl YTTOPEl va odnynoel O OTEQAVIAIa ayYEIOOUOTOAR.

Aev oTTOKALIETON TO £vOEXONEVO N ANYn TOU GKETUACUGAIKUAIKOU  0&E0G Kal TwV [N OTEPOEIDWY
QVTIPAEYHOVWOWY QAPPAKWY VA PEILOE! T BEPOTTEUTIKN avTaTiokplon a10 TTS viTpoyAukepivng
Tautdyxpovn xoprynon nmapivng Kar VITPOYAUKEPIVIG  PEIWVEI TNV OTTOTEAEQUATIKOTATA  TN1C
nrapivng.

MTropei va kaBuoTepAoel ToV PETABOMORO TwV avaAynTikwy TUTTOU Jop@ivng.

4.6 Kunon kai yahouyia
Xpnon oy konon

To D1adepuikd EPTTAQOTPO VITPOYAUKEPIVIG TTPETTEI va XPNOIKOTTOIEITal KATA T DIAPKEIA TNG KUNONC,
idiaitepa Kara Toug 3 TIpWTOUG PNVEG, PJOVOV €AV TO OPEANOG yIQ T PNTERA UTTEPAVTIOTABWICE! ToV
mBavo xivouvo yia 10 éuBpuo.

Xprjon o yaAouyia

Agv gival yVwoTo £Qv 1) VITPOYAUKEDIVH TTEPVA OTO UNTPIKO yYaAa. Mpérrer va {uyidovTal Ta oQEAn yia
N HNTEPO EVAVTE TWV KivOUVWYV YIa TO TN

47 Emdpaceig otnv ixavoTnta odnynong Kal XEIpIoHOU Inxavwy

To B10depuIkd EUTTAQCTPO VITPOYAUKEPIVAG, 1BIAITEPO KATA TNV £vapén Tng Beparmeiag, pmmopei va
MEDOEN TA QVTAVAKAQOTIKA TOU AoBev, TT.X. KA1 TNV 00nynaon ry mm Xpron gnxavuwy

4.8  AvamBupnTes eVEPYEIES

(24

O avemidbunicg evEPYEIEG £X0UV TAGvopnBel ovd katnyopia oup@wva pe Tn ouxvoTnTa ePEAvIonS
KPNOIPOTTOIWVTAG TOV akoAouBe kavova: ToAU ouyxvig (21/10), ouyvég (21/100, <1/10), ox1 Ouyveg
(=1/1.000, <1/100), omavieg (=1/10.000, <1/1.000), moAu omavieg (<1/10.000), cupTEpIAQUBAVOUEVWY KAl

TWYV HEPOVWHEVLIV TTEPIOTATIKWY.

Mivakag 1

Neupikd cuaTtnua

YuyvEg: Ke@aAaAyia

MoAu oT1ravieg: {aAn

Kapdiakeg d1a1apaxeg

Irravieg: Taxukapdia

Ayyeiakég diarapayxeg

IIravieg: opBoaoTarTikn uroTaon, epubpornra
FaoTpevTEPIKEG DIATAPAXEG

MoAU ouxveg: vauTia, EPETOG

Marapax€g atio 10 OEpua Kal TOV UTTo00PIo 1010

Oy ouyxvig: deppaTimda €8 eTTAPn(

Fevikég DiaTapaxEs kai oupRapara o10 ONUEIo Xopnynaong
Oy ouyvég: £puBnua, Kvidwaon, aicdBnua kavoou, epediopodg
MapakAivikeg eEetaoerg

Iyravieg: avinon Tng Kapdiakng guxvoTnTag

e Omwg kal dAAa viTpwdn OKEUAoOPQTQ, TO QAPUAKO CuXvG TTPOKAAEl docoeEapTwpEveg
Ke@aAahyieg, Tou o@eilovral oe OIOCTOAN Twv Ayyeiwv ToU £yKEQAAOU. AUTEG OpWG,
ouvnBWG UTTOXWPOUV HETA PEPIKEG NUEPEG, TTapG T ouveExion Tng Beparmeiag. Edv ol
KeQaAaAyieg empévouv katd Tn diakekoppévn Beparreia, TTPETIEl va Beparredovial ye [ma
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avahynrika. M aviamokpivoueveg o1 Bepameia KeQahadyiec, amroreholy £vdeign peiwong
NS doooAoyiac 1ng viTpoyAukepivng r diakoTrr NG Beparreiag.

« Mg Vv ogaipecn 1ou OIadeppikoU  EPTTAACTPOU, OTTOIOONTIOTE eAappd £pubnua ToU
Béppatog, cuvnBwg uTTOXWPE HECO 0 AMYEG Wpeg. TO ONUEIO EQAPUOYNG TIPETTEN V' GAAACEI
TAKTIKA, TTPOC ATTOQUY N TOTTIKOU £pEBICOU.

o H opBoorarikry uTTOTACN WTTOPRELI va €ival 1I01AITEPa EVIOovn O gUyXpovn Xopnynon aAAwy
ayyelodIaoTAATIKWY 1) QVTIUTTEPTACIKWY QAPHAKWY N KAtd TN ARWn OIVOTTVEUUATOG Kai
1Diaitepa oe Beppod TepIBAAAoV. Mia ehag@pd aviavakAaoTiKA augnon Tou kapdiakou pubuoy
pTTOpEl V' aTrogeuxBei, eav kaveic kaTraguUyel, O¢ TEPITTTWON avaykng, de Beparreia
ouvlUaopPOoU HE £va B-avacToAéa

49 YmepdoooAoyia
Znueia

YWnAEG OOCOAOYIES VITPOYAUKEDRIVIG UTTORE! va 0dnNynoouy og ooRapn uttoTacn Kal aQviavakAaoTIKn
Taxukapdia n collapsus kai  cuykotrr). ‘Exel emiong avagepBei peBaipooeaipivaidia peTa tuxaia
utrepdoooAoyia. Opwg, pe 10 Pancoran n pepBpavn ameAeubBépwong Ba peiwaer 1nv mBavoTnta
utrepdocoAoyiac.

Avriperawrrian

H utrotaon A n katepeiyn, PIropouv va avTigeTwITioBoUy pe Tnv aviywon n, €av gival arrapaitnTo,
pHE ouptiecTikn  emideon Twv Todiwv Tou aoBevry. H vitpwdng emidpacn Tou Oiadepuikou
EUTTAGOTEOU  VITPOYAUKEPIVNG PTTOPED va OIOKOTIEl QTTOTOPA, QTmAQ pE TNV a@aipecn Tou. ¢
TTEQITITLWON HEBQIPOCQAIPIVAIPIAg TTou ouvoBEUETal ATTO TAXUTIVOIR KAl KUQVWON HE TN XOPrRynon
kuavou Tou ugBuAeviou (dicAupa 1%): 1-2mg/kg eviopAeBiwg.

2Nnpeiwon: FogmveQpiv Kal Ta GAAG oupTmaBopiunTika @apuaka Oev £ival aTTOTEALTUGIIKA TNV
OVTILETLOITION NG €Y10VIG UTIOTAO NG TTOU OXETICETAI juE UTTEPOOCOAOYIA VITPWOWY. -

5 OAPMAKOAQOTNIKEZ IAIOTHTEZ

Kwbdikog ATC: COTDAO2
51 @appakoduvapikég 1DI0TNTES

Gappako0epaTreuTIKn KATNyopia: AyyeiodtacTaATIKA TTOU XPNOIUOTTOIoUVTal GE KApOIaKES vOGOUC.

H vitpoyAukepivn gival €va 1axeiag dpaoews 1I0xupo avTioTnBayxiko @apuako

H mpwrniotn wappakoAoyikr dpaan TG VITDOYAUKERIVAG Eival n XAAQO Twy AWV LUTKWV VWYV TWV
ayyeiwv, aptnpiusv Kol GAEBwyY, pe peyaAuTepn Opacn oG QALPEC.

EAarTWVEl ETTOPEVWIG TOV OYKO TOU QAEBIKOU QipaTog TIOU ETTIOTPEPE! OTIG KAPDIAKEG KOIAOTNTEG PE
QITOTEAEOUA TNV €AQTTWON TNG TEAOBIACTOANKAG TTECNG TNG aploTepdag KolAiag (preload) xar 1ng
TACEWS TOU TolXWwHATog ToU puokapdiou. H xdAaon twv aptnpidiwy eAQTTWVEL TIG TTEPIPEPIKES
avTIOTAOEIG KAl TNV aprnprakn Tieon (afterload). To kapdiako £pyo peiwveTal, KaBug kai Of AVAyKEC
NG kapdidg og ofuyovo. To B1adepuikd EUTTAOCTPO VITPOYAUKEPIVAG TTPOAYE!N TNV AVAKATAVOUT} TOU
aipgarog Twyv orte@aviaiwv o1o evdokapdio kal BeAtniwveral n utrevookapdiog diadxuon ofuyovou.
Emirpemiel 1nv  amoxo1adoTacn 100ppoTiag HETALY TOU TIPOCAYOMEVOU KOl KATAVAAIOKOWEVOU
0ofuyovou Kal £CAAEiPEl APECWS TA CUPTTTWHPATA TNG OTNOAYXIKNG KPIoEWS, auiavovTag ouyXpovug
NV avioxrn 10U aoBevoug aTnv KOTTWan.

H avramokpion oe vitpwdn 101ookeuaopata Olageper ammd acBevry g¢ aoBevry, kaBwg kal 1
aTroppPOPNON TNG VITPOYAUEKRIVAG QTTO TO GUCTNUA TTOIKIAEI ATTO ATOPO OE GTOPO.

Me tnv tomroBEéTnon Tou OIOdEPUIKOU EPTTAGCTPOU VITPOYAUKEPIVNG OTO Oéppa apxifer otabepn,
ouvexns kal Bpadeia arToppdPnon Tou dPACTIKOU CUOTATIKOU (VITPOYAUKEPIVNG) TTOU PTTAivEl OTnv
KUKAO@OPIa e QTTOTEAEOpa TNV TTapateTapévn ayyelodiaoToAikn dpaan.

MeTa amo epappoyr) evog ouaThpatog TTS n évapén dpaang emTuyxaveral eviog 30-60 AeTTTav xai
Orapkei pEXP! 24 WPEG.

5.2  DappakokIivnTIKEG ID10TNTEG

H @appakokivaTiKi TG VITPOYAUEKPIVIC KAl Twy VITPWOWY E0TEPWY YEVIKA €ival ApKETA OUVBETN,
€TTeIdn 1 KATAVOMN TOUG OTO OWHA gival EKTETapiv.

(24a)
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H vitpoyAukepivn petaBoAideral 1axioTa, KUpiwg ammd udpoAuTIKA Eviupa Tou RTITaTog Ot JIVITPIKG Kai
HOVOVITPIKG PJETABOAIKA TTAPAYWYa PE XPOVO NUIcEIag Cwh¢ aTTo 1 €wg 4 AeTITd

Ta mpwra TpoidvTa YeTABOAITHUOU cival avopyavo vITRIKG kal DivITpoyAukepoAec. Ta SviTpika gival
AMYOTEPO ATTOTEAECHATIKA ATTO TNV VITPOYAUEKPIivy aAAG €xouv peyaAutepn didpketa lwng. Ta
dIvITPpIKG 0T guvéxela petaBoAioviar ge POVOVITPIKG Kal TEAIKG Ot yAUKEPOAN xar diogeidio Tou
avBpaka

AvixveUuoiga ermimmeda VITPOYAUKEPIVIG aTo TTAAopa emreuxBnoav peéca oe 30 AemTd pera v
epapuoyn 10U DIadeppIKOU EPTTAGOTPOU VITPOYAUKEPIVNG KOl TTAPEPEIVAY QVIXVEUCIHa Koy peta 30
AETTTG Q1O TNV ATTOKOAANGN TOU EPTTAQCTPOU. e PEAETEG BIodIOBEcIPOTNTAG T8 UYIEiG EBEAOVTEG N
SladeppIKn QTTOPPOPNCT VITPOYAUKEPIVNG ATTO 1O cuaTnpa e&ac@ahlilel otabepd emimeda o10
TAGopa yia 24 wpeg. H Toaodtnta g viTpoyAukepivng TTou ameAeuBepwvetar (2,5mg 5mg, 7.5mg
10mg, 15mg ava 24 WPeg) avTTTPOCWTTEUE! Tov PECO PUBPO GTTEALUBEPWONG TNG VITPOYAUKEPIVAS
anmd 10 oUoTNHa OTTWG KABOPICTNKE yIa TOUG UYIEIC €BEAOVTEG KON CUVETTWG AVTITTPOCWITEUEL TNV
TTO00TATA TTOU eival duvapika diabeaiun yia ammoppoenan amrd 10 Oépua. O akpifng xaBopiopog Tou
BepatmeuTikoU €TTEQOU OTO TTAGOpa Oev Eival PEXPI OTIYUAG YyVWOTOC. 2€ CUYKEVTPWOEIS OTO
TAGopa petagu 50 kar 500ng/ml n déopeuon TG VITPOYAUKERIVNG PE AEukwpara Tou TTAACUATOC
givar epitrou 60% evw auth TG 1,2 divitpoyAukepivng kai 1ng 1,3 divitpoyAukepoAng eival 60% kai
30% avrioToixa. MetafoAieTal kupiwg atmd avaywydorn Tou [TTATOG Kal Of éva ukpodTeEpo Babuo,
OTTWC Eival yVwOoTO, OTIC AEIEC YUIKEG TVEG TWV ayyeiwv Kal o1a epuBpd aipoo@aipia Ta PeTaBoAIKA
NG TTapaywya amoBailovial Pe 1a oupa.

53 MpokAivika Bedopeva yia TNV acPaAeia:
Kapkivoyéveon, MetaAhagioyEvean, emidpaon atnv yovipornia (PDR)

Apoupaiol Tou  EAaBav  434mg/kg/nuépa VITPOYAUEKPIVIIG yia 2 xpovia QveETTTuUEav  VWOEI
vEOTTAQOTIKEG WETABCAEC oTC NATrap, Tou TrepieAépBavav kapkivwpara, OIaPECOUS KUTTAPIKOUG
OYKoUC Twv Opxewv. TovTikoi, oToug OTToIoug Yopnynenkav 1022mg/kg/nuépa (appeveg) kar 1058
ma/kg/nuépa (BrAcIg) Kar apoupaioug, oToug otroious xopnynbnkav 31.5mg/kg/nuépa (appeveg) n
38 1 mg/kg/nuepa (BAAeig) yia tnv idia Trepiodo, dev ep@avioav OYKOUG, TTOU va OXETICOVTal pE 1N
Beparteia. H vitpoyAukepivny Oev £deiEe Tepatoyovo dpaorn OTOUG apoupaioug. Aev €X0OUV ViIVE
HEALTEG HAKPAG DIAPKEIAC YIa TOV EAEYXO TOU KAPKIVOYEVETIKOU 1] HETAAAAGIOYEVETIKOU DUVAMIKOU TNG
VITDOYAUKEPIVNG OE £YKUEG YUVAIKEG.

Agv gival yvwoTo av ummopel va BAaWel 70 £uBpUo 1 va eITnpeacer TNy avanapaywyrn.

6 PAPMAKEYTIKEZ MAHPO®OPIEL
6.1 KaraAoyog pe 1a ékdoyxa
6.2 Acupfartornteg

Aev avagépovias

6.3 Mapkeia {wng

6.4 [Biaitepeg TPOPUAGEEIC KATA TN QUAGEN TOU TTPOTOVTOG
65 duon Kal CUCTATIKA TOU TTEPIEKTN

6.6 O0dnyieg xpnong/xeipicuou

BA. «Tpdmog xopnynong»

6.7 Karoxog 1ng adeiag kukAo@opiag
7. APIOMOZ AAEIAZ KYKAODOPIAZ
8. HMEPOMHNIA THZ NMPQTHZ AAEIAZ/ANANEQZH THZ

AAEIAZ KYKAODOPIAZ

9. HMEPOMHNIA THX (MEPIKHZ) ANAOEQPH>HX TOY KEIMENOY

¢)
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AAYLETT-EA2S0-137
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2. To ®UAAo OOnyiwv yia TO XpAoTn QUPUOKEUTIKWY FIPOIOVTWY  TTOU TTEPIEXOUV OPaOTIKO CUCTATIKO
NITROGLYCERIN, yia Tn pop®ry: Aadepiko epmmAaoTpo, opierar we £Eng

DPYANO OAHTION A TO XPHEITH
AIAAEPMIKO EMIMNAALTPO (TTS)
2,5 mgl/24hrs, 5 mg/24hrs, 7,5 mgl/24hrs, 10 mg/24hrs, 15 mg/24hrs
(Nitroglycerin)

11

1.2

1.3

1.4

1.6

1.7
1.8

MPOIAIOPIZIMOZ TOY ®APMAKEYTIKOY MPOIONTOY.

Ovopaoia

zuvBean
Apaarixkn ovoia: Glyceryl trinitrate.

‘Exdoya:

DaPPaKOTEXVIKT HOPPN
Madepuiko éumAaaTtpo (TTS)

MeplekTIKOTATA OE OPACTIKN oUCia
Glyceryl Trnitrate 2,5 mg/24hrs n 5mg/24hrs 4 7,5 mg/24hrs n 10mg/24hrs 1
15mg/24hrs

Meprypaen - Zuokeuaoia

DappakoBePATTEUTIKT KATNYOPia

NiTpwdeg
AvTioTnBayxiko.

YTeuBuvog KUKAOQOPIaG

Anatouxog xar MNapackevaoTng

TI IPEMEI NA TNQPIZETE A TO ®APMAKO MOY SAZ XOPHIHIE O MATPOS SAS |

2.1

2.1

["evIKES TTANpOYOpPIES

To @apuako eivar eva dIGOEPUIKO EPTTAQCTPO, TTOU TTPOOPICETAI I Tnv TIQPOXR Tou
(PAPHAKOU VITPOYAUKEPIVNG OTNV KUKAOHOPIa TOU aiatog peca amo 1o 0cppa. AiatiBertal
omig DOOOAOYIKEG TTEPIEKTIKOTNTEG: 2,5mQg/24hrs, Smg/24hrs, 7,5mg/24hrs, 10mg/24hrs
kat  15mg/24hrs.  Otav  e@appdletar  o10  Oéppa, T10  dadeppikd  EPTTAQOTPO
VITPOYAUKEPIVNG OTTEALUBEPWVEL TN VITPOYAUKERiIV pE OTaBepd puBud ot Trepiodo 24
WPWV.

H vitpoyAukepivn Oreuplver 10 aipogopa ayyeia kar €101 OIEUKOAUVEL TV KapOIakn
Agcimoupyia. To dIadeppikd EPTTAQCTPO VITPOYAUKEPIVNG XPNOIPOTTOIEITAN yia TTPOQUAGEN
aTo TN aTNBayxn Kat yia Bepamneia 1ng Kapdiakng averrapkeiag. Agv givar KataAAnAo yia
TN Bepatreia Twy Ofglwv KPIiCEwv 0TNBAYXNG. 2° QUTEG TIG TTEPITITWOELIC XPEIAgeoTE
viTpwdn pe Taxeia Evapin dpaong.

Evdeiteig
21nBayxn

MpoAnyn Trapofucuwy oTnBAyxNG KGBe popens: otTnBAyxng oTny TTpooTradela, aTny
KATAKAION KAl JETEPPPAYPATIKAG.
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AAY LD A250-130
(24a)

2UP@OPNTIKA KapdIaKh aveTTapKeIa

Zav CUUTTIANPWHATIKI) aywyn ot aoBeveig, TTou OEV AQVIATIOKPIVOVTAI ETTAPKWS OTNnyv
kAaooikn Bepatreia pe SAKTUATIOO 1 pe GAAQ pAapuaka pe Bevikn ivoTpoTTo dpdon kai
droupnTIKG Kol aduvatoluv va Aaouv GAAEC HOPEES VITPOYAUKEPIVNG.

2.3 AvTeVOEIEEIC

['vwoTn uTTEpEUaIoBNOoia OTn VITPOYAUKEPIVI KOI OTA CUYYEVH Opyavika, vitpwdn 1 oTa
oroladnTToTE £KOoXa Tou appdkou. OLeia KUKAOWPOPIKT QVETTAPKEIQ TTOU £XEI OXEON HE
évrovn utrotaon (opBooTtatikry utmotacn, karamAnéia. Tofikd Tveupovikd oidnua.
Karaotdoeig 1oy €xouv axeon pe aufnuévn evOokpaviakr Tieon, (T1.X. €YKEQAAIKO
TPOUNC, EYKEQAAIKN aipoppayia)

Kapdiakry aveTrdpkeia amo@pakTikng aIiTioAoyiag Omwg 0f  OTEVWON  QopTIKAG 1)
piTpoe1dous  BaABidog, 1 cuptmeotikry TEpIKAPDITIdO,  UTTEPTPOWIKI]  ATTOQPAKTIKN
puokapdioTradela.

AvrevdeikvuTar 1Tiong oe Bapia avaiyia

IXETIKA QvTEVOEIEN XopNynong acBeveig pe yAQUKkwPa KALIOTAC ywviag.

O1 avaoTtoAeic TG Qwopwdicotepacng Tumou 5 (PDES) omwg 1o Sildenafil
(pappaxeuTiko TPoiov VIAGRA) €xer amoderBei 0TI eviaXUouv T0 UTTOTAGIKO ATTOTEAEC G
TWY VITPWOWY KOl ETTOPEVWC avTevdEikvuTal 1 QUuyXOpnynon Toug pe @ApHaKa TTou
TTapexouy pHovogeidio Tou alwrou (OTTwG 10 VITPWOES auUAO) A VITPIKA OE OTToIadATTOTE
popon.

2.4 E10ikEC TTpo@uUAGEelg kat TTpoeidoTToINCEIG KATA TN XPRon

N
AN

Fevika

Na va yiver duvatog o kaBopiopog TNG MO KATAAANANG Beparmeiag, 1TpETTEl va

TTANPOPOPNOETE TO VIATPO 0Ag yIa 1A akOAouBa:

o £AdV £iXaTE TTOTE TTAPOUCIACE! OTTOIECONTTOTE QAAEPYIKEG avTidpaceig oTa viTpwdn
VITPIKA 1] £0v £i100g aAAEPYIKOi OE OTTOIAONTTOTE OUTIA

o £Qv £XETE avaipia (cofapn) N oTEévwan Twy Kapdiakwy BaAfidwy

« €AV cixate mpodopata kapdiaxkn kpion o AAAn cofapn kapdliomadbela, £yKEPUAIKO,
TPAUUATIONO OTO KEQPAAI

s £av Aapfavete ommoiodnmoTe AAAO Gapunko ) Bepatreia.

«  [lpiv ammd o1mo1odnmote XEIpOUPYEIo, €10aywyr) O£ VOOOKOWEID, ETTIOKEWn OTa
ETTEiyOVTa 1} OTTOIQONTIOTE £E£TAOT, EVNPEPWOTE TOUG YIATPOUG KAl TO VOONAELUTIKO
TTPOCWTITIKO OTI QOPATe 10 DIAdEPUIKO EUTTAQOTPO VITPOYAUKEPIVIG TO OTTOIO TTEPIEXEI
OTPWHA GAOUUIVIOU.

« Eav €xere ypnowpomomoer 10 QUPHOKO  KAVOVIKG  yia  pepIkEG  eBOopadeg N
TEPICCOTEPO, PN OTAUATAOETE QTTOTONA TN XPNan Tou. H amdtoun diakoTn BIropei va
TIPOKOAETEI KPIOEIG OTNBAY XNC.

2472 HAKiIWPEVOL
Aev uttapxouv iIDIaiTePEg 0dNyieg.
243 Kunon
Movo eav 0 1a1po¢ 0ag 10 KPiver TTOAUTWG aTTapaitnTo.
244 FaAouyxia
Agv gival yvwoTo £0v n OpacTIKr OUCIU QTTEKKPIVETAI OTO PNTPIKO yaAa.
O 1aT1po¢ cag Ba oTaBpicer Ta 0QEAN yIa TN UNTEPA EVAVTI TWV KIVOUVWY yia To Taidi. [1a
70 AOYO auTO Ba TTPETTEl va TTANPOQOPRAOCETE TO yIaTpd 0a¢ eGv BnAadete
245 Naidia

H ao@GAcia kal ammoTEAECPATIKOTNTA OTa TTadIG Oev £x€l aTTOdEIXOEI.

246 Emidpaon otnv ikavotnTa odrnynong kai Xeipiopou pnxavuwy
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2.5

2.6

AAY -1 425015/

To @appake 10IAITEpa TNy apyn 1NC BepaTreia PImopEl va PEIWOEN Ta QVTAVAKAGOTIKG
TOU aO0Bevouc, Kata v odriynon N m XpRon pnxavnuatwy

151QiTEPEG TTPOLIDOTIOINTEIG VIA TA TTEPIEXOMEVA EKOOY T

Agv epappodleral

AAMNAeTIOPAoEIC pe GAAG @ApuaKa 1 OUTIEC

H 1autdxpovn Beparieio pe AAAa ayyerodlaoTaATIka (11X, avactoAeic PDES ommwe 1o
Sildenafil (papuakeuTiko TTpoiov VIAGRA), avTaywvioTEG Tou aoBECTiOU, avacoToAEic Tou
MEA, B-avacToAgig, dioupnTikd, avTIUTTEPTACIKA, TPIKUKAIKG avTikataBAmTTika kal peiova
NPEMICTIKG, £vOEXETOI va evioxXUoouv Tn Opaon TNG VITPOYAUKEPIVNG OTN HEIWan Tng
apTNPIAKNG TTIECNG, OTTWG PITOPEI TO D10 va KAVEI KAl TO AAKOOA.

Tautdxpovn xpAon Tou JIadEPUIKOY EUTTAACTPOU VITPOYAUKEPIVNG e DIidpoepyoTapivn
evdexerar v'oaugnoer tn BrodiaBeocipotnia g H10dPOEPYOTANIVAG. ZUVETTWGS aTTQITEITAl
WOiaitepn  TTpocoxn ot aoBeveig pe vOOO Twv  OTEQAVIQIWY  aptnpiuv, yiati n
O1udpoepyoTapivn avraywviletar 1 dpacn TS VITPOYAUKEPRIVNG KAl UTTOREI va odnynoel
0 OTeQAVIAia ayyeioouUCTOAT).

Agv QTTOKALIETQl TO evOEXOUEVO 1 ANWn TOU QKETUAOOAAMKUAIKOU  OE€0C¢ KAl Twv pn
OT1epOeIdWV avTIPAEYOVWOWY QAPUAKWY va WEIWOCE! T BEpATTEUTIKI] QvIATTOKPION OTO
TTS vitpoyAukepivng

Emiong 10 O1adeppikd  EPTTAQOTPO  VITPOYAUKEPIVC  PTTOPEl  va  PEIWoEl TNV
ammoTEALONATIKOTNTA  TN¢  nNmapivng kar  va koBuotepnoer 10 peTaBoAMoud  Twv
AVOAYTTIKWY TUTTOU HOPQIVAG

Aoocohoyid

H docoAovia éaropikeuerar aro 10 yiarpd 0ag avaAoya pe 11§ avaykes 0ag:

H avamrugn avBex1ikotniag rn peiwaong Twv Bepameutikwy  emOpadewy  oupBaivel
ouvnBwg PE PaKPOXPOVIa 1} GUXVI XOopAynon pakpag dpacng vitpuwdwy, B1adepuikwy
EPTTAGOTPpWY. ZuvioTaoTar pia mepiodog eAcuBepn xopnynoewyv 8-12 wpwv, cuvnbwg 10
Bpadu, kABe 24wpP0 yia TRV KATATTOAEUN O TNG aVOoXNg.

To péyeBog kar 0 apiBuog Twv dIAdepPIKwY €PTTAAOTPWY, PE TG OTTOIa apxideTe,
xaBopidovral amo 10 yiaTpod 0ag, CUPQWVA PE TIG AVAYKES 0ag. Autdg Ba 0ag TTel €TTioNg
TIOTE KAl TTOCO OUXva V' aAAGleTe TO oUOTNLG 0ag. TlapakaAeioBe va akoAouBnoeTe 11¢g
OUCTACEIG TOU YIQTPOU 0ag

levika yiverar evapén tng Bepatreiag pe diadeppikd EPTTAQOTPA VITPOYAUKEQRIVNG TOU
HIKPOTEPOU HeyéBoug 5 mg/24hrs, pe otadiokny augnon. FNa 1a TepioooTepa ATOPA £va
O10depuIkO epttAaoTpo 1wy 10 mg/24hrs eival apketd. Mn xpnOIWOTIOIEITE TTEPIOCOTEPA
amo 2 diadepuika éuttAacTpa 10 mg/24hrs n 1 diadeppiko epmAacTpo 15/24hrs + 1
B1adepuIKO £PTTAOOTPO TTS 5 m@/24hrs cuyxpovwe. PUCIOAOYIKA TTPETTEI VO £QAPHUOCETE
£va veo OIadEPPIKO EUTTAQGTPO Mia Qopa Tnv nuEpa, cuvnBweg 10 TTpwi. O yiaTpdS oag
PTTOPET va 0ac el v agaipegeTe 10 DIadeppikd EUTTAACTPO yia 8 - 12 wpeg 10 24wpo,
ouvnBwg To Bpadu. Edav aioBavBeite 611 TO QApuako O oag BonBad, va evNUEPWOETE TO
ylarpo oag.

Ze TEPITTTWOEIC TUP@OPNTIKAC KApdIaKAG aveTTAPKEIaS 1y £vapin Tng Beparreiag kai n
OUuVEXION TNG PEXPI va KaBopioTei n OOCOAOYIO CUuVINENCNG CuVICTATal va yiverai o€
VOOOKONEIO.

EmiAeETE oTTOIOdATTOTE £TTIQAvEIa OEPPATOS OTOV KOPHO 0ag f otov avw Rpaxiova. To
Otppa Oev TIPETTEl va EXEl QAeypovn, va £xel TTAnyn n va cival gpeBiopevo. MNa va
empBonBnBei n emKOAANGN Tou OIAdEPHIKOU EPTTAQCTPOU, TO OEPHO TIPELTTEL va €ival
KaBapo, artpixo, oTeyvo kal Xwpic kpepa, lotion, AGdr 1 oxdvn. Tt autd Tpiv va
£QapPUOCBEl TO OIABEPUIKO £UTTAQCTPO, Eival ONUAvIIKO va kabapioTel KAl va OTEYVWOE)
10 Oéppa. TRETTEI va XPNOIUOTIOIEITE DIAPOPETIKN TTEPIOXN dEPUATOC KABE NUEPA. APAOTE
va TTEPACOUV PEPIKEG NUEPEC TIPIV VO XPNOIPOTIOMCETE TTAAI TNV iDia TTEPIOXT.

‘Eva veo Diadeppikd £PTTAQOTPO e@appoletal aT10 OEPUA [ia @Oopa Tnv NUEPa, cuvnBwg
10 TpwWi. ApnoTe 10 D1IadepPIKO EUTTAQCTPO GTn BEoN TOU OTO BEPPA 0Ag Yia 000 XPOVO
oac giTe 0 yIaTpog cag. Merd armd autd TO XPOvOo EEKOAANOTE TO KAl SITTAWGCTE TO OTN

(24a)
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2.9

AAY ET-124250-134

HEON HE TIC QUTOKOAANTEG TTALUpEG padi. [1o1€ prv kKOwete 11 oxioete 10 O1adepuIKO
EUTTAQOTPO. T1eTAgTE 1O TTAAMO DIABEPUIKO £PTTAQCTPO, aou BePaiwbeite o011 6e Ba TTéoE!
oe xépia maidiwv, EAv £xouv peivel katahointa kOAAag OT0o Ofppa, PITopouv va
agaipeBouv pe ovotveupa. KoAANote éva veo OadeppikO £PTTAQCTPO O DIQQOPETIKA
em@aveia Tou dEpPaTog oag.

To Aoutpd KaBAPICPOU, TO KOAUWTTI, TO VTOUG 1] 1] GOKNON ouvABwg 0t Ba £1TNPEACOUV T0
BIadEPUIKO EUTTAQCTPO, £GV £XEI EQAPHOOOEl CWOTA

Eivar omiBavo va armmokoAAnBei €va diadeppikd €pTTAQOTPO, GAAG €av ocupfei auto,
TTETALTE TO KA BAATE €va vEo DIadeppikO EPTTAQCTPO TO TaxUTepo duvato. Oa BaAeTe 10
ETTOHEVO DIAdEPUIKO EUTTAOCTPO OTNV KAVOVIKI 0G¢ WPa.

Inueiwon: To d1adepuikO EPTTAQCTPO Eival TTAPAOKEUACPEVO oav TTANpng povada dia
TOUTO OV TTPETTE! va TepayxideTal.

Y1repdoooAoyia - AVTIIETWTTION

YynAfg doooAoyieg viTpOyAUKEPIVIG PTTOpEl va odnynoouv ce cofapn utrotaon kal
avravakAaoTikr  taxukapdia f karépepn kar ocuykomr). Exer ermiong ava@epBei
pebaipoc@aipivalgia  peta amo  tuxaia urrepdoooAoyia. Opwg, pe 10 O1adEPUIKO
EPTTAQOTPO N pepPBpavn ameAeuBipwong Ba peawoer Tnv mBavornTa utre pdoCoAoYIag.
Mpétrer va mAnpogopnBei 0 yiatpog 0ag, eav ePeavioOei otroiadnTioTe ammo 11¢ akOAouBeg
QVETIBUPNTEG EVEPYEIEG, TTOU PTTOPET va uTToONAL TIBava onutia uttepdogoAoyiag:

= (GAn (utTEpBOAIKN) i AiTToBupia

= QioBNpa UTTEPROAIKNAG TTIECNG OTO KEQAAI

* QUOKOAIO TNC avaTvorng

e QOUVABIOTN KOTTWOT) Kat adUVapid

= adUVATOC KO QOUVNBIOTA YPryOPOG KTUTIOC TNG KApOIGG

H utroTacn i KAtépenyn, PITOPOUV va QVTIPETWITIOBOUV pe TRV aviywon n, £Aav giva
amapaiTNYO, HE CUPTTIECTIKN €1Tide0on Twy TTodiwy Tou acBevn. H vitpwdng eTridpaan tou
O1adepuIKOU €UTTAQOTPOU PTTOPEI va OIaKOTTEl aTTOTONa ATTAQ PE TNV a@aipecr Tou. 2t
TTEQITITWON HEBQINOCPAIPIVAIMIAG TTOU OUVOBEVETAl ATTO TAXUTIVOIQ KAl KUGVWOT HE TN
XopAynon kuavou Tou peBuAeviou (didhupa 1%): 1-2mg/kg evOopAeBiwe

Snueiwon: H  emvegpivp kar T AAAa oupmraBopipnmikGa  @Aappaka  dgv  gival
ATTOTEAECUATIKN  OTNV  QVTIHETWTNION  TNG  £VIOVNG UTTOTAoNG TIOU  OXETICETal  JE
uTTEPOOCOAOYIa VITPWOWV.

TnAepwvo Tou "Kevipou AnAntnpracewv™ 210 7793777

Trrpérrer va yvwpieTe o€ TTEPITITWON TTAPAALipeTe va TTAPETE KATTOIO BOON

EGv mrpemmel va KAveTE TAKTIKN £Qappoyn Tou DIadepPikoU eUTTAGOTPOU KAl TTapaAgiyare
pia epappoyn, Ba TTPETTEl va TNV KAVETE TO CUVTOPOTEPO duvarto. Eav ev’ 1ouT0Ig TTANOI1G €
N wWpa yia 1NV €ITOPEVN £QAPUOYN, CUVEXIOTE KAVOVIKA TNV aywyr XWwpEIg va KAVETE TNV
£QApPOyN TTOU TTapaAeiyare.

Mn dimAaoidlere 1i¢ OOTEIS.

AvETTIBUNNTEC EVEPYEIEC

Ex10¢ ammod 1ig €mMBUPNTEG EVEPYEIEG TOU, £va QAPPAKO, WPTTOPEI VA TTPOKAAETEI PEPIKEC
QveEmBUPNTEG aVTIOPACEIG. Av KaI PTTOPEI VO PNV EPEAVICBOUV OAEG QUTEG O TTAPEVEPYEIES
oTav cupBouv XpeeldleTal IaTPIKN TTApakoAouBnan.

O1 avemBupunTeg evépyeieg £xouv 1adivopnBei ava katnyopia cUP@uva PE T ouxvotnTa
EPQAVIONG XPNCIHOTTOIVTAG ToV aKOAOUBOo Kavova: TTOAU ouxVveg (21/10), cuxveg (21/100,
<1/10), ox1 ocuxvég (21/1.000, <1/100), omavieg (z1/10.000, <1/1.000), oAU oTravIES
(<1/10.000), oupTTEPIAQUBAVOUEVWV KO TWV JEPOVWHEVWY TTEPICTATIKWY

Mivakag 1
Neupixko ouvornua
ZUYVEG! KEQAAaAyia

MoAu orravieg: {ahn

(271¢)
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[ MAHPO®OPIEL A THN OPOOAOTIKH XPHIH TON ®APMAKQN

AAYETI-T 4250137 )

Kapdiakég diatapayég

LITAVIES: Tayvkapodia

Ayyeiakeg diatapaxeg

ZITavieg: opBooTartiki uIroraorn, epudpoTnTa
FooTpeviepikeg diIaTapayeg

[MoAu ouyveg: vauTia, EPETOC

AlaTapax€g amo 10 dEppa kail Tov uTTodOPIo 1I0TO

Oyx1 ouyveg: BeppaTiTIda €5 ETTAEIG

levikég Diatapaxeg kar cupBaparta 010 onpeio xopnynong
Ox1 ouxvig: £pUBnua, xkvidwon, aiocdnpa kavoou, epeBiopodg
MapakAivikeég eeTaoeig

ZITavieg: auinon Tng KapoIakng CuUXVOTNTag

Orwg kat GAAD viTpwdn OKEuAOPATa, TO PAPUOKO OUXVA TTPOKAAEI DOCOELAPTWEVEC
KEQOAUAYIEG, TTOU o@eiAovial Ot OIGCTOAR TWV QyYEiwY TOU eyKEQAAOU. AUTEC OHWG,
ouvABWG UTTOXWPOUV HETA HEPIKEG NPEPES, TTAPA TN Cuvéxian TnG Bepameiag. Eav o
KEQUAQAYIEC €TTIPEVOUV KATA Trn OIGKEKOPHEVN Bepatreia, TTPETTEL va BepatTevovTal Ye Mima
avaAynTIka. Mn aviarmokpIvOPEVES OTr BEpaTreia KEQAAQAYIES, ATTOTEAOUV £vOEIEN Peiwong
NG S0T0AOYITC TNG VITPOYAUKEPIVNG I DlakoTTh TN Bepareiag.

Me 1nv agaipean ToU OIAdEPPIKOU EUTTAAOTPOU, OTTOIOdNTIOTE cAa@psd £pubnua  Tou
OEpHATOC, oUVABWS UTTOXWPET PECA O AYEG WPEG. TO ONUEI0 eQAPPOYNG TIPETTE! V' aAAG e
TAKTIKA, TTPOC ATTOQUYT| TGTTIKOU £peBICHOU

H opBootamnkn umértaon ptropei va civar 1iaitepa £viovn Ge oUYXPOVN XOPnynaon aAiwv
ayyelodIaoTaATIKWY A QVTIUTIERTACIKWY QAPHUAKWY 1) KATA T ANWn OIvVOTIVEUUATOS Kat
1Diaitepa e Beppo TTEPIBAAAOV. Mia eAappa aviavakAaoTikn augnan Tou kapdiakou pubuou
pITopEl V' ammogeuxBei, €Av KOVEIQ KATAQUYEl, OE TIEPITITWONR avaykng, oe Beparreia
ouvOuaopou PE £va B-avaoToAEd

Huepounvia Anfewc

AvaypaQetal oTnv £EWTEPIKT CUCKEUQOIA.
2€ TTEQITTWAr] TTOU N NUEPOUNVIa £XE1 TTAPEABEI NV 1O XPNOIPOTTOMOETE

1B1aiTEPEC TTPOYUAALEIS yia TN GUAGEN TOU TIHOTOVTOG

DuAGETE TO O€ Beppokpaaia KATW Twv 25°C.
PUAGETE QUTO TO PAPHOKO PAKPIA aTTo Ta TTaIdId, yIaTi PTropei va 1a BAGwer

Huegpopnvia teheutaiac avaBewpnong 1ou UuAAou
00Ny :

To @appako autd oag 10 £ypaywe O yIaTpoC 0ag POVO yIa TO CUYKEKPIPEVO

1atpIkO ca¢ TMPORAnpa. Ag Ba TrpEtrer va 10 Oivere g& GAAa Aaropa f va 10

XONOIWoTIoIEiTE  yia kATTola GAAN TTaBnon, xwpic Trponyolpsva va £YETE

oupBouAeuBei 1o yiaTpod 0ag.

Eav karg 1n ddapkeia ¢ Gepartreiag epgavioBel katroio poRAnpa pe 1o

PAPHAKO, EVIHEPWOTE QPECWG TO yIOTPO 0Ag i TO YApuUaxKoTToid oac.

Eav éxete ommoiadnTmoTe £pWITAPATIKG YUPLI ATIO TIC TTANPOYPORIES, TTOU APOPOUV

T0 PApPako TTou AapPavere i XpeladecBe KaAUTEPNR £vNPEPWON YIA TO 1ATPIKO

oug TpoPRAnua pn d1oTadeTe va {NTNOETE TIG TTANPOYPOPIEG AQUTEG ATIO TO yIaTPO

oag n 10 PappaKoTToId 0ag.

[Ma va givar armoTeAEoUaTIKO KQI A0QAAEC TO GAPUOKO, TTOU 0ag xopnynénke, Ba

TTRETTEI VA AQUBAVETAI GUHQWVA pE TIG 0dnyieg, TTou oag dobnkav.

la 1nv aoedAaid oag kai Tnv uyeia cag eivalr amapaimnto va OiaBacete e
TTpoooyrn KABe TTANpo@opia, TTOU a@opd 10 QAPHAKO TTOU 0ag XOpnyndnke. L

(24
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(24a)
. Na Hn blompma T QAppaKka O€ appapm TOU AOuTpoU, BI0TI N JE0TR K n
uypaoia PITopel va aAAOIWooUY 10 APPUKO KAl va 10 KATAoInoouv emBAaf3Ec
yia TNV uyeia oag.
Na pnv kpararte ¢apuaka, imou 0gv 1a XpeliadeoBe TTAEOV 1} TTou 10N £xouv Anger
lMa peyoAutepn ao@aAcia kpatare OAQ Ta QAPPOKA Ot QOQAAEG PEPOC pakpid
Q1o 1a Taidid.

e

4 TPONOZ AABEZHZ

AUTO YO @APPOKO TPETTEN VA XOPIYEITAl HE 1IATPIKI OUvIayr.

3. Or dikaioUxol K@l aviiTTpOoWTION  UTTOXPEOUVIaH  yIO TNV £QOPUOYN  TNG avwTEpw  EYKUKAIOU

4. Karotmv Twyv avwTEpw Travel va 1oyxvel nuw’ apiby. 15054/22-4-2002 syxukAhiog Tou EOQ

Kotvorroinon: .
E1: NOVARTIS (HELLAS) AEBE H MNPOIZTAMENH A/NIHY AYEN

12° XAM E.O. AGHNQON AAMIAZ No 1
144 51 METAMOP®OZH ATTIKHZ

EAENH KPHTIKOY

ATTOoBEKTEC VIO EVEPYEIQ :
- TEEOAAYT
N Meooyeiwv 136
15561 ABrva
2. Y1 Epyaciag ATtacxoAnong & Kovwvikrg ﬂpoommog
levikn ['pappareia Kolvwvikwyv ACQaAicewy
Alvon AcpadAiong AcBévealag & Mnrpotnrag .
2radiou 29, 101 10 ABnva N
(He TNV TTapAKANCON evNEEPWONG TwWV ACQAANCTIKWY \ »
Tapsiwv TOU TTapéxouv Yyeiovopikn NepiSaiun)
3. MaveAAqvio laTpiko ZUAAOYO
MAoutapyou 3, 106 75 ABrva
(M€ TNV TTAPAKANRON eVAPEPWON TWV
TOTHKWV [ATPIKWY ZUAAOYWYV NG XWPag).
4. TlaveAAnvio PappakeuTiko 20AAOYO
Meipaiwg 134 & AyaBnuépou
118 54 ABAva
(HE TNV TTAPAKANON EVNUEPWONG TWV
TOTTIKWY PAPPAKEUTIKWVY ZUAAOYWV TNG XWPQAGS)
5. NMaveAAnvia Evwon dappakomoiwy
NoonAguTikwV 1BpupaTwy
MixaAakotrouhou 99, 115 27 ABrRva
6. IKA-®app/kn YTinpeoia
Ay Kwv/vou 8, 102 41 ABnva
7. OFA KAadog ®appakeuTtikng NepiBaAyng
MNatnoiwv 30, 106 77 ABnva
8. Oikog NauTou MNepatwg
K.MaAaiohoyou 15
185 35 Neipaigg
9. Oikog Nautou ABrjvag
FAauoTwvog 2 & TMamoiwv
106 77 ABrva
10. Kévrpo AnAnTnpidoewy
Noocokopeio Maidwy "M & A Kupiakou”
115 27 Moudi




A1,‘Z(DEE
Aewp. Kngioiag 280 & Aypiviou 3
152 32 XaAavdpr, ABnva
12 NaveAdnvia "Evwon @appakofiopnxaviag
Aapwa 7, 115 24 Apttehokntror, ABAva
13.2U0AAoy0 Avi/miwy Pappakeutikwy Edwy & EidikothTwy
0d0g Tartoiou
180 xAp. EBvikng 0dol ABnvwv-Aapiag
146 10 N. EPYOPAIA
14. AeAtio Ayopavouiag
NavermoTnuiou 42, 106 79 ABnva
15. TEBE — ®appaxeutikég YTTNpeoieg
Ay. KwvaoTavrivou 5
103 51 AOGHNA
16.Mn pEAN ZuAAOywv
(6TTwC O TTivaKkag)

ELQTEPIKH AIANOMH:

Alvon @ap/kwyv Meretwy & “Epeuvag
. Alvon Alkwv YTrnpeoiwv EAéyxou Mpoidviwy
TpApa Exkdoong & Kwd. ATmopacewy
I'pappateia ETmoTnuovikou 2upfouliou Eykpicgwy

4. Tpapparteia AeutepoBabuiou ETionpovikou Zupfouiiou
MI/ETK

N —

w
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