NEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZ (SPC)

. EMNOPIKH ONOMAZIA TOY ®APMAKEYTIKOY MPOIONTOZ

LIDONET

. MOIOTIKH & NMOZOTIKH ZYNOEZH ZE APAZTIKA ZYZTATIKA
Lidocaine Hydrochloride 2% + Epinephrine 1:80.000

. DAPMAKOTEXNIKH MOP®H

Evéaipyo diaAupa

. KAINIKA ZTOIXEIA

4.1.

4.2.

Evdci&eig

XpnoigonoleiTal oTnv odovTIaTPIKN yla TOMIKN
avaicbnoia pe €unoTion 1 oTeAexiaia dINONON Ot NEPINTWOEIG
ouvnOwv XEIPoUpYIKWYV enepBacewyv (n.x. €€aywyn odovTwv Kal
NApackeun KOIAOTATWV Kal KOAOBWHATWYV), €NEPPACEIC 0TA 00TA
Kal oTto PBAevvoyovo, €nePBACEIC OTOV MOAPO, NAPATETAMEVEG
XEIPOUPYIKEG ENEPPAOTEIC.

AoocoAoyia kal Tpono¢g xopnynong
0Jd0¢ xoprynong €vOoIaTIKN, NEPIOOOVTIKH.

H doocoAoyia EapTaTtal and Tnv nAiKia kAl To CwWPATIKO BAPOG Tou
acBevoug, kabwg kal and Tnv €kTaon Tng eniBuunTng avaiobnaoiac.
FeVIKWG NPEMNEl va Xpnoidonolsital n €AAxIoTn anoTEAECHATIKN
0o0n. Zuvnlwc yia avaliobnoia Piag nepIoxXnc Tou OTOPATOC APKEI
Mia @uolyya, evw Yyia avaiobnoia oAOKANPNG TnG OTOMATIKAG
KOIAOTNTAC XpelalovTal NEPICOOTEPEC avaAoya HUE ToO avaiodnTIko.
To @Appako nNpPeEneEl va Xopnyeitar apyd Kal HE OUVEXN
avappopnon, woTe va anogpeUyeTal n evdoayyesiakn €yxuon. H
dldpKela TNG avalobnTikng dpaong eEapTdaTal and To avaiodnTiko.

Naidia: H doooAoyia kabopileTal avaloya PE TO CWHATIKO TOUG
Bapoc.



4.3.

4.4,

4.5.

4.6.

AvTevdei&eig

M'vwoTn unepeuaiodnoia ora avaiobnTikd Tunou apidng n orva
gkdoxa Tou 10/T0oG, OEecia nop@upia, @AEyPovrl OTO ONMEio
gPpappoync. AoOyw TnG NePIEXOMEVNG EMIVEPPIVNG OV xopnyouvTal
o€ aoBeveic nou napoucialouv kKapdlayyelakeG NaBnoeIg
(napo&uopikn Taxukapdia, PBpadukapdia, kapdiakn avenapkeia,
ooBapec  dlaTapaxec  aywylgotnTag,  cofapn unepTaon,
BupeoToikwon), oe diaBnTikoUc aobeveic kal o€ aobeveic pe
YAQUKWHA KAEIOTNG ywviac. Agv xopnyouvTal o€ naidid PIKpoTePa
TWV 4 ETWV.

Mpo&€IdonoINOCEIG

JuvioTartal  XopAynon HME  Mpoooxn KAl OoTnV  €AAXIOTN
anoTteAeopaTikn 06on.

Mpénel va undapxel OuvatotTnTa APeEoNG AvTIMETWNIONG TwV
avTidpAcswVv Nou niBavov va eueavioTouv PETA TV XOpHynon Tou
avalobnTikou. ol Onoieg pnopei va sival noAU oofapeg o€ agbeveig
HE ooBapec dIATAPAXEC TOU KAPOIAKOU puBpoU, KOAMOKOIAIAKO
anokAgIoPoO, NNATIKA 1 VEPPIKA avendpkela, gakxapwdn d1apnTn,
o€ unepnAika f NAIKIWPEVA ATOMA, OE UMNOTACIKOUG aoBeveig, o€
naidid kal o€ AToua WE 1I0TOPIKO UNEpeualcbnaiac.

Epooov 1o 10lo0keUaoua nepiexel Beiwdn aiata, €ival duvaTtov va
NPOKAAEDEl 1 €MOEIVWOEI AAAEPYIKEG avTIOPAOEIC, KUPIiwG o€
acBpaTikoUg acBeveic N o acbeveic euaioBnToug oTa Beiwdn.

Na pn xpnoigonoleital To unoAoIno TwV QUOIYYywWV Mou £XOUV
avoIXTei yia aAAoug aoBeveic.

AAANAEMIdPAOCEIC

H eniveppivn npénel va xopnyeital Pe 131aitepn npoooxn o€ aToua
Nou naipvouv @AapuPaka nou ennpedalouv Tnv aApTnpIakn nieon
Onw¢G avaoTtoAeic TnGg MAO, TPIKUKAIKG avTikatabAinTika,
qaivoBelaliveg. Ta Tonikd avaiobnTikGd pnopei va ennpeacouv
(au&noouv) Tn dpdacn TWV NPEUICTIKWV.

Kunon-raAouyia

Aev gival yvwoTo av ennpedlouv TNV €ykKupoouvn 1 av aokouv
To&lkn dpdon oTo €URpuUO. XuvioTdaTal va xopnyouvTal KATda Tnv
EYKUMOOUVN, MOVO av KpiveTal anoAUTw¢ anapaitnto. Aegv eival
YVWOTO av nepvouv 0TO UNTPIKO YAAd.



4.7. Enidpaon ornv iIkavoTnTa odnynong
MNa d1aoTnUa HIaG €wG TPIWV WPWV anod TNG EVECEWG MMNOPEI va
ENNPEACOUV TNV IKAVOTNTA 0dnynong Kal Xpnong Knxavnuatwy.
4.8. AVENIOUHUNTEG EVEPYEIEG
O1 avenmBuUPNTEG EVEPYEIEC TWV TOMIKWV aAvaiodNTIKWV PMOoPEi va
opeilovTal oTo avaiobnTikd, o€ AGBOC TNG TEXVIKAG Xopnynong n
o€ ano@pagn Tou cupnabnTikoU VEUpPIKOU CUCTANATOG.
Ta TomikG avalodnTikad MNOPEI va MNPOKAAECOUV OCUOTNMHATIKEG
aveniBuPNTEG  EVEPYEIEC MOU  €ival  anoTEAEOMa  UWnANg
OUYKEVTPWONG TOU avaiobnTikoU OTo MAAopd. AUTh npokaAsital
oTav n anoppo®non anod Tnv KukAogopia sival pyeyaAuTepn ano
ToVv puBuod anoikodopnong n.x. META and unepBoAikn doon, N WETA
and kata AdBog evdoayyelakn €veon, N anod unepPoAikn
anoppo®naon, OI10TI To OEpHa €XEl UMOOTEI AUON 1N €XEl MOAAA
ayyeia.
And TO VEUPIKO CUOTNUA MMOPEl va eugavioTolv avnouxia n
KATaoToAn, VeupikoTnTa, CaAn, 6dupoc opdoewg, Ke@aAaAyia,
unvnAia, AnBapyog, TPOMOG, OMACMOi, KWHPa Kal avanveuoTIKn
avakonn.
Ano 710 kapdiayyelakd Mnopei va ep@aviotouv PBpadukapdia,
Taxukapdia, OdlaTtapaxec Tou puBuou, undTAON, UNEPTAON,
kapdiakn avakonn.
Znaviwg MAopei pa eP@avioTouVv aAAEPYIKEG avTIOPACEIG ME
e€avoOnua, kvidwon, ayyelooidnua, Bpoyxoonacuo.
Tonika Pnopei va epgavioTei oidnua.
MéyeBog Mepiypapn AvTIHETONION
CUHMNTOHATOV
- 'TAiyyog
EAappd (KNZ): 'IZEE);!OQ SUPNTOUATIKA
- Avnouxia
-AlEUKOAUVON TNG
avanvong Kai xpnon
- YnvnAia oEuyé\(ou, ornou
) ZI'IOO'|JOi GI'IGIlTEITGI '
' ~ Képa -Mp6adeTn xopriynon
2oBapa (KNZ): - KevTpikA Alaienaynq yla tnv
GVGI'IVEUOTIKT'] GVTI|..IE'I"(DI'IIOT] TWV
napaAuon cnnacp(ov .
-MapakoAouBnon
OQUYHOU Kal nieong
aipartog
>oBapa (ayyeiaka - Mtwon nieong ->>-
SuunToparta): TOU aipaTog




- Taxukapdia / ->>-
Bpadukapdia

- Kapdiakn
avakonn

- AlaTapaxeg
aywyigoTnTac

4.9, YnepdoooAoyia

YnepdoooAoyia pnopei va cupBei and unepBoAika ypnyopn €veon
BepaneuTikwV dOCEWV TOU papudakou, 0Tav undapxel KUKAOPOPIakKN
avenapkelia, n OTaAv HEIWVETAI O PUBPOG anoBoAng, Aoyw
KapdlaknG avenapkelag, NNATIKNAG avenapkeiag, JEyaAng nAikiac.
Ta oupnTwpaTa nou napouoialovTtal €ival and To kKapdiayyeiako,
TO AvanveuoTIKO Kal TO KEVTPIKO VEUPIKO oUOTNHA, VEUPIKOTNG,
avnouyxia, piyn, Tpopoc, ¢oBia, (aAada, poudiaocua TNG yAwooac
KAl TNG nePIOXNC YyuUpw and To OTOMa, danvola, onacuoi,
avanveuaoTIKn KaTaoToAn.

MpoTeiveTal npoondbeid AVTIMETWNIONG TWV CUUNTOHATWY,
dlaTripnong TnG avanvong, xopnynon oEuyovou, KAaTtakAion kai
evOopAEBIa xopnynon BapBiToupikoU neplopiohevne 0pdaonc n
evOOuUikNG Bevlodialenivng.

5. DAPMAKOAOTITKEZ IAIOTHTEZ

5.1 ®apHAKOBUVAMIKEG IOIOTNTEG

Ta Tonmika@ avalodnTika €ival oucieG mMou npokaAoUv avaoTpEWIUN
KATAOTOAN TNG METAdOONC OTn VeEUpIKA iva. MpokaAoUv anwAeia
TV aloBnoewV, AnoKA&iovTac n HEIWVOVTAC TNV ANOOTOAR TwV
VEUPIKWV EPEBICPATWYV, OTO ONMEIO Nou gviovTal n epapuolovTal.
Ta Tonika avaiobnTika Oa pnopouoav eniong va ovopalovTal kai
TOMIKA avaAynTtika, d10TI guxva XpnoigonolouvTal yid va HEIWOoUV
TOV NOVOo, XWPIiG va XAveTal OJWE 0 EAEYXOG TWV VEUPWV.

Eneidn €xouv Tnv duvatoTnTa va HEI®VOUV TNV dianepatdTNTa TNG
VEUPIKNG KUTTApPIKNG MEUBPAvNG oTa 16vTa vaTtpiou, BewpouvTal oOTI
aokoUv oTaBeponoinTikn dpdon €ni TNG NENBPAVNG AUTAG.

Ta Tonikd avaiocdnTika dlakpivovTal avaAoya HE Tn XNMIKN dounA
TOUG Ot €0TEPeG Tou PBevloikoU kal napa-apivoBevloikoU o0&€og
(apIVOEOTEPEG) Kal O€ apidla apwuaTikwv o&Ewv (apivoauidia)
onwg A1dokaivn, BouniBakaivn K.a.



Ta Tonika avaiocbnTikd Ta&vopouvTal eniong avaloya MdeE TN
dlapkela dpdong Toug oe HIKPNG Odlapkelag (npokaivn), HEONG
(A1dokaivn, peniBakaivn) kal peyaAng (BouniBakaivn). H diapkela
dpdong TouG WMnopei va napatabei Pe TNV npooBnkn a-
adpevepylkwVv OIEYEPTWYV, KUPIWG adpevaAivng.

6. OAPMAKEYTIKA AEAOMENA

6.1 AioTa ekdoxwv

XAwpioUxo vaTpio, JeTadiBeiwdec kaAio, udpo&eidio Tou vaTpiou,
aiag vatpiou EDTA kal Udwp yla eVeCIUA

6.2 AocuMBaATOTNTEG
Kapia

6.3 Alapkeia (WA
24 Mnveg

6.4 Id1aitepeg npoPuAa&eig kata Tn PUAagn Tou NPoiovToGg
O1 @uolyyec LIDONET @uAdooovTal o€ NEPOG ENPO, NPOPUAAYHEVEG
and To QWG Kal o€ Bepdokpacia MIkpOTEPn Twv 25°C. Na
anogeuyeTal n WYuUén. O1 Quolyyeg dev Npenel va xpnaoldonolouvTal
nEpav TG avaypa@opevng OTn ocUoKeUaaid, NUEpPOouNviac An&ewc.

6.5 ®uon kal NEPIEXOHEVO TOU NEPIEKTN
APECOG NEPIEKTNG: UAAIV kaproUAa (udpoAuTikr kAaon I) n onoia
KAgiveTal ano avw Pe kuabio ahoupiviou nepiexov nAaoTiko (PVC)
EOWTEPIKO NWKa acPaAeiag kal and KATw PE EAACTIKO napEuBacpua
(Buoua) ek PVC.

E€EwTepIkOG NeplekTNG: Blister mou nepiexel 10 kapnoUAec. 51 10
avTioTolxa blister kAgivovTal o€ kouTi he TNV odnyia xpnong.

6.6 0dnyieg XpRong/XeipicHoU
BAEne 4.4 MpoeIdonoInoeIg
7. KATOXOZ EIAIKHZ AAEIAZ KYKAO®OPIAZ
AAHOAPM M.ENNE

Mapvn 54, 10437 ABRAva
T: 210 5224593



®: 210 5224184
8. APIOMOZX EIAIKHZ AAEIAZ KYKAO®OPIAZ (APOPO 13A):
XXXXXXXXXX XXX XXX XXX/ XXXX-XXXX

9. HMEPOMHNIA THZ MNMPQTHZ AAEIAZ / ANANEQZH AAEIAZ
KYKAOOOPIAZ

10. HMEPOMHNIA TEAEYTAIAZ ANAGEQPHZHZ TOY KEIMENOY

10/11/2004



