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EFKYKAIOL - ATOGAZLH

OEMA: KaBopioudg MepiAnwng XapaktnpioTikwy Tou Mpoidvtog kai PUAAo Odnyiwv yia
TO XprOTn QAP UAKEUTIKWY IBI0OCKEUATUATWY TTOU TTEPIEXOUV OPACTIKG TUCTATIKO
ACICLOVIR.

“Exovreg utrdwn:

a) Tig diardgeig Tou dpBpou 8 TNg Koivig Ymoupyikng Amoeacng A8/9392/91 “lepi
gvappovions Tng EAAnvikAg NopoBeoiag pe Tnv avrioToixn KolvoTikr) oTov TOHEQ TNG
KUKAOQOPIAG ........... TWV PAPHAKEUTIKWV IBI0CKEUACHATWV",

B) Tnv um' apiBu.. 2044/13-1-2005 Amogacn Mpoédpou AZ/EQCP (PEK.75/24-1-2005)
“Mepi petaBiBaong apuodioTiTwy oToug AlguBuvTég Tou EO®”,

y) Tn MNvwudreuon tou Emotuovikou ZupBouliou Eykpicewv ap. $-116/8-4-2005

ANO®ALIZOYME

1) H MepiAnwn XapaxktpioTikwyv Tou Mpoidéviog apuaKeUTIKWY ISI0CKEUAOHATWY TTOU
TepIEXouv dpaoTikG cuaTtaTikd ACICLOVIR, opiletal wg €€n¢:

NMEPIAHWH TON XAPAKTHPIZTIKQN TOY NMPOIONTOZL

ACICLOVIR
1. ONOMAZIA TOY GAPMAKEYTIKOY NPOIONTOEL

2. MOIOTIKH KAI MOZOTIKH ZYNGEZH
KdaBe g kpépag epiéxel 50 mg aciclovir.
MNa ta ékdoyxa BAETe TTapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Kpéua.

4, KAINIKEZ NAHPO®OPIEZ

4.1 QepatreuTiKEG EVOEILEIC:

H kpepa ACICLOVIR eveikvutal yia Tn Bepateia Twy GoSevidy HE QVETAPO aVOOOAOYIKO
guOTNUA WE OEDHATIKEG AOIMWEEIC, TTOU TTPOKARBNKAV aTrd Tov 16 Tou atrAcl éptrnTog (herpes
simplex), CUUTTEPIAQUBAVOMEVWY KAl TOU TPWTOEHMAVICOPEVOU KOOI TOU UTTOTPOTIAJOVTOC
EQTTNTOG TWV YEVVNTIKWY OPYAVWV Kal TOU £TTIXEIAioU EPTTNTOC.



4.2 Aocoloyia kal TPOTTOG XOPRYNONRG ’

H kpéua ACICLOVIR TTpETTel va e@apuoleTal OE TTAOXOVTA THAPATA TOU JEPUATOG TTEVTE
QOpPEC TNV NuUEPA Ot JIOOTANATA TTEPITTOU TECOAPWY WPEWV TTAPAAEITTOVTAE TN VUKTEPIVA
epappoyn.

H kpéua ACICLOVIR, 6a Tpémel va epapuoletal gtV TANYH 1 TNV TTANYR TTOU Qvapéveral
va epgavigbei, 600 10 BuvaTov oUVTONOTEPA HETA TNV Evapn TNG ACINWEEWS.

H Bepatreia Ba TpéTel va cuvexioBei yia Tévte nuépeg. Edv n iaon dev eivar TARPNg, n
Bepatreia propel va ouvexIoBel yia akéua TEVTE NUEPES TO PEYIOTO.

4.3 AvTtevdeigeig
H xpéua ACICLOVIR avrtevdeikvutal o aofeveic WeE yvwoTr uTrepeuaiobnoia otnv
akikAoBipn, oTn BaAakikAoBipn fj oTn TPOTTUAEVIKT YAUKOAN, i} O€ KATTOI0 GTTO Ta CUCTATIKA

NG BAoewg TG KpEag.

4.4 Id1aiTepEG TTPOEIBOTTOIRCEIG KA 1IB1aiTEPEG TTPOQPUAGEEIC KaTa TN XpRon.

H kpépa ACICLOVIR dev ouvioTdTal yia eQapuoyry oToug BAevvoydvoug 6TTwG oTo OTOuA,
OTQ PATIA 1} OTOV KOATTO, ETTEIBN UTTOPET va TTPOKAAECE! EpeBIoUd. 1DIaiTEPN TTPOOOXTN) TTPETTE!
va diveral yia va amopeuxBei n ek AdBoug spapuoyr oTa UdTia.

Ze ooBapa avoookarteaTaApuévouc aoBeveic Ba TTpETEl va eCeTaoBei n TEPITTWON TNG aTo
TOU OTOPATOG XOPNYNOEWS Tou aciclovir.  Ztouc aoBeveic autoug Ba Trpémel va ouoTnBei va
OulBoUAgUBoUV TOV 1IaTPO OXETIKA WE TN Bepatreia oTToIGodATTOTE AOINWEEWC.

Ooov agopd oTov Kiviuvo HOAUVOEWS Twv CUVTPOQWY, gival anuavTikd va cuaTtnBei oToug
aoBeveig Pe £pTTNTA TWV YEVVNTIKWY OpYyAvwy, N atmoxr amo oefoualikéc dpaotnpidTnTeg,
gdv ol TTANYEG eivail oparéc.

H coBapdértnra Twv uTroTpoTIadoucwy AoINWEEWY TTOIKIAE! avdAoya [HE TNV QvoooTTOINTIKN
kataoTaon Tou aoBevoug, Tn ouxveTNTA Kai TN OIGPKEId Twv £TTEIOOdiWY, TNV €KTAON TNG
TTAOX0oUoag TTEPIOXNG TOU BEPPATOS Kal TO £Gv ) OXI UTTAPXOUV ouUCTNHATIKEG avTIOPAOEIS.
Ot apdyovreg autoi Tpémel va AneBolv utrown katd T Sidpkeia TS Beparmeiag.  H
BepaTreia pmopei va atmoTeAsiTal Ao OUPBOUAEC. KQI CUUTITWHATIKY UTTOOTAPIEN 1 amd
Bepameia NG aitiag TG vooou. Ta CWHATIKA, CUVAICBNUATIKA KA WUXO-KOIVWVIKA
TPOBARUATA, TTOU ETTIPEPOUV O AOINWEEIG Tou £pTTNTA SIAPEPOUV avAACYA WE TOv AoBevH.
Fia 1o AGyo auTo, n emAoyr Bepatreiag e€apTaTal aIrd TRV KATACTACN TOU KABE aoBevn.

4.5 AAANAEMIBpaoEl pE GAAD  QOPUOKEUTIKA TIPOIGVTA KOl GAAEC HOPPEC
aAAnAerridpaocrg

Or aMnAemdpdoelg TG akikAoBipng pe GAAG @Apuaka Ot TOTIKH £oapuoyry Oev eival

YVWOTEG.

4.6 Kinon kat yahouyxia

XpAon kard Tnv kinon

Aev umrapxouv emrapkn diaBécipa oToiXEia yia T XpAon TG Kpépac ACICLOVIR katd
OIGPKEIQ TNG KUAOEWS OE QVBPWITTOUS yia va eKTINNBoUV Teavéc emiBAaBeic evépyeteg. Ze
BoKINES OE Gwa, To dpuako atodeixBnke 6T eival emBAaBES. H ouoTnuaTkr XopAynon Tne =
aKikAoBipng ot OieBVG QTTOBEKTEG TTPOTUTTEC BOKIMEC OEV TTPOKGAECE eMBPUOTOCIKEG N
TEPATOYOVEG EVEPYEIEG TE KOUVEAIQ, GPOUPAIOUC 1 TTOVTIKOUG. ZE Wia pn TpOTUTIN BOKIWA OF
apoupdioug TTopaTnERenkav coBapég BiatapaxEg oTAV avaTITuEn aAd HOVO HETA amod
UTTOOEPUIKNA XOPAYNoTN, T600 UWNAWY BOCEWY, TTOU TBAVIC TTPOKAAECQV  TOEIKOTATA OTN
UnTépa. H kAIvIKi cuoxETion eivar aBEBRain.
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H kataypa®r] TEPIOTATIKWY XPAONS TOU @UPUGKOU OF £YKUOUG WETA TV KukAogopia Tng
akikAoBipng TTpoctpepe OToixeia vyia TNV ékBeon eykUWV yuvaikwyv Ot OAEG TIg
QapuaKoTEXVIKEC Hop@éc Tou ACICLOVIR. Ta ortoixeia autd dev Oeixvouv augnon oTov
apIBuod EAQTTWUATIKWY YEVVAOEWY WPETAZU aoBevwv trou €AaBav ACICLOVIR ouykpiTikd pe
TOV YEVIKO TTANBUCUG KAl OTTOIECSTTOTE EAQTTWUATIKES YEVVATEIG DEV XapaKTnpiovTal aTmo
KATTOI0 HOVABIKOTNTA 1] CUYKEKPIMEVN LOPPT TToU va UTTOEIKVUEL pia Koivr) aiTia.

Etreidn ei Tou TapdvTOG TA OTOIXEIO QUTA Eival QVETTAPKA XOPNYEITAl KATA TNV KUnqn povov
EQOOOV TO AvapevOUEVO OQEAOC TNG BepaTtreiac yia T PNTEPA UTTEPAVTIOTABWICE! TOUg
mBavoUg kivdUvoug yia 1o EuRpuo.

Xprjon kata tn yaAouxia

Meplopiopéva oToixeia deixvouv TTwWG N akIKAORIpN WTTOPEI va avixveuBei aTo unTpIKG YAAa
HETA amrd ouoTnuartikr xopriynon. Ouwg, amd aToixeia QapUAKOKIVATIKAG @aiveTal 0TI dev
KaréoTn duvatdv va trpoadiopiatolv eTrimeda g aKikAoBipng PeTd TNV ToTikr) BepaTreia pe
akikAoBipn. Na pn xopnyeital katd ™ didpkeia NG yaAouxiag exTdG €AV TO AVOUEVOUEVO
O0QeAOG Yia TN unTépa utrepavTioTabpilel Tov iBavo Kivouvo yia To Bpégod.

4.7 Emdpdoeic oTnVv IKAvOTNTA 0SAYNONG KQI XEIPICHOU HNXAVNHGTWY

Agv utr@pyouv TTAnpogopieg yia tnv emidpaan ¢ Kpépag ACICLOVIR omv ikavetnta
o0nynong 1 xelpiopoU pnxavnuatwy. Qardoo, dev eival TBAvOV va eTnNEEAlel apvnTIKA TIC
dpaaTnPIOTNTEG AUTEC.

4.8 AveBUUNTEG EVEPYEIEC
H akoAouBn cuvBrikn éxel xpnoidoTroiNBel yia TNV KATNYOPIOTTOINON TWV QVETIBUUNTWY
Opdoewv wg Tpog TN auxvotnTa — MoAu guyvd = 1/10, cuxvd 2 1/100 kat <1/10, oxt ouyxvd
2 1/1000 ka1 <1/100, omwdvia = 1/10,000 kat <1/1000, TTOAU cmawa <1/10,000.
Alarapax£¢ 0€puarog Kai UtTod0pEIoU I0TOU
Ox1 ouyvad
e [apodiké aioBnua kaloou f TOOUEINO UETA TNV EPAPHOYT TNG kpépag ACICLOVIR.
e Hma {npavon 1} amoAémian Tou dépparoc

o  Kvnouog
ZTravia
e Epubnua

e Aepparinda emapnAg PETG TNV £papuoyr. Otou £xouv yivel Bokipéc euaigbnaiag, of
ougieg Tou dnuioupyoUv TV avTidpaon éxouv Beiel 6T cUVABWC Eival TA TUGTATIKG TNC
KPEUAG TTapd n akikAoBipn.

AlaTapayxég avoooAoyiKoU CUCTHAUATOC

oAU omrdvia
o Apegeg avnidpdoEig UTTEPEUTICONTITS TEPINGBAVOREVOU TOU ayyeiooidnpuaTtog.

4.9 YtmrepSoooAayia

YTePG0OOAOYIa HETA OTTO TOTTIKY EQAPHOYR akikAoRipng Bev sival TBavev va oupfBei AOVW
NG TTEPIOPITHEVNG  BIadepPiKAG  aTTOPPOONONC. Evleiknika avagépetar o1t dev
TaparnenBnkav  avemOuunTeG evépyeieg META TN ARwn om6 To ortéua 10g  KpEpac
ACICLOVIR (500 mg axikhoBipnc).

Ot amd Tou oTopaTog xopnyoupeveg Séoeic evdg diokiou 800mg TrEVTE (QOPEG TNV NUEDT KATA
m 6|aszla npeowv svélevurcxl YIC( Tn Gapcmslcx ToU EmeTCX awcmpa




EvBopAePieg epamag dooeig péxpr Twv 80mg/Kg cwuatikou Bapoug xopnynénkav &g
apeAgiac xwpic avemBUUNTEG EVEPYEIEG.

H akikAoBipn utropei va atropakpuvBei atrd To owua pe aidokabapan.
5. QAPMAKOAOTIKEZ IAIOTHTEZ
5.1 QapHAKOBUVAHIKEG IBIOTNTEG

Kwdikog — ATC: D 06 BB 03

H akikhoBipn ival évag avTiikdg TTapdyovTtag Tou eival idiaitepa 8pacTikdg in vitro kata Tou
amhou éptrnTog (HSV), T0trou | kat [l Twv 1V JwoTApa aveREUAOYIAS.

Metd Tn €icod6d TN ot éva HOAUOpEVO KUTTAPO N akikAoRipn WETATPETTETAl ot OPACTIKA
TPIPWOPWPIKNA akikAoBipn. To TpwTo otadio aumg Tng Siadikaciag amaitei Tnv Tapoucia
¢ HSV-kwdikotoinuévng kivaong Bupidivng.

H tpipwoewpiki akikAoBipn dpa w¢ avaoToAéag Kal wg uTToaTpwua TNG EIBIKAG yIa TOV
¢prnTa DNA TToAupepdong, amoTpeTovTag TNV Tepaitépw olUvBean Tou DNA Tou 10U Xwpig
va eTTNPEAde! TIC uoioAoyikeC KuTTapikéc diadikaoiec.

loAoyia

H in vitro ékBeon Twv 1WV TOU ATTAOU £€PTTNTOC OTNV AKIKAOBipn pTropei va odnyroel ot
HelwpEVn euaigBnaoia aToug 1oUg. Ol 10i auTtoi ouvnBwg TTapouadiddouv EAAEIYN TNG Kivaong
¢ Bumdivng. To évlupo autd eivar uTTeUBUvO yia TNV €vepyoTroinon TnG akikAoBipng.
QoT600, peAéTEG Ot TTeIpapaTodwa édeiEav TTwE Ta aTeAEXN auTd eival AlyOTEPO loyova.

Mapoduoia oTeAéxn v Tapatnperidnkav Katd kapoU¢ katd Tn dIApKEIa eAEyYXOHEVWY Kal
QVOIKTWV HEAETWYV Ot Alyoug, eupéw¢ kai ooBapd avoOOQVETTOPKEIG aOBEVeEiS OTTWG OE
OEKTEG HOOXEUHATWY HUEAOU Twv OCTWV [ O agBeveic ue eyyevrl, Bapeid ouvduaopuévn
avoooaveTTAPKEIQ.

H eppavion Aoipwéewyv amd autoug Toug 100G Gev emMIGEiVWOE TNV KAIVIKE €1KOva, EVW OE
HEPIKEG TTEPITITWOEIS 0 166 eEaaviobnke TTAAI QUTOUATWC.

Kara tn Beparreia t€ToIWV gORAPA AVOCOQVETTAPKWY acBevwyv, Ba Trpémer va AauBavetal
utTown n miBavr ekdAwon kateoTaApévwy, euaioBnrwy Wv. QoTdo0, PAKPA KAIVIKNA
EUTTEIpIa Ba TTPETTEl va TTAPEXE! TTEPICTOTEPA TTOIXEIQ YIA TO CUTXETIOUO WETALU TNG in vitro
gvaioBnaoiag Tou 10U Kal TNG KAIVIKAG aQVTATTOKPioEwWwS aTn BepaTreia e akikAoBipn.

5.2 PapUaKOKIVATIKEG IDIOTNTEC

H akikhoBipn Oamepva 10 Oféppa.  Ta emimeda petd amd Siadepuikry amoppoenon
utrepBaivouv Ta €AAXIOTA QTTOTEAECHATIKA ETTiTTEda OTOUG I0TOUC Ot OTABEPOTTOINWEVN
kardoTtacn. Aegv katéoTtn duvaTov va TpoadiopicBouv eTrireda TNG akikAoBipng ato TAdoua
META TNV TOTTIKA Bepatreia pe axikAoBipn. It auté kal Ta akoAouBa oToixeia Bagilovial o€
aTro TOU OTOHATOS ) eVOOPAERIa Epapuoyn.

O mo onuavtikég petaBoAitng eivar o 9-carboxymethoxymethylguanine kai @8dvel ato 10
Ewg 15% Tng TOCOTNTAG TTOU QTTEKKPIVETAlI OTa oUpa. H akikAoBipn Tou TAGoUATOS
aTTEKKPIVETA! KUPiwG aueTdBANTN Oia TWV VEQPPWY (HECW CTTEIPAUATIKNC SINBAcews Kadwg
Kal HEOW owAnvapiakng dinBroswcg).

2€ aoBeveic Ye QUOIOAOYIKA VEQPIKI ALITOUPYIa 0 ¥pdvoc Nilwng aTo TTAAOHA Eival TTEPITTOU
3 wpeg. H Oéoueuon HE TG TpwTEivES cival OXETIKA xaunAr (9-33%). Aev avapévovtal,

~——-AOITTOV; -QAANAETTIOPACEIC-TTOU VaA-€XOUV -OXECTN-HE TNV EKTOTTICN-OTTO TIC BECEIG-BEoUEUaNg——""



5.3 NpokAivika dedopéva yia TRV ao@AAEIa ' '
MeydAog apiBuog in vitro Sokipwy GeiXvouv TTwG, Ot TTOAU UWNAEG TUYKEVTPWOEIG, WTTopEi va
OUHBOUV XPWHOOWHIKEG BAGREC. Katd Ttn Bidpkeia in vivo peheTwy, dev Trapatnpnonke
XPWHOTWHIKA BAGRN.

H akikAoBipn Sev £BeiCe KapKIvoydvo BpGaon o Hakpdg SIGPKEIAG HEAETEG OE apOUPAIoUg Kal
TTOVTIKOUG. ,

Q¢ emi 10 TAcioTOv QVAOTPEWILEG QVETIBUUNTEG QavTOPATEIS TN OTEQPUATOYEVEST JE
OUVBUAOHO HE VEVETIKA TOZIKOTNTA Ot apoupaiou¢ kai OKUAOUG EXOUV avakoiVwBel povo ot
BOTEIC akikAoBipn¢ TTou UTTEPRaivouv KATA TTOAU EKEIVEC TTOU XPnOIHoTTolOUVTal GspaTreunKa_
MeAéTec o€ BU0 YEVEEC TTOVTIKWY Jev atTokGAUWay eTTidpacn g akikAoBipng oTn yoviuotnTa.
Aev UTTGPXOUV TTANPOQYOPIES OXETIKA e TNV eTTidpaocn Tou ACICLOVIR cream oTnv yuvaikeia
yoviuoTTa. L€ aofeveic pe UOIoAOYIKO apiBud otrepuatolwapiwv n xpdvia arro Tou mépqmg
xopriynon akikAoBipng dev £3e1€E va aoKei KATTola emidpacn aTtov apiBuod, aTn Yop@oAoyia A
oTNV KIVOTIKOTNTA TWV avEpWITIVWYV CTTEPHATOCWapIwV. :

6. OAPMAKEYTIKA XAPAKTHPIZTIKA

6.1 KatdAoyog eKk6OXwV

6.2 AocupBardrnreg
H kpépa ACICLOVIR 8ev rpoopileTal yia avapeifn e aAAa papuaka.

6.3  Aiapkeia {wng
6.4 181aiTepeg TTPOPUAGLEIG KaTA T UAAEN TOU TTPOIOVTOG
6.5 ®Uon ka1 CUCTATIKA TOU TTEPIEKTN

6.6 0Odnyieg XpROEWG KA1 XEIPITHOU
Agv gival arapaiTnTeS.

7. KATOXOL THX AAEIAZ KYKAO®OPIAZ
8. APIOMOZ AAEIAZ KYKAOO®OPIAZ
8. HMEPOMHNIA NMPQTHZ ETKPIZHZ/ANANEQZXIH THX AAEIAZ

10. HMEPOMHNIA ANAGEQPHIHZ TOY KEIMENOY
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2) To PUAo Odnyiwv yia 1o XprioTn QAPUAKEUTIKWY 10I00KEUAOTHATWY TTOU TTEPIEXOUV
SpaoTiko cucTatikd ACICLOVIR, opifetan wg egng:

OYAAO OAHIMQN IMNA TO XPHZITH

ACICLOVIR
1. MPOZAIOPIZIMOX ®APMAKEYTIKOY MNMPOIONTOZ

1.1 Cvouaoia:

h



1.2 ZuvBeon:
ApuooTikn oucia : Aciclovir
‘Exdoxa:

1.3 DapPakoTeXVIKR HOPPR:
Kpeua.

1.4 MepiekTIKOTNTA O€ SPAOCTIKN ouadia:
1.5 Mepiypapn — ZuoKeuaoia:

1.6 PapuakoBepaTTEUTIKR KAThyOpid:
AVTI-iIKOG TTapdayovTag.

1.7 Yme0Quvog KukAhowopiag:
1.8 MapaokeUaoTAG:

2 Ti NPENElI NA T'NQPIZETE TIA TO ®APMAKO MOY ZAX XOPHIMHIE O
MATPOZ ZAZ

2.1 [evikég MAnpowopiteg:
H akikAoBipn evdeikvutal yia T BepaTtreia Twv v Tou €pTn. H akikAoBipn avacTéAAel To
évCupo DNA TToAupepdon Tou 1oU, ATTOTRETTOVTAG TOV TTEPAITEPW TTOAAQTTAGCIaCHG TOU.

2.2 Evbeiteic:

H kpépa ACICLOVIR evdeikvuTtai yia 1n Bepatreia Twy QvOCOETTApKWY AOBEVWV HE QvETTaPO
avoooAOYIKO cUCTNUA HE HE BepUATIKEC ACIMWEEIC, TTOU TTPOKARBNKav atrd Tov 16 Tou atmAou
épmnTog (herpes simplex), CupuTTERIAQUBAVONEVLIV KAl TOU TTPWTOER@PAVICOUEVOU Kal TOU
UTTOTPOTTIACOVTOG EPTTNTOG TWV YEVVNTIKWV OPYAVWY KQI TOU ETTIXEIAIOU EPTTNTOG.

2.3 AvTevdeiteig:
H xpépa ACICLOVIR avrevBeikvutar oe aoBeveic pe yvwoTr uTrepeuaioenoia otnv
akikAoBipn, otn BaAakikAoRipn, 1} o1 TPOTTUAEVIKH YAUKOANR, 1 OE KATTOIO ATTO TA CUCTATIKA

NG BACEWS TNG KPEPAG.
2.4 E18ikég rpopulaieic Kal wpot|60n0|r']oslg Xara tn XpRon:

241 Tevika:

H kpéua avrevdeikvuTtarl yia spappoyn oe BAevvoydvoug, OTTWES OTo OTORA, OTa PATIA [} OTOV
KOATTO, KaBwg PTTopei va TpokaAéael epeBiopd. 1Biaitepn TTpoooxr TPETE! va dideTal yia TV
arroQuyn ETTAPAG TNG KPEUAC UE TA PATIA.

Ocoov agopd ortov miBavo kivduvo HOAUVOEWC TWv OCUVIPOPWY, EiVAI ONUAVTIKO VO
OuVIOTATal 0TouG AoBEVEIG HE EPTTN TWV YEVVNTIKWV 0pYAVWY va améxouv atd oefouaAikég
OpaoTNPIGTNTEG, EQV Ol TTANYEG Eival opaTEC.

2.4.2 Eykupoouvn:
Agv UTTAPXOUV ETTAPKN OTOIXEIQ OXETIKA WE TN Xpron g kpéuag ACICLOVIR «xatd nv
EYKupoouUvn yia TV eKTiunon meavwy eTiBAABWY eTIBPACEWV.

(@)



Eteidn €1Ti TOU TTAPOVTOG Ta OTOIXEIQ Eival AVETTAPKN XOpnyeiTal Katd TV eykupgoouvn pévo
EQOOOV TO QVOUEVOUEVO OQEAOC OTTO TN Bepateia yia Tn HNTEPA UTTEPQVTICTOBOICE! TOUG
mBavoug KivOUuvoug yia 1o Eufpuo.

MopakaAoupe va OUPPOUAEUBEITE TOV 1GTPG CQC OXETIKG MPE TR XPAON TG KPEHag
ACICLOVIR kara n didpkeia TG EyKupoouvng.

2.4.3 ©OnAaouodg ,
Aev UTTAPXOUV ETTAPKA OTOIKEID OXETIKA peE T xprion Tng kpipag ACICLOVIR kara o
BnAacpod yia Tnv ekTipnon mBavwy emiBAaBwy eTIGPACEWV.

MapakaAoUpe va OuuPBOUAEUBEiTE Tov 1OTPO C©AC OXETIKA WE TN XPAON TNG KPERAG
ACICLOVIR katd 1 Sidpkeia Tou BnuAaouou.

244 Emidpaon otnv iIkavoTnTa odiynong kai XEipIoHol g avnuatwy:

Aev utrdpyouv TANpogopieg OxeTiKA pe TRV emidpacn Tng kpépag ACICLOVIR omnv
KKavoTnTa 00riYyNoNg Kal XEIPIoUoU pnxavnudtwy. Qotoéago, dev eival miBavr pia duouevAg
emidpaon o€ auTéc Tic SpaaTNEIOTNTEC.

245 IS1aiTepeg TTpoEISOTTOIROEIG VI TA TrEpIEXOUEVA EKSOXQ:

Mpiv kavete xprion g kpéuag ACICLOVIR, ouuBouAeuBeite Tov 1aTpd 1} TOV QAPHAKOTTOI0
oag. Eav éxere yvwort umepeuvaioBnoia ot kdmolo amé Ta Eékdoxa NG KPEWAG,
avtevdeikvutal n xprion tne.

2.5 AAANAEMIBPaoEIg HE GAAA PAPHAKA 1} OUTIEG:
O1 aAAnAemdpdoeis TG akIKAOBIPNG WE GAAG @Apuaka Ot TOTKY £@apuoyry Oev eival
YVWOTEC,

2.6 Aoocoloyia:

H SoooMoyia Ba péTTer va opideTar atrd Tov 1aTpo.

H akdhoubn d6on avaypdgetal guvRBwe. '

H kpépa ACICLOVIR Trpémel va £@appoletal  OTIC TTACXOUOEC TTEPIOXES Tou dépuaTtog 5
POPES TNV NUEPA OE DIACTAHATA TTEPITTOU 4 WPWV, TTAPAAEITOVTAS T VUKTEPIVI) EOAPHOYH.

H kpepa ACICLOVIR Ba tpémer va epapuddetal otnv TTARYRA 1 TNV TTANYF, TTOU QVAEVETAl
va epepaviabei 600 To duvaTdv CUVTOUOTEPA WETA TNV Evapén TAS AOILWEEWG.

H Bepartreia Ba TpéTer va ouvexIoBei yia 5 nuépec.

Edv n iaon dev eivar mARpng, N BepaTreia UTrope] va GUVEXICHET yia akopa 5 NUEPES TO TTOAU.

2.7 Ymrepdoooloyia — AVTIMETWITION:

Aev umrdpxouv TTANPopOpiEG yia TG £MOPACEIC NG MIGAC UTTEPBOCOAOYIAS HE KPEUQ
Zovirax. Edv €xete ap@iBolia OXeTIKE ye TNv(mBavr) utrepdoooAoyia, cupBouleuBeite Tov
aTpd oac.

TnA. Kévrpou AnAntnpidoswy 210 7793777

2.8  AvemB0pnreg evépyeleg:
H akdAouBn ouvBrikn éxel xpnoipoTroiNGei yia TNV KATNYOPIOTTOINGN TWV AVETBUUNTWY
OpACEWV WG TTPOG TN guxvoetnTa — MoAU ouyva = 1/10, cuxvd = 1/100 kar <1/10, dxi
ouxva z 1/1000 kai <1/100, omdvia 2 1/10,000 ka1 <1/1000, TOAU omrdvia <1/10,000.



Aiarapayéc OépuaToc Kai UTTOO0PEIOY I0TOU

Ox1 ouxva _
¢ [lapodiké aioBnua Kaugou f TooUliuo YETA TNV epapuoyn TNG Kpéuag Zovirax.
s Hmia ERpavon i ammoAémion Tou SépUaToC

e Kvnouog
Zmavia
o Epubnua

s AcpuaTinida eTAEAC PETA TNV epapuoyny. Otou éxouv yivel Sokiyég euaiobnaoiag, o
ousieg Trou Snuioupyouv TN avTibpaon éxouv Beifer 6T ouvABWG Eival Ta gUCTATIKA TNG
Kpepac TTapd n akikAofipn.

Alarapayx£C avoGOAOYIKOU CUOTILATOC

MNoAU oTravia
e AUECEC QVTIBPAOEIC UTTEPEUQIOBNTIAc TEPIAGHBAVOUEVOU TOU ayYEIOOIdNUATOoG.

Edv mapatnpricete otroiegliTrote GAAEC avetriBUUNTEG £VvEPYEIEG TTou Oev  avagépovral
TTapaTTdvw, CUPBOUAEUBEiTE TOV 1aTPO | TO PAPHAKOTTO TAG.

2.9. TI mpémel va yvwpileTal gTnVv- TEPITITWAN TTOU TTAPAAEIPATE VA KAVETE KATTOIQ
gpapuoyn:

Eav fexaoete va xavere pia epappoyn e kpéuag ACICLOVIR, kaveté tnv 10 TaXUTEPO
duvaro. Edv opwg eival oxeddv  wpa yia TNV €TTOMEVN EQOPHOYH, TTAPOKAUWETE TNV
EQAPUOYN TTOU TTAPCAEiPBNKE Kai ouvexioTe pe v €mopevn oTn ouvnBiopévn wpa. Mn
OITTAQCIGLETE TIC EQAPHOYES.

2.9 Huepopunvia AR§ewg Tou TPoidvTOoG:
H kpéua ACICLOVIR Bev Trpémrel va XpnoidoTroleital WeTa Tnv nuepounvia Angewg trou
avaypaPeTal 0TN CUCKEUATIa.

210 151aiTepeg TTPOPUAAEEIS yia TN PUAAEN TOU TTPOIOVTOG:
211  Huegpopunvia reAgutaiag avabewpnong Tou UAAOU odnyIWV:

3. TAHPO®OPIEZ A THN OPOOAOINKH XPHIH TON ®APMAKQN (yevikd)

* AUTO TO QAPHAKO CGG TO £YPAWE O YIGTPOS 0AG WOVO YIQ TO CUYKEKPIHEVO 1ATPIKO Tag
TPORANUa. Aev Ba TTpETel va To diveTe 0 GAAQ GTOUA 1 V& TO XPNOIHOTIOIETAl O GAAN
TAONON XWPIG TTPONYOUHEVWC VA £XETE TUHBOUAEUTEL TO yIQTPO TAC.

» Eav katd ™ Oidpkeia TG BepaTTEiag ER@AVIOTE KATTOI0 TTPORANUA WE TO PAPUAKO,
EVNUEPWAOTE QUETWS TOU YIATPO OAg 1) TO PAPHAKOTION TG,

*  Edv éxete omoiadhiTrote epwTnuatikd yupw amd TIC TTANPOYOPIEG TTOU aQOopouVv TO
Q@APHOKO TTOU AQUPBAVETE 1 XPEIGIECTE KAAUTEPN EVNUEPWON Via TO 1ATPIKO ©aAC
TPORANUa Wn BIOTAdETE va {NTHOETE TIC TTANPOYOPIEC QUTEG Ao To yIaTPd 0ag i 10
PAPUAKOTTOIO TOG.

» [Ia va eivar atroTEAECHATIKO Kal a0PaAEC TO APHAKO TTOU OG¢ Xopnyrnenke Ba pstrel va
AapBaveral cUh@wva pe TIC 0dnyies Tou cag 3o8nkav.

» 110 TNV ao@aAeid oag xal v uveia oag gival amapaitTo va SiaBdoere ye Tpoooxr Kdbe
TANPOPOPIA TTOU aAPOPE TO PAPUAKO TTOU 0AC XOPNYHBNKE.

» Na pn dlatnpeite Ta @Apuaka o€ epuapia Tou Aoutpoul, 86T i JéoTn Kai n uypacia
UTTOPEi va  aAAOILTOUV 70 (PAPPAKO KAl VA TO KATAoTATOUV emRAAREC yia TV uyeiag
oag.




o Tia PeyaAUTepr aOQUAEID KPATATE OAQ TA QUPHUAKA Of GOQAAEG PEPOG HAKPIA OTTO
TadId.

4. TPOMOZX AIAGEZIHEZ
To @dpuako auTté xopnyeital HOVO PE IATPIKN cuvTavn.

3) Oi SikaloUxot Kat GVTITTPOCWTTO! UTTOXPEOUVTAI VIO TNV EQGPHOYI] TG GVWTEPW EYKUKAioU

4) Katdmv Twv avwTtépw Tavel va 10 UEl N eYKUKAIOS pag pe ap. 51637/8-10-2005

Kolvomroinon:
Er. : ALLEN QAPMAKEYTIKH AE H AIEYOYNTPIA AYEN
DINEAAHNQN 34
152 32 XANANAPI ATTIKHZ
ATroSEKTEC VIQ EVEPVEIQ :
1. Ymoupyeio Yyeiag & Kovwvikrig AAAnAgyylng Ap. A. KOYTZOYKH
Alvon Papudkwy & Pappakeiwy
ApiotoTédoug 17, 101 87 ABrAva

2. Y. AtmaoxoAnong & Koivwvikig MNpooTaciag
levikA Mpappareia Kovwvikwy Ac@aiioewv
Alvan AopdAiong AcBéveiag & MnTpoTnTag
Zradiou 29, 101 10 ABAva 4

3. [MaveAArvio latpikd ZOANOYO
MAoutdpyou 3, 106 75 ABrva
(HE TNV TTAPAKANCN EVNUEPWON TWV \
TOTIKWY larpikwy ZUAAOYWV TNG XWpag)

BEQNPHOHKE TIA THN AKPIBE:
O MPCIETA MENC 2
TENIKHZ rPAMMATEIAZ KO a0y

4, MaveAAnvia ‘Evwon ®apuakoTtroiwy
Kopuln 6, 117 43 ABRva

5. TMaveAArivio ®appakeuTikd ZUAAoOYO
Mepaitng 134 & Ayabnuépou
118 54 Abrva
(e TNV TTapdkANGN EVNUEPWONG TWV
TOTTIKWY PAPUAKEUTIKWY ZUAASYWV TG XWPag)

6. TMaveAAnvia Evwon ®apuakoTroiy
NoonAeuTikwv IBpupdTWY
MixaAakotrouAou 99, 115 27 ABrva

7. IKA-®app/kn Ymnpeoia
Ay.Kwv/vou 8, 102 41 ABriva

8. TEBE- ®app/kn Ymnpeoia
Ay.Kwv/vou 5, 103 51 ABrjva

9. OTA KAadog ®appakeuTikrg [NepiBaiyng
Matnaiwv 30, 106 77 Aérjva

10. Oikog NauTou Meipaiwg
K.NaAaioAdyou 15
185 35 Meipaiag

11. Oikog NauTtou Aérvag
FavoTwvog 2 & Martnoiwy
106 77 ABrfva
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12.
13.
14,

15.

16.

17.

Kévrpo AnAnTnpidoswy
Nogooxoueio Maidwy “T1.& A. Kupiakou”
115 27 Toudi

2®EE
A.Bao. l'ewpyiou 50 & M. Aciag
152 33 Xahavdpi

MaveAAnvia “Evwon ®appakofiopnxaviag
AgAnyiwpyn 12, 104 37 ABAva

ZUAAoyo Avt/TTwv DapuakeuTikwy Eidwy & EdikoTrTwy
OB84é¢ Tartoiou

180 xAu. EBvikAC 000U ABnvwv-Aauiag

146 10 N. EPYOPAIA

AgAtio Ayopavopiag
MavemoTnuiou 42, 106 79 ABrva

Mn HEAN ZUAAOYWYV
(6TTwe o Trivakag)

EZQTEPIKH AIANOMH:

1.

b whn

8.

A/van AfioAdynong Mpoidviwy
a) Tunua AfioAdynong Papudakwy

B) Tunua Mpaupateiog Emotnuovikou ZupRouliou Eykpicewy

Afvon MAnpopopnong & Anu. ZyEoewv
Afvon Paplkuwv MeheTwv & “Epeuvag
Afvon Epyaotnpiwy
Afvon Alkwv YTnpeoiwy EAEyyou Mpoidviwy
a) Turjua MevikoU Apyeiou
B) Turwa Mny. Evnuépwong
y) Turua ‘Exdoong & Kwd. ATopdoewy
[pappateia Aeutepofaduiou ETioTnuovikol ZupuRouhiou

eyk.2005 ’



