ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Actraphane 30 40 61e0veic povadeg/ml, evEGiIo evoi®pMUa G PLOAIDLO.

Actraphane 30 100 deBveig povadeg/ml evéoylo gvaiopnua o€ eroridto.

Actraphane 30 Penfill 100 defveig povadeg/ml evéoio evoidpnpo og euoiyylo.

Actraphane 30 InnoLet 100 d1ebveic povadec/ml evESILO EVAIDPTILO GE TPOYELUGLEVT] GUGKELT] TOTOV
TEVAG.

Actraphane 30 FlexPen 100 d1e0veic povadec/ml evésio evaimpn o G€ TPOYEMIGUEVT] GVOKELT TOTOL
TEVAG.

2. ITOIOTIKH KAI ITOXOTIKH XYNOEXH

Actraphane 30 @uoridio (40 deBveic povadeg/ml)

1 gloAido mepiéyel 10 ml mov 1wodvvapovy pe 400 debveig povadeg. 1 ml evarmpnipatog mepiéyet

40 d1ebveig povadeg dtaAlvtg avOpamivng* wooviiving/avBpomivng* wsoeavikic (NPH) tveovAivng oe
avaAoyio 30/70 (toodbvopeg pe 1,4 mg).

Actraphane 30 @wAido (100 deBveig povades/ml)

1 @laiidio mepiéyetl 10 ml wov 1oodvvapovv pe 1000 diebveic povadeg. 1 ml evaiwpnpatog Tepiéyet
100 d1ebveic povadeg dtodvtig avBpomvnc® wveovAiivng/avBpomivng® weopavikng (NPH) wveoviivig
oe avaroyia 30/70 (toodvvapeg pe 3,5 mg).

Actraphane 30 Penfill

1 puoiyylo mepiéyel 3 ml mov wodvvapovv pe 300 diebveig povades. 1 ml evarwpnpotog Tepiéyet
100 debveic povadeg dtohvtig avOpdmivnc* tvooviivng/avBpdmivng® icoeavikig (NPH) wveoviiving
o€ avaroyia 30/70 (1oodvvapeg pe 3,5 mg).

Actraphane 30 InnoLet/Actraphane 30 FlexPen

1 mpoyepiopuévn cvokevn THmov mévag mepiEyel 3 ml mov 1wodvvapovy pe 300 debveic povdadeg. 1 ml
evarmpnpatog mepiEyet 100 diebveic povadeg dtodlvtig avBpomvnc® wveovAivng/avBpmmvng*
wopavikng (NPH) wveovriving oe avoroyia 30/70 (1codvvapeg pe 3,5 mg).

*H avOpmmvn wveovAivn mapackevaletal 6tovg Saccharomyces cerevisiae e T YpHoN TG
TeYVoLOYing avacuvdvacuévou DNA.

"Exdoy0 ue yvootéc OpAoelc:

To Actraphane 30 wepiéyet Aryotepo amd 1 mmol vatpiov (23 mg) avd d6on Kot emopévmg Bempeitot
TPOKTIKA OTL KGTEPEITAL VATPIOLY.

IMoa tov TAnpn kaTdloyo TV ekddy®v, PA. Tapdypaeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéoyo evaimpnpa.

To evarmpnua givat BoAd, Aevko Kot VIUTIKO.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpamevTiKég VOEilelg

To Actraphane gvdeikvutot yio T Bepamneio Tov caxyapmdovg dtafn.



4.2  Aocoloyio Kol TPOTOS YOPYNONG
Aocoloyia
H dpacticotnta g avOpdmivng wvooviivig exkppaletat oe d1ebveic Lovades.

H docoloyia tov Actraphane givon e€otoptkevpévn kot kabopiletar avaioyo Ue TIG AVAYKES TOV
acBevn]. Ta TpoavapeUEYHEV POPLOKEVTIKE TPOTOVTO VGOLAIVIC YOpTNYOUVTaL GLVHOWS o 1 dVO
QOpEG Nuepnoing otav ivor emBupun T o Tayeio Evapén Kot Tapatetapuévn 0pact. ZuvioTATal 1
mapakoAovOnon g YAukoing oto aipa yuo v enitevén PEATIGTOL YAVKOLUKOD EAEYYOV.

O1 €aToIKEVEVEG OVAYKEG Y10 VGOLAIVY cuvnBmg kupaivovton peta&y 0,3 ko 1,0 Siebvav
povadwv/kgmuépa. H avoarpocappoyn e docoroyiog pmopel va ypelaotel, edv ol acbeveic
avaAdfouv avénpévn LGIKN dpaoTNPOTNTA, AAAGEOVY TO GUVNOIGUEVO S10TOAGYLO TOVG 1 KOTE TNV
TAVTOYPOVY| TAPOVGIK GAAWDY VOGOV.

Eidikoi wlnBvouoi

Himwuévor (= 65 etamv)

To Actraphane pmopei va, ypnoiponomel 6toug nAkimpévoug acheveic.

210u¢ NAMKIOUEVOLG aebeveig, N TapakodovOnomn g YAVKOLNG B TpEmel va, evTaTIKOTOlEiTOL Kot 1)
3001 NG WooLAivNg Ba mpémel va mpocapudletal og eEotoptkeopévn Paon.

AwoTapoy) TS VEPPIKNG Kol THE NTOTIKHG AEITOVPYIOS

H dwtapoayn g veppikng 1 tng Nratiknig Aettovpyiog UTopel vo PEIDOEL TIG OVAYKES TOV aobevi og
VGOLAIVT.

X1ovg aoBevelg e datapayn Tng VEPPIKNG 1 TNG NTATIKNG Agltovpyiag, 1 mopakoiovdnon g
yAvko{ng Ba mpémel va evtaticomoleitat kat 1 6661 TG avBpdTvig tveovdivig o mtpémet va
npocapuoletal og eEotopkevpévn Paon.

Taidrazrpirog ninBoouog
To Actraphane pmopet va ypnotponomBei oe moudid Kot epnfouc.

Meraraln amd GALo QOPUOKEDTIKG TKEVGOUATO IVGOVAIVIC

Koatd ) petdraén amd dAho QaplokenTIKG TPOIdVTO IVGOVAVNG HEGNG 1] LOKPAG OpAoNC, EVOEYETOL
va glval amopaitnTn N avaTpocapuoyn e 60omg Tov Actraphane kot Tng YPOVIKNG GTIYUNG
xopnynong.

2UVIGTATOL OTEVT] TOPAKOAOVON G TNG YAUKOING KaTd TN S1pKELN TG HETATAENG KO KATA TIG TPDTESG
gfdoudoeg puetd amo avtnyv (BA. Topdypago 4.4).

Tpémog yopfiymong

To Actraphane givai po avOpdmvn veovAivn dumdng dpdonc. H dipacikn tov chotacn Tepiéyet
WGOLAIVY Kot Toyelog Kol Lokpag dpaong.

To Actraphane yopnyeital e vodopLo EVECT] GTOV UNPO, GTO KOIAOKO TOTYMLLN, GTN YAOUTIOHOL
meployn M otr dertogdn mepoyn. Ta onpeia xoprynong g veong TPEMEL VO EVOAALACGOVTOL
GUVEYMG EVTOC TG 1010C TEPLOYNG Y10, TOV TTEPLOPIOUO TOV KIVOOUVOU ATOSVGTPOPIOG KOl SEPLOTIKNG
apvrogidwong (PA. mapdypagpo 4.4 kot 4.8). Ta evarwpipato tvoovAivng dev yopnyovvIol ToTé
evdopAéPra. H éveon og avaonkopévn TToymon Tov SEPHATOS EAYIOTONOEL TOV KIVOLVO akoVG10G
€VOOLVIKNG £VEOT|G.

H Behdva mpémet va, apveTol KATM omd TO dEPLO. Y10, TOLAGYIGTOV 6 dEVTEPOAETTO YO VO, EIGTE
BéPoror 6Tt £xel evebel OAN 1 dooM.
H vmoddpia £veon oto kothokd toiympa eEac@arilel TaydTEPT AmOPPOPNOT GE GUYKPIOT LE TIG



Aheg Béoelg éveong. H duapiela dpdong evoéyetar vo mokiddel avdioya pe tn doo, T Béom g
€VEGNC, TNV ALUOTIKY pon, T Beplokpacio Kol TO ETIMEDO COUOTIKNAG dPAGTNPLOTNTOG.

H éveon mpénet va axorovBeitar eviog 30 Aentdv amd £va Kavoviko 1) EA0QPD YEDA TOV TEPLEXEL
VOUTAVOPUKES.

Ta evaumprpoto weovAivig o€ Tpoopilovtal yia ypnomn oe avTAieg £Yyvong GovAivig.
I'a Aemtopepeig odnyieg xpnong, Tapakareicte va avatpiéEete 6To GUALO 00N YLDV ¥PNONG.
Actraphane 30 (40 defveig povadeg/ml)/Actraphane 30 (100 diebveic povadec/ml)
Xopijynon pe pio obpryyo

Ta groAidia Tov Actraphane mpoopilovou yuo yprion pe cOPLYYES VGOLAMYNG avTIoTOYNG KAMLLOKOG
LOVAO®V.

Actraphane 30 Penfill

Xopnynon ue évo. abdotiue yopRynons iveovAivyg

To Actraphane Penfill gival oyediacpévo yio ypron e To GLGTHHATO XOP1YNOTNG VGOLAIvNG TG Novo
Nordisk kot t1g Behdvec NovoFine 1 NovoTwist. To Actraphane Penfill ivor katdAAnio
OTOKAEIGTIKA Y10 LTOOOPIL, EVEGT LE EMAVAYPTCUYLOTOIOVLEVT GLGKELN TOTOL TTEVaS. Edv T0 mpoidv
yopnyeitar pe ovpryya, TOTE Elval amapaitntn n ¥pNon eloAdiov.

Actraphane 30 Innol et

Xopnynon ue InnoLet

To Actraphane InnoLet glvol pio TpOyEMGHEVT] GUGKELT] TOTTOL TTEVOG, 1] OO £XEL OYEOINOTEL Yol
ypnon ue Tig avaimaoipeg feddvec NovoFine 1) NovoTwist pe pnkog o6yt peyaivtepo and 8 mm. To
InnoLet mapéyetl 1-50 povadec oe moAlomAdoia g 1 povadag. To Actraphane InnoLet givat
KATOAANAO amOKAEIGTIKA Yo vTOdOpLa. Eveot). Edv to mpoidv yopmyeitatl pe cvpiyya, T0TE gival
amopaitnTn N (pNon eloAdiov.

Actraphane 30 FlexPen

Xopnynon ue FlexPen

To Actraphane FlexPen givot pio TpoyepicéVN cuGKELT] TOTOL TEVAG TTOL £XEL GYESNOTEL Yo ¥p1iom
ue t1g avormoipeg Perdveg NovoFine | NovoTwist pe urixog oyt peyaivtepo omd 8 mm. To FlexPen
mapéyet 1-60 povadeg oe morramidcio g 1 povadag. To Actraphane FlexPen gival katddinio
OTOKAEIGTIKA Y10, LTOdOPLL Eveon. Edv To mpoidv yopnysital pe ooptyya, TOTE €lval amapoitnn M
ypnomn eroidiov.

4.3 Avtevosigeg

YrepevaicOncio 6tn dpactiKy ovcia 1| 6€ KATO0 omd To EKO0Y0 TOV OVOPEPOVTOL GTNV TUPAYPUPO
6.1.

4.4 E101kéC TPOEIOOTONGELS KUl TPOPVAAEELS KATA TN Y p1ion

[pwv 1o 10&idt o€ dropopeTikn ypovikn {dvn, o acbevig Ba Tpémetl va {nthoet wtpikr| GupPovin, yoti
ovTO eVOEYETOL VO onuaivel 0Tt 0 acBevig Tpémet vo AapPdverl TNV voovAivn Kal To YEOUOTA TOV G
SLOPOPETIKEG DPEG.

Yrepyivkopio

H avemapkrg docoloyia 1 1 dwakonn tng Bepamneiog, 10Kt otov dafrntn Tomov 1, pmopel va odnynoet
o€ VIEPYALKALLIN KOl SLoPNTIKY KETOEEWMOT).

Tao TpdTA GLUTTOWATO TN VEPYAVKALOG, GLVNOMG, AVATTUGGOVTAL GTAOINKE, KATA TN SLApKELD
H0g mEPLOdov wpmv N nuepov. [epthappdvovv diya, avénuévn cvyvotnta obpnong, voutia, EUETO,
vvnida, epuOnpotmon Enpodeppiia, Enpoctopio, anmAieia TG OpeENg KOOMS KAl AVOTVOT LE OGUY
OKETOVNC.



Ytov Safntn tomov 1, To vaepyAvKapKG cvpuPavta Tov dev avtipetonifovrot Oepamevticd, 0dnyovv
TeEAIKA o8 drafnTiky keToEEmon 1 omoia gival SuvnTikd Bavoatnedpa.

Yrmoylvkoio

H mapdAenymn kdmolov yeOIOTOC 1) 1] LN TPOYPOLUUTICUEVT] EVIOTIKY QLGIKN AGKN oM UTOPEL VoL
00MYNGOVY GE VIOYAVKOLICL.

H vroyAvkapio pmopel va eppaviotel €dv n 8001 TG WGovAivig givatl vtepPoAitkd vynAn oe oyéon
LE TIC OVAYKEG GE WVGOVAIVT. Zg mepintwon vroyAvkopiog 1 vroyio vroyAvkoiog, To Actraphane d¢
0o mpémel va evietat. Metd amod tn otabepomoinon g yAvkolng aipoatog tov acbevi, n
avampocappoyn g 60omng Ba mpénet va eEetaleton (PA. mapaypdpovs 4.8 kot 4.9).

Ot acbeveig, Tov omoiov 0 EAeyyog TV EMIES®OV YAVKOLNG QUOTOC PEATIDVETOL CNUOVTIKG, TT.Y. LEC®
gvtatikomompévng Bepaneiog pe voovAivr, puropei va gupavicovy petafodn Tov cuvibwov
TPOELOOTONTIKMOV GUUTTOUATOV TNG LIOYAVKaiog kot Bo Tpémel vo evnuepdvovtot oYeTikd. Ta
oLV 01 TPOEWBOTOMTIKA GUUTTOUATA LITOPEL Vo eEQPAVICTOVV GE 0oBEVEIG e LakpoypdVio dtofnTn.

H tavtdypovn mapovcio GAA®V vOowV, 181mG AOUMOEE®Y KUl ELTVPETOV KATACTAGE®Y, UV O®E
av&avel T1g avdykeg v acBevav yuo tvoovAivn. H tavtdypovn mapovcio GAA®V vOowV 6T VEPPA,
670 (IO N VOOV TOL EMNPEALOVV T EMVEPPIdLA, TNV VTOPLGT 1 TO BLPEOELDT| 0dEVA EVOEXETAL VO,
oot ol LETAPOAES OT HOOT| TG VGOLAIVIG.

Otav o1 acbeveig petatdosovTot HETAED SUPOPETIKAOV TOTMV PUPLIKEVTIKOV TPOTOVI®V WGOVAIVIC,
TO TPALO TPOELSOTOUTIKG CUUTTMOUATA. TG VIOYALKOLioG propel va ahddEovv 1 va yivouv Arydtepo

ELUQOVN OE GYECT LE OTA Y10 TOL OTTOT0, VIPYE EUTELPLOL LLE TNV TPOTYOVUEVT] IVGOVAIVY.

Metdroén and AL QAPUOKEVTIKA TPOIOVTO LVGOLAIVIC

H petdragn evog acbeviy og GALo TOTO 1 dvopa mpoidvTog VGOVAIVIG TPEMEL Va. YiveTal VITd ALGTNPN
0TPIKY TOPAKOAOVONGT. AAAUYEG OTNV TTEPLEKTIKOTITA, GTO OVOLO TPOIOVTOG (TAPUCKEVOGTIS), OTOV
om0, otV mpoérevon ({wikn tvoovdivn, avBpdmivn tveoviivn 1 avdAoyo vGovAivNg) 1)/Kat 6T
puéBodo mapackevng (tvoovAiv avacuvovacsuévov DNA évavtt tvaovAivig {oikng TpoéAevonc)
UTOPEL VO 001 YHCOVY GTNV ovAYKT oAAaynG NG docoioyiag. Ot acBeveic mov petatdocovtal 6
Actraphane a6 GAAO TOTO IVGOLAIVIG UTOPEL VO XPELSTOVV EVaV avENUEVO 0plOUd eEVEGEDY
nuepnoimg N aAloyn g 6060A0YI0G TOL EAAUPAVAY LE TO GUVNOIGUEVO TOVG PUPLLOKEVTIKA
okevdopaTo WGoLAivc. Edv ypelaotel KAmola avamposoppoyn, aut umopel va mpaypotomon el
KATO TNV TPMOTN 066N 1 KATA TN S1GPKELN TOV TPOTOV ATV BSOUAd®V 1| UNVOV.

Avtdpdoeic e Béong éveonc

Onwg og k4O Bepomeio pe tvoovdiv, propel va epeavioTody avidpdoelc g BEong Eveong kot va
mePAApPavovy movo, epuBpdtnTa, eEavOUATO, PAEYLOVT], LOAMTES, O1ONUO KOl KVNGIO. ZVVEXNG
KUKAIKT evaAlayn tng 0€omg éveonc péoa G€ ol SEGOUEVT TEPLOYN UELDVEL TOV KIVOUVO avamTuéng
aUTOV TOV avTpdoemv. Ot avtidpaoelg cLVIOME VITOYWPOLY TANP®S GE Alyeg LEPEG EMG AlYES
ePoopddes. Xe OTAVIEG TEPUTTMCELS, Ol AVTIOPACELS TNG BEomg £vEoNg UTOPEL VO, OTALTHCOVY S10KOTT
yopnynong tov Actraphane.

Awotapoyéc Tov 0EPUATOC KOl TOV VTOdOPLOV 1GTOV

Ot acBeveic Tpémel va Aaufavouv 0dnyieg oxeTikd Ue T SlopK EVOALNYT TV OTUEI®V YOPYNONG
TG EVEOT|G Y10 TOV TEPLOPICUO TOV KIVOUVOL MITodVGTPOPiog Kol SEPUOATIKNG OLVAOEIO®ONG. €
TEPIMTWOOT YOPNYNONG TNG WWGOVAIVIG o€ onpeia mov epupovilovy Tig v AdyY® avTidpaoelg vdpyet
kivduvog KabBvotepnuévng amoppOENoNg VGOVAIVIG Kol EMOEIVMOTG TOL YAVKALLULKOU EAEYYOVL.
SOUQOVO LE OVOPOPES, 1] OLPVISL dALOYT TOV GNUEIOV YOPTYNONG TNG EVECTG KOL 1] YOPNYNON OFE
onueio mov dev €xel eMNPeaoTEl eiye MG AMOTELEGLO TNV EUPAVIOT) LTOYAVKOUING. MEeTA TNV aAlayn
TOL oNUElOL YopYNoNG TG £vEoTG amd onpelo TOV EYEL EMNPENCTEL € oNLElo TOv deV el



EMNPEAOTEL, GUVIGTATOL TOPOKOAOVOT OGN TNG YAVKOING TOV aipaTog, eV umopei va e&etacTel To
EVOEYOLEVO TPOTOTOINGTG TNG dOONG TNG OVTIOPNTIKNAG Ay®YNG.

2uvovacpoc tov Actraphane pe moyMralovn

"Exovv avaeepBel mepimtdoeic kapdiakng avendpkelag, 6tav 1 toyArtalovn yopnynonke o
oLVOLOCUO UE VGOVALVY, 11aitepa o€ acheveic pe Tapayovteg Kivauvou Yio avamTuén Kopdlokng
avemdpkelog. Avtd Oo Tpémetl vo AapPavetor vedyn kotd T xoprynon Oepaneiog moyAitalovng o
cuvdvacud pe Actraphane. Edv ypnopomromfel o cuvdvacudc, ot acbeveig Ba mpémel va
TOPAKOAOVOOVVTOL Y10 OTLELD KOl GUUTTMOLATO KOAPOLOKNG OVETAPKELOS, 0vENoNg Papoug kot
ownuotoc. H moyAitalovn Oa mpémel va S10KOTTETOL EAV ELPAVIOTEL EMOEIVOGCT] TOV KAPIIUKMDV
GUUTTOUATOV.

Amoguyn tuyoinv oavausiEemv/cQuAUdTOV KOTA T QUPLOKEVTIKN YWY

Ot aoBeveic mpémet vo Aapdvoovy 0dnyieg yio va EAEYYOVV TAVTOTE TNV EMIGNLOVOT TNG LVCOVAIVIG
P amo kibe Eveon mote vo amoeevyBolv Tuyaisg avapeitelg peta&y tov Actraphane Kot T@V AOTOV
TPOTOVTOV IVGOVAIVIG.

Iyvnlocwotnta

[Ipokepévov va Bertiwbei n yvnrloodtnta TV PLOAOYIKOV QOPUAKEVTIKOV TPOIOVI®V, TO OVOLA
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVLEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GUPTVELL.

4.5 Aliemopdosic pe GAho QUPRIUKEVTIKA TPOIOVTA KOl GAAES popPES aliniemiopaong

Etval yvaootd 011 £vag aptfuodg oopUaKeLTIKOV TPoTOVT®mV OAANAETIOPA e TO LETOPOAICUO TNG
yAvKo{ng.

Ot akdhovBec ovoieg pumopel va LELO®GOVV TIG AVAYKEG TOV 0.60EV] GE VGOVLAIVY:

A7 TV GTOUATOG AVTISPNTIKG QAPUAKEVTIKG TPOIOVTO, AVOGTOAEIG TG LOVOUUIVOEEDAONC
(avaotoreic MAO), B-amoKAEIOTEG, OVOGTOAELS TOV LETATPENTIKOV EVEVLLOV TNG OYYELOTEVGIVIG
(MEA), colkvlikd, avaPoilkd 6TEPOELDN KOl COVAPOVALIOES.

Ot axd6AovBeg ovoieg pmopel va avENGovV TIg avayKes Tov acbevi g vGovAivn:
A6 T0V GTONOTOC AVTIGVAANTTIKG, B0 lideg, YAVKOKOPTIKOEIDN, Bupeoeldikéc opuoVeC,
GUUTOOOLUNTIKA, auENTIKNY OppOvI Kot dSavaloAn.

O1 B-amoKAEIGTEG EVOEXETAL VO CLYKOAVYOLY TO GUUTTOUOTO TNG VTOYAVKOLUIOG.

H oxtpeotidn/Aavpeotidn umopovv gite va avéNoovy 1 Vo LEIMGOLV TIG AVAYKES GE IVGOLALVY.
To aAKOOA EVOEXETAL VO EVIGYVCEL 1] VO, LELMGEL TV DITOYAVKOUIKT] OpAcT TNG VGOVAIVNIG,.

4.6 TovipétnTo, KONON KOl Yorovyia

Kvnon

Agv vtdpyovv meplopiopol oxeTikd pe T Bepameio Tov SPNTN He WWGOLAIVN KOTA TN SLdpKELR TNG
KONoNG, KaOMG 1 VGOVAIVN dev dlomepvd TOV PAyUO TOV TAUKOVVTO.

Apedtepec 1 vroyAvKoio kKot 1 vIEPyAvKaUic, ol 0Toieg LropovV va TapatnpnOody GE OVETOPKMS
gleyyopevn Bepameio Tov dafntn, awEdvouy Tov Kivovvo dvoTAacidv kot Bavatov in utero.
ZUVIGTATOL EVTOTIKOC EAEYYOG TNG YAVKOING ailLaTOG KOt TApOKOAOVONGN TOV EYKVMOV YUVOIK®V [LE
SwPn kaB’ GAn T SidpKela TG EYKVUOGUVNG Kol KOTE TO O1AGTNLA GYEOLOGLOD LLOG EYKVILOGVUVIG.
Ot avaykeg o€ VGOLAIVT GUVIHOOG LEIOVOVTOL KOTE TO TPMTO TPIUIVO KOl EV GLUVEXELN ALEAVOVTOL
KaTd TO 6gVTEPO Kot TPiTO TpiuMvo. META TOV TOKETO, Ol AVAYKEG GE WVGOVAIVI] QLUGIOAOYIKA
EMAVEPYOVTOL TOYEWMS OTO EMIMEDD TPO TNG EYKVLOGVVIG.



Oniaocudg

Agv vtapyovv meplopiopoi oxetikd pe T Oepaneio pe Actraphane katd tov Oniacud. H Oepansio g
Onralovoag untépag pe tvoovivn dev evéyel kavéva kivouvo yia to Bpépog. Evoéyetar, Opmg, va
YPELOCTEL AVOTPOGUPLOYN TNG 000G TOL Actraphane.

Tovipdétta

Meléteg avamapay®yng ue avipamvn veovdivn og {do dev amokdAvyoy avemiBOUNTEC EVEPYELEC OTN
YOVILOTNTAL.

4.7 Emopacels 6ty tkaveotnTo 001 YN061NS KOl YEIPLGROD U)oV TOV

H wavomnta cvykévipmong kot avtidpacng tov achevi evdéyetal va apfrivviel og amotélecua g
vroyAvkapiag. To yeyovdg avtd umopet vo amoTeAéseL KIVOUVO G€ KOTAGTAGELS OOV Ol IKAVOTNTESG
ovTég £xovv 1aitepn onpacia (.. 00NYNGT CVTOKIVIITOL 1 XEPLOUOG UNYOVILLOTOG).

Ot a00gveic TPEmEL VO EVIILEPDOVOVTOL MOTE VO, AUUPAVOVY TOL LETPA TOVE TPOG OTTOPVYT| TWV
EMELGOOI®V VITOYALKALIOG KOTd TNV 001yNoT. AVTo givat 1dlaitepa onUavTKO Yo EKEIVOVE TOVG
acfeveic, 01 0moi01 EMOEIKVIOVY HEI@UEVT T} AKOUN KOl KOO EXTYVOOT] TOV TPOEIOOTOMTIKMV
OMUAT®V TNG LTOYAVKOLLiAG 1 01 01oiot PLdVoOLV GUYVA VTOYAVKOIKA ETEIGOO0. O TPEmeL va
e€etdletal KOTd OGOV GUVICTATAL 1] 001YNOT| GE AVTEG TIG TEPITTDOCELC.

4.8 AvemOOunrteg evépyereg

TIepiAnyn Tov TPOQIA acALEINC

H vroyAvkoipio givor 1 cuyxvotepn epeaviCopevn avemBOunTn evépyeia Katd tnv S1GpKELN TNG
Bepancioc. O cvuyvdtNTEG TNG LIOYALVKOTNG TOWKIAAOLY avaAOYa e TOV TANBLGUO TV 0cBevdY, TO
00GOAOYIKO GYNILOL KOL TO EMITESO YAVKOIUIKOD EAEYYOL, Topakai®d PAEre tnv [leprypaen
EMAEYUEVOV AVETIBOUNTOV EVEPYELDV TOPAKAT®.

Koatd v évapén g Bepameiog e tvoovAivn, vOEyeTal Vo ELPAVIGTOVV O1OAACTIKESG dlaTAPAYES,
oldnua Kot avtidpdoelc otn Béom g Eveong (Tovog, epuBpoTNTa, KVIOMOT), PAEYLOVT, HOAWOTEC,
oldonua kot kvnopdg otn B€om g Eveong). Ot avtidpdoelg avtég sivor cuviBwg mapoducéc. H ypriyopn
BeAtimon tov eAéyyov TV emmeédmv YAvkoing aipatog propet vo oyetileton pe TV KoTtdoToon Tov
ovoudletor o&gia emdOvVN vevporabeia, 1 omoio cuvRBS gival avaotpéyun. H evtatikonoinomn tng
Oepamneiog e woovAivn pe andtoun BerTimon Tov YAVKOUIKOO EAEYYXOL umopel va oyetiletan pe
Tpocmpwvn emdeivoon ¢ dafnTiking apeiAnotposidondbelag evd n pokporpdbesun Pertioon tov
YAVKOUKOD EAEYYOV LEIDMVEL TOV Kivouvo e€MENG ™G dtafmTikng appipAnctpogidonddeiog.

Kotdroyoc averl@ountmv evepyeldv o€ LOPON TIVOKO,

Ot avemBOUNTEC EVEPYELIES TTOV OVOPEPOVTUL TOPOUKAT® Pacilovtal o€ ed0UEVO KAIVIKGOV SOKIUMY Kol
Katatdooovtal cupeva pe 10 MedDRA avd cuyvotnta kot opyavikd cvotnua. Ot katnyopieg
ovyvoTNTOg opilovtal GOUEMVa, e TNV akdAovOn oduPacn: TToAd cuyvég (= 1/10), cuyvég (= 1/100
¢wg < 1/10), 6y ovyvég (= 1/1.000 €mg < 1/100), omdvieg (> 1/10.000 £wg < 1/1.000), ToA0 omdvieg

(< 1/10.000), un yvootés (dev umopovv va extiunBovv omd to Staféciua dedopéva).

AwTapayéc Tov Oyt ovyvéc — Kvidmon, epvonuo
OVOGOTOINTIKOU GLGTILATOG

[ToAb omviec — AvaeuAakTikég avidpdoelc*

Awrtapayég Tov petoforopotd | IToAd ovyvég — Yrnoyivkoupio*
Ko TG Opéymg




AwTapayég Tov VELPLKOD Oyt ouyvéc — Teprpepikn vevporddeia (etddLVN
GUGTNOTOG vevpomadeLa)

OpBaipukég dratapoyés [ToAV omdviec — AlaBAAGTIKES SLoTapayES

Oyt ovuyvéc — AwPntikn apgipAnctpogidonddeia

Awzapayég Tov déppotoc kot | Oyt ovyvég — Aumodvotpopio™
TOV VTTOSOPLOV 1GTOV

Mn yvootég — Aeppatiki] opvAiogidwon™® T

Ieviég dratapayég Ko Oyt ouyvéc — Avtidpaoelg g 0éong éveong
KOTAGTACELS TNG 0000
xopfynong Oyt osuyvég — Oidnuo

* BAéme [eprypapn eMAEYIEVOV OVETIBOUNTOV EVEPYELDV
T AvemBounteg evépyetleg amd TnyEg LETE TNV KuKAoQopia.

Teprypaon emreypévav avemBduntov EVEPYELDY

Avagpvloxtiés ovtiopdoels

H epodvion tov yevikevpévav avtidpdcoewv vrepevaicinoiog (TepAapfavouy YEVIKEDUEVO OEPLLOTIKO
eEavON U, KVNOUO, EQIOPWOOT, YUOTPEVIEPIKEG EVOYANOELS, OYYEIOVELPOTIKO 010N, OLGKOAEC GTNV
ovOTTVoN, 0icOn o TOAUMV Kot LEIMOT TG apTNPLOKNG TTieons) elval TOAD omdvia, aALG propel va, givort
duVNTIKA e TIKES Yo T L.

Yroylokowuio

H mo ouyva avagepopevn avemBount evépyela givar n vroyilvkaipio. Mropel va tpokdyel edv 1
3001 NG WOOVLAIVIG givol vrepPolikd vyMAN o oyéon pe TG avaykeg o€ tvoovdivi. H cofapn
VILOYAVKOLLIO EVOEYETOL VO, OONYNOEL OE ATOAELN TV OIGONGEMV 1/KAL GE CTAGLOVG KOl UTOPEL VoL EXEL
WG OMOTEAEGLOL TNV TOPOOTKT 1} LOVIUN droTaporyn TS AELTOVPYING TOL EYKEQAAOL 1 aKOUN Kot BAvarTo.
Ta copntodpota g vroyAvkaipiog cuvnbmg speavioviat Saevikd. Evééyetal va teptlapfavouy kpho
10pOTA, KPYO YAOUO OEPLUA, KOTMOT], VELPIKOTNTO 1] TPEUOVAO, aicHnua dyyovs, acvvinBieTn KOT®moN 1
advvapia, aicOnua cuyyvonc, Suokora 6T GLYKEVTP®OT|, VIIVNALL, aicOnua peydAng teivag, aAlayég
oV 6pact, KeQoAodyio, vautio Kot aicOnuo ToApdY.

2115 KAMVIKEG SOKIEC, 1] SLUYVOTNTA TG VITOYAVKOOG TotkiAAel pe Tov TANBvoud TV acbevav, Ta
0GOAOYIKA OYMLOTO KO TO EMIMEDO TOV YAVKOALUKOD EAEYYOV.

A1oTopayés 100 OEPUATOC KO TOD DTOJOPLOV LTTOD

H Mmodvotpogia (meptiapfdverl T AMmodmeptpo@ia, Tn AmoaTpodio) Kot 1 dEPHOTIKN apvAoeidmon
EVOEYETOL VO ELOOVIOTODYV GTO GNUEID YOPIYNONG TNG £VEONS Kol VO KOOVGTEPTIGOVV TNV TOTIKN
aroppdenon s weovAiving. H Stapkng evailoyn tov onueiov xoprynong g £veons o€ tio
GLYKEKPUEVT TTEPLOYN EVOEXETAL VO GUUPAALEL 6T peiwon 1| TPOANYN TV ev AdY® avTidpdcemv (PA.
Topaypaeo 4.4).

Towwarpikde tAnbvoudc

Me Bdon tig Tnyég HeTd TV KVKAOPOPio Kot TIg KMVIKEG SOKLES, Tr GLYVOTNTA, TOV TOTTO KOl TN
coPapOTNTA TOV AVETIOOUNTOV EVEPYELDY TOV TOPATIPOVVTIOL GTOV TOUIATPLIKO TANOBVOUO dev
TPOKVTTEL KOO SLLPOPE, LLE TNV EVPVTEPT EUTELPT 6TO YEVIKO TANOVLGLO.

Aot e1dkoi TAnBvcuol

Me Baon Tig @nyéc petd v KukAogopio Kol TIG KAVIKEG JOKIUEG, 1) CLYVOTNTA, O TOTOG KOl 1)
coPupoTnNTa TV aVEMBOUNTOV EVEPYEIDV TOV TapaTNPNOnKav o NAKIopévoug acbevelg kot og



ao0eVelg [Le VEQPPIKI 1] NTOTIKY] OVETAPKELN OEV JELYVOLV Kapio dlapopd LE TNV EVPVTEPT EUTELPIN OTO
YEVIKO TANOLGUO.

Avopopd TBavoLoYOUUEVOV AVETIHOUNTOV EVEPYEIDV

H oavaeopd mbovoroyoduevav avemBOUNTOV EVEPYEIDV LUETH Amd TN YOPNYNOT AdES KUKAOQOPING
TOV QUPHOKELTIKOV TPOIOVTOG €lval onuaviikn. Emtpénel m ovveyn moapakolovdnon tng oyéong
0PEALOVG-KIVODVOD TOV QPOPUOKEVLTIKOD 7TPOIOVTOG. ZNTEital omd TOLG EMAYYEAUOTIEC VLYElog va
OVOQEPOVY OTTOLECONTTOTE TIOOVOLOYOVUEVEG QVETIOVUNTEG EVEPYELEC LECH TOL €BVIKOD GUGTNLOTOG
ovapopdg Tov avaypdeetot oto [Hopdptua V.

4.9 Ynepdoooloyia

Agv gival duvaTov vo oploTel pia €101KT VTEPIOGOAOYNON VGOVAIVIG, EVOEYETAL, OUMG, VO OvVaTTUYOEL
vrOyAVKOLio 68 d1adoYIKA 6TAdLN, GV YopnynBobv vepPoiikd vYNAEG 0OGELG o GYéoM LE TIg
OTTOLTAOELS TOV 0o0evn:

. Ta 0 VTOYAVKALUKG ETEGOOIN UTOPEL VO, AVTIUETOTLIGTOVVY LE YOpNyNoT YALVKOING and T0
OTOUA N CAKYAPMIDV TPOIOVIMV. ZVVETNDC, GLUVIGTATOL 0 10PN TIKOC 0cOEVNG VO KPOTA TAVTO
pali tov Tpoidvta mov wepiEyovv Layapm.

o Ta coPapd vroyAvkaipukd enelcoold, Kotd ta onoia 0 acbevig &xel anwiécel Tig acinoelg
TOV, UTOPEL VO AVTILETOTIOTOVV Le YAvKayovn (0,5 €émg 1 mg) yopnyoOueVn eVOOUVTKE 1
VTOJOP10, O EKTALOEVUEVO ATOUO 1 UE YAVKOLN YOpTYOOUEVT] EVOOPAEPLO OO EmayyElLaTIO
vyeioc. Eav o acBevng dev avtamokpbei otn yoprynomn yAvkayovng eviog 10 émg 15 Aentov,
TPEMEL va. Tov YopnynBel YAukoln evéopAéfia. Me v avaktnon Tov alcdncewy, GuVICTATIL I
XOPYNoN voaTavOpAK®V amd TO GTON, OCTE VO TPOANEHOVV endEVES KPIoELS.

5. ®APMAKOAOI'TKEXZ IAIOTHTEXZ

51 ®@oppoxodvvopikis 1010TNTES

Doppakobepamevtiky katnyopio: OapuaKa Tov ¥pNoLonotovvtal 6to dtafrtn. Evécyeg tvaoviiveg
Ko oviAoya, HEGNC N LOKPAS dPAomnG 6€ GLUVOVAGHO L Tayelog dpdong veovAivn (avBpdmivn).

Kwdwog ATC: A10ADO]1.

Mnyovic o dpdons Kot QopULoKodLVULKES EMOPACELS

H 6pdion ¢ wweoviiving otn peimon g YAVKOING TV aiplatog oQeileTor oty d1eVKOAVVGT TNG
TPOGANYNG TNG YAVKOING UETE TN OEGUEVOT) TG WVGOVAIVIG GTOVE VITOOOYEIG GTO UVTKA Kot AMmdon
KOTTOPO KOl GTNV TOLTOYPOV OVOGTOAN TNG ameAevfépong g YAvkolng amd to frap.

To Actraphane givatl vaovAivn dumAng dpdong.
H évapé&n tng dpdong mapatnpeital eviog 2 dpag, n LEYIETN dpdon emTuyXaveTaL EVTOG 2—8 MpOV Kol
1 ovvolikn dudpkela dpdong sivar £wg 24 dpeg.

5.2 ®@appokokivnTIKES 1O10TNTEG

H woovAivn oy kukhogopia aipotog dabétel ypovo nuicelog (ong orlywv Aertov. Kotd cvvéneta,
TO YPOVOOLAYPOLLL OPAGTS EVOC GKEVAGUATOC VGOVAIVIC KaBopileTOl AMOKAEIGTIKA OO TIG 1O10TNTES

amopPOENONG TOV.

Avt 1 dwdkacio ennpedletol amd d1popovg Tapdyovtes (T.y. 600 WWGOVAIVIG, 000G Kol oNuEio
€VEGTC, TAYOG TOV GTPAOUOTOG TOV VITOGOPLOL Aiovg, TOOG Tov dafnt). Kotd cuvéneia, n
(OPLOKOKIVITIKN TOV QOPUAKEVTIKMV TPOIOVI®OV IVGOLAIVNG EMNPeAleTal 0O OTLLOVTIKY OLOKVLOVOT
UETAED TOV SLoPOP®V OTOU®Y KOl GTO 1010 ATOLO.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Amoppdonon

H ewdva g amoppdenong opeiretar 6to yeyovdg 4Tl To TPoiodv eivar £va ety Tpotovimv
oovAivg pe Tayeia kol TapaTeTaUEVT omoppoenon avtictorya. H péylot cvykévipmon g poakpdg
dpdong WooLvAIvIG 6TO TAAGLA LETE 0Td VTOOOPL YOPTYNOT EMTVYYAVETOL EVTOG 1,5-2,5 wpdv.

Koatavoun

Agv TapoTnpeiTol Kopio SNUavTIKN OECUELON UE TIC TPOTEIVES TOV TAACUATOC, EKTOG Amd TO.
OVTICOUOTO GTIV WWGoLAiv (eGv Bpickovion oty KuKAopopia).

MetofoMopodg

Avoeépetat 6TL | avOpAOTIVY VGOVAIVY 0odoEiTOL OO TNV TPAOTEACT] TNG VGOLAIVNG N Ta Evivpa
OTOdOUNONG TNG WOOLAIVIG Kot THAVAOG TNV ICOUEPACT] TV SICOVAPLIIOV TV TPpOTEIVDV. ‘Exet
npotabel Evag apOpodc onueinv Katakpniuviong (VdpdAvoN) 610 UOPLO TG UVOPOTIVIG VGOVAIVIC.
Koaveic ek tov petafoltdv mov onpiovpyouvIol LETE TNV KATOKPNVIoT OgV elval OpaoTIKOC.

Amofoin

O telkdg ypodvog nuicelag {ong kabopiletar amd To pLOUO aToPPOENONG OO TOVG LTOGOPLOVE
otovg. Katd cuvénein, o telikdc ypovog nuicetag Cmng (ty) amotelel HETPO TNG 0TOPPOPNONG
pUéAlov, Tapd avTig KaBeanTg ¢ omoPoAng TG tvooLAivNg amd To TAGGHA (1] tVOOLALVT oTNV
KuKAopopia £xel ty, oAiywv Aemtv). Meréteg Exouv deilel éva ty, mepimov 5—10 wpdv.

5.3 Ipoxivikd dgdopéva Yo TNV 06QALELN

Ta pn Khvikd dedopéva dev amokaADTTOLV 1010i{TEPO Kivduvo Yo Tov dvBpmmo pe faon Tig
SLUPATIKEG HEAETEG PUPLOKOAOYIKNG OACPAAELNG, TOEIKOTNTOG ETOVAAAUPOVOUEVOV dOCEDV,
YOVOTOEIKOTNTOC, EVOEXOLEVIC KAPKIVOYOVOU OpAGNC, TOEIKOTNTOG GTNV AVATOPAYWOYIKY] IKOVOTNTO
Kot ovamTuén).

6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Koataroyog ekdoymv

Xhoprohyog yeuddpyvpog

IMokepoin

Metakpesoin

Ddovoin

AEv0dpo 6Evo pmcPopkd vatplo
Ydpoéeidto tov vatpiov (yia pvbuion tov pH)
Yopoyrmpikd o0& (Yo pOOuon tov pH)
Octikn TpOTApivy

"Ydwp Yo gvéoipa

6.2 AovpparétnTeg

Ta pappokevtikd Tpoidvta eovAivng Ba mpénet va mpoctiBeviol LOvo 6 YNUKES OVGIES LE TIG
omoleg elval yvootd 6t eitvar svuPatd.

Ta evaropnpato veovAivng dev TPEMEL va TpooTifevTal ota vYPA EyYLONG.

6.3 Awdpkero g

IIpw 10 Tp®TO Gvorypa: 30 pnvec.
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Actraphane 30 @uoridio (40 deBveic povadeg/ml)/Actraphane 30 groAidio (100 debveic povadec/ml)
Koatd ™ ypnon N 6tav epépetar og epedpikd: To mpoidv pumopel va puAdoceTat yio 6 BSopddeg To
oA, OvAdocetat kdTm amd Tovg 25°C.

Actraphane 30 Penfill/Actraphane 30 InnoLet/Actraphane 30 FlexPen
Koatd ™ ypnon i 6tav eépetat og epedpikod: To mpoidv pmopei va puidooetat yia 6 efSopadeg To
oA, DvAdocetan kdtm amd Tovg 30°C.

6.4 Iowitepeg Tpo@uAGEELS KOTE TN OOAAEN TOV TPOTIGVTOG
[pwv to TpdTO dvoryua: Gvidccetal oto yoyeio (2°C - 8°C). Mnv 10 katoyOyETE.

Actraphane 30 @wAido (40 deBveic povddec/ml)/Actraphane 30 @raAidio (100 debveic povédes/ml)
Koatd ™ ypnon N 6tav pépetar mg epedpikd: Pvidccetol KaTm and Toug 25°C. Mnv 10 Balete oto
yuyelo N 10 KoTayOYETE.

DduAdocete T0 PLAAISIO0 GTO KOVTI Y10 VO TO TPOGTATEYETE OO TO PG,

Actraphane 30 Penfill

Koatd ™ ypnon N 6tav pépetar og epedpikd: Gvrdccetol kdTm omd Toug 30°C. Mnv 10 Balete oto
yuyelo N 10 KoTayOETE.

DVAAGGETE TO PLGIYYLO GTO KOVTI Y10 VO TO TPOCTATEYETE OO TO POC.

Actraphane 30 InnoLet/Actraphane 30 FlexPen

Koatd ™ ypnon i 6tav eépetat og epedpikd: Gvidooetor kKatw ond toug 30°C. Mnyv 1o Balete oto
Yuyelo 1 T0 KOTAWOYETE.

Tomobeteite T0 KOMTAKL GTI GUOKELT] TOTOV TEVOG Y10 VO, TNV TPOGTATEWYETE OO TO PG,

6.5 @von Kol GLETATIKG TOV TEPLEKTN

Actraphane 30 ouaAidw (40 diebveic povadece/ml)/Actraphane 30 eaiidto (100 debveic povadec/ml)
DOrorido (tomov 1 yvali) cppayicuévo pe éva dioko (ELUOTIKO BpmpofouTOiA0/mOAVIGOTPEVIO) Kot
éva TAoTIKO TPOCTATELTIKO KAALUUE TO omtoio eptéyel 10 ml evoumpfpatoc.

Meyébn cvokevaciog tov 1 kot tov 5 ploAiov tov 10 ml | tolvcvokevacio pe 5 cuckevacieg Tov
1 x 10 ml proddiov. Mmopei va unv KuKA0@opoHV OAEC 01 GLGKEVOGIEG.

Actraphane 30 Penfill

DOvoiyyo (tomov 1 yvaii) pe va Epporo (BpoofovTOALD) Kol VO EALUGTIKO TMLLOL
(Bpopopovtdiio/rorviconpévio) to omoio mepiéyetl 3 ml evarmpnpatog. To euoiyylo mepiéyet Eva
YudAvo 6ea1pidlo, MOTE Vo SIEVKOADVETOL 1] ETAVOLDPNOT.

Meyén ovokevaciog tov 1, tov 5 kot 10 puotyyiwv. Mropet va unv KokAo@opovv OAES ot
GLOKELAGIES.

Actraphane 30 Innol et/Actraphane 30 FlexPen

duciyyo (tomov 1 yvaii), ue éva éuforo (Bpopofovtiilo) Kat £vo, ELAGTIKO TOU
(Bpopopovtdiio/rorviconpévio) To omoio Tepléyel 3 ml evolmpiUaTOg GE Lo TPOYEUGUEVN,
OVOAMDGLUN GLOKELT TOTTOV TEVAG TOALUTADMY 0OGEMV KUTAGKEVUGUEVT atO TOAVTPOTVAEVIO. To
QLOTYY10 TTEPLEYEL £VA YOAAIVO GOULPIOI0 TPOC H1IEVKOAVVGT TG ETOVALDPTOTG.

Meyén cvokevaciog g 1, tov 5 kot 10 Tpoye o HEVEOY GLOKEVMV TOTOL TTEVAS. Mmopel va v
KUKAOPOPOVV OAEG 01 GLCKEVAGIES.

6.6 E10wkég mpo@ulaters améppuyng Kot GArog yeiplopdg

AoV Bydiete To QLOAISG10, QLGTYYLO 1| TTPOYEMGUEVT] GVOKELT TOTTOL TTEVAG Actraphane and To yoyeio,
GULVIGTATOL VO APTVETE TO PLOAISI0, PLGTYYIO 1 TPOYEUGUEVT GLOKELT TOTOVL TEvVaG Actraphane va
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amoKTHoEL DEPLOKPOGiO dSOUATIOV TPOTOV VO EXAVOLWPNCGETE TNV IVGOVAIV] OTMG VITOJETYTNKE Yo TNV
TpWTIN XPNomn.

Mn xpNCILOTIOIEITE OVTO TO POPLOKEVTIKO TPOIOV EAV TOPATIPGETE OTL TO EXAVOIDOPTLEVO VYPO OEV
glvat opotopoppa Aevko kot Boro.

To Actraphane to omoio &xet kaTonyvyOet, dev TpEmel va ypnoomoleital.

O 000eviC TPETEL VAL EVILLEPDVETAL MOTE VO, AToppinTeL TN PeAdVA Kal T cOPLyya ETELTO Amd KAOe
éveon.

Kdabe aypnoonointo gopuokevtikd Tpoidv 1 VTOAEUUN TPETEL VO UTOPPITTETAL GOUPOVO. LIE TIG
KOTA TOTOVE 16 VO0VGEC GYETIKEG Sl0TAEELS.

O1 Beldveg, 01 GUPLYYES, TO PLCTYYLO KOl Ol TPOYEUIGUEVEG GUOKEVES TOTTOV TTEVAS OEV TPEMEL VOl
popalovral.

To @uoiyyio dev mpénel va Eavayepiletat.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Aavio

8. APIOMOI AAEIAY KYKAO®OPIAX

Actraphane 30 @ioAidro (40 diebveic povadeg/ml)
EU/1/02/229/001
EU/1/02/229/002
EU/1/02/229/036

Actraphane 30 @iaAido (100 diebveic povadec/ml)
EU/1/02/229/003
EU/1/02/229/004
EU/1/02/229/037

Actraphane 30 Penfill
EU/1/02/229/011
EU/1/02/229/012
EU/1/02/229/013

Actraphane 30 InnoLet
EU/1/02/229/030
EU/1/02/229/031
EU/1/02/229/032

Actraphane 30 FlexPen
EU/1/02/229/033
EU/1/02/229/034
EU/1/02/229/035
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9. HMEPOMHNIA MMPQTHX EI'KPIXHY / ANANEQYXHY. THX AAEIAX
Huepopnvia tpdng £ykpiong: 07 Oktoppiov 2002
Hpepounvia tekevtaiog avavémong: 18 Xerxtepfpiov 2007

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoopieg Yo 10 TapOV PAPLOKELTIKO TPoidv givar dtabéoieg oTov dikTvokd TOTO
tov Evponaikod Opyavicuov Goappdkwv: http://www.ema.europa.eu.
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1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Actraphane 50 Penfill 100 d1efveig povadeg/ml evéoyo evaidpnuo oe euoiyylo.

2. MOIOTIKH KAI IOXOTIKH XYNGOGEXH

1 puciyylo mepiégel 3 ml mov wodvvopovv pe 300 diebveig povades.1 ml evaiwpnpotog TePLEXEL

100 debveic povdadeg dtohvtig avBpdmivng* tvooviivng/avBpdmivng* icoeaviknig (NPH) tveovAivig
o€ avaroyia 50/50 (1oodvvapeg pe 3.5 mg).

*H avOpdmivn tvoovAivn Topaokevdletal 6Tovg Saccharomyces cerevisiae [ T YPNOT| TNG
TeXVoAOYiog avacvvdvacuévov DNA.

"Exd0y0 pe yvootéc dpdcelc:

To Actraphane 50 wepiéyet Ayotepo amd 1 mmol vatpiov (23 mg) avd d6on kot emopévmg Dempeitat
TPOKTIKA OTL KOTEPEITAL VATPIOLY.

I'a tov mAnpn KatdAoyo tv exddymv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéoyo evarmpnpa.

To evoumpnua eivar Bord, Aevkd Kot vOATIKO.

4. KAINIKEYX ITAHPO®OPIEX

4.1 OgpamevTikég evositelg

To Actraphane gvdeikvotot yuo T Bepameio Tov Gokyapm®Oovs d1ofnTn.

4.2  Aocoloyio Kol TPOTOS YOoPYNOoNS

Aocoloyia

H dpaotikotnta g avOpdriving tveovAivig ekppdletat o€ d1eBveic Lovadeg.

H docoioyia Tov Actraphane givon e€atopkevpévn kot kabopiletar avdAoya e TIg avayKes Tov
acBevi).

Ta TpoaVaEUELYLEVO PAPLOKEVTIKA TPOTOVTO IVGOLAIVIG YopnyoUvTol GuVIRB®G L 1 600 PopEg
nuepnoing 6tav gival embount pio tayeio Evapén Kol TapoateTapnévn dpaor. ZuvicTaTol M
TapakolovOnon g YAukolng oto aipa Yo v enitenén PEATIOTOL YAVKOLUIKOD EAEYYOV.

Ot e&oTopIKELIEVEG OVAYKES Y10, IVGOVATVT cuviBmg Kopaivovtot peta&y 0,3 kot 1,0 diebvav
povadwv/kgmuépa. H avamposappoyn tg docoloyiog pmopei va ypelactel, dv ot acheveic
avaAdfouv avEnpévn LGIKN SpacTNPLOTNTA, AAAAEOVY TO GUVNOIGUEVO O1OTOAGYLO TOVG 1 KATd TNV

TOVTOYPOVY] TOPOVGIL AAA®Y VOGM®V.

Eidixoi wAnBoouoi

Hlaouévor (= 65 etwv)
To Actraphane pmopeti va ypnoiponom0el otoug nAkimpévous acheveic.
210ug NMKIPEVOLS acbeveig, N TapakoAovBnon g YALKOINg Ba mpémel va evtaTikomotleitol Kot n
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3001 NG WooLAivng Ba Tpémel va mpocapudletal o€ e&otoputkevpévn Paon.

AwoTapoy) TS VEPPIKNG Kol THS NTOTIKNHG AEITOVPYIOG

H dwatapoayn tg veppikng 1 Tng NrATIKNAG Aettovpyiog UTOpEl vo LEIDOEL TIG AVAYKES TOV acbevi ot
WGOLALVY.

210G aobevelg e datapayn TG VEPPIKNG 1 TNG NTATIKNG AElTovpyiag, 1 Topakorovdnomn g
YAVKOING Ba TPEMEL VOl EVTATIKOMOLEITAL KOt 1) 0OGT| TG AvOpdTIVIG tVGOVAIVIG Ba Tpémet va
npoocapuoletal og e&otoptkevpévn Paon.

Howdrorpixog minBoouog
To Actraphane pmopei va ypnotponombei oe moudid Kot epnfoug.

Metdraln amo Ao popUaKEDTIKG CKEVAOUOTO, IVGOVAIVHC

Kotd ™ petdraén ond dAle oppoKeLTiKa TpoidovTa IvGOVAIvIG LEGNC 1] LoKPAS dpAong, EVOEXETAL
va €ivol amopaitnTn N ovaTposapoyn e 66one tov Actraphane kot TG yPOVIKNG GTIYUNG
xopiymeon.

2UVIGTATOL OTEVT] TOPAKOAOVON G TNG YAUKOING KaTd TN S1PKELN TNG HETATAENG KO KATA TIG TPDTESG
eBoopadeg petd amd avtyv (PA. Tapdypoeo 4.4).

Tpomog yopipymong

To Actraphane givai po avOpdmvn veovAivn dmAng dpdonc. H dipacikn tov chotacn mepiéyet
WGOLAIVY Kot Toyelog Kol Lokpag dpaong.

To Actraphane yopnyeitot pe vToddpia £vecT 6TOV UNPo, 6TO KOIMOKS Toiympa, 6T YAouTloio
neployn M otn dertoedn mepoyn. Ta onpeio xoprynong g £veong TPEMEL VO EVOALACGOVTOL
oLVEX®DG EVTOG TNG 110G TEPLOYNG Y10 TOV TEPLOPIGLO TOV KIVODVOL MTOdVGTPOPIog Kot SEPHOTIKNAG
apvrogidwong (PA. mapdypago 4.4 ko 4.8). Ta evaiwpipato tvoovAiivng dev yopnyovvTon ToTé
evoopAéPua. H éveon og avaonkopévn TToxmon Tov SEPHOTOC EAAYIGTOTOLEL TOV KIVOLVO aKOVCLHG
EVOOUVTKNG £VEOTC.

H Belova mpémet va apveTal KAT amd T0 dEPLA Y10 TOLANYIOTOV 6 OeVTEPOAETTA Y10, VO E10TE
BéParot 0TL et evebei 6OAN 1 dOOM.

H vrodopia £veon oto Kothokd toiympa e£ac@aAilel TayOTEPT AmOPPOPNOT GE GUYKPIOT) LE TIG
aAAeg Béoeig éveong. H didpketa dpdong evdéyetal va totkiAdel avaroya pe tn 06on, T 8éon g
€VEGTNC, TNV ALLOTIKN pon, T Beppokpacio Kol TO ENXITESO COUUTIKAG dPUGTNPLOTNTAG.

H éveon mpénel va akorovbeitar evtdg 30 Aentdv omd £va, Kovoviko 1 eAagpl YOO TOV TEPLEYEL
VOUTAVOPOKEG.

Ta evaiopipato veovAivng o Tpoopilovtal yia xpnomn o€ avtiieg £yyuong eovAivng.

Xoprnynon ue évo. gt YopRyNons IveovAivyg

To Actraphane Penfill givan oyedioouévo yio xprion Le To GLGTHNATO XOPYNONG VGOLAivNG TG Novo
Nordisk kot tic Berdvec NovoFine 1) NovoTwist. To Actraphane Penfill etvan katdAinio
OTOKAEIGTIKA Y10 VTOSOPLO EVEGT UE ETOVOYPTOLULOTOIOVUEVT] GUGKELT TOTOV TEVAG. Edv T0 mpoidv
yopnyeitar pe ovpryya, TOTE Elval amapaitntn n xpnomn eloAdiov.

To Actraphane Penfill cuvodedetat and £va gOAAO 0dNYIDV ¥pfiong Le Aemtopepeic odnyieg ypnomng ot
omoieg TpEMEL vaL akoAovBovvTal.

4.3 Avtevosigelg

Yrepevaichnoio 6tn dpactiKi ovcia 1 6€ KATOW0 and T EKO0Y0 TOV AVOPEPOVTAL GTNV TOPAYPUPO
6.1.
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4.4 E10wkég TpoetdomomcEls Ko TPoPuAGEels Katd tn ypion

[pwv to T0&idt o€ dropopeTikn ypovikn (dvn, o acbevig Bo Tpémetl va {ntioet wtpikr| GupPovAn, yoti
vt EVOEYETOL VO onpaivel 0Tl 0 acBevic Tpémel va AapPavel TNV vGovAiv Kot To YEOUATA TOV O
SLOPOPETIKEG DPEG,.

Yrmepylvkopio

H avemapkng docoroyia 1 1 dwakonn e Oepaneiog, 10kd otov draprtn tomov 1, pumopel vo odnynoet
o€ VIEPYALKaia Kot SN Tikn keTo&Ewaon. To TPOTO CLUTTOUOTA TNG VIEPYAVKALiNG, cLVRO®G,
avamTOooOoVTAL 6TAd0KE, KOTd TN d1dpKeLn pog Teplddov mpav 1 nuepav. Ieptiapfdavoov diya,
avénuévn cuyvotnta ovpnong, vauTtia, EUETo, VTvNAia, EpuOnUaTddN Enpodeppia, Enpoctopia,
aTMAELN TNG OpEENG KOOMG KOl OVOTVOT LE OGN AKETOVIG.

Ytov Safntn tomov 1, ta vrepyAvKapkd cvpPdavia mov dev avtipetonifovron Oepamevticd, 0dnyovv
TEMKA o€ doPnTikn KEToEEWON 1 omoia gival dSuvnTikd Bavatnedpa.

Yrmoylvkoio

H mapdAenymn kdmolov yeOUOTOC 1) 1] LN TPOYPOLUUOTIGUEVT] EVIOTIKY QLGIKN oK oM UTopEl vo
0dNyNGoVY GE LIOYAVKOLICL.

H vroyAvkopio propel va eppaviotel €dv n 8001 TG vGovAivig glvatl vtepPoAitkd vynin oe oyéon
LE TIG VAYKEC G€ IVGOVAIVT. Xg mepintmon vroyAvkopiog 1 vroyio vroyAvkaipiog to Actraphane o
0o mpémel va evietat. Metd amd ) otabepomoinon g yAvkolng aipatog tov acbevi, n
avompooappoyn e 06ong Ba mpémetl va eEgtaleton (PA. mapaypdpovg 4.8 kot 4.9).

Ot acBeveic, Tov omoiv 0 EAeyyog TV EMIES®OV YAVKOLNG OULOTOC PEATIOVETOL CTUOVTIKG, TT.Y. LECH
gvtatikomompévng Bepameiog pe voovAivr, propei va gupavicovy petaforn Tov cuvibwov
TPOEOOTOTIKMOV GUUTTOWUATOV TNG LIToYAvKapiog kot 8o Tpémel vo evnuepdvovtot oyeTikd. Ta
oLV ON TPOEIBOTOMTIKA CUUTTMOUOTO UTOPEL Vo EAPAVIGTOVV GE 000EVEIS e LoKpOoyPOVIO dafN .

H tavtdypovn mapovcio GAA®V vOowV, 181m¢ AOUMEE®MY KUl EUTVPETOV KATACTAGE®Y, GCUVIO®E
av&avel T1g avdykeg TV acBevav yio tveovAivn. H tavtdypovn mapovcio GAA®V vOowV 6T VEQPA,
GTO IO N VOOV TOL ENNPEALOVV Ta EMVEPPIdLA, TNV VTOPLGT 1 TO BLPEOELDT 0dEVA EVOEXETAL VOL
OTTOUTAOEL LETAPBOAEC GTN OOGT| TNG LVGOLAIVIG.

Orav o1 acBeveic petatdooovtar HETOED SOPOPETIKOV TOTMV PUPUIKEVTIKAV TPOIOVIMY WWVGOLAIVNIG,
TO TPDOLLO. TPOEWOTOTIKGA CUUTTMOMOTO TNG VIOYAVKALHIOG HTopel vo aAAGEOVY 1} va yivouv Aryotepo

ELQOVN OE GYECN UE OTA Y10 TOL OTTOT0, DITPYE EUTELPLOL [LE TNV TPOTYOOUEVT] IVGOVAIVY).

Metdroén amd dAAO QUPULAKEVTIKA TPOTOVTO IVGOVAIVIC

H petdragn evog acbevi oe GALo TOTO 1 dvopa mTpoidvTog VGOVAIVIG TPEMEL Va. YiveTal VITd ALGTNPN
0TPIKY TOPAKOAOVONGT. AAAUYEG OTNV TEPIEKTIKOTITA, GTO OVOLO TPOIOVTOG (TAPUCKEVOGTIS), OTOV
TOmo, otV mpoérevon ({wikn voovdivn, avBpdmivn tvooviivn 1 avdAoyo vGovAivNg) 1)/Kat 6T
péBoodo mapackevng (tvoovAdivn avacuvovacsuévov DNA évavtt tvaovAivig {oikng Tpoéhevonc)
Umopel va 001 yNGovV otV avaykn oAlayng e docoroyiag. Ot acheveig mov peTatdocovTal oe
Actraphane am6 GAAO TOTO IVGOLAIVIG UTOPEL VO XPELLSTOVY EVaV avENuévo aplBpd evécemv
nuepNoimg N aAloyn g 0060A0YI0G TOL EAAUPAVAY LE TO GUVNOIGUEVO TOVG PUPLLOKEVTIKA
okevdopaTa vGovAivig. Edv ypelaotel Kamola avompocsappoyn, avt propel va mpoaypoatomoin el
KATO TNV TPAOTN 060N 1 KATA TN S1APKELN TOV TPOTOV AlYOV BSOUAd®V 1| UNVOV.

Avtidpaceic tne Béonc éveonc

Onwg og k4O Bepomeio pe tvoovdiv, propel va eLeavioToby avidpdoelc g BEong Eveong kot va
mepAapPavouy movo, epuBpdtnta, eEavinuaTo, QAEYLOVT], LOAMTES, 010N KOl KVNGIO. ZuvEXNS
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KUKAIKT evaAlayn tng 0éomg éveong péoa G€ ol SESOUEVT] TEPLOYN UELDVEL TOV KIVOLVO avarnTuéng
aVTOV TV avidpdoemv. Ot avtidpdoelg cLVIBMS VITOXWPOLV TANP®S GE Alyeg LEPES eMG Alyeg
€POOLADES. Xe GMAVIEG TEPMTMGELS, Ol AVTIOPAGELS TNG BE0NG £veong Umopel VoL AatT|GOVY S10KOTT
yopnynong tov Actraphane.

Awrtopayéc Tov 6EPUATOC KO TOV VTOSOPLOV 16TOD

Ot acBeveic Tpémel va Aapufavouv odnyieg oxeTiKd Le TN SlopKT EVOALNYT TOV OTUEI®V YOpYNoNG
NG €VEONG Y10 TOV TEPLOPIGLO TOV KIVOHVOL MITOdVOTPOPiaG Kol SEPUATIKNG OUVAOEIdONC. X
TEPIMTWOOT YOPNYNONG TNG WWGOVAIVNIC 6e onpeia mov epneovifovy Tig v AdY® avTidpacelg vTdpyEt
Kivouvog KaBuoTepNUEVTG ATOPPOPTOTG IVGOVAIVIG KOl ETIOEIVMOGTG TOV YAVKALLUKOD EAEYYOV.
ZOUQOVO LE aVOPOPES, 1) oLpVISLo aALOYT TOV GNUEIOV YOPTYNONG TNG EVESTG KOL 1] YOPNYNON OFE
ONUELO TOV JEV EYEL EMNPENCTEL E1YE OC UMOTELESUO TNV ELPAVIOT) LIOYAVKOLOG. META TV aAloyn
TOV oNUEiOV YopNYNONG TG EvEoTg amd onueio OV £YEL ENNPENCTEL GE GNUELD TTOL dEV EYEL
EMNPEAOCTEL, GUVIOTATOL TOPOKOAOVOT OGN TNG YAVKOING TOV aipaTog, evd umopel va eEetactel To
EVOEYOLEVO TPOTOTOINOTG TNG OO0 TNG AVTIOLUPNTIKNG AYWOYNG.

2uvovaocpoc tov Actraphane pe moyMralovn

"Exovv avaeepbel mepimtdoelg kopdlokng avenapkelag, otav 1 moyAttalovn yopnynonke ce
oLVOLOCUO LE VGOVAIVY, 11aitepa o€ acheveic e TapayovTeg KIvdbVoL Yo avAaTTuEn KopO1oKng
avemdpkeloc. Avtd Ba tpémel va AopPaveror vedyn kotd T xoprynon fepaneiog moyAitalovng o
ouvdvacud e Actraphane. Edv ypnopomom0el o cuvdvacudc, ot acbeveig Ba mpémel va
TOPOKOAOVOOVVTAL Y10 GNUEIN KOl GUUTTOUATH KAPILOKNG AVETAPKELNS, avéEnong Papovg Kat
ownuatoc. H moyiitalovn Oa mpémel va S10KOTTETOL EAV ELPAVIOTEL EMOEIVOOT TOV KOPIIAKMDV
CUUTTOUATOV.

Amoguyn tuyoinv oavausiEemv/cQaAUGTOV KOTA T QUPLOKEVTIKN YWY

Ot aoBeveic mpénet vo Aappdvouv odnyieg yia va EAEYYOVY TAVTOTE TNV EMGNLOVOT TNG LVGOVAIVIG
P oo Kibe Eveorn mote vo amoeevyBov Tuyaieg avapei&elg peta&y tov Actraphane Kot TV A0V
TPOTOVTOV IVGOVAIVIG.

Iynloocwotnta

ITpoxeévov va, BeATimBel 1 tyvnAQGILOTNTO TV BLOAOYIK®OV QUPUOKEVTIKOV TPOTOVT®V, TO OVOLLN
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOULEVOL PUPLAKOL TPETEL VO KATOYPAPETOL LLE GOPTVELQL.

4.5 Aliemopdosic pe GAho QUPRIUKEVTIKA TPOIOVTA KOl GAAES popPES aliniemiopaong

Elvar yvowotd 6Tt évog aptBpog poproKEDTIKOV TPOiOVTOV GAANAETIOPA LE TO HETABOAMOUO TNG
yAvK6dng.

Ot akdhovBec ovoieg pumopel va LELOGOVVY TIG aVAYKEG TOV 0.60EV] GE VGOLAIVY:

A7 TOV GTOUATOG AVTISPNTIKG QUPUAKEVTIKG TPOIOVTO, OVOGTOAEIG TG LOVOUUIVOEEDAONC
(avaoctoreic MAO), B-amoKAEIOTEG, OVOGTOAELS TOV LETATPENTIKOV EVEVLLOV TNG OYYELOTEVGIVIG
(MEA), colkvlikd, avaPoiikd 6TepoELdn Kot COVAPOVALIOES.

O1 akdlovBeg ovaieg umopei va avNcovy Tig avaykeg Tov aodevn g VGOLAIVN:

A6 T0V 6TONHOTOG AVTIGVAANTTIKG, B0 lideg, YAVKOKOPTIKOEIDN, Bupe0EldkeC opuOVEC,
GUUTOOOLUUNTIKA, auENTIKNY 0pprovn Kot dSavaloAn.

O1 B-amokAeloTEG EVOEXETAL VO GUYKOADYOVY TOL CUUTTOUOTO TNG VITOYAVKOUIOG.

H oxtpeotidn/Aavpeotion pnopei eite vo avENGOVY 1} VL LELDCOVV TIC OVAYKEG GE VGOVALVT).

To aAKOOA EVOEXETAL VO EVIGYVCEL 1] VO, LELWOEL TV DITOYAVKOUIKY] ETIOPACT] TNG IVGOVAIVIG.
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4.6 Tovipétnra, kONoN KM yorovyio

Kvnon

Agv vIapYoVV TEPLOPIoUOL GYETIKA LE TN Bepameio Tov dtoPrTn Le WWGOVAIVY KaTd TN SLEPKELD TNG
KONong, Kabmg 1 VoovAivn dev SLUTEPVA TOV PPAYUO TOV TAOKOVVTA.

Ap@oTEPEC N VITOYAVKOLO Kol 1 VTEPYAVKALLLiO, 01 0TTOiEG LmopovV va TapatnpnBohv 6€ avemapKmg
eleyyouevn Bepameio Tov dafntn, avEavouy Tov Kivouvo dLGTANGLOV Kot Bavatov in utero.
SUVIGTATOL EVTOTIKOG EAEYYXOG TNG YAVKOING QLOTOC KO TOPAKOAOVONGT TV EYKDMV YOVOIK®V E
S ko’ OAn TN S1dpKELN TG EYKLHOCHVIG KOl KATA TO SIACTNLO GYESIUGLOV HI0G EYKVLOGHVIG.
Ot avdyKeg € VGOLAIVI GLVROMC LEIBVOVTOL KATA TO TPMTO TPIUNVO Kot €V cuveyeia avEdvovtat
KaTé TO 6EVTEPO Kot TPiTO TPiuMvo. META TOV TOKETO, Ol AVAYKEG GE VGOVAIVI] QUGIOAOYIKA
EMOVEPYOVTOL TAYEMG OTA EMITESA TPO TNG EYKLLOGVHVIG.

Oniacpdg

Agv vdpyovv meplopiopol oyetikd pe tn Bepaneia e Actraphane xatd tov Oniacud. H Bepaneia g
OnAdlovcag untépag e tvGovAivn dev evéyet kavéva kivouvo yia to Bpépog. Evoéyetar, opmc, vo
YPEWOTEL avampocapuoyn g doong tov Actraphane.

Tovipdmra

Meléteg avamapay®yng pe avlpamvn veovivn og (o dev amokdAvyoy avemBounTes EVEPYELES OTN
YOVILOTNTAL.

4.7 Emdpacels otV IKavOTNTO 001Y10NG KOl YEPLOROD PN EVI|LATOV

H wavotta cuykévipmong Kot avtidopacng tov achevi evoéyetal va appfriuviel wg amotéleopo g
vroylvkoiog. To yeyovog avtd umopel vo amoteAécel KivOuvo GE KOTOGTAGELG OTOV Ol IKOVOTNTEG
OVTEG £YOVV 1010iTEPT) oNUacia (.. 0dNYNOT CLTOKIVITOV 1] YEPICUOG UNYOVILLOTOC).

Ot aoBeveic Tpémetl va evnpep@VOVTOL MOTE Vo, AaUPBEvouy T LETPA TOVE TPOG ATTOPLYT| TWV
EMEIC00IMV VITOYALKOAING KATA TNV 00NyNon. AvTtd eivar 1010TEPH OTUOVTIKO Y10, EKEIVOVS TOVG
aoBeveic, o1 0molol EMIEIKVOOVY HELMUEVT T} AKOUTN KO KO0 EXTYVOOT TOV TPOEOOTOMTIKOV
oNUATOV TG VITOYAVKAL{aG 1 o1 01oiot Prdvouy GuyVA VIOYAVKAUKE eTelcdota. Oo Tpémet vo
e€etaletal KTl TOCOV GLVIGTATAL 1) 001YNOT| GE AVTEG TIG TEPIMTMOGELG.

4.8 AvemOounTeg evépyereg

Tlepiinwn tov Tpooih acOAAEiOC

H vroyAvkapio givor 1 cuyvotepn epeaviCopevn avemBount evépyela Katd TNy S1GPKELN TNG
Oepaneiog. O cuyvoTnTEG TNG LIOYAVKOUiOG TOIKIALOVY avdAoya pe Tov TAnBuoud Tov acbevav, To
S0COAOYIKO YN0 KOl TO EMITESO YAVKOIUIKOD EAEYYOL, TopakaA® PAéme tnv [leprypaon
EMAEYUEVOV OVETBIUNTOV EVEPYELDY TOPAKATO.

Kotd v évapén g Bepaneiog pe tvoovdivn, evoéyxetat va eLEOvVIGTOOV SOAACTIKEG dLTOPAYES,
oldonua Kot avTdpacelc ot BEomn g Eveong (mOvogs, epuBpoTNTa, KVIO®OT|, PAEYLOVT], LOAWMTEG,
oldnua kot kvnouodg otn Béon g éveong). Ot avidpdoelc avtég sival cuvnlwg mapodikég. H ypryopn
Bedtioon tov eléyyov TV emmES®V YALKOING aipaTog pmopel va oyetileTal e TV KaTtdoTtao Tov
ovopaletor o&eio emmovv™ vevpomadela, 1 omoia cGuVHB®G eivar avaosTpéyiun. H evtatikomoinon g
Bepamneiog pe tvoovAivn pe amdtoun Peitioon tov yAvkoykov eA&yyov uropet va oyetiletat pe
TPOoWPIVN EMOEIVOOT TNG SAPNTIKNAG ApPIPANoTpoedonddeilog evd 1 pokporpobeoun Pertioon Tov
YAVKOLUKOD EAEYYOV LEIMVEL TOV Kivouvo e£€MENG TG dtafntikng appipAnctpogidondfeioc.
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Katdloyoc ovemBountmv EVEPYELMY GE LOPEON TIVOKOL

Ot avemBOuNTEG EVEPYELEC TOV AVAPEPOVTOL TTOPAKATO Paciloviol 6€ 0E00UEVO KAVIKAV SOKILADV Kot
KatoTdooovtol GVUEVa, e 10 MedDRA avd cuyvotnta kot opyavikd cvotnuo. Ot katnyopieg
ouyvotnTog opilovtal cupeva pe TV akdAovdn oouPacn: [Todv cuyvég (= 1/10), cvyvég (= 1/100
£€w¢ < 1/10), 6yt ovyvég (= 1/1.000 émg < 1/100), omdvieg (= 1/10.000 émg < 1/1.000), moAd Gravieg

(< 1/10.000), un yvootéc (dev umopovv va ekt ovv omd to Stabéciio dedopuéva).

Awtapoyéc Tov Oyt ovyvéc — Kvidmon, epvbnua
OVOGOTOINTIKOU GLUGTHLATOG

[ToAb omviec — AvaeuAakTikég avidpdoelc*

Awzoapayég Tov petaforopon | [odd cvyvéc — Ymoyhvkoupio®

ko Tng Opéymg

Alotapoy£C Tov VELPIKOV Oy ovyvég - Tepipepikn vevpomdOela (emdduvn
GULGTILLOTOGC vevpomadeLa)

OpBaipukég datapoyég [ToAd omdviec — AlaOAAGTIKES SLoTapayEC

Oy ovyvég — Aapntikn apeipAnotposidonddeia

Awtapayég Tov déppatoc kar | Oyt ovyvég — Amodvotpoeio™
TOL VTTOJOPLOL 1GTOV

Mn yvootég — Aeppatiki opvrlogidwon™* T

Ievikég Srotapayéc Ko Oy ovyvég — Avtidpaoeig g Béong veong
KOTAGTACELS TNG 0000
XopNyNong Oyt ovuyvéc — Otdnpua

* BAéme [eprypaon| emAeyuévav avemBOunNT®V EvePYELDY
T AvemBounteg evépyeileg amd TnyEg LETE TV KukAopopia.

Tleprypaen emheypévov avemBountwyv eVEPYEIHOV

Avagpvloxtikés avtiopdoels

H gpepdvion tov yevikevpévov avtidpdoeny vrepevaictnciog (mepthappfdvouy yeEVIKELUEVO
deppotikd eEAvOnua, kvnoud, epidpmoN, YOUOTPEVIEPIKEG EVOYANGELC, AYYEIOVEVPOTIKO O1OMNaL,
dvuoKoAieg otnv avomvon, aicOnua TaAUdV Kol Leimon TG apTnplekng Tieong) eival ToAd omdvia,
oA pmopet va givat SuvnTikd ameinTcég yio ) o).

Yroylokoyuio

H mo ovyvd avaeepdpevn avembount evépyea givor 1 vroyilvkaipio. Mmopel vo Tpokdyet v 1
80601 ™G eovAivig givorl vepPoiikd vYNAN 6 oxéon LE TIC avaykeg o€ vaoviivi. H cofapn
VTOYAVKOULIC EVOEXETOL VO, 00N YNOEL GE UTMAELN TOV AGONGEDY 17/Ka1l GE GTOCUOVE Kol UTOPEL v
€XEL WG OMOTELEGLA TV TOPOOIKN 1] HOVIUN SLOTOPOYN TNG AELTOLPYIONG TOV EYKEPAAOD 1 AKOLY| Ko
0avato. Ta copntdpato TG LIoYAVKaLiog cuviBmg epeaviovtar Eapvikd. Evdéyetol va
TEPAAUPAVOLY KpDO 10pDTA, KPVO YAOUO OEPLA, KOTMGT], VELPIKOTNTA 1] TPELOVAO, aicOnpa dyyovg,
aovvnOlot KoTwon 1 advvapio, aictnua coyyvong, Suokoiio ot GVYKEVTPWOT], VIVNAia, aicOnua
UEYOANG TTEtvag, aALAYEG OTNY OpaoT), KEQUAUAYi, vauTio Kot aicOnuo TaApudy.

2116 KAMVIKEG BOKIUEG, 1) GLYVOTNTA TNG VIToYAvKaLiog mowkidAet pe Tov TANOLGHO TV acbevav, Ta
S0GOAOYIKA GYMLOTO KOL TO EMIMEDO TOV YAVKOLUKOD EAEYYOV.

A10T0p0yES TOV FEPUATOS KL TOV DITOIOPIOV LOTOD

H Mmodvotpoeia (mepirappdvel T Mmobmeptpopia, T ATOATpOQin) Kot 1) SEPUATIKT OUVAOEIO®OT
EVOEYETOL VO, ELPAVICTOVY GTO GNLEI0 YOPYNONG TNS £VESTG Kot VoL KABVLGTEPNGOLV TNV TOTIKN
amoppoenon g tvoovAivng. H dtapkng evailayn tov onpeiov yopnynong g EVEcng 6€ L
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GLYKEKPIUEVT TEPIOYN EVOEYETOL VO GUUPAAAEL 0T peimon 1| TPOANYT TV eV AOY® avTidpacewV (PA.
Tapdypoeo 4.4).

TTodrarpucdc TAnOvopude

Me Bdon Tig TyEg Hetd TV KUKAOPOpPio Kot TIG KAVIKEG SOKIHEC, TI GUYVOTNTO, TOV TOTO Kol TN
coPupOTNTA TOV OVETIOVUNTOV EVEPYELDV TOV TAPAUTIPOVVTAL GTOV TOUSLOTPIKO TANOLGUO dev
TPOKVTTEL KOO SIUPOPE. LLE TNV EVPVTEPT EUTELPIN GTO YEVIKO TANOLGLO.

Allot edikol mAnbvouoi

Me Bdon Tig Tyég HeTd TNV KUKAOPOPIo Kot TIG KMVIKEG SOKLES, T GLYVOTNTO, O TOTOG KOL 1|
coPapOTNTA TOV AVETIOOUNTOV EVEPYEIDY TTOV TOPATNPHONKAV 6€ NAKIOUEVOLS aeBevelg Kol o€
aocBeveic e veppiKn N NTATIKN avemdpKeLo dev Ogiyvouy Kopio S1opopd L TV upOTEPT| EUTEIPIN OTO
YEVIKO TANOLGUO.

Avopopb mOavoloyoduevov avemOOUNTOV EVEPYELRY

H avagopd mboavoroyoduevov avemBOunTov evepyEL®Y PETH amd T YopNyNon Gdelog KukAopopiag
TOV QUPUAKELTIKOD TPOiIOVTOG elvat onpavtiky. Emitpénet tn cuveyn mapakorobnon g oxéong
0PELOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITOL At TOVG EMAYYEALOTIES VYELNG VOl
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOV EOVIKOD GLGTNLATOG
ovapopds Tov avaypdeetot oto [Hopdptmua V.

4.9 Ynepodocoroyia

Agv givar duvaTov va oploTel pia 101K VTEPIOGOAIYNON VGOVAIVIG, EVOEYETAL, OULMG, VO OvVaTTUYOEL
vroyAvkaio og dtadoykd otadia, 6y yopnynbovv vrepPfoiikd vynAéc 6OGEIC GE oYEoN LLE TIG
OTOLTOELG TOL 0oOEVN:

. Ta o VTOYAVKALUKE ETELGOOIN UTOPEL VOL OVTIUETOTIGTOVV UE YOPNYNoT YALVKOLNG armd 10
OTOLA 1] CAKYOPOIDY TPOIOVTWV. ZVVETMG, CLVIGTATAL O JAPNTIKOC asBeVig va KpaTd TavVTa
pali tov Tpoidvta mov wepiEyovv Layopm.

. Ta coPapd vToyAvKapkd ETelGO010, KOTd To. 0Toio 0 acbevig £xel am®AECEL TIG A1GONGELC
TOV, UTOPEL VL AVTIUETOTIOTOVV e YAvkayovn (0,5 émg 1 mg) yopnyovuevn evéopvikd 1
VTOOOP1IA OO EKTOOEVUEVO ATOHO 1] e YAVKOLT yopnyoLuevn evooPAEPLa amd emayyeAaTiO
vyeiog. Eav o acbevng dev avtamokpibei otn yoprynomn yAvkoayovng eviog 10 émg 15 Aentov,
npénel emiong va Tov yopnynoetl yAvkoln evéopiéfia. Me tnv aviktnon tov acincewy,
GUVIOTATAL 1] YOPNYNON LOATUVOPAK®MV AT TO GTOUM, MOTE VO, TPOANPOOVY EMOUEVEC KPIGELS.

5. DOAPMAKOAOTI'TKEX IAIOTHTEX
5.1 ®@oppokodvvopikés 1WO10TNTEG

Dopuakobepamevtiky katnyopio: OapuaKa Tov ¥pNoLonotovvtal 6to dtafrtn. Evécyueg tvaoviiveg
Kot oviAoya, HEGNC N LOKPAG dPAoNG 6€ GLVOVAGHO L Tayelog dpdong veovAivn (avBpmmivn).
Kwdwog ATC: A10ADO]1.

Mnyovioudg dpdiong Kot QapLakodVVOLIKES EMOPAGELS

H dpdon g tveovrivig 6t peimon Tov emmédmv e YAUKOING Tov ailatog opeileton oTnv
d1evkoOAVVen TG TPOSANYNG TNG YALKOING LETA TN OEGIEVOT) TNE WVGOVAIVIC GTOVE VTTOJOYELS OTO
LOTKA Kot MIT®dOT KOTTAPO KoL GTV TOVTOYPOV AVAGTOAN TNG ameAevfépmang g YAvkOIng and to

nmap.

To Actraphane givat vaovAivny dumAng dpdonc.
H évap&n g dpdong mapatnpeitat evioc /2 dpag, | Léytotn dpdon emtvyydvetat eviog 2—8 mpav Kot
1 ovvoliKn dudpkela dpdong sivar £wg 24 dpeg.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

5.2 ®@oppoxokivTIKEG 1010TNTES

H woovkivn oty xukhogopia aipatog dtabétel xpovo nuicelag (ong oliyov Aentdv. Katd cuvéneto,
TO YPOVOOLAY PO OPACTG EVOC GKEVAGHOTOS VGOVAIVIG KaBopileTal amoKAEIOTIKA OO TIC IOLOTNTES
amOpPPOENONG TOV.

Avt 1 dwdkacio ennpedletorl amd d1popovg Tapdyovies (T.y. 600 WWGOVAIVIG, 080G Kol oNUEio
€VEGTC, TAYOG TOV GTPAOUOTOG TOV LTTOGOPLOL Aiovg, TOTOG ToL dafntn). Kotd cuvéneia, n
QOPUOKOKIVITIKY TOV QUPLOKEVTIKMOV TPOIOVTWOV TNG LVGOVAVNG eMNPedleTal amd G1LLOVTIKY
StokOpoven HETAED TV daPOp®Y ATOUMY Kot 6T0 1010 dTopo.

Amoppdéonon

H ewova g amoppodpnong oeeileTor oto yeyovog OTL To TPOidV eival Eva LELYLO TPOTOVTMV
WGOOLAMVNG HE Tayelo Kol TopATETAUEVT amoppOPn o avTioToryo. H péylotn cuykévipmon tng Lakpdig
dpliong tVGOoLAIVIG 6TO TAACUE LETE Ao LTOdOPLL. YOPNYN oY EMLTVYYAVETAL €VTOG 1,5-2,5 mpdv.

Koatavoun

Agv TopoTNPEITAL KOO OTILOVTIKT 0EGHEVCT UE TIG TPMOTEIVEG TOV TAAGUATOC, EKTOG A0 TO.
AVTICOUOTO 0TV VGOVAIVT (€Gv Ppickoviol 6TV KuKAOQOpia).

MetafoMopog

AvopépeTat 6TL | ovOpAOTIVY VGOVAIVY 0modoLEiTAL OO TNV TPAOTEACT] TNG WVGOLAIVNG N Ta Evivpa
OTOdOUNON G TNG VGOLAIVIG Kot THOVMG TNV 1GOUEPACT] TV S1G0VAPOI®Y TV TpoTeivody. Eyet
npotabel Evag apOpndc onueiov Katakpripviong (VdpdAveN) 610 UOPLO THG AVOPOTIVIG IVGOVAIVIC.
Koaveig ek Tov petafoAttdv mov onpovpyodvIol HETA TNV KATAKPNUVIOT) Ogv Eival dpacTiKog.

Amofoin

O telkdg ypodvog nuicelag {mng kabopiletat amd To puOUd amoppOENONG ATd TOVG LTOGOPLOVS
otovc. Katd cuvéneia, o tehkog ypovog nuiocetag Long (t,) amotehel HETPO TG OATOPPOENONG
udAalov, mapd avtig Kabeavthg TG amoBoAng ¢ WGoLAIVIC 0mtd To TAGoUa (1] IVGOLAIVT 6TV
KuKAopopia €xel ty, oAiyov Aemtdv). Meléteg Exouv deilel éva ty, mepimov 5—10 wpdv.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QAAELN

Ta pn Khvikd dedopéva dev amokaADTTOLV 110iTEPO Kivduvo Yia Tov dvBpmmo pe faon Tig
SVUPATIKES LEAETEG PUPLAKOAOYIKNG AOPAAELOG, TOEIKOTNTOG EMAVOLAUPAVOLEV®DY 3OGE®V,
yovoTo&kOTNTaG, EVOEXOUEVG KOPKIVOYOVOL Opaomng, TOEIKOTNTOG TV OVOTOPOY®YIKY] IKAVOTNTO
KoL ovAmTuén.

6. OAPMAKEYTIKEX MTAHPO®OPIEX
6.1 Koataroyog ekdoymv

Xhoprohyog yevddpyvpog

I'lokepdin

Metakpesoin

Davoin

A1EVVOPO 6EIVO POOEOPIKO VATPLO
Ydpoé&eidro tov vatpiov (yia pvbuion tov pH)
Ydpoyrwpikd 0&D (yio pyBuior tov pH)
Octixn TpoTopivn

Ydwp yia evéoiua
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6.2 Aocvpparotnreg

Ta PapUaKELTIKA TPOTIOVTO IVGOLAIVNG Ba Tpémel va TpooTiBevTol LOVO G ¥NUKES OVGIES UE TIG
omoigg glvar yvwotd 6Tt givarl cupPatd.

Ta evoaumpnpoto veovAivig dev Tpénetl va TpooTifeviol oTa vYpa £YYLoNG.

6.3 Awpkewa Lomg

IIpwv 10 Tp®dTO dvorypa: 30 piveg.

Koatd ™ ypnon N 6tav pépovtar og epedpikd: To mpoidv pnopel va puAdocetat yio 6 BSopddeg To
oA, OvAdocetat kdTm amd Tovg 30°C.

6.4 Iowitepeg TpoPuvAacers kata T POLAEN TOV TPOIOVTOG

IIpwv 10 Tp®TO Avorypa: Dvidooetor og yoyeio (2°C - 8°C). Mnv o KaTOWOYETE.

Koatd ) xprion i 6tav eépoviar g epedpikd: Pvidooetol Katw amd toug 30°C. Mnyv to Bdlete oto
Yuyelo 1 T0 KOTAWOYETE.

DvAGGGETE TO PLGTYYLIO GTO KOVTI Y10, VO TO TPOGTATEYETE OO TO PG,

6.5 @von Kol 6LVETUTIKA TOV TEPLEKTN

Duciyyo (tomov 1 yvaii) pe éva pporo (Bpopofoutidio) Kot Eva EAACTIKO TN
(Bpopopovtoiio/rorviconpévio) to omoio mepiéyetl 3 ml evarmpnpatog. To puoiyylo mepiéyet £va

YOAAVO CQUPIOL0, MOTE VO, SIEDVKOADVETAL 1] EXOVOLDPTON.

Meyébn cvokevaciog tov 1, tav 5 kot tov 10 puotryyiov. Mropei va pnv KokAo@opodv OAeg Ot
GLOKEVOGIES.

6.6 Eidwkég mpopuhaters améppiyng Kot GALOG YEIPLOROg

O1 BeAdveg ko 1o Actraphane Penfill dev mpémet va popalovrat. To guoiyylo dev Tpémet vo
Eavayepiletat.

A@ov Pydiete to Actraphane Penfill an6 1o yuyeio, cuvictdrtal va aprvete to Actraphane Penfill va
ookt oel Bepokpacio SOUATIOL TPOTOV VO EXOVAIMPNGETE TNV IVGOVAIVN OTIMC VTOJELYTNKE Yol TNV

TpAOTN XPrioN.

MnV ¥p1GILOTOLEITE 0LTO TO PUPOKEVTIKO TPOIOV EAV TOPUTNPTCETE OTL TO EXOVALOPNUEVO VYPO dEV
glvat opotdopoppa Aevko kot 0o PeTd TV EnovaldPN o).

To Actraphane 10 omoio £xet katoyvyBel, dev mpEmeL va. ypnoLLOTOLEiTAL.

O ac0evic TPETEL VO EVIUEPDVETOL MOTE VO, ATOPPInTEL TN PerOva Emerta amd kabe Eveon.

Kda0e aypnoyomrointo eaprakentikd Tpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPDVE, LUE TIG
KTO TOTOVG 10YHOVGEG OYETIKEG OLOTAEELS..

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd
Aoavio
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8. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/017

EU/1/02/229/018

EU/1/02/229/019

9. HMEPOMHNIA ITPQTHX EI'KPIZHX / ANANEQXHX THX AAEIAX
Hpepopnvia mpdtng éykpiong: 07 OxtwPpiov 2002

Huepopunvia tedevtaiog avavémong: 18 Xentepppiov 2007

10. HMEPOMHNIA ANAOEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOpPIies Y10 TO TAPOV PAPLOKEVTIKO TPOidV givar dtabéoieg 6Tov SIKTLOKS TOTO
tov Evpomnaikov Opyoaviopod Gapudkmv: http:/www.ema.europa.eu.
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http://www.emea.europa.eu/

ITAPAPTHMA 11

ITAPAXKEYAXTEX THX BIOAOTTKQX APAXTIKHX
OYXIAX KAI HAPAXKEYAXTEX YIIEYOYNOI I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI ATAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZMATIKH XPHXH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. TTAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
OITAPAXKEYAXTEX YIIEYOYNOI I'TA THN ATIOAEEMEYXH TQN ITAPTIAQN

Ovopo kot d1e06vven TV TOPUSKELAGTAV TNE PIOAOYIKMOE SPACTIKHC OVGIOC

Novo Nordisk A/S Novo Nordisk A/S
Novo Allé Hallas Allé

DK-2880 Bagsvaerd DK-4400 Kalundborg
Aavio Aavio

‘Ovopa kat d1ev6vven TV TOPACKELAGTMV TOL £ivail VTELHVVOL Y10 TNV ATOSEGUEVCT] TV TOPTIOWY

Actraphane 30 InnoLet kot Actraphane 50 Penfill:

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Aavio

Actraphane 30 @uoAiovo, Penfill kon FlexPen:
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Aovia

Novo Nordisk Production SAS

45, Avenue d’Orléans

F-28000 Chartres
TaAAia

210 évtumo GOAAO 0dNYLDV YPTONG TOV POPHAKEVTIKOV TPOIOVTOG TPETEL VAL OVALYPAPETAL TO GVOLLAL
Kol 1 61e00VVOT TOL TAPUCKEVOGT TOV ELVaL VTEVOVVOG Y1 TNV ATOSECUEVCT) TNG GYETIKNG TOPTIONGS.
B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTiKd TPOTOV Y10 TO 0TOT0 ATUITEITAL 1TPIKT CLVTOYT.

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAYX

. Ex0fce1g meproodknig mapakorovdneng g aceareiag (PSURS)

Ot amoutioelg yia tnv vofoin twv PSURS yio 10 v Adym QapprakevTikd Tpoidv opiloviatl otov
KaTdAOYO pE TIg nuepounvieg avapopdg g Evoong (katdioyoc EURD) mov opatifetal oty

napdypopo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kaOe erakoiovdng emkaiponoinong
OIS ONUOGLEVETAL GTIV EVPMOTATKY| SIKTVAKT] TUAT| Y10l TO POAPHLOKAL.

A.  OPOI H NEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
. Xyéo10 owayeipiong Kivovvov (XAK)

O Karoyog Adetag Kvkiopopiag (KAK) Ba dieEaydyet Tig amaitodpeveg SpactnplotTnTes Kot
TOPEUPACELS PAPUOKOETAYPVTVOTG 0TS Tapovcldlovtal 6to cuppvniéy XAK wov
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mapovotdleTor otny evotnta 1.8.2 g ddetog KukAo@opiog Kol 0TolEGONTOTE EXOKOAOVOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emkaporompévo XAK Oa npémel va katotebei:

. Metd and aitnuo tov Evporaikod opyoavicpod Oapudkmy.

. OnoTedNTOTE TPOTOMOLEITAL TO GVGTNUA, OLOYEIPLENG KIVODHVOD, EOIKE MG ATOTELEGLLOL ANYNG
VE®V TANPOPOPIDOV TOL PTOPOVV VO ETPEPOLY GUOVTIKT AALOYT OTI] GYE0T 0PEAOVG-
KIVOUVOL 1] G OTOTELEC O TNG EMITEVENG EVOG GTULOVTIKOD OPOGTLLOV
(poppakoemaypOTVNO™N 1 EALUYLETOTOIN T KIVODVOD).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (PIAAIAIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 40 IU/ml
Evéoo evaidpnpa
avOpOmIVI tvoOoLAIVT|

2. YYNGOEXH XE APAXTIKH OYZXIA

1 ploiidio mepiéyel 10 ml wov 1codvvapodv pe 400 IU. 1 ml evarwpnpatog tepiéyel 40 [U avOpdmivng
woovAivng (30% wc¢ dtodvtn tveovAivn katl 70% mg 160Qavikn tvaovAivn) (1codbvapeg pe 1,4 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLoHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAIVOLT, S1EVVOPO OEIVO POGPOPIKO VATPIO,
VOPo&EidIo Tov vaTpiov/vdpoyrwpikd 0&D yia pOBen tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECIULOL

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evoumpnua

1 proridio tov 10 ml
5 eroAidio tov 10 ml

5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To UALO 0INYIDV YOG TPV AT TN PN oM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d

7. AAAEYX ETAIKEX ITPOEIAOITIOIHXEIY, EAN EINAI AITAPAITHTEX

Enavoiopnote coppmva pe Tig 0dnyieg
XP1MOYLOTO|OTE TO EMAVAULDPT L LLOVO EGV Elval OPOIOLOPPa AEVKO Kol BOAO

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnotpomombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv 10 Tp®TO Avorypa: Pvidoocetal o€ Yyouyeio. Mnv 10 Katayvyete
Kotd ™ ypnon: dvrdcocetal kdtm amd tovg 25°C. Mnv 1o Balete 610 Yoyeio 1 T0 KOTOWOYETE
Awtnpeite 10 PLOAISI0 GTO KOLTI Y10l VO TO TPOCGTATEYETE GO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyte T Perdva KoL T cVpryyo LETA amd KAbe Eveon

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvard, Aavia

12. APIOMOI AAETAYX KYKAO®OPIAX

EU/1/02/229/001 1 @uaAiowo tov 10 ml
EU/1/02/229/002 5 ¢ioAidia tev 10 ml

13. APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 40

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov Tepn@Bivta LovadKO aVayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA (®IAAIAIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 30 40 IU/ml
Evéoo evaidpnpo

avOpamTIvN tvoovivn
SC

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOZX ITAPTIAAX

Ioptida:

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

10 ml

6. AAAA XTOIXETIA

Novo Nordisk A/S
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (PIAAIAIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 100 IU/ml
Evéoyo evarmpnpa
avOpOTIVI tvooLAivT

‘ 2. YYNGOEXH XE APAXTIKH OYZXIA

1 proridio mepi€yet 10 ml mov 1oodvvapodv pe 1000 IU. 1 ml evarmpipoatog mepiéyet 100 U
avBpomvnc wveoviivig (30% mg dtodvt vaovdivn kKot 70% ¢ 160QavIKn vGovAivn) (16000VOEG e
3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLoHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAIVOLT, S1EVVOPO OEIVO POGPOPIKO VATPIO,
VOPo&EidIo Tov vaTpiov/vdpoyrwpikd 0&D Yo pOBon Tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECLULOL

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evoumpnua

1 proridio tov 10 ml
5 eroAidio tov 10 ml

5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To UALO 0INYIDV YOG TPV AT TN PN oM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIIEI NA ®YAAXXETAI *E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ BEomn v omoia dev PAETOLY Kot dev Tpoceyyilovv T Todd

7. AAAEX EIAIKEX ITPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Enravoiwpnote cOppova [LE TG 001yieg
XPpNOLOTOUOTE TO EMOVOULDPTLLL LOVO €AV EIVAL OLOIOLOPPO AEVKO KOl BOAD

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnotpomombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEY OYAAEHX

IIpwv 10 Tp®TO Gvorypa: Dvidccetal o€ youyeio. Mnv 1o Katayvyete
Koatd ™ ypnon: Gvrdccetol kdtm omd Tovg 25°C. Mnv 10 Balete 610 Yoyeio N TO KOTOWYOYETE
Awnpeite 10 PLHAId0 GTO KOLTI Y10l VO TO TPOCTATEYETE OO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

Amoppiyte T PelOva Kat Tr cUPLyYa HETA amd Kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/003 1 ¢@uoridio towv 10 ml
EU/1/02/229/004 5 ¢oAido tev 10 ml

13. APIOMOX ITAPTIAAX

Hoprida:

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Actraphane 30 100

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Tepn@Bivta LovadtKo avayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA (®IAAIAIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 30 100 IU/ml
Evéoo evoumpnua

avOpaTIVN tvoovivn
SC

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOZX ITAPTIAAX

Ioptida:

5. INEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

10 ml

6. AAAA XTOIXETIA

Novo Nordisk A/S
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ETIKETA EEQTEPIKOY INEPITYAIT'MATOX XTHN NOAYZYXKEYAZXIA (®IAAIAIO -
pe Tov Tpémo S1abeong)

1. ONOMAZXIA TOY ®APMAKEYTIKOY IIPOIONTOX

Actraphane 30 40 IU/ml
Evéoo evaidpnpo
avOpamTIvN tvoovivn

2. XYNOEXH XE APAXTIKH OYXIA

1 gloAido mepiéyel 10 ml wov 1wodvvapovv pe 400 [U. 1 ml evoiwprpotog mepiéyel 40 IU avBpodmivng
woovAivng (30% g drodkvtr tvoovAdivn kot 70% ¢ 16oeoviki wveovAivn) (1codOvapueg pe 1,4 mg),

|3.  KATAAOIOX EKAOXQN

YAOPLoHY0 YELOAPYLPO, YAVKEPOAT], LETAKPEGOAT), PAIVOAT, S1EVVOPO OEVO POCPOPIKO VATPIO,
VOP0o&eidlo Tov vaTpiov/vOPoYAmpPLKo 0&L Yia pvBuon Tov pH, Betikn TpoTapivi Kot VOwp Yio
eVEGIULOL

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoyo evaumpnpa

IToAvovokevacia: 5 cvokevacieg Tov 1 x 10 ml graidiov

5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To UALO 0INYIDV YOG TPV AT TN PN oM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d

7. AAAEX EIAIKEX ITPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Enravoiwpnote cOppova [LE TG 001yieg
XPpNOLOTOUOTE TO EMOVOULDPTLLL LOVO €AV EIVAL OLOIOLOPPO AEVKO KOl BOAD

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnoipomombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEY OYAAEHX

IIpwv 10 Tp®TO Gvorypa: Dvidccetal o€ youyeio. Mnv 1o Katayvyete
Koatd ™ ypnon: Gvrdccetol kdtm omd Tovg 25°C. Mnv 10 Balete 610 Yoyeio 1 TO KOTOWOYETE
Awnpeite 10 PLAId0 GTO KOLTI Y10l VO TO TPOCTATEYETE OO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

Amoppiyte T PelOva Kat Tr cUPLyYa HETA amd Kabe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/036 5 cvokevacieg tov 1 x 10 ml proidiov

13. APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 40

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A16d106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépet Tov TepAn@BEvTa LOVASTKO OVOYVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI I'TA TIOAYXYXKEYAZXIA (®PIAAIAIO — yopig Tov TpoTO d140£0MC)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 40 IU/ml
Evéoo evaidpnpa
avOpOmIVI tvoOoLAIVT|

2. YYNGOEXH XE APAXTIKH OYZXIA

1 @loiidio mepiéyel 10 ml wov 1oodvvapodv pe 400 TU. 1 ml evaropnpatog tepiéyet 40 [U avOpdmivng
woovAivng (30% wc dtoAvtn tveovAivn katl 70% mg 160eavikn tvaovrivn) (loodvvapeg pe 1,4 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,
VOPo&EidIo Tov vaTpiov/vopoyrwpikd 0&D yia pOBen Tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECLULOL

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evarmpnpa

1 @loAidio Twv 10 ml. Xvototikd Tolvcvokevaciog, dgv pmopel vo Toindel Eeywpiotd

‘ 5. TPOITIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwPaoTe T0 POALO 0INYIOV XPHONG TPV OO TN XPNOT

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, Vv onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tald1d

7. AAAEX EIAIKEYX ITPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Enavoiopnote cOpowva pe tig oonyleg
Xp1OYLOTOOTE TO EMAVAULDPTUO LOVO EQV EIVOL OPOIOLOPPA AEVKO Kal HOAO

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ™ ypnion 1 6tav purdccetol og epedpkd: Na ypnoiomroindei eviog 6 efdouddwmv
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9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv 10 Tp®TO Avorypa: Pvidoocetatl o€ Youyeio. Mnv 10 Katayvyete
Kota ™ ypnon: dvrdcocetal kdtm omd tovg 25°C. Mnv 1o Balete 610 Yoyeio 1 T0 KOTOWOYETE
Awtnpeite 10 QA0 GTO KOLTI Y10l VO TO TPOGTATEYETE GO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyte T Perdva KoL T cVpryyo LETA amd KAbe Eveon

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvard, Aavia

12. APIOMOI AAETAYX KYKAO®OPIAX

EU/1/02/229/036 5 cvokevacieg tov 1 x 10 ml graidiov

13. APIOMOX ITAPTIAAX

IToptida:

‘ 14. TENIKH KATATAEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 40

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ETIKETA EEQTEPIKOY INEPITYAIT'MATOX XTHN MNOAYXZYXKEYAZXIA (®IAAIAIO -
pE Tov Tpémo S1aBe0NC)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 100 IU/ml
Evéoyo evoumpnua
avOpadTIVN tvoovAivn

2. XYNGOEXH XE APAXTIKH OYXIA

1 @loiidio mepiéyel 10 ml wov 1sodvvapodv pe 1000 1U.1 ml evaumpipatog mepiéyet 100 TU
avBpamvng veovrivig (30% wg dtoAvt veovAivn kot 70% ¢ 1loopavikn tveovAivn) (160d0vVapEeS
pe 3,5 mg),

|3.  KATAAOI'OX EKAOXQN

YADPLOVYO YEVIAPYVPO, YAVKEPOAT, LETAKPEGOAN, PALVOAN, S1EVVOPO OEIVO POCEOPIKO VATPLO,
VOPo&eidlo Tov vatpiov/vdpoyrwpikd 0&D Yo pOOuon Tov pH, Oetikn TpoTapivn Kot VOwp Yo
evéoipa

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoyo evarmpnpa

IToAvovokevacia: 5 cvokevacieg Tov 1 x 10 ml graidiov

5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopia yprion
AwBdote To EUALO 0N YDV YPNONG TPV AT TN YPNOM

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MIPEIEI NA ®YAAXIETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ 0éom, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tald1d

7. AAAEYX ETAIKEX ITPOEIAOITOIHXEIY, EAN EINAI AITAPAITHTEX

Emavoiopnote cOUQOVA LLE TIC 00T1YiEC
XP1OYLOTOOTE TO EMAVAULDPTUO HLOVO EGV EIVOL OPOIOLOPPO AEVKO Kal HOAO

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoiomroindei viog 6 efdouddwnv
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9. EIAIKEX XYNOHKEY OYAAEHX

IIpwv 10 Tp®TO Gvorypa: Dvidccetal o€ youyeio. Mnv 1o KatayOyete
Koatd ™ ypnon: Gvrdccetol kdtm omd Tovg 25°C. Mnv 10 Balete 610 Yoyeio N TO KOTOWOYETE
Awnpeite 10 PLHAd0 6GTO KOLTI Y10l VO TO TPOCTATEYETE OO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

Amoppiyte T PelOva Kat Tr cUPLyYa HETA amd Kabe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/037 5 ocvokevacieg tov 1 x 10 ml proidiov

13. APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 100

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov Tepn@Bivta LovadKO aVayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI I'TA TIOAYXYXKEYAZXIA (®PIAAIAIO — yopig Tov TpoTO d140£0MC)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 100 [U/ml
Evéoo evaidpnpa
avOpOTIV tvoOoLAIVT|

‘ 2. YYNGOEXH XE APAXTIKH OYZXIA

1 @raiidio mepiéyel 10 ml wov 1codvvapodv pe 1.000 IU. 1 ml evarwpripoatog mepiéyel 100 U
avBpamvng tveovrivig (30% wg dtodvt veovAivn kot 70% ¢ 160pavikn tvoovAdivn) (16000VapES PE
3,5 mg),

|3.  KATAAOIOX EKAOXQN

YAOPLovYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVUOPO OEVO POGPOPIKO VATPLO,
VOP0o&eidlo Tov vaTpiov/vOPoYAmpLKd 0&L Yia pvBuon Tov pH, Betikn TpoTapiv Kot VOwp Yio
eVEGIULOL

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evaumpnpa

1 proAidio tov 10 ml. Xvotatikd molvcvokevascioc, dev urnopel va twindel Eeympiotd

5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To UALO 0INYIDV YPNONG TPV A TN YPNIoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetar o€ Béom, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d

7. AAAEX EIAIKEX ITPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Enravoiwpnote cOppova [LE TG 001yieg
XPpNOLOTOUOTE TO EMOVOULDPTLLL LOVO €AV EIVAL OLOIOLOPPO AEVKO KOl BOAD

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnion i 6tav puAdooetor g pedpikd: Na ypnoiporombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEY OYAAEHX

IIpwv 10 Tp®TO Gvorypa: Dvidccetat o€ youyeio. Mnv 1o Katayvyete
Koatd ™ ypnon: Gvrdccetal kdtm omd Tovg 25°C. Mnv 10 Balete 610 Yoyeio N TO KOTOWYOYETE
Awnpeite 10 PLHAIdI0 GTO KOLTI Y10l VAL TO TPOCTATEYETE GO TO PMG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AITIAITEITAI

Amoppiyte T PelOva Kat Tr cUPLyYa HETA amd Kabe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/037 5 cvokevacieg tov 1 x 10 ml proidiov

13. APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 100

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOYX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (®YXIITIO. Penfill)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 Penfill 100 IU/ml
Evéoyo evaimpnpa og puciyylo
avOpOTIVI tvoOoLALVT

2. YXYNGEXH XE APAXTIKH OYZXIA

1 puoiyylo mepiégel 3 ml mov wodvvapovv pe 300 IU. 1 ml evarwpnpatog mepiéyet 100 [U avOpdmivng
wooviivng (30% g dradlvth weovAivn kot 70% g iwoopavikn tvooviivn) (1codvvapes pe 3,5 mg),

|3.  KATAAOIOX EKAOXQN

YA®PLOVYO YEVIAPYVPO, YAVKEPOAT, LETAKPEGOAN, PALVOAN, S1EVVOPO OEIVO POCEOPIKO VATPLO,
VOpo&eidlo Tov vatpiov/vdpoyrwpikd 0&D Yo pOOuon Tov pH, Oetikn TpoTapivn Kot VOwp Yo
evéoipa

4. DOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evarmpnpa

1 x 3ml @uciyylo
5 x 3 ml guoiyyw
10 x 3 ml puciyyw

5. TPOIIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwBdote To QUALO 0INYIDV YPNONG TPV OO TN YPNON

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI ZE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetar o€ 0éom, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tald1d

7. AAAEYX ETAIKEX ITPOEIAOITIOIHXEIY, EAN EINAI AITAPAITHTEX

Enavoiopnote coppmva pe Tig 0dnyieg
XP1OYLOTO|OTE TO EMUVAULDPT L LOVO EGV Elvar OPOIOUOPPa AEVKO Kol BOAD
T xpion and éva dtopo puovo

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnotpomombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv 10 Tp®TO Avorypa: Pvidoocetal o€ youyeio .Mnv 10 Katayvyete
Kota ™ ypnon: dvrdcocetal kdtm amd tovg 30°C. Mnv 1o Balete 6T0 Yoyeio 1 T0 KOTOWOYETE
Awtnpeite 10 QUGTYY10 6TO KOLTI Y10 VO TO TPOCTATEYETE OO TO PG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyte T Perdva petd ond kdbe Eveon

11. ONOMA KAIT AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvard, Aavia

12. APIOMOI AAETAYX KYKAO®OPIAX

EU/1/02/229/011 1 @voiyyo tov 3 ml
EU/1/02/229/012 5 @uoiyyio tov 3 ml
EU/1/02/229/013 10 guoiyylo tov 3 ml

13. APIOMOX ITAPTIAAX

Hoprida:

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Actraphane 30 Penfill

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOYX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov Tepn@Bivta LovadtKo avayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA (®YXII'TIO. Penfill)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INIPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 30 Penfill 100 IU/ml
Evéoo evaidpnpo

avOpaTIVN tvoovivn
SC

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOZX ITAPTIAAX

Ioptida:

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

3ml

6. AAAA XTOIXETIA

Novo Nordisk A/S
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (ITPO'EMIXMENH XYXKEYH TYIIOY ITENAZX. InnoLet)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 InnoLet 100 IU/ml
Evéoyo evarmpnpo 6 TpoyeUIGHEVT) GUGKELT] TOTOV TEVOLG
avOpOTIVI tvooLAIvT

2. YYNGOEXH XE APAXTIKH OYZXIA

1 mpoyeiopévn cvokevn TOTOL TEVOC TePLExeL 3 ml mov wodvvapovv pe 300 IU. 1 ml evouwpipatog
nepEyel 100 IU avBpdmivng tvaoviivig (a-DNA) (30% mg dtodvt wveoviiviy kot 70% ¢ 160Qaviky
WwGoLAivY) (loodbvopeg pe 3,5 mg)

‘ 3. KATAAOI'OX EKAOXQN

YAOPLoHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAIVOLT, S1EVVOPO OEIVO POGPOPIKO VATPIO,
VOPo&EidIo Tov vaTpiov/vdpoyrwpikd 0&D Yo pOBon Tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECLULOL

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 x 3 ml TpoyeIGUEVT GVOKEVT TOTTOL TEVHG
5 x 3 ml TPOYEGUEVEC GVOKEVEG TOTTOV TEVOLG
10 x 3 ml TPOYEMGUEVEG GUOKEVEG TOTTOV TEVOG

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwPaote T0 PUALO 0INYIOV XPNHONG TPV OO TN XPNOT
O1 Beloveg dev meprhapPavovtan

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taldld

7. AAAEYX ETAIKEX ITPOEIAOITOIHXEIY, EAN EINAI AITAPAITHTEX

Emavoiopnote cOUQOVA LE TIC 001YiEC

XP1OYLOTO|OTE TO EMOAVAULDPT L HLOVO EQV Elval OPOIOLOPPA AEVKO Kol BOAO

T'a xpion amnd éva dtopo povo

Yyedloopuévo yia ypnon ue Tig avormoipeg Pehdveg NovoFine 1 | NovoTwist pe uriog oyt
peyoA0TEPO amd 8§ mm

46



8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnoipomombel evidg 6 efoopnadmv

9. EIAIKEX XYNOHKEYX OYAAZEHX

[pwv to TpmTO dvorypa: PvAdcceTal oe Yuyeio. MnV T0 KOTOWOYETE
Koatd ™ ypnon: ®Pvrdcceton kdto amnd tovg 30°C. Mnv 10 Balete 6T0 Yuyeio 1§ TO Katoyvyete
Noa tomofeteite mhvta 10 KAV TNG TEVOS 6T BE0T TOL Y10, VO TPOGTATEVETAL OO TO PWG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Peddva petd amod kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/02/229/030 1 cvokevn tomov mévag twv 3 ml
EU/1/02/229/031 5 cvokevég Tomov mévag tev 3 ml
EU/1/02/229/032 10 cvokevég tHmov mévag tawv 3 ml

13. APIOMOX ITAPTIAAX

IToptida:

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. NAHPO®OPIEX XE BRAILLE

Actraphane 30 InnoLet

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0TOG YPOUU®TOS KOdKag (2D) Tov pépet Tov Tepn@Bivta LovadKO avayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN

47



EAAXIXTEX ENAEIZEIX ITOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX YYXKEYAXIEX

ETIKETA ITENAX (TPOT'EMIXMENH XYXKEYH TYIIOY IIENAX. InnoLet)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY INPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 30 InnoLet 100 IU/ml
Evéoo evaidpnpo

avOpaTIVN tvoovivn
SC

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOX ITAPTIAAX

Moprtida:

5. IEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

3ml

6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (INPO'EMIXMENH XYXKEYH TYIIOY IIENAX. FlexPen)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 30 FlexPen 100 [U/ml
Evéoylo evaumpnpo o TPOoyEUIOUEVT) GUGKEVT TOTTOV TEVOG
avOpOmVN tvooLAivT

‘ 2. YYNGOEXH XE APAXTIKH OYZXIA

1 mpoyepiopuévn cvokevn THmov mévag mepi€yet 3 ml mov 1wodvvapovy pe 300 IU. 1 ml evaiwpripotog
nepiéxet 100 IU avBpdmivng wveovrivng (30% wc dtodvtn tvooviivn kat 70% ®g 160QaVIKT tVGOUAIvVY)
(1oodvvapec pe 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLoHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAIVOLT, S1EVVOPO OEIVO POGPOPIKO VATPIO,
VOPo&EidIo Tov vaTpiov/vdpoyrwpikd 0&D Yo pOBon Tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECLULOL

4. GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 x 3 ml TpoyeIGUEVT GVOKEVT TOTTOL TEVHG
5 x 3 ml TPOYEGUEVEC GVOKEVEG TOTTOV TEVOLG
10 x 3 ml TPOYEMGUEVEG GUOKEVEG TOTTOV TEVOG

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwPaote T0 PUALO 0INYIOV XPNHONG TPV OO TN XPNOT
O1 Beloveg dev meprhapPavovtan

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIATIA

Na puidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taldld

7. AAAEYX ETAIKEX ITPOEIAOITOIHXEIY, EAN EINAI AITAPAITHTEX

Emavoiopnote cOUQOVA LE TIC 001YiEC

XP1OYLOTO|OTE TO EMOAVAULDPT L HLOVO EQV Elval OPOIOLOPPA AEVKO Kol BOAO

T'a xpion amnd éva dtopo povo

Yyedloopuévo yia ypnon ue Tig avormoipeg Pehdveg NovoFine 1 | NovoTwist pe uriog oyt
peyoA0TEPO amd 8§ mm
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8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnon i 6tav puAdooetol g pedpikd: Na ypnoipomombel evidg 6 efoopnadmv

9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv 10 Tp®TO Avorypa: Pvidoocetal o€ Yyouyeio. Mnv 10 Katayvyete
Koartd ™ ypnon: ®vrdcceton kdto and tovg 30°C. Mnyv 10 Balete 6to youyeio 1§ 1o Katayvyete
Tomobeteite 10 Komakt Tov FlexPen otn 0éom Tov Y10 Vo T0 TpooTOTEYETE 0O TO YW

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyte T Perdva petd and kdbe Eveon

‘ 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

‘ 12. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/229/033 1 cvckevn Tomov Ttévag TV 3 ml
EU/1/02/229/034 5 cvokevég Tomov mévag Tov 3 ml
EU/1/02/229/035 10 cvokevég Tomov mévag Tmv 3 ml

‘ 13. APIOMOX ITAPTIAAX

Hoptida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHY

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 30 FlexPen

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

A163106T0TOC YPOUU®TOC KDdKag (2D) mTov pépet Tov TepANEHEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA IHENAX (ITPO'EMIEMENH XYXKEYH TYIIOY IIENAX. FlexPen)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 30 FlexPen 100 IU/ml
Evéoo evaidpnpa

avOpaTIVN tvoovivn
SC

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOZX ITAPTIAAX

Ioptida:

5. INEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

3ml

6. OTHER

Novo Nordisk A/S
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ENAEIZEIZ ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (®YXIITIO. Penfill)

1.

ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Actraphane 50 Penfill 100 [U/ml
Evéoo evaidpnpa oe puoiyylo
avOpOTIV tvoOoLAIVT|

2. YYNGOEXH XE APAXTIKH OYZXIA

1 pvoiyylo mepiéyetl 3 ml mov wodvvapovy pe 300 IU. 1 ml evarwpfpatog mepiéyet 100 U avOpdmivng
woovAivig (50% wc¢ dtodvtn tveovAivn katl 50% mg 160eavikn tvaoviivn) (loodvvapeg pe 3,5 mg),

‘3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,

VOPo&EidIo Tov vaTpiov/vopoyrwpikd 0&D yia pOBen Tov pH, Betikn TpoTapivn Kot Vdwp Yo
EVECLULOL

4.

OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaimpnpa

1 x 3 ml puoiyyo
5 x 3 ml puoiyyia
10 x 3 ml puoiyyia

‘5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To UALO 0INYIDV YOG TPV AT TN PN oM

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®APMAKEYTIKO

MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puidooetar o€ 0éom, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tald1d

7.

AAAEYX ETAIKEX ITPOEIAOITIOIHXEIY, EAN EINAI AITAPAITHTEX

Enavoiopnote coppmva pe Tig 0dnyieg

XP1MOYLOTO|OTE TO EMAVAULDPT L LLOVO EGV Elval OPOIOLOPPa AEVKO Kol BOAO
T xpion and éva dtopo puovo

8. HMEPOMHNIA AHEHX

AHEH/
Koatd ) ypnion i 6tav puAdooetor g pedpikd: Na ypnoiporombel evtdg 6 efoopnadmv
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9. EIAIKEX XYNOHKEYX OYAAZEHX

IIpwv to mpwto dvorypa: PvAdcceTol oe Yuyelo. MnV TO KOTOWOYETE
Koatd ™ ypnon: ®Pvrdcceton kdto amnd tovg 30°C. Mnv 10 Balete 6To Youyeio 1| To Katoyvyete
Awotnpeite 10 QUGTYY10 GTO KOLTI Y10 VO TO TPOCTUTEWYETE OO TO PG

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Pedldva petd amod kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJIAY KYKAO®OPIAX

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsverd, Aavia

12. APIOMOI AAETAYX KYKAO®OPIAX

EU/1/02/229/017 1 @vuoiyyto t@v 3 ml
EU/1/02/229/018 5 @uoiyywo tov 3 ml
EU/1/02/229/019 10 guoiyywo towv 3 ml

13. APIOMOZX ITAPTIAAX

Moprida:

‘14. I'ENIKH KATATAZH I'lA TH AIAGEXH

[15. OAHTIEX XPHXHE

‘ 16. IAHPO®OPIEX XE BRAILLE

Actraphane 50 Penfill

17. MONAAIKOX ANATNQPIZTIKOZ KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAY (2D)

A163106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov Tepn@Bivta LovadKO aVayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA (®YXII'TIO. Penfill)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX XOPHI'HZHX

Actraphane 50 Penfill 100 IU/ml
Evéoo evaidpnpa

avOpadTIVN tvoovAivn
SC

2.  TPONOX XOPHTHEHX

‘3. HMEPOMHNIA AHEHX

AHEH/

4. APIOMOZX ITAPTIAAX

Ioptida:

5. INEPIEXOMENO KATA BAPOZ, KAT' OI'KO'H KATA MONAAA

3ml

6. AAAA XTOIXETIA

Novo Nordisk A/S
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B. ®YAAO OAHI'TQN XPHXHX
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Actraphane 30 40 IU/ml (d1e0veic povaoeg/ml) gvécipo evor@pnpa 6€ rarioto
avOpdTIVY VGOVAIVN

APAOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV YP1CNGS TPLY UPYIGETE VA YPNGLUOTOLEITE AVTO

TO QOPRAKO, OLOTL TEPLAAPUPAVEL CNUAVTIKES TANPOPOPIES Y10, GG,

- DoraEte avtd TO PUARO 0dNYIBY YpNong. Towg ypelaotel va to duPfdcete Eavda.

- Edv éxete meportépw amopieg, poTNOTE TOV Y1OTPO, TOV QAPLOKOTOLO 1| TOV VOGOKOWO GOC.

- H ocvvtayn v avtd 10 0appoxo xyopnynonke amokAEIoTIKA Yo 6oG. Agv TPEMEL VO ODCETE TO
QapuoKo o€ AALoVS. Mmopel va Tovg TPOKAAEGEL PAAPT], OKOUA KoL OTOV TO GUUTTOUATO TG
ac0éveldg Tovg giva 101 pe T Sk Gog.

- Edv mapatnpnoete kdmoto avemBOun T EVEPYELN, EVILEPDOTE TOV YIUTPO,TOV QAPLOKOTOLO 1)
TOV VOGOKOUO 60G. AVTd 1oy0el Kat Yo KaOe mhovi avemBOunTn evEPYELX TOV OV OVAPEPETOL
GT0 TOPOV PUALO 0dNYIDV XpYomg. BAéne moapdypago 4.

1. Tu givan To Actraphane kou oo givan 1 (prion Tov
To Actraphane givatl avOp@mivn tvGovAivn pe tayeio Kot pokpd dpdon.

To Actraphane ypnotiponoteitor yio ) pelmwon Tov vynAdv emmédmv cakydpov 610 aipe oe acdevelg
pe cakyapmdn dtafrn (Safntng). O dafntng eivar pio acBEvela KoTd TV 0moio T0 GO GOG OV
TOPAYEL APKETN VGOLATVT Y1 Vo eEAEYEEL TO emtimedo caxydpov o1o aipa cag. H Bepaneia pe to
Actraphane Bon0d va TpoAneBodv ot emmiokég oag and Tov dafn.

To Actraphane Ba apyicel va LeldveL To olkyopo oto aipa cag tepimov 30 Aentd apov T0 evécers,
Ko 1 dpacn Tov Bo SlpPKEGEL Yo TEPITOV 24 DPEG.

2. T péner vo yvopilete mpv ypnoyomonjoete To Actraphane
Mnv ypnoipomouoete To Actraphane

» X mepintoon ailepyiag otnv avOpdTIVY IVGOLAIVN 1) GE OTOLOONTOTE AALO OO TO. GLGTUTIKA
aVTOV TOV PaApPLAKoV, PAETE Tapdypopo 6.

> Ed&v aio8dveote v élevom vroylvkapiog (xaunAd cakyapo oto aipa), PAére epiinyn twv

GOPBup®V Kl TOAD GLYVOV AVETIBVUNTOV EVEPYEIDY GTNV TOPAYPAPO 4.

e avThieg £yyuomng VGOLAIVIG.

Edv 10 mpootatentivd kdlvppa stvar yohapod 1 Asinel. Kabe @larido éxel éva mpootatevtikd

TAOOTIKO KAAVUUO o@pdyiong. Edv dev elvar o téheln Katdotacn 6tav TapeTe TO PLOAIIO0,

EMOTPEYTE TO PLOAISI0 GTOV TpounBevTh cag.

P  Edv dev &xel puioyBel cwotd 1 edv Exel Katayvydel, PAETE Tapdypapo 5.

»  Edvn emoavoimpnuévn tvooviivn oev epeavileTol opotdop@a AEVKY| Kol BoAT.

vy

Edv 1oyvet omolodnmote amd to mopandvem, unv ¥pnoioromoste o Actraphane. Zvppovievbeite Tov
YOTPO, TOV PUPLOKOTOLO 1| TOV VOGOKOWO GOC.

Ipw ypnoipomonoete 1o Actraphane

EAéyEte v eticéta yuo va BePaiwbeite 0Tt €lval 0 6mGTOG THTOG IVGOVAIVIG,.

A@a1péoTeE TO TPOGTATEVTIKO KAAVULLO.

Xpnotponoteite mavta pio Kavovpla BeAova yio kdbe Eveon dote va amopOyeTe LOAVVOT).
Ot Beddveg Kot o1 cOptyyeg dev mpémel va. popdlovtat.

\AAA
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[pocdomomoeis Kot TPOoPUAAEELS

Opilopéveg KOTAGTAGELS KOl OpUCSTNPLOTNTEG UTOPEL VO ETNPEAGOVV TIC AVAYKEG OOG GE LVGOVALVN.

YvpPovievbeite Tov yaTpd oag:

»  Edv éyete mpofAnpata e To ve@pd 1 TO GUKMOTL GOG 1] LE TA EXVEPPIOLEL, TNV VTOPLON 1) TOV
Bupeoeldn cag.

»  Edv aokeiote mepiocdtepo am’ 6TL cuviBwe M edv B€AeTE va aAAGEeTe TN GLVION dloTpoPn COG,
aQOoV aVTO UTOPEL VO, EXNPEACEL TO ETITEDD GAKYEPOV GTO Qi GOGC.

»  Edv eiote Appmotol, cuveyiote T ANy TG IVGOLAIVNG o0¢ Kot cuBovAgvdeite Tov yaTpd
GOG.

»  Edv mpokerton va ta&idéyete 610 e£@TEPKO, TO TOEIOL GE YDPO SLOPOPETIKNG LDVNG DPOG

UTOPEL VOl EMNPEACEL TIG OVAYKES GOG GE IVGOLAIVI KOl G EK TOVTOV TO YPOVO YOPNYNONG TOV

EVEGEWV.

AgppoTikég alhayég 6TO oNpEio YoPNYNONS THS EVESNS

INa v arotpomni g ERLEEVIoNG AAAAYDY TOL MITMOOVE 16TOV KAT® 0md TO SEPLA, OTMG 1) TAYLVON
TOV OEPUATOC, 1| GLPPIKVMGT TOV SEPLOTOC 1| O CYNUOTIGUOG EE0YKMUNTOC KAT® atd TO SEPUA, TO
onueio yopnynong g éveong mpénel va evolddooetol. H tvoovdivn evdéyetatl va unv givorl apketd
OTOTEAEGILATIKY €AV eVieTal o€ TEPLOyN| Le eEoykdpoTa, e cuppikvmon 1 pe mayvvon (BA. v
napdypoeo 3). Edv mopoatnpoete omoleadnToTe 0EPUATIKES OAAQYEC GTO GMUEID YOPNYNONS TNG
éveog, WAoTe Le Tov yaTpo cog. Edv ent Tov Topodvtog KAVETE TIg EVETELS OTIG TEPLOYES QVTEG TOV
£€YOVV EMNPEACTEL, WANGTE LE TOV YIOTPO GOG TPV EEKIVIOETE TIG EVEGELC G€ dLOPOPETIKT TEPLoyn. O
yotpdg B gog CLUPOVAEDCEL VO EAEYYETE TO TPOCEKTIKA TO EXITESN GOKYEPOV GTO O[O GG KoL VOl
pocapuolete tn 6001 TG IYGOVAIVNG 1] OTTO10G GAANG AVTIOPNTIKAG ayYNg AapPAveTe.

Ao @appoxa kou Actraphane

Evnuepdote tov y10tpd, 1oV @opLoKOTOLd 1] TOV VOGOKOUO 6ag 6V maipvete, £xeTe TPOGPATA TAPEL 1|
umopet vo Tapete GAAA QAPLLOKAL.

Opiopéva papuaio ennpedlovy To eTinedo GaKYGPOV GTO Oipa GOC Kot ouTd UTOPEL va onuaivel 6T
8001 TG WGoLAIVNG cog Tpémel va alha&el. [lapakdto avagépovtal Ta TO GLYVA PAPLOKA, TO. OOl
EVOEYETOL VO EXNPEACOVY TNV AYMYT GOG LLE IVGOVAIVT).

Ta enineda coKyapov Tov oipatdc oo umopel vo pnetwbovv (vroyAvkaiuio), dv Aoupavete:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoautvoéelddong (avactoreic tng MAO) (ypnoiporotovvtol yio ) Oeponeio
NG KOTaOAWYNG)

. B-amokAeiotég (xpnoyomolovvral yio ) Oepaneia tng vIéPTOoG)

. AvooTtoAelg Tov petatpentikod eviOpov g ayystoteveivng (MEA) (xpnoorotobvtal yio
Oepomeio OploUEVOV KapIOK®V TAONGEDV 1 TNG VIEPTOCTG)

. ZoAIKVAIKA (YPTCILOTOIOVVTOL (O CVOAYTTIKA KO OVTUTUPETIKAL)

. AvoPoAikd otepoeldn (OTMG 1 TEGTOGTEPOVY))

. ZovApovapioes (ypnoyorotobval yio T Oeponeio AO®EE®V).

Ta enitedo cokydpov Tov ainotdc coc uropei va avéndovv (vepyivkopio), edv AauBdvete:

. AVTIGUAMTTIKA YOpNYOOUEVO OTTO TO GTOLLNL

. ®c10lideg (ypnopomolovvTal yio T Oepomeio TG LVAEPTAGNC )| VIO TNV VIEPPOAIKT
KOTOKPATNOT VYPDV)

. IMwkokoptikoedn| (6Tmg 1 KopT GV TOV YPNCLOTOLEITAL Y10, TN BEPATEIN PAEYLOVDV)

. Bupeoeldtkéc opuoveg (ypnoomotodvtar yia tn Oepameio Bupeoedikdv datapouydv)

. Svumabopuntikd (6nwg n emveppivn {adpevarivn}, n caiBovtapdin n n tepfovtarivn Tov
¥pnoomolovvat yo ™ Oepameio Tov AoOpaTog)

. AvEnTtikn oppovn (eapuraKo Yo TN S1EYEPON TNG OKEAETIKNG KOl COUOTIKNG OENOTG Kot [LE
ONUOVTIKN ETIOPAON OTIC HETOPOMKEG OLEPYACIES TOV GMOTOC)

. Aovaloin (pappako mov emdpd otnv woppnéia).
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H oxtpeotidn kou 1 Aavpeotion (ypnopomolovvtar yio tn Oepameio g peyaraxpiog, piog omaviog
OPUOVIKNG 1 TOPOYNG TOL EUPavIleTal cUVNO®G e LEGNAIKES, 1 OO0 TPOKAAEITAL ATTO TV VITOPLGT
OV TOPAYEL TEPIGGELN ALENTIKNG OPUOVIG) LITOPOVV €iTE VO ALENGOVV N VO LLELDCOLV TO. ENITES QL
GOKYGpOL TOL aipaTOS GO,

O1 B-amoxAelotég (xpnoyLomolovvTal Yia Tn Bepomeio TG LVAEPTACTG) LTOPOVY VO LLEIOGOVVY 1| VOl
KOTOOTEIAOVY OAOKANPOTIKA TO TPATU TPOEISOTOUTIKA CUUTTMLOTO T 071010 6a,g fonfovv va
avayVoPIGETE TO YOUNAO EMINESO GAKYAPOV TOL OINATOS GOC.

H moyhrtalévn (Srokia mov ypnoilonotovvtar ot Bepancia tov dwafifn tHmov 2)

Mepkoi acBeveic pe pokpoypovio dafntn TOmoL 2 Kol KapdloK VOGO 1) TPOTYOOLLEVO EYKEPOUAIKO
eMeH010, 01 0moiot ELafav aywyr Pe TOYAITalovn Kol VGOLAIVY TAPOATHPOAV TNV OVATTLEN
KapdlaKkng avendpkelag. Evnuepdote tov yuotpd cag 10 cuvtopdtepo duvatd, 6V mopatnpnoeTe
€VOEI&EIg KapdaKNG AVETAPKELONS, OTMS 0oLV 01T dVoTTVola 1 Ypriyopn avénon Tov Bapoug 1 ToTKO
mpn&ipo (oidnpa).

Edv éyete mdpel omolodMmote amd T0 PAPUOKO TOV OVAPEPOVTOL EOM, EVIULEPMDGTE TOV YIUTPO, TOV
QOPLOKOTOL) 1) TOV VOGOKOO GO,

To Actraphane pe owvonvevpaT®mon

»  Edv kotovol®dveTe OVOTVELHOTMOT], ] AVAYKT OG Yio tvoovAivn pmopel vo petafindei apon
T0, eMimEd O GUKYAPOL GTO il cOC LToPovV €lTE Vo, avEPoLV lTE va TECOVV. ZVVIGTATOL
TPOGEKTIKN TOPAKOAOVON o).

Kinon ka1 Oniaopdg

»  Edv gic0e éykvog, vopilete 611 pmopei va. eiote £yKv0g 1 0YeALETE VO OTOKTAGETE TOUd,
{ntote 1 GuPPoLAN TOL YTPOL GOG TPV TAPETE ALTO TO PappoKko. To Actraphane umopei va
ypnoomonBel katd tnv eykvopocsvv. H 66om g tveoviivng cag evoéyetal va petafindet
KATA TN OGPKELD TNG EYKLUOCHVNG Kot PETE TN YEVva. O TPOGEKTIKOG EAEYYOG TOV ST GOG,
€101KA 1 ATOPLYN VTOYAVKOHIDY, EIVOL OTHLOVTIKOG Y10 TV VYEIR TOL HOPOV GOC.

»  Aegv vmdpyovv meplopicpoi ot Bepaneia pe Actraphane katd ™ didpketo Tov OnAacpoo.

Pwtote tov yuotpd, Tov @opuaKkorold 1 ToV VOGOKOUO GOG Yo GUUPBOVAEC TPOTOD TAPETE
OTO10ONTOTE PAPLOKO EVD gloTe £yKLOG 1) ONAdleTe.

001ynon Ko YEPIGROS POV RATOV

»  I[lopoakareicBe va potioete Tov yoTpd GOG €AV LTOPEITE VoL 0ONYNGETE AVTOKIVITO 1] VOl
YEPLOTEITE Eval pmyavn oL

. Edv &yete ouyva vmoyivkoia.

. Edv cog elvar dvorkoro va avayvopicete TV LVIoyAVKaio.

Edv to odicyapo Tov aipotoc cog etval xopunio 1 vynAd, UIopel vo eNPEAGTEL 1) CUYKEVTPMGT KOL 1|
KOVOTNTO OVTIOPAONG GOG KO ETOUEVMG 1] IKAVOTNTA GG VL 0dNYEiTE | VoL ¥E1PileoTe UNyoviLOTAL.
"Exete v’ dyv 011 pmopel va Bécete o€ Kivouvo Tov €anTd 6ag 1 TOLG GALOVG.

To Actraphane mepiéyer vatpro

To Actraphane mepiéyet Mydtepo and 1 mmol vatpiov (23 mg) avd 66on, onradn to Actraphane
TPOKTIKA «oTEPEiTAL VaTpiovy.
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3. [ og va ypnowpomonjcere To Actraphane
AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

[Tavtote va maipvete TNV WGOLAIVY 0ag Kot v TPocaprolete T SO0 GOG ALGTNPE COUP®VE, [LE TIG
odnyieg Tov yutpov cag. Edv &xete appifolrisg, potiote TOV YiaTpd, TOV QUPUAKOTOLO 1) TOV
VOGOKOLO GO,

Ddte £va Kavovikd 1 TPOYELPO YEVLLLO TOL TTEPLEYEL VOATAVOpPaKES evTOG 30 AeTTMV OO TNV EvEon Y1
VO ATOPVYETE TO YOUNAO CAKYOPO GTO AipLoL.

Mnv aALGCeTE VGOVAIVT EKTOG KOl 0V 00G TO €€l TEL 0 Y1Tpdg cac. Edv o yiotpdg cag, cag Exet
HETATAEEL Ao Eva TOTO 1 EUTOPIKO CKEVAGHA IVGOVAIVIG G€ GAAO, 1) 0OGT| GUG LTOPEL VA YPEWOTEL VoL
TPOGOPLOCTEL b TOV Y10TPO GO,

Xpio1 o€ Too16 Ko @1 pfoug

To Actraphane pmopei va ypnotponom0ei oe moudid Kot eprfoug.

Xpnon o€ £101kég opddes a0V

Edv éxete peiopévn veppikn 1 nrotikn Aettovpyia 1 €dv glote dvo tov 65 gtdv, yperdletot va
ELEYYETE TO GAKYOPO TOV OUUATOG COG TTLO TAKTIKA Kot vo cu{ntdrte T aAloyég ot 00m TG
WWGOLAIVIG [LE TOV Y10TPO GOC.

og ka o yiverar 1 éveon

To Actraphane yopnyeital e éveon kdt® amd To 6Eppa (VTOdOPLR). AgV TPETEL TOTE VO, KAVETE TNV
éveon amevbeiog oe PAEPA (vOOPAEPLR) 1 G€ LV (EVOOUVTKA).

Ye kG0 éveon, alddEte tn Bom TG Eveong evtog TG CLYKEKPIUEVNG TTEPLOYXNG TOV OEPUATOG TOV
ypnoyLomoteite. Avtd umopei va PEIDOEL TOV Kivouvo avamTuéng eE0YK®OUATOV 1 OVOUAADY OTO
dépa, PAEme Tapdypapo 4. Or kahOTtepes BEGELS Yo va KAvVETE TNV £veon elvat: 1) KO Gog, Ot
YAOLTOL GOC, TO EUTPOG UEPOG TV UNPDOV 1 TV Bpaytdovev coc. H tvaovAivn cag Ba dpdoet
YPMYOPOTEPQ, EAV KAVETE TNV £vEcT 6TV KOowd cag. [1dvto Bo mpénet va petpdte ToKTIKA TO
GAKYOPO OTO QU0 GOGC.

og va Tapete To Actraphane

Ta @laAidia Actraphane tpoopilovtar yio xpnon He GUPLYYES WVGOLAIVIG avTioTOYNG KAILOKOG
LOVAO®V.

1. KvAnote to puoridio ota xépla oag péypt to vypod va yivel opotdopopea Aevkd kot Boro. H
EMOVOLOPNON YIVETOL EVKOAOTEPA OTAV 1) IVCOVAIVY €€l OTAGEL TN Beppokpacio dopaTiov.

2. Tpapn&re aépa péca ot GVPLYYa, OVTIGTOLYO TNG TOGOTNTAS TNG dOGNS TG VGOLAIVNG TOV
TpokeTol va evécete. Evéote Tov aépa Pésa 6To PLoAidio.

3. T'vpiote 10 PLOAIdI0 KO TN GVPLYYQ avATOdn Kot TPaPNETE T 6mMOTH dO0T VGOVAIVIG HEGH OTN

ovpryya. Byddte  Peldva and 10 Qroridlo. XTn cuvEYELL, OQOIPEGTE TOV AEPQ A0 TH GUPLYYO.
Kot Befowbeite 6T1 1 d6OM €lvan 1 COOTH.

Tpoénog éveong Tov Actraphane

> Evéote v tveovAivi) KATo amd 10 dEPLa GOC. XPNOLLOTOGTE TNV TEYVIKT EVECEWDV TOV GOG
VEdeIEe 0 Y1oTpOC GOC 1) O VOGOKOUOG GOC.

> Kpatfote ) Berdva K4Tm 0md T0 3EPLUA GOG Y10 TOVANIGTOV 6 SEVTEPOLETTA MGTE VO, EIGTE
olyovpot OTL £XETE EVEGEL OAN TNV LVGOVAIVT).

> Metd, and kabe Eveon amoppiyte T Pehdva kot T cOpLyyo.
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Edv napete peyarldtepn 0661 tvoovrivig amé TNV KavoviK

Edv mépete moAd peydin TocoOTNTO IVGOVAIVIG, TO GAKYOPO TOV aipatds cog yivetal moAd yaunAd
(vroyhvkoupio). BAéne [epiinym tov cofapmdv Kot ToAD cuYVOV OVETIBOUNTOV EVEPYEIDY GTNV
TopAypapo 4.

Eav Eeydoete vo TAPETE TV LVGOVAIVY GOG

Edv Egydoete va mépete TNV WWGOLAIVI GaG, TO GAKY0PO TOV aipatog propet vo Bdoel e vepfoiikd
vynAd enineda (vepylvkaytio). BAéne Emdpdoeig and tov dafnt oty topdypapo 4.

Edav otopotioeTe Vo TAipVETE TV LVGOVAIVY GOg

Mn S1akOWEeTE TN AW TNG WWGOLAIVIG GOG Y®pig va o €xete culnTNoeL Le Evay yoTpd, o omoiog Oa
00C TTEL TL TPETEL VO, KAVETE. AVTO B0l LTopovoe va 00MYNoeL 6€ TOAD VYNAL emtinedo Gokydpov Tov
aipatoc (coPapn vrepyAvkapio) kot e keto&émon. BAéne Emdpdceic and tov d1afntn otnv
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE T YPTOT CGVTOV TOL PAPUAKOV, POTHGTE TOV YIATPO,
TOV QUPHOKOTOL0 1] TOV VOGOKOUO GOG.

4. IBavég avemOBOUNTES EVEPYELEG

Onmg 6ha Ta pApUHOKa, £TOL KOL 0VTO TO PAPLOKO PTOPEL VoL TPOKAAEGEL aVETIOOUNTEG EVEPYELES, OV
KoL 0ev mopovotdlovtal 6e GAOVLE TOVS 0vOPDOTOLG,.

Mepitqyn TV cofapdv KoL TOLD GUAVAOV GVETIOOUNTOV EVEPYELOV

To yopnioé caxyapo aipatog (vwoyrlvkoipia) sivol pio ToAd cuyvn avemBountn evépyela. Evoéyeton
va ennpedoetl Teplocotepovg and 1 otovg 10 avBpdmovg.

To younAd caxyapo Tov ainatoc uropel va cuuPei, ebv:

. Evécete modd peydAn mocdtTa tvGOLAIVIC.
. Tpote TOAD AMyo 1 mopaieiyete Eva YOO,
. Aockelote TEPIOGOTEPO MO TO PVGIOAOYIKO.
. [Tivete owvomvevpotmon, PAéne To Actraphane pe OIVOTVELLOTOIT GTHV TAPAYPOEO 2.

IIpoe1domomTiKd GLURTOUATO TOL YOUNAOL Gakydpov aipotoc: Kpvog 1dpatag, kpho yAmud dépua,
TOVOKEPOAOG, TOYOG Kapdlokog pubudg, aictnua acbeveiag, aicOnua peyding teivag, Tpocwpivég
oAhayég otnv 6pacn, vevnAica, acLVROIGTN KOTMON Kot aduVapLio, VELPIKOTNTA 1) TPEUOVAO, 0icOn o
dyyovg, aicOnuo cVYYLoNC, SVCKOAIN GTI GLYKEVTIPMOOT).

To moAD YoUnAO GAKY0PO GTO QipLo UTOPEL Vo 001 YNOEL G€ andAeln TV aicdncemv. Edv dev
BepanevBolv To TopaTETAUEVE, TOAD YOUNAG ETITESQ CAKYAPOV AILOTOG, HTOPEL VO TPOKAAEGOVV
eyKeaAkn| BAAPN (ropoduci 1 péviun) axoun kot Bavoato.Mmopel vo avoviyEeTE amd TNV OTOAEL
TV aebfoemv ToAD TayvTEPQ GV GG YopTyNOel Eveon pe TNV oproOvn YALKOYOVT| 0O GTOUHO
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yAvkayovng, Oa mpémnel va ndpete yAokoin 1
Cayapodyo TpdYepo PaynTo apécmg LOALG EavaPpeite Tig aioBnoelg coc. Edv dev avtamokpifeite ot
yYAvkayovn, Ba tpénetl va eioayBeite og vosokopeio.

T va kdvete gdv arcBavBeite younAid 1o cdxyapo aipatog:

»  Edv aeBavbeite yaunio to 6axyopo aipoatog, Tapte otokio yYAvkolng 1 £va yev o Heyoing
TEPLEKTIKOTNTOG G€ (hyapm (T.). YAVKE, UTIoKOTA, YOUO PPOoLT®YV). METPNOTE TO GAKYOPO TOV
aipatds oo, av etvar duvatd kot Egxovpaoteite. Ildvtote va éxete pall cog diokia yAvkoing M
TPOPLO [LE VYNAY] TEPIEKTIKOTNTO GE GAKYOPOL, TPOANTTUKA.
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>  Otav 10 GUUTTOUOTO TOL YOUNAOD GaKYXAPOV aipaTog Exovv e€apavictel | dTav 1o eninedo Tov
GOKYAPOL TOV AilaTog cag £xel otabepomombei, cvveyiote Tnv Bepameia pe tvoovAiv, oG
ouvndwg.

»  Edv éygete younio cdxyopo aipoatog mov cog tpokaiei Mmobupia, £6v ¥peldoTnKe va Kavete
€veon YAukayovng 1 edv giyate TOALA TEPIOTATIKA YOUNAOD GUKYAPOL OiLATOG,
ovuPovievbeite Evav yrotpo. H mocdtnta 1 0 xpodvog xopiynong e VeovuAivig, To eayntoé N1
doknon propel va ypeldLoviot TPoGupLoY.

Ileite ot0 KOWWOVIKO GOC TEPPAAAOV OTL £xETE SLAPTN KO TOLEC UTOPEL VAL EIVOIL O1 GUVETELEG,
ovumeptioppavopévou tov Kvdhvouv Amobupiog (andAeog tov aiodncewv) eEottiog youniov
caxydpov aipatog. Evnuepdote toug 0T1 edv Mmobvuncete, TPETEL VO GOG YUPIGOLV GTO TAGL KOt VO,
KaAEGOoLV apEcmG 10Tpikn fonbeta. Agv Tpémel vo 6ag SDCOVY KATOL0 PaynTo 1 TOTO, ENEON UTOpEl
VO TIVIYELTE.

O1 oofapéc arriepykés avtdpaoers oto Actraphane 1 og KAmo1o0 and To cvoTatikd Tov (ovopaleTol
GUOTNUOTIKY GAAEPYIKT OVTIOPOOT) Elval Lo TOAD GTAVIO, AveTBOUNTN EVEPYELD, OAAA UTOpPEL
evogyoLEVmG va etvar ametAnTiky yia ) Co1|. Evdéyeton va ennpedoet Aryotepovg and 1 atovg 10.000
avOpoTovg.

Avalnmote apéowmg 10Tpikn GLUPOVAN:

. Edv ta onudadia g arrepyiag eEomimbovv 6e dAla onueia TOL GCOUOTOS GOG.

. Edv Eagpvikd dev vormBete Kokd kon apyicete va: WOpmVETE, £lote Gppmaotog (tdon yio gpetd),
£€yete duokoAio otV avomvon, £xete Tayvmaipio 1| acBdveote LaAdoal.

»  Edv mopatnpnioete omotodnmote omd avtd to onpeio, avalntinote apécms TPtk GLUIPOVAN.

AgppoTtikég arhayés oto onpeio yopnynong g éveong: Edv xévete éveon tvoovivng oto id10
onueio, 0 MTMING 10TOG Umopel va virootel cuppikvoon (AMmoatpogio) 1 whyvven (Mmobmeptpopia)
(evdéyetar va eppaviotel o €émg 1 ota 100 dropa). EEoykdpato katm and 10 dEpua eVOEXETAL EMIONG
VO GYNUOTIGTOVV OO Tr GUGCMPELCT] LG TPMTEIVNG TOV OVOUALETAL AULAOEIDES (DEPLLTIK
OULAOEIDGT, 1] GLYVOTITO ELPAVIONG OVTNG TNS OvTidopaong dev ivat yvwaotn). H tveoviivn
EVOEYETOL VO NV EIVOL TTOAD OTOTEAEGUOTIKT €AV 1] £vEOT] YiveETOL GE TTEPLOYN LE EE0YKMDUATAL,
ovppikveon N Tayvvon. ' vo oaToTPEYETE TNV EUPAVIOT] AVTOV TOV OEPUATIKOV QAAAYOV,
cuviotdral va evalidocete Kabe opd To onueio xoprynong g Eveong.

Kotdaloyog Lout®v avemOOUNTOV EVEPYELOV

Oyt ovyvég avemBOUNTES EVEPYELEG
Evdéyetar va eanpedoovv Myotepoug and 1 otovg 100 avOpmdmovg.

Inpadwa airepyiag: Mmopel va eLOAVIGTOVV TOTIKEG AAAEPYIKES avTIOPACELS (TOVOG, EpuBpoTNTO,
KvId®oT, AEYLOVT, LOAOTES, oidNUa Kot KVNoUdS) ot 0€om tng éveong. ZuvnBwmg, VToxwPoHV UETE,
amo Alyeg efoopnadeg Aqyng g veovrivig cag. Edv dev e€apaviotodv 1 edv e&amhmbolv og dAla
onpeio ToL COUATOS GOG, MANGTE APECHS e TOV YoTpd cag. BAEre emiong ZoPfopéc arlhepyucég
OVTIOPAGELC, TAPOTAV®.

Awpnticn apgipinotposioonadsero (Lo acHévelo Tov patiov mwov oyetiletan pe To dapnTn, n omoia
UTOpEL VoL 00MYNGEL G€ amMAELN TG Opaong): Edv tdoyete and dofntikn apeipAnotposidonddeio Kot
TOL EMITESO TOV GOKYAPOL TOV QUHOTOC 6aG PEATIOVOVTAL TOAD Ypryopa, 1 apeiAnctposidonadsia
umopel va emdevabei. Potnote tov yuotpd cag yi' avto.

Oionpa tov apdpaccwv: Otav apyicete va maipvete vGovAivn, 1 KoTakpdtnon vepolh umopel va
TPOKOAEGEL OO0 YOP® OO TOVS UOTPAYAAOVG GOG Kot AAAES apBpdacels. Ducloroyikd, avTo
vroywpet cvvtopa. Edv dev vmoympnoet, pmTioTe ToV Y1aTpd GOg.

En®dévvn vevporaBera (toévog e€attiog BAAPNG Tov vedpwv): Edv ta enineda tov cakydpov 6to aipo

o0 PeATidvovTal TOAD YpNyopa, UTOPEL VOl VIDGETE TOVO GUVOEOLEVO LLIE TO VEVPO GOG. AVTO
ovopaletor o&eio emmOLYT vevpoTmADEln Kat givol cuVHB®E TOPOSIKT.
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oAV omavieg avemOUuNTES EVEPYELES
Evoéyeton va emnpedoovy Aryodtepovg and 1 otovg 10.000 avBpdmovc.

Aworapayés Tne 6paong: Otav Eekvdare yo TpdT Qopd T Bepameia e tvoovAivn, pmopel va
Sdwatapoaybei  6paocn cag, oAl 1 evoyAnon eival cuvnbwe Tpocwpvi.

Ava@opd avemOOuNTOV vEPYELOV

Edv mopatmpnoete kKamowo avemBOUNTN EVEPYELD, EVILEPDOCTE TOV YIOTPO 1) TOV GUPUAKOTOL0 1|
TOV/TIV VOGOKOUO 60G. AuTo 10y0eL Kot Yo KOO mhovi) avemBOUnTn evEPYELX TOV OEV OVAPEPETOL
GTO TAPOV PUALO 0ONYIDV ¥p1oNG. Mmopeite EmioNg Vo AVOPEPETE AVETIBOUNTES EVEPYELEG OmeVOEing,
UEG® TOV €BVIKOV GUGTNUATOG AVOPOPAS TOV avaypaeetot oto [lapdpmuae V. Mécm g avoaeopdc
AvEMBOUNTOV EVEPYEIDY UTOPEITE VO fONONGETE GTI GLALOYY| TEPIGGATEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

Emopaceig and tov dwapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynAid GéKyapo Tov ainatoc uropel vo cuuBel, eqv:

. Agv &xete evECEL OPKETT VGOVALIVY.

. Eeydoate vo, TAPETE TNV VGOLAIVY] GOG 1| CTOWATCOTE VO, TOIPVETE IVGOVALIVY.
. Aopfavete emavenuuéva AMyotepn veovAdivn and avth Tov ypelaleoTe.

. "Exete Lolpwén 1/xon wopeto.

. Tpate TeP1ocOTEPO O’ OTL GLVNHBWG,.

. Aockeiote Myotepo an’ 6Tl cuvnO®G.

IpogidomomtiKd GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd coprtopata speoviloviatl otadiokd. [eptiapfavoovv: avénuévn ovpnon,
aicOnua dtyog, armielo 6peéng, aicOnua acbeveiog (vavtia 1 gpetdg), aicOnpa vavniiog 1 KOTWONG,
eEdyets, Enpo dépua, ENpocToia. Kot avamvon He @PovT®dOor ooun (aKeTOVN).

T1va kévete edv oncBavBeite VYNAS T0 GlicyOPO ALOTOG:

»  Edv éyete kdmo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO GO,
eAEYETE TO OVPO. GAG Y10 KETOVEG, EQV UTOPEITE, Kot 6T GLVEXELN 0Vl THOTE AUECHC LOTPIKN
Bondeia.

»  Avutd pmopel va eivol CUUTTOUOTO UG TOAD GOPapNg KATAGTACNG TOL OVOUALETOL SN TIKNY
keto&émon (cvoohpevon o&éog oto aipa e&attiog TG S1doTOoNC TV MMV OO TOV OPYAVIGHO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnEel o S1ofnTikd Ko Kot
TeEAIKA o€ Bdvaro.

5. [log va guraccete To Actraphane

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KoL dEV TO POAVOLY TO TOdLAL.
Na pn yprolonoteite 0vtd T0 PAPUOKO UETE TV Nuepounvia ANENG Tov avaypapetal 6TV
EMONLOVON TOV ProAdiov Kot 6to kouti petd v ‘AHEH’. H nuepounvia AnéEng eivar n tedevtaia

NUEPD TOV UNAVA TTOL OVOQEPETOL EKEL.

Ipwv anté To Tp®@TO dvorypa: Pvrdccetal 6to Yuyeio otovg 2°C — 8°C. Alotnpnote 10 LOKPLY Ao
To otoryeio YHENC. Mnv 10 KatayHyETE.

Katé ™ gpiion 1 6tav gépetor og epedpikd: Mnv to yiyete 1 katoyvyete. Mmopeite va 1o €xete

pali cog kot va To puAdooete og Bepuokpacio dopatiov (kdtm amd Tovg 25°C) yio 6 efoopnddeg To
TOAD.
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Noa dwatnpeite TavTo 10 ELOAISI0 6TO KOVTI OTAV OEV TO YPTCUYLOTOLEITE, Y10 VO TO TPOCTOUTEYETE AT
T0 QOC.

Amoppiyte T Peldva Kat Tn GUPLYYa HETA amd Kabe Eveon.

Mnv TeTdTe PAPLAKO GTO VEPO TNG OMOYETEVONC 1 OTA OKLOK( amoppippota. Pothote tov
QOPUOKOTOLO GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO TTOVL O Yprolponoteite wa. Avtd ta pétpa Ba
Bondncovv oty Tpoctacio Tov TEPIPAAAOVTOC.

6. Iepreyodpevo TG cvoKeELAGING KO AoTES TANpOPOpPieg

T epréyerl To Actraphane 30

- H dpactikn ovsia eivar n avOpdmivn veovrivn. To Actraphane eivat éva petypo mov
amoteheiton and 30% drwAvth avBpdmivn veoviivn kar 70% 160@aviky avOpdTIVN VGOLALVY).
Kda6e ml mepiéyer 40 IU avBpodmivng tvooviivng. Kébe raridio mepiéyet 400 U avBpdmivng
woovAivig oe 10 ml evéoiov evalmpnpatog.

- Ta GAAa cvoTaTikd ivar YAopPLovyog WEVSAPYLPOS, YAVKEPOAN, LETAKPETOAT], POUIVOAT,
POOPOPIKO dVATPLO dLHOPLKO, VOPOLEISIO TOV VaTPioV, VIPOYAWPLKO 0&D, Bl TpMTOUIVY Kot
VO®P Y10 EVEGLOL.

Epg@avion tov Actraphane ko wepigyopeva TG 6VGKELAGIOG

To Actraphane givat éva evéoto evarmpnpo. Metd tnv exovaidpnon, to vypd Bo mpénetl va
eppaviferol opoldopopeo Aevkd Kot BoAo.

Meyén cvokevaciog tov 1 1§ tov 5 proAdiov tov 10 ml 7] oe ToAlamAn cuokevacia TV 5
ovokeLacldY Tov 1 eraidiov x10 ml. Mropel va pnv kKukAo@opovv OAEg 01 GLGKELAGIEC.

To gvondpnpa etvor BoAo, Aevkd Kot VIATIKO.

Karoyoc Aderog Kukrhoopiag

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Aavia
Hopaockevaoctig

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd,

Aavia

Novo Nordisk Production SAS

45, Avenue d'Orléans

F-28000 Chartres,

TaAAia

To wapov pOALO 00N YIOV Yp1ioNS avaBe®p1OnKe Yo TELEVTOIO POPE GTIG

Alrec TYEG TANPOPOPLAOV

Aemtopepeic TANpoPopieg Yia 1o TPoiov avtod gival dabéciueg 6to diktvakod tomo Tov Evponaikon
Opyaviopot Qoppdxmv: http:/www.ema.europa.eu.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Actraphane 30 100 IU/ml (o1e0veic povaoec/ml) evécipo eval@pnpa 6 PLoAidL0
avOpadTIVY tVoOVAivN

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PN OGS TPLY UPYIGETE VA YPNCIUOTOLEITE AVTO

TO QOPRAKO, OLOTL TEPLAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10, GUG.

- Dvra&te avtd TO EUARO 0dNYIDY YpNong. Tows ypelaotel va to duPfdcete Eavd.

- Edv éxete meportépm amopieg, p@TNGTE TOV YLOTPO, TOV QAPLOKOTOLO 1| TOV VOGOKOLO GOC.

- H ocvuvtayn v avtd 10 0appoxo xyopnynonke amokAEIGTIKA Yo GoG. Agv TPEMEL VO ODCETE TO
@apuraKo o€ AAAoVS. Mmopel vo Tovg TPOKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg eivat id1a pe ta Sk Gog.

- Edv mapatnpnoete kdmoto avemBOUn T EVEPYELN, EVILEPDOTE TOV YITPO,TOV PAPLOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 16Y0eL Kat yio, KO mhovi avemBOunTn evEPYELX TOV OV OVAPEPETOL
GTO TTOPOV PUALO 0dNYIDV XpHomg. BAéne mopdypapo 4.

1. Th givan To Actraphane kou oo givan 1 xprion Tov
To Actraphane givatl avOp@mivn tveovAivn pe tayeio kot pokpd dpdon.

To Actraphane ypnoiponoteitar yio ) pelmon t@v vynAdy emmédmv cakydpov 610 aipe oe acevelg
pe cakyapmdn dtafrn (Safntng). O dafnrtng eivar pio acBévela KoTd TV 0Toio TO GO GOG OV
TOPAYEL APKETN VGOLAIVT Yo Vo eEAEYEEL TO emimedo caxydpov oto aipa cag. H Begpaneia pe to
Actraphane Bon0d va TtpoAneBodv ot emmhokég cag and Tov dafn.

To Actraphane Ba apyicel vo LeldVEL TO GAKYOPO 0TO aipa cag og mepimov 30 AenTd apov TO EVECETE,
Ko 1 dpacn Tov Ba SPKEGEL Yo TEPITOL 24 MPEG.

2. Tvrpémer va yvopilete mpv ypnoipomonjcete To Actraphane
Mnyv ypnoiporouicete To Actraphane

» X nepintoon adlepyiag otnv avOpdTIVY IVGOLAIVY 1) GE OTOLOONTOTE AALO OTTO TO. GLGTUTIK
aVTOV TOV PaApPLAKoV, PAETE Tapdypopo 6.

> Ed&v aio8dveote v élevom vroylvkapiog (xaunAd cakyapo oto aipa), PAéne epiinyn twv

GOPup®V Kol TOAD GLYVOV AVETIBVUNTOV EVEPYEIDV GTNV TOPAYPAPO 4.

Yg avThieg £yyvomg VGOLAIVIG.

Edv 10 mpootatentikd kdlvppo stvar yohapo 1 Aeimel. Kabe @laiido éxel éva mpootatevtikd

TAOOTIKO KAAVUUO 6@payiong. Edv dev eivar o téhela Katdotaon 6tav TApETE TO PLOAIDIO0,

EMOTPEYTE TO PLOAIS10 GTOV TpounBevTn cag.

»  Edv dev &xel puioyBei cwotd 1 €dv Exel Katayvydel, PAEne Tapdypago 5.

»  Edvn emoavoaimpnpévn vooviivn oev epeovifetor opotopopea Aevkn Kot GoAn.

vy

Edv 1oyvet omolodnmote amd to mopandvem, unyv xpnoioromoste to Actraphane. Zvppovievbeite Tov
YTPO, TOV PUPLOKOTOLO 1| TOV VOGOKOWO GOC.

Ipw ypnoipomonjoete 1o Actraphane

ELéyEte v etikéta yuo va BePaiwbdeite 6Tt gival 0 6mGTOC THTOG IVGOVAIVNG.

AQa1péoTe TO TPOGTATELTIKO KAAVULLO.

Xpnotpomoteite mavta pio Kavovpila BeAova yio kdbe Eveon dote va amopHyeTe LOAVVOT).
O1 BeAdveg ko o1 o0pLyyeg dev mpémet va potpalovrat.

\AAA
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[pocdomomoeis Kot TPOoPVAAEELS

Opilopéveg KOTAGTAGELS KOl OpUCSTNPLOTNTEG UTOPEL VO ETNPEAGOVV TIC AVAYKEG OOG GE LVGOVALVN.

YvpPovievbeite Tov yaTpd oag:

»  Edv éyete mpofAnpata e To ve@pd 1 TO GUKMOTL GOG 1] LE TA EXVEPPIOLEL, TNV VTOPLON 1) TOV
Bupeoeldn cag.

»  Edv ackeiote mepiocdtepo am’ 6TL cuviBwg N edv B€AeTE va aAdGEeTe T GLVON dloTpoPn COG,
AoV aVTO UTOPEL VoL EXNPEACEL TO ETITESD GAKYAPOV GTO QiU GOGC.

»  Edv eiote Appmorol, cuveyiote T ANy TG IVGOLAIVIG 60¢ Kot cuBovAgvdeite Tov yaTpd
GOG.

»  Edv mpokerton vo ta&idéyete 610 e£@TEPKO, TO TOEIDL GE YDPO SLOQOPETIKNG LDVNG DPOG

UTOPEL VO EMNPEACEL TIG OVAYKES GO GE IVGOVAIVN KOl MG EK TOVTOL TOV YPOVO YOPNYNOoNG TOV

EVEGEWV.

AgppoTtikég arhayég 6TO oNUEL0 LOPNYNONS TS EVESNS

T'a v arotpomn TG ELEAVIONG AAAAYDY TOL MTMOOLE 16TOV KAT® 0 TO SEPUA, OTMG 1) TAYLVON
TOV OEPUATOC, 1| GLPPIKVMGT] TOV HEPLOTOC T} O GYNUOTIGUOG EE0YKMUATOC KAT® 0o TO HEPUA, TO
onueio yopnynong g éveong mpénetl va evolddooetor. H tvooviivn evdéyetat va unv givorl apketd
OTOTEAEGHLATIKY €AV EVIETAL GE TEPLOYN| e eEOYKDUOTA, [LE cLPPIKVMOT N LE Ttayvvon (BA. TV
wapdypoeo 3). Edv mopoatnpfoete omoleadnToTe SEPUATIKES OAANYEC GTO GTUED YOPAYNONS TNG
€veog, IAoTE Le ToV Y1aTpd coc. Edv enl Tov Topodvtog KAVETE TIG EVETELS OTIG TEPLOYES OVUTEG IOV
£€YOVV EMNPENCTEL, WANCTE LLE TOV YIOTPO GO TPV EEKIVIOETE TIG EVEGELC GE dLOPOPETIKT TEPLoyn. O
y1otpd¢ O 5og CLUPBOVAEDCEL VO EAEYYETE TO TPOCEKTIKA TO EXITESN GOKYEPOV GTO GO GG KoL VOl
wpocapuolete tn 6061 TG IVGOVAIVNG 1] 000G GAANG AVTIOWPNTIKAG ay@YNG ApPAveTe.

Alha @dppoxa ko Actraphane

Evnuepoote Tov y101po, ToV QopLoKomold 1] ToV VOGOKOUO 6ag 6V maipvete, £xETe TPOGPATA TAPEL T
umopet vo Tépete GAAL QAPLLOKAL.

Opiopéva papuaxo exnpedlovy To exinedo cakyapov GTo aipa Go¢ Kot 0vTd UTopEl va onuaivel 6T
8001 NG WOoLAIVNG cog Tpémel va oAAael. [apakdto avagépovtal Ta To GLYVAE PAPLOKO, TO OOl
EVOEYETAL VAL EXNPEACOVY TNV AYMYN GOG LE IVGOVAIVT).

Ta enineda coKyapov Tov oipatdc oo umopel vo pnetwdodv (vroyAvkaiuio), dv Aoupavete:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoautvoéelddong (avactoreic tng MAO) (ypnoiporotovvtol yio ) Oeponeio
NG KOTaOAWYNG)

. B-amokAelotég (ypnoyomolovvral yo T Oepameia Tng vIéPTOOTG)

. AvooTtoAelg Tov petatpentikod eviOpov g ayystoteveivng (MEA) (xpnoorotobval yio
Oepomeio OploPEVOV KOpIOK®V TAOAGEDV 1 TNG VAEPTOCTG)

. ZoAIKVAIKA (YPTCILOTOI0VVTOL (O OVOAYTTIKA KO OVTUTUPETIKAL)

. AvopoAikd otepoeldn (OTME 1 TEGTOGTEPOVY))

. ZovApovapioes (xpnoorotobvtal yio T feponeio AOmEE®V).

Ta enitedo cokydpov Tov ainotdc coc uropei va avéndovv (vepyivkopio), edv AauBdvete:

. AVTIGUAMTTIKA YOpNYOOUEVO OTTO TO GTOLLNL

. ®c10lideg (ypnopomolovvTal yio T Oepomeio TG LVAEPTAGNC )| VIO TNV VIEPPOAIKT
KOTOKPATNOT VYPDV)

. IMwkokoptikoedn| (6Tmg 1 KopT GV TOV YPNCLOTOLEITAL Y10, TN BEPATEIN PAEYLOVDV)

. Bupeoeldtkéc opuoveg (ypnopomotodvto yia tn Oepaneio Bupeoedikdv datapoydv)

. Svumabopuntikd (6nwg n emveppivn {adpevarivn}, n caiBovtapdin n n tepfovtarivn Tov
¥pnoomolovvat yo ™ Oepameio Tov AoOpaTog)

. AvEnTtikn oppovn (eapuraKo Yo TN S1EYEPON TNG OKEAETIKNG KOl COUOTIKNG OENOTG Kot [LE
ONUOVTIKN ETIOPAON OTIC HETOPOMKEG OLEPYACIES TOV GMOTOC)

. Aovaloin (pappako mov emdpd otnv woppnéia).
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H oxtpeotidn kou n Aavpeotion (ypnopomolovvtar yio tn Oepameio g peyoraxpiog, piog omaviog
OPUOVIKNG 1 TOPOYNG TOL EUPavIleTal cUVNO®G e LEGNAIKES, 1 OO0 TPOKAAEITAL ATTO TV VITOPLGT
OV TOPAYEL TEPIGGELN ALENTIKNG OPUOVG) LITOPOVYV €iTE VO ALENGOVV 1 VO LLELOCOLV TO. ENITESQL
GOKYGPOL TOV CipaTOS GO,

O1 B-amoxAelotég (xpnoyLomolovvTal Yia Tn fepomeio TG LVAEPTACNG) LTOPOVY VO LLEIOGOVVY 1] VOl
KOTOGTEIAOLY OAOKANPOTIKA TO TPOTU TPOEISOTOUTIKA CUUTTMLOTO T 071010 6a,g fonfovv va
avayVOPICETE TO YOUNAO EMINESO GAKYAPOV TOL ATIATOS GOC.

H moyhrtalévn (Srokia mov ypnoilonotovvtar ot Bepancia tov dwafifn tHmov 2)

Mepkoi acBeveic pe pokpoypovio dafntn TOmoL 2 Kol KapdloK VOGO 1) TPOTYOOLLEVO EYKEPOUAIKO
eMeH010, 01 0moiot ELafav aywyr Pe TOYAITalovn Kol VGOLAIVY TAPOATHPOAV TNV OVATTLEN
Kapdlakng avendpkelag. Evnuepdote tov 101pd 6ag T0 cuVTOpdTEPO dLVATO, EAV TUPATNPNOETE
€VOEI&EIg KapdaKNG AVETAPKELONS, OTMS LV 01T dVoTTVola 1 Ypriyopn avénon Tov Bapoug 1 TomiKo
mpn&ipo (oidnpa).

Edv éyete mdpel omolodMmote amd T0 PAPUOKO TOV OVAPEPOVTOL EOM, EVIULEPMDGTE TOV YIUTPO, TOV
QOPLOKOTOL) 1) TOV VOGOKOO GO,

To Actraphane pe owvonvevpaT®mon

»  Edv kotovol®dveTe OVOTVELHOTMOT], ] AVAYKT OG Yio tvoovAivn pmopel vo petafindei apon
T0, eMimEd O GUKYAPOL GTO il cOC LToPovV €lTE Vo, avEPoLV lTE va TECOVV. ZVVIGTATOL
TPOGEKTIKN TOpAKOAOVON o).

Kinon ka1 Oniaopdg

»  Edv gicOe éykvog, vopilete 6t1 pmopei va, eiote £ykvog 1 oYeALETE VO OTOKTAGETE TOUdL,
{ntnote 11 GUUPOLAN TOL YOTPOL GOG TPV TAPETE AVTO TO PAPUAKO.
To Actraphane pmopet va ypnoiponomBet katd v eykvpoocvvn. H d6om ¢ tveovAivig cog
evoéyetal va LeTaPANOel katd T S1GpKELD TG EYKLHOCHVNG Kot PETE TN YEVva. O TPOGEKTIKOG
€LeYY0G TOL SWPNTN GOC, EWIKA 1 ATOPVYT VIOYAVKOLL®V, EIval GNULOVTIKOS Yo TNV LYEio TOV
U®POV COC.

»  Aev vmdpyovv mepropicpoi ot Bepaneio pe Actraphane katd ) didpkela Tov OnAaciov.

Potmote tov yuatpd, Tov @apuakorold 1 Tov VOGOKOUO GOG Yo GUUPOVAES TPOTOY TAPETE
OTOLOONTOTE PAPUOKO VD €loTe yKvog 1 OnAdlete.

00 yNoN KO LEPLOROS PNY AV LATOV

»  [lopokareicOe vo p@THoETE TOV Y10TPO GOG EAV UTOPEITE VL 0NYHGETE AVTOKIVITO 1 VoL
XEWPIoTElTE Vol Py v oL

. Edv &yete ouyva vmoyAvkopio.

. Edv cag elvatl 006Kolo va avoyvmpiGETE TV VTOYAVKOALLIO.

Edv to cdicyapo Tov aipatoc cog etvat xapunio 1 vynAd, UIopEel vo ENNPEAGTEL 1) CUYKEVTP®GT KOL 1|
KavOTNTO OVTIOPAGTC GOG KOl EMOUEVOC 1 IKAVOTNTA oaG Vo odnyeite N va xepileote unyovnioToL.
"Eyete v’ dyv 611 pumopet va 0€cete o€ Kivouvo TOV €0DTO Gag 1 TOLG AAAOVG.

To Actraphane wepiéyel vatpro

To Actraphane mepi€yet Aryotepo and 1 mmol vatpiov (23 mg) avd door, dnradn to Actraphane
TPOKTIKA «oTEPEiTAL VATPiOVN.
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3. [ og va ypnowpomonjcere To Actraphane
AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

[Tavtote va maipvete TNV WGOLAIVY 0ag Kot v TPocaprolete T SO0 GOG ALGTNPE COUP®VE, [LE TIG
odnyieg Tov yutpov cag. Edv &xete appifolrisg, potiote TOV YiaTpd, TOV QUPUAKOTOLO 1) TOV
VOGOKOLO GO,

Ddte £va Kavovikd 1 TPOYELPO YEVLLLO TOL TTEPLEYEL VOATAVOpPaKES evTOG 30 AeTTMV OO TNV EvEon Y1
VO ATOPVYETE TO YOUNAO CAKYOPO GTO AipLoL.

Mnv aALGCeTE VGOVAIVT EKTOG KOl 0V 00G TO €€l TEL 0 Y1Tpdg cac. Edv o yiotpdg cag, cag Exet
HETATAEEL Ao Eva TOTO 1 EUTOPIKO CKEVAGHA IVGOVAIVIG G€ GAAO, 1) 0OGT| GUG LTOPEL VA YPEWOTEL VoL
TPOGOPLOCTEL b TOV Y10TPO GO,

Xpio1 o€ Too16 Ko @1 pfoug

To Actraphane pmopei va ypnotponom0ei oe moudid Kot eprfoug.

Xpnon o€ £101kég opddes a0V

Edv éxete peiopévn veppikn 1 nrotikn Aettovpyia 1 €dv glote dvo tov 65 gtdv, yperdletot va
ELEYYETE TO GAKYOPO TOV OUUATOG COG TTLO TAKTIKA Kot vo cu{ntdrte T aAloyég ot 00m TG
WWGOLAIVIG [LE TOV Y10TPO GOC.

og ka o yiverar 1 éveon

To Actraphane yopnyeital pe éveon kdt® amd to dEppa (VTOdOPLR). AgV TPETEL TOTE VO, KAVETE TNV
éveon amevbeiog oe PAEPa (EvOoPAEPLR) 1 G LV (EVOOUVTKA).

e kG0 éveon, alAdEte tn Bom TG veong evtog TG CLYKEKPIUEVNG TTEPLOYXNG TOV OEPUATOG TOV
ypnoyomoleite. Avtd umopei va PEIDOEL TOV Kivouvo avamTuéng e£0YKOUATOV 1] AVOUUALDY GTO
dépa, PAEre Tapdypapo 4. Or KahOtepes BEGELS Yo va KAVETE TNV £veon elvat: 1) KO Gog, Ot
YAOLTOL GOC, TO EUTPOG LEPOG TV UNPDOV 1 TV Bpaytdovev coc. H tvaovAivn cag Ba dpdoet
YPNYOPOTEPQ, EAV KAVETE TNV £vEcT 6TNV KO cag. [1dvta B mpénet va petpdte TOKTIKA TO
GAKYOPO OTO QU0 GOGC.

og va Tapete To Actraphane

Ta @laAidia Actraphane poopilovtar yia xpnon He GUPLYYES WVGOLAIVIG avTioTOYNG KAILOKOG
LOVAO®V.

1. KvAnote to puodidio ota xépla oag péypt to vypod va yivel opotdopopeo Aevkd kot Boro. H
EMOVOLOPNON YIVETOL EVKOAOTEPQ €AV 1] VGOVAIVY £xel TACEL TN Bepokpacio dmpatiov.

2. Tpopnére aépa péca ot GUPLYYA, OVTIGTOLYO TNG TOGOTNTAS TNG dOGNS TG VGOLAIVNG TOV
Tpoketol va evécete. Evéote Tov aépa pésa 6To PloAidio.

3. T'vpiote 10 PLOAIdI0 KO TN GVPLYYQ avATOdn Kot TPaPNETE T 6®MOTH dO0T VGOVAIVIG LEGH OTN

ovpryya. Byddte  Peldva £€® amd To LOAIS10. TN GUVEYELD, AQALPESTE TOV OEPA 0T TN
ovpryya kot BePfaiwdeite 6tL M 060N €ival 1] GOOTY.

Tpoénog éveong Tov Actraphane

> Evéote v tveovAivi) KATo amd 10 dEPLa GOC. XPNOLLOTOGTE TNV TEYVIKT EVECEWDV TOV GOG
VEdeIEe 0 Y1oTpOC GOC 1) O VOGOKOUOG GOC.

> Kpatfote ) Berdva K4Tm 0md T0 3EPLUA GOG Y10 TOVANIGTOV 6 SEVTEPOLETTA MGTE VO, EIGTE
olyovpot OTL £XETE EVEGEL OAN TNV LVGOVAIVT).

> Metd, and kabe Eveon amoppiyte T Pehdva kot T cOpLyyo.
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Edv napete peyarldtepn 0661 tvoovrivig amé TNV KavoviK

Edv mépete moAd peydin TocoOTNTO IVGOVAIVIG, TO GAKYOPO TOV aipatds cog yivetal moAd yaunAd
(vroyhvkoupio). BAéne [epiinym tov cofapmdv Kot ToAD cuYVOV OVETIBOUNTOV EVEPYEIDY GTNV
TopAypapo 4.

Eav Eeydoete vo TAPETE TV LVGOVAIVY GOG

Edv Egydoete va mépete TNV WWGOLAIVI GaG, TO GAKY0PO TOV aipatog propet vo Bdoel e vepfoiikd
vynAd enineda (vepylvkaytio). BAéne Emdpdoeig and tov dafnt oty topdypapo 4.

Edav otopotioeTe Vo TAipVETE TV LVGOVAIVY GOg

Mn S1akOWEeTE TN AW TNG WWGOLAIVIG GOG Y®pig va o €xete culnTNoeL Le Evay yoTpd, o omoiog Oa
00C TTEL TL TPETEL VO, KAVETE. AVTO B0l LTopovoe va 00MYNoeL 6€ TOAD VYNAL emtinedo Gokydpov Tov
aipatoc (coPapn vrepyAvkapio) kot e keto&émon. BAéne Emdpdceic and tov d1afntn otnv
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE T YPTOT CGVTOV TOL PAPUAKOV, POTHGTE TOV YIATPO,
TOV QUPHOKOTOL0 1] TOV VOGOKOUO GOG.

4. IBavég avemOBOUNTES EVEPYELEG

Onmg 6ha Ta pApUHOKa, £TOL KOL 0VTO TO PAPLOKO PTOPEL VoL TPOKAAEGEL aVETIOOUNTEG EVEPYELES, OV
KoL 0ev mopovotdlovial 6e GAOLE TOVS 0vOPDOTOLG,.

Mepidqyn TOV cofapdv KoL TOLD GUAVAOV AVETIOVUNTOV EVEPYELOV

To yapnioé caxyapo aipatog (vwoyrlvkoipia) sivol pio ToAd cuyvn avemBountn evépyela. Evoéyeton
va ennpedoetl Teplocotepovg and 1 otovg 10 avBpdmovg.

To younAd caxyapo Tov ainatoc uropel va cuuPei, edv:

. Evécete modd peydAn mocdtTa tvGOLAIVIC.
. Tpote TOAD AMyo 1 mopaieiyete Eva YOO,
. Aockelote TEPIOGOTEPO MO TO PVGIOAOYIKO.
. [Tivete owvomvevpotmon, PAéne To Actraphane e OWVOTVELLOTOIT GTHV TAPAYPOQPO 2.

IIpoedomomiKd GLURTOUATO TOL YOUNAOL Gakydpov aipotoc: Kpvog 1dpatag, kpho yAmpud dépua,
TOVOKEPOAOG, TOYOG Kapdlokog pubudg, aictnua acbeveiag, aicOnua peyding teivag, Tpocwpivég
oAhayég otnv 6pacn, vevnAica, acLVROIGTN KOTMON Kot aduVapLio, VELPIKOTNTA 1) TPEUOVAO, 0icOn o
dyyovg, aicOnuo cVYYLoNC, SVCKOAIN GTI GLYKEVTIPMOOT).

To moAD YoUnAO GAKY0PO GTO QipLo UTOPEL Vo 001 YNOEL G€ andAeln TV aicdncemv. Edv dev
BepanevBolv To TopaTETAUEVE, TOAD YOUNAG ETITESQ CAKYAPOV AILOTOG, HTOPEL VO TPOKAAEGOVV
eyKeQaAK PAAPN (ropodiki N wovyun) axoun kot 8avoto. Mmopel vo avaviYETE amd TV ATOAELL
TV aebfoemv ToAD TayvTEPQ GV Gag YopTyNnOel Eveon pe TNV oprovn YALKOyOVT 0t GTOpHo
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yhvkayovng, Oa mpémnel va ndpete yAokoin 1
Cayapobyo TpdYepo PaynTo apécmg LOALG EavaPpeite Tig aioBnoelg coc. Edv dev avtamokpifeite ot
yAvkayovn, Ba tpénetl va gioayBeite oe vosokopeio.

T va kdvete edv arcBavBeite younAid 1o cdxyapo aipatog:

»  Edv aeBavbeite yaunio to 6axyopo aipoatog, Tapte otokio yYAvkolng 1 £va yev o Heyoing
TEPLEKTIKOTNTOG G€ (hyapm (T.). YAVKE, UTIoKOTA, YOUO PPOoLT®YV). METPNOTE TO GAKYOPO TOV
aipatds oo, av etvar duvatd kot Egxovpaoteite. Ildvtote va éxete pall cog diokia yAvkoing M
TPOPLO [LE VYNAY] TEPIEKTIKOTNTO GE GAKYOPOL, TPOANTTUKA.
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>  Otav 10 GUUTTOUOTO TOL YOUNAOD GaKYXAPOV aipaTog Exovv e€apavictel | dTav 1o eninedo Tov
GOKYAPOL TOV AilaTog cag £xel otabepomombei, cvveyiote Tnv Bepameia pe tvoovAiv, oG
ouvndwg.

»  Edv éygete younio cdxyopo aipoatog mov cog tpokaiei Mmobupia, £6v ¥peldoTnKe va Kavete
€veon YAukayovng 1 edv giyate TOALA TEPIOTATIKA YOUNAOD GUKYAPOL OiLATOG,
ovuPovievbeite Evav yrotpo. H mocdtnta 1 0 xpodvog xopiynong e VeovuAivig, To eayntoé N1
doknon propel va ypeldLoviot TPoGupLoY.

Ileite ot0 KOWWOVIKO GOC TEPPAAAOV OTL £xETE SLAPTN KO TOLEC UTOPEL VAL EIVOIL O1 GUVETELEG,
ovumeptioppavopévou tov Kvdhvouv Amobupiog (andAeog tov aiodncewv) eEottiog youniov
caxydpov aipatog. Evnuepdote toug 0T1 edv Mmobvuncete, TPETEL VO GOG YUPIGOLV GTO TAGL KOt VO,
KaAEGoVV apEcmG 10Tpikn fonbeta. Agv Tpémel vo 6ag SDCOVY KATO0 PaynNTo 1 TOTO, ENEON UTOPEl
Vo TVIYITE.

O1 oofapéc arhepyikés avtidpaoers oto Actraphane 1 og Koo and To cvoTatikd Tov (ovopaleTol
GUOTNUOTIKY GAAEPYIKT OVTIOPOOT) Elval Lo TOAD GTAVIC, AVETBOUNTN EVEPYELD, OAAA UTOpPEL
evdgyoLEvVmG va etvar ametAnTikn yia ) Co1. Evdéyeton va ennpedoet Aryotepovg and 1 atovg 10.000
avBpomovg.

Avalnmote apéowmg 10TpIKn GLUPOVAN:

. Edv ta onudaodia g adrepyiag eEomimbovv 6e GAla onueia TOL GOUOTOS GOG.

. Edv Eapvikd dev vormbete Kokd kan apyicete va: WOpmVETE, lote Gppmaotog (tdon yia gpetd),
€yete duoKoAio oTNV avomvon, £xete TayvmoApio 1| acBdveote LaAdoal.

»  Edv mopatnprioete omotodnmote omd avtd to onpeio, avalntiote apécms TPk GLUPOVAN.

AgppoTtikég arhayés oto onpeio yopnynong g éveong: Edv xévete éveon tvoovivng oto id10
onpeio, 0 MTMING 10TOG Umopel va vrootel cuppikvoon (AMmoatpogio) 1 whyvven (Mmobmeptpopia)
(evdéyetar va eppaviotel o €ém¢ 1 ota 100 dropa). EEoykdpata katm and 10 dEpua eVOE ETAL EMIONG
VO GYNUOTIGTOVV OO TI GUGCMPELCT] HLOG TPMTEIVNG TOV OVOUALETAL AULAOEIDES (DEPLLATIKT
OULAOEIDGT, 1] GLYVOTITO ELPAVIONG OVTNG TNE avTidopaong dev ivat yvwaotn). H tveoviivn
EVOEYETOL VO NV EIVOL TTOAD OTOTEAEGUOTIKTY €AV 1] £vEST] YiveETOL € TTEPLOYN e EE0YKMDUATAL,
ovppikveon N Tayvvon. o vo oaToTPEYETE TNV EUPAVIOT] AVTOV TOV OEPUATIKOV QAAAYOV,
cuviotdral va evalidocete Kabe opd To onueio xoprynong g Eveong.

Kotdloyog Aout®v avemOOUNTOV EVEPYELOV

Oyt ovyvég avemBOUNTES EVEPYELEG
Evdéyetar va eanpedoovv Ayotepoug and 1 atovg 100 avOpmdmovg.

Inpadwa airepyiag: Mmopel va eLOAVIGTOVV TOTIKEG AAAEPYIKES avTIOPACELS (TOVOG, EpuBpoOTNTO,
KVIO®oT, PAEYLOVT, LOAWMTES, 0idNUa Kot KVNoUOS) 6T B€om tng éveong. ZuvnBwmg, VToxwPoHV UETE.
amo Alyeg efoopnadeg AMqyng g voovrivig cag. Edv dev e€apaviotoiv 1 edv eamhmbolv og dAla
onpeio Tov COUATOG GOG, MANGTE APECHS e TOV YoTpd cag. BAEme emiong ZoPopéc arlhepyucég
OVTIOPAGELC, TAPOTAV®.

Awpnricn apgipinotposidonadseio (Lo acHévelo Tov patiov mwov oyetiletan pe To dafnTn, n omoia
UTOpEL VoL 00MYNOEL G€ amMAELN TG Opaong): Edv ndoyete and dofntikn apeipAnotposidonddeio Kot
TOL EMITESOL TOV GOKYAPOL TOV QUHOTOC 6aG PEATIOVOVTAL TOAD YpIyopa, 1 apeiBAnctposidonadsia
umopel va emdevabei. Potiote tov yuotpd cag yi' avto.

Oionpa tov apdpaccwv: Otav apyicete va maipvete vGovAivn, 1 KoTakpdtnon vepol umopel va
TPOKOAEGEL OIONUO YOP® OO TOVS UOTPAYAAOVG GOG Kot AAAES apBpmdacels. Ducloroyikd, avTo
vroywpei cvvtopa. Edv dev vmoympnoel, pmTioTe Tov Y1aTpd 6og.

En®dévvn vevpormaBsera (toévog e€attiog BAAPNG Tov vedpwv): Edv ta enimeda Tov cakydpov 6to aipa

o0 PeATidvovTal TOAD YpNyopa, UTOPEL VOl VIDGETE TOVO GUVOEOLEVO LLE TO VEVPO GOG. AVTO
ovopaletor o&eio emmOLYT vevpomadela Kat eivol cuvB®S TOPOSIKT.
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oAV omavieg avemOUuNTES EVEPYELES
Evoéyeton va emnpedoovy Aryodtepovg and 1 otovg 10.000 avBpdmovc.

Aworapayés Tne 6paong: Otav Eekvdare Yo TpdT Qopd T Bepameia e tvoovAivn, pmopel va
Sdwatapoaybei  6paocn cag, oAl 1 evoyAnon eival cuvnbwe TpocwpPIvi.

Ava@opd avemOounTOV vePYELOV

Edv mopatnproete kKamowo avemBOUNTN EVEPYELD, EVILEPDOCTE TOV YIOTPO 1) TOV PUPUAKOTOL0 1|
TOV/TIV VOGOKOUO 60G. AuTd 1oy0eL Kot Yo KO mhovi) avemBOunTn evEpYELR TOV OV OVAPEPETOL
GTO TAPOV PUALO 0ONYIDV ¥p1oNG. Mmopeite EmioNg Vo AVOPEPETE AVETIBOUNTES EVEPYELEG OmeVOEing,
UEG® TOV €BVIKOV GUGTNUATOG AVOPOPAS TOV avaypaeetot oto [lapdpmuae V. Mécm g avoaeopdc
AvEMBOUNTOV EVEPYEIDY UTOPEITE VO fONONGETE GTI GLALOYY| TEPIGGATEPOV TANPOPOPLOV GYETIKA
LE TNV AGPAAELD TOL TAPOVTOC PAPLLAKOV.

Emopaceig and tov dwapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynAid GéKyapo Tov ainatoc uropel vo cuuBel, eqv:

. Agv &xete evECEL OPKETT VGOVALIVY.

. Eeydoate vo, TAPETE TNV VGOLAIVY] GOG 1| CTOWATCOTE VO, TOIPVETE IVGOVALIVY.
. Aopfavete emavenuuéva AMyotepn veovAdivn and avth Tov ypelaleoTe.

. "Exete Lolpwén 1/xon wopeto.

. Tpate TeP1ocOTEPO O’ OTL GLVNHBWG,.

. Aockeiote Myotepo an’ 6Tl cuvnO®G.

IpogidomomtiKd GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd coprtopata speoviloviatl otadiokd. [eptiapfavoovv: avénuévn ovpnon,
aicOnua dtyog, armielo 6peéng, aicOnua acbeveiog (vavtia 1 gpetdg), aicOnpa vavniiog 1 KOTWONG,
eEdyets, Enpo dépua, ENpocToia. Kot avamvon He @PovT®dOor ooun (aKeTOVN).

T1va kévete edv oncBavBeite VYNAS T0 GlicyOPO ALOTOG:

»  Edv éyete kdmo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO GO,
eAEYETE TO OVPO. GAG Y10 KETOVEG, EQV UTOPEITE, Kot 6T GLVEXELN 0Vl THOTE AUECHC LOTPIKN
Bondeia.

»  Avutd pmopel va eivol CUUTTOUOTO UG TOAD GOPapNg KATAGTACNG TOL OVOUALETOL SN TIKNY
keto&émon (cvoohpevon o&éog oto aipa e&attiog TG S1doTOoNC TV MMV OO TOV OPYAVIGHO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnEel o S1ofnTikd Ko Kot
TeEAIKA o€ Bdvaro.

5. [log va puraccete To Actraphane

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn yprolonoteite 0vtd T0 PAPUOKO LETE TNV Nuepounvia ANENG mov avaypapetal 6TV
EMONLOVON TOV ProAdiov Kot 6to kouti petd v ‘AHEH’. H nuepounvia AnéEng eivar n tedevtaia

NUEPD TOV UNAVA TTOL OVOQEPETOL EKEL.

Ipwv amté To Tp®@TO dvorypa: Pvridccetal 6to Yuyeio otovg 2°C — 8°C. AlotnpnoTe 10 LOKPLY Ao
To otoryeio YHENC. Mnv 10 KatayOyETE.

Kata ™ gpiion 1 6tav pépetar mg e@edpikd: Mnv to yiyete 1 Katayvyete. Mmopeite va 1o €xete

pali cog kot va To puAdooete og Bepuokpacio dopatiov (kdtm amd Tovg 25°C) yio 6 efoopnddeg To
TOAD.
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Noa dwatnpeite TavTo 10 ELOAISI0 6TO KOVTI OTAV OEV TO YPTCUYLOTOLEITE, Y10 VO TO TPOCTOUTEYETE AT
T0 QOC.

Amoppiyte T Peldva Kat Tn GUPLYYa HETA amd Kabe Eveon.

Mnv TeTdTe PAPLAKO GTO VEPO TNG OMOYETELONC 1 OTA OKLOK( amoppippata. Pothote tov
QOPUOKOTOLd GOG Y10 TO TTMG VO TETAEETE TAL PAPLLOKO TTOVL O Yproiponoteite wa. Avtd ta pétpa Ba
Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Mepreyodpevo TG oVoKEVOGING KO AOTES TANpOPOpieg
T epréyel To Actraphane 30

- H dpaotikn ovsia eivar n avBpdmivn tveovrivn. To Actraphane eivat éva petypo mov
amoteleitar and 30% dwwAvt avBpdmivn weovAivn Kot 70% 160Qavikr] ovOpdmvn tvooviivn).
Ka0e ml mepiéyer 100 [U avOpdmivng tvooviivng. Kdébe gpralidio mepiéyet 1000 TU avBpmmivig
voovAivic oe 10 ml evéoipov evaimpipatog.

- Ta dALlo cvoTATIKA ElvaLl YA®PLOVYOG WELOAPYVPOC, YAVKEPOAT, LETAKPEGOAT], POIVOAN,
POCEOPIKO dvATPLO d1HOPLKO, VOPOLEISLO TOV VaTPiov, VIPOYAWPLKO 0&D, Belikn TpTOUivy Kot
VO®P Y10 EVEGIUAL.

Ep@avion tov Actraphane kot TeEpPLEYONEVE TG GVOKELUGIOG

To Actraphane givai éva evéoipo evardpnpa. Metd v enavaidpnon to vypo Bo Tpémnel va
eppavifetor opotdpopeo Aevkd Kot Boro.

Meyé0n ovokevaciog tov 1 1 tov 5 proidiov tov 10 ml 7] oe moAlanAn cuokevacio Twv 5
oLoKeELACIOV TOV 1 eroAdiov x10 ml. Mropei va unv KuKAOPOPOUV OAEG 0L GLOKEVAGIES.

To evoumpnua eivar Borhd, Aevkod Kot vOATIKO.

Kéroyoc Adsrog Kvkrogopiag

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsvaerd, Aavia
HopackevaoTig

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvaerd,

Aavia

Novo Nordisk Production SAS

45, Avenue d'Orléans

F-28000 Chartres,

TaAAio

To wapdv UAA0 00N YOV yp1oNS avaBewp1)Onke Yo TEAEVTAIL POPE GTIS

Alrec TYEG TAPOPOPLAV

Aemtopepeic TAnpopopieg yia 1o Tpoiov avtod gival dabéoiueg oto diktvakd tomo Tov Evponaikon
Opyaviopov @apudkmv: http://www.ema.europa.eu.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Actraphane 30 Penfill 100 IU/ml (61€0veig povadec/ml) evéoypo evar@pnpa o€ guoiyylo
avOpaOTIVY VeOVAIvN

APAOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PGS TPLY UPYIGETE VA YPNGIUOTOLEITE AVTO

TO PAPRAKO, OLOTL TEPLAAUPAVEL CNRAVTIKEG TANPOPOPIES Y10 GUG.

- DvraEte avtd TO EUARO 0dNYIBY YpNong. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete meportépw amopieg, p@TNGTE TOV YLOTPO, TOV QAPLOKOTOLO 1| TOV VOGOKOLO GOC.

- H ocvuvtayn yia avtd 10 0appoko xopnynonke amokAEIoTIKA Yo GoG. Agv TPEMEL VO ODCETE TO
@apuraKo o€ AAAoVS. Mmopel vo Tovg TPOKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg eivat id1a pe ta Sk Gog.

- Edv mapatnpnoete kdmoto avemBOUn T EVEPYELN, EVILEPDOTE TOV YITPO,TOV PAPLOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 16Y0eL Kat yio, KO mhovi avemBOunTn evEPYELX TOV OV OVAPEPETOL
GTO TTOPOV PUALO 0dNYIDV XpHomg. BAéne mopdypapo 4.

T epLéyeL 1o TaPoOv UALO 00N YLOV:

Tt etvan to Actraphane kot oo €ivat 1 ypnom Tov

T mpémer va yvopilete mpv ypnopomomoete 1o Actraphane
[ag vo ypnoonomoete to Actraphane

[MBavéc avemBOunTes evépyetes

[Tog va puAdooete 1o Actraphane

[Tepeyopeva g cuoKeLAGiag Kot AOUTEG TANPOPOPieS

AN e

1. Tu givan To Actraphane ko oo givon 1 prion Tov
To Actraphane givatl avOpdmivn wveovAivn pe tayeio kot pokpd dpdon.

To Actraphane ypnoionoteitat yio 1 HeEi®ON TOV VYNADV ETUTEI®V GOKY(POV GTO aipla 6€ acheveig
pe caxyopmon dapntn (Soprng). O dfnng sivar pio acHévela kaTd TV 0TTOi0 TO GO CAG OEV
TOPAYEL APKETH WWGOLAIVN Yo va eAEYEEL TO emimedo caiydpov oto aipo cag. H Bepaneio pue 10
Actraphane Bon0d va tpoAneBodv ot emumhokég cag and Tov dafn.

To Actraphane 0o apyicel va PEIOVEL TO GAkyapO 6TO aipo cog Tepimov 30 Aemtd apov T0 EVEGETE,
Ko 1 dpdon Tov Ba dapKEGEL Yo TEPimOL 24 dpEG.

2. T pémer va yvopilete Tpiy (P oonon]ceTe To Actraphane
Mnyv gpnoipomomcete To Actraphane

> Ye mepintmon aAlepyiag oTnV avOpOTIVY IVCOVAIVY 1| O€ OTTOLOONTTOTE AALO OO TOL CLGTATIK(
ovToL TOL PappaKov PAETE Tapdypapo 6.

Edav aioBdveote v élevon vroyivkopiog (xopnio caxyapo oto aipa), PAére [lepiAnyn tov
GOPOp®V Kol TOAD GLYVOV OVETIBVUNTOV EVEPYEIDV GTNV TOPAYPAPO 4.

e avtiiec £yyvong veovAivng.

Edv t0 puoiyylo 1 1 cuckevn Tov mePLEYEL TO PUOGTYYI0 TEGEL, KOATACTPAUPEL 1] GTAGEL.

Edv dev éxer puiayBel cwotd M edv Exel katoyvybei, BAéne Tapdypapo 5.

Edv 1 emavaiopnuévn tveovAivn oev eppaviCetot opoldpopea AEVKn Kot BoAn.

v

\AAAA

Edv 1oyvet omolodnmote amd to mopandvem, unyv xpnoioromoste o Actraphane. Zvppovievbeite Tov
YOTPO, TOV PUPLOKOTOLO 1| TOV VOGOKOWO GOC.

Ipw ypnoipomouioete 10 Actraphane

»  EléyEte v etikéra yio va ePormbeite 6TL elval 0 cwOTOG TOTOG VGOVAIVIG.
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»  No eAéyyete mivto 10 QUGIYY10, TEPIAAUPAVOUEVOD KAl TOV EAAGTIKOD EUPOAOV GTO KATW® UEPOG
oV Puotyyiov. Mnv to ypnoyomoteite eav eaiverol Cnuid 1 €Gv T0 ELACTIKO TAOUA £YEL
Eemepdioet T AevKN TOvio 6TO KAT® PEPOS TOV PUGLYYiov. Avtd pmopel va gival To amoTéAesio
pog olappong tvooviivig. Edv vrontebeote 011 T0 uoiyylo €Yl KATOOTPAPEL, EMGTPEYTE TO
oTOoV TPoUNBeLTY| GOG. AVaTpEETE GTO EYXEPIOI0 TNG GVGKELTC TOTOL TEVOS GOG Y10l
MEPLGGOTEPEG 00N YiEC.

Xpnowomnoteite mavta pio kavovpila BeAdva yia kdbe Eveon MGTE Vo ATOPVYETE HOAVVOT).

O1 Beroveg kot to Actraphane Penfill dev mpémnet va popalovrat.

To Actraphane Penfill etvat katdAANAO ATOKAEIGTIKG Y10 VTOOOPL EVEST) LIE
EMOVOYPTOLLOTOLOVUEVT) GLOKELT TOTOV TEvaG. Edv embBuueite va AdPete v €éveon tvoovAivng
pe dopopeTikd TpOTOo, GupPovievbdeite Tov YoTpd GOC.

vVvyYy

IIpocidomomcelg Kot TpoPLAGEeLg

OpopLéveg KaTaoTdoelg Kot SpaotnploTnTeG LITOPEL Vo ENNPEAGOVY TIG OVAYKES GO OE VGOVALVT).

Yopupovievbeite Tov yloTpod cag:

> Edv &yete mpofAnuata pe ta veQPE 1§ TO GUKMTL GO 1 UE T EXVEQPIOLQL, TNV VITOPLGN 1 TOV
Bupeoeidn cog.

»  Edv aokeiote mepiocdTepo am’ 6TL cuviBwg N €dv BENeTE va aAlGEeTe TN GLVHON dLOTPOPN COC,
POV CVTO UTOPEL VO EMNPEACEL TOL EMITED CAKYAPOV GTO LMY GOG.

»  Edv giote dppwaotol, cuveyiote T Ay TG WGOLAIVIG G0¢ Kot cupfovAievbeite Tov yloTpo
coG.

»  Edv mpdxettor va ta&déyete 610 eE0TEPIKI, T0O TaEidL 68 YDpa SapopeTIKNG (DN dpag

Umopel va emnpedost Tig avAYKeS GOG G tVGOLAIVI KOl O EK TOVTOL TOV ¥POVO YOPNYNOTG TOV

EVEGEWV.

AgppoTikég allayég 6To onueio yopRynong g £veong

IMo v amotpony| g EPEAVIONG CALOYDY TOL MTDIOVS IGTOV KAT® Ao TO dEPUA, OTMG 1) TAYLVOT
TOV JEPLITOG, 1 GLVPPIKVOGCT TOV OEPUATOC 1 0 GYNUOTIOUOG EE0YKDOUATOC KAT® amd To OEPLA, TO
onueio yopnynong g éveong mpémetl va evolddooetol. H tvooviivn evdéyetatl va unv givorl apketd
OTOTEAEGHLATIKY €0V EVIETAL OE TEPLOYN] e eEoyKDUOTA, [LE cLPPiKVmoT N pe Ttayvvon (BA. TV
wapdypoeo 3). Edv mopoatnpfoete omoleadNToTE 0EPUATIKES OAANYEC GTO GTUEID YOPAYNONE TNG
éveong, WIAoTE L Tov YTpd cog. Edv emi Tov Tapdvtog KAVETE TIG EVEGELS OTIG TTEPLOYES OVTEG TTOL
€Yovv eMNPeCTEl, WANGTE LE TOV YIOTPO GOG TPV EEKIVIOETE TIG EVECELS G€ d1APOPETIKN TTeployn. O
ywTpog 0o coc GuPPOLAEDSEL VO EAEYYETE TTLO TPOGEKTIKA TO, EXITEDD GOKYAPOV GTO GO GOG KoL VoL
mpocapuolete tn 6061 TG IYGOVAIVIG 1] OTTO10G GAANG AVTIOWPNTIKNG oYY g AapPAveTe.

Adlra @appoxa ko Actraphane

Evnuepoote Tov y1atpo, ToV QapLoKoTold 1] ToV VOGOKOUO 6ag 6V maipvete, £xETE TPOGPATA TAPEL T
umopet vo Tépete GAAL QAPLLOKAL.

Opiopéva papuaixo ennpedlovy To eXinedn GakyGpov GTO Oipe GO¢ Kot uTd UTOpEl va onuaivel 6T M
8001 TG WooLAIVNG cag pémel va aAhdel. [lapakdto avagépovtal Ta To GLYVE PAPLOKA, TO OOl
EVOEYETOL VO EXNPEACOLY TNV AY®YN GOG LLE VOOLAIVY).

Ta enineda cokyapov Tov oipatdc oo umopel vo petwbovv (vroyAvkaiuio), dv Aoupavere:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoaputvoéelddong (avactoreic tng MAO) (ypnoiorotovvtol yio ) Oeponeio
NG KOTaOAWYNG)

. B-amokAelotég (xpnoyomolovvral yo ) Oepameia Tng vIéPTOOTG)

. AvooTtoAelg Tov petatpentikod evihpov g ayystoteveivng (MEA) (xpnoorotobval yio
Oepomeio OploPEVOV KopIOK®V TAONGEDV 1 TNG VAEPTOCTG)

. ZoAIKVAIKA (YP1CILOTOI0VVTOL (O OVOAYTTIKA KO OVTUTUPETIKAL)

. AvopoAiikd otepoeldn (OTMG 1 TEGTOGTEPOVY))

. ZovApovapioes (xpnoorotobvtal yio T Oeponeio AO®EE®V).
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Ta enitedo cokydpov Tov ainotdc coc uropei va avénbouvv (vepyivkopio), ebv AauBdvete:

. AVTIGUAMTTIKA YOpNYOOUEVO OTTO TO GTOLLN

. ®c10lideg (ypnolpomolovvTal yio T Oepomeio TG LVAEPTAGNC | VIO TNV VIEPPOAIKT|
KOTOKPATNOT VYPDOV)

. IMwkokoptikoedn| (6Tmg N KopT GV TOV YPNCLOTOLEITAL Y10, TN BEPATEIN PAEYLOVDV)

. Bupeoeldtkéc opuoveg (ypnopomotodvtor yia tn Oepameio Bupeoedikdv datapouydv)

. SvpmaBopuntikd (6mwe N extveppivn {adpevaiivn}, n caiPovtapudin | n tepfovtarivn Tov
¥pnoomolovvat yo T Oepameio Tov AoOpaTog)

. AvEnTtikn oppovn (eapuaKo Yo T S1EYEPON TNG OKEAETIKNG KOl COUOTIKNG oOENOTG Kot [LE
ONUOVTIKN ETIOPAOT OTIC HETOPOMKEG OLEPYAGIEC TOV GMOTOC)

. Aovaloin (pappako mov exdpd otnv woppnéia).

H oxtpeotidn kou 1 Aavpeotion (ypnopomolovvtar yio tn Oepameio g peyaraxpiog, piag omaviog
OPLOVIKNG 1 TOPOYNG TOL EUPAVICETOL cLVNO®G GE HEGNAIKEG, 1 OO0 TPOKAAEITAL OO TNV VITOPLGT
OV TTAPAYEL TEPIGGELD ALENTIKNG OPUOVIG) LITOPOLYV EITE VO ALENGOLY N VO LLELOCOVV TOL EMTEDOL
GOKYGPOL TOV CiOTOS GO,

O1 B-amoxAelotég (xpnoyLomolovvTal Yia Tn Bepomeio TG LVAEPTACNG) LTOPOVY VO LLEIOGOVY 1 VOl
KOTOGTEIAOVY OAOKANPOTIKE TO TPOTO, TPOEWDOTOMTIKA GUUTTOHOTA TO, 0ol Gag fonBodv va
avayvVoPIcETE TO YOUNAO EMINESO GAKYAPOV TOVL OTNATOS GOC.

H moylralévn (diokia mov ypnoonotovvtar 6t Bepaneio Tov drafntn tomov 2)

Mepikoi acOeveic pe pokpoypovio dafntm TOmov 2 Kol KapdloK VOGO 1) TPOTYOOLUEVO EYKEPUAKO
enec6610, 01 0moiot ELafav aywyr Pe TOYAITaLOVn Kol VGOLAIVY TOPOATHPTOAV TIV OVATTLEN
Kapdlakng avendpkelas. Evnuepdote tov 101pd 60g T0 cuVTOpdTEPO dLVATO, EAV TOPATNPNOETE
evoel&elg Kapdlokng averapKelog, OTmG acvvn ot dvomvola 1§ ypryopn avénon tov Bapoue 1§ Tomikd
mpn&po (oldnpa).

Edv éxete mbpetl 0mo100mmoTE 0md TO PAPLOKO TOL AVAPEPOVTAL 0, EVILEPDGTE TOV Y1IUTPO, TOV
QOPLOKOTOL) 1) TOV VOGOKOUO GO,

To Actraphane pe owvomvevpat®mon

»  Edv xotovoldVveTe OVOTVELHOTMOT, ) AVAYKN OaG Yiot tvoovAivn pmopel vo petafindei apon
T0, MmN GUKYGPOV GTO il GO LTOoPoVV ElTE Vo, avEPoLV lTE v TECOVV. ZVVIGTATOL
TPOGEKTIKN TOPpAKOAOVON o).

Kitnon ka1 Onraocpég

»  Edv €ioOe éykvog, vopilete 611 pmopei va. eiote £ykv0og 1 oYeSALETE VO OTOKTAGETE TOUdL,
{ntote Tt GLEPOVAT| TOL YIOTPOV GaG TPV TAPETE AVTO TO PAppaKko. To Actraphane pmopel va
ypnoomon el kotd tnv eykopocsvv. H 66om g tveoviivng cag evoéyetat va petafindet
KATA TN S1APKELD TNG EYKVUOGVUVNG Kol HETE T Yévva. O TpocekTikog EAeyy0g Tov dtapntn coc,
€101KA 1] OTOPLYN VTOYAVKALUOVY, EIVaL GUAVTIKOS Y10, TNV DYELN TOL LOPOV GOC.

»  Aev urdpyovv mepropiopol otn Bepancio pe Actraphane kotd ) Sidpkein Tov OMAACLLOV.

Pwtote tov yuotpd, Tov @opuakorold 1 ToV VOGOKOUO GOG Yo GUUPBOVAES TPOTOD TAPETE
0mO10dMTOTE PApLLaKO eV gloTe Eykvog 1| OnAdlete.

00 yNo1N KO LEPICROS PNY AV LATOV

»  IlopoakalieicBe vo poTNGETE TOV Y1OTPO GOG EAV PTOPEITE VAL OONYNGETE ALTOKIVITO 1 VOl
YXEWPLOTEITE Eval punyavn oL

. Edv &yete ouyva vmoyivkoia.

. Edv cag elvatl 006KoAo va avoyvmpiceTe TV VTOYAVKALLIO.
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Edv to cdicyapo Tov aipatoc cog etvat xapunio 1 vynid, UIopel vo ENNPEACTEL 1] CUYKEVTIPMGT] KOL 1|
KavOTNTO OVTIOPAGTC GOG KOl EMOUEVAOC 1 IKAVOTNTA oaG Vo odnyeite 1] va xepileote unyovioToL.
‘Exete v’ oyv 611 pumopei va 0€cete o€ Kivouvo TOV €0DVTO GOG 1| TOLG AAAOVG.

To Actraphane mepiéyel vaTpro

To Actraphane mepi€yet Ayotepo and 1 mmol vatpiov (23 mg) avd door, dnradn to Actraphane
TPOKTIKA «OTEPELTAL VATPIOUY.

3. [og va ypnopononjoete 10 Actraphane
AOo6N KoL TOTE TPEMEL VAL TAPETE TNV IVGOVAIVY] GOG

[Tavtote va maipvete TV WWGOVAIVN GOG Kal va TPOGSOpHOLETE TN dOOT GOG ALGTIPH COLUPOVA LE TIC
odnyieg Tov yutpov cag. Edv éxete appifolricg, pwtiote ToV YiaTpd, TOV QOPUAKOTOLO 1) TOV
VOGOKOO GO,

Ddte £va Kavovikd 1 TPOYELPO YELLLO TOL TTEPLEYEL VOATAVOpaKES evTOg 30 AemTdV amd TNV Eveon Yo
VO OTOQVYETE TO YOUUNAO GAKYOPO GTO L0

Mnv oAAGCeTe tVGOLATVI EKTOC KOl 0V GOG TO EYEL TTEL O YLOTPOC G0c. Edv 0 ylotpdg cac, oag €xet
petatdéel amd Eva TOIO 1 EUTOPIKO CKEVAGHA IVGOVAIVIG G€ GAAO, 1) 0OGT| GOG LTOPEL va YPEWOTEL Vol
TPOGOPLOGTEL 0O TOV Y10TPO GG,

Xpnion o€ Tood ko @ poug
To Actraphane pmopet va ypnotponom0ei oe madid Kot eprfovc.
Xpnon o€ e101kég opades a60evav

Edv &xete peiopévn veppikn | nratikn Aettovpyia 1} €av elote dvm TV 65 eTmv, ypetdletal va
eLEYYETE TO GAKYOPO TOV OUIATOG COG TTLO TAKTIKA Kot Vo su{ntdrte T aAloyég ot 000M TG
WGOOVAIVIC UE TOV Y1UTPO GG,

I®g ko mov yiveTal 1 éveon

To Actraphane yopnyeital pe éveon kdto amd To dEppa (VTOdOPLR). AgV TPENEL TOTE VO, KAVETE TNV
éveon amevbeiog oe PAEPa (evooeréPia) 1 o po (evdopvikd). To Actraphane Penfill eivon kotdAAnio
OTTOKAEIGTIKG Y10t ITOSOPLOL EVEGT LE EMOVAYPTCLOTOIOVUEVT GLOKEVT TOTTOV Tévas. Edv embupeite
va AaPete TV €veST) IVGOLAIVTG e SLPOPETIKO TpOTo, cupPovAievbeite Tov yoTpd cog.

e kdBe éveon, alhdlte ) B€om ¢ £veong EVTOG TNG CLYKEKPLUEVG TEPLOYNG TOV SEPLLOTOG TTOV
ypnowonoleite. Avtd umopei va PEIDOEL TOV Kivouvo avamtuéng eE0YK®UATOY 1 OVOUIAIDY GTO
déppa, PAEne Tapdypapo 4. Ot kahOTtepeg BEGELG Y10 VoL KAVETE TNV £veEON ivat: 1) KOWAA GG, Ot
YAOLTOL GOC, TO EUTPOG PEPOG TOV UNPDOV 1 TV Bpaytdovev coc. H tveovAivn cag Ba dpdost
YPNYOPOTEPQ EAV KAVETE TNV éVEDT| GTNV KOLMA oag. [Tavta 0o Tpémel v LETPATE TOKTIKA TO GAKY PO
670 aipo oag.

»  Mnv Eavayepilete to guotyylo. MOAG 00E1AGEL, TPEMEL VA TO ATOPPIYETE.

»  Ta guoiyyla Actraphane Penfill £gouv oyediootel ylo yprion e T0 CLGTHUATA YOPTYNONG
tvoovrivng g Novo Nordisk kot tic Berdveg NovoFine § NovoTwist.

»  Edv Aappdvere aywyn pe to Actraphane Penfill kot pe éva puoiyylo Penfill ddiov thmov
WGOVAIVIG, TPETEL VO YPNGILOTOLEITE SVO GLGTHLLOTA YOPTYNONG VGOVAIVIG, £va Yia KABE TOTO
WGOVLAIVNIC.

»  No éyete mavta poali cag éva epedpikd @uaiyylo Penfill, og nepintwon mwov 1o
YPNOLOTOI0VUEVO YOOEL 1] KOTASTPAPEL.
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Enravai®pnon tov Actraphane

[Tavta va eléyyete €4y vVTapyEL ApKeET] VvooVAiv (TOvAd)oTOV 12 HOVAdEG) GTO PLGTYYL0
TPOKELEVOL VO Yivel opoldpopen eravordpnon. Edv dev vmapyel apketn tvoovAivr, ypnoLoTooTe
£€va, Kovovplo Quotyylo. AvatpéEte 6To eyyEPIdL0 TG GLGKEVTG TOTOV TEVAG GOC Y10 TEPLOCOTEPES
oonyiec.

»  Kda0Os gopd mov ypnopomoreite £va karvovpyro Actraphane Penfill (mpwv tonobetnoete 1o
QLGTYY10 6TO GUGTNILA YOPNYNONG WWGOVAIVIC).

. Aopnote v voovrivn cag va pbdcel og Beppokpacio dopatiov Tpv TV ypnoiponomoete. Me
aVTO TOV TPOTO Bal Yivel EVKOAOTEPT 1 ETOVALDOPNOT).
. MeTokivioTe TO UOTYY10 TV Kol KATo pHetabd Tov Bécewv A kot B kot ticw (BA. eikdva),

€161 OOTE TO YVAAVO 6(a1Pidlo va peTokivnOel amd to Eva dKkpo Tov PLGLYYiov 6To GAAO
TovAdyiotov 20 popéc.

. Enavaidfate avt v kiviion tovAdyiotov 10 @opéc mpty amd Kabe Eveon).
. [Ipénel va emavaldaPete avt T dadikacio péxpig dtov 10 VYPO YiveEL OLOIOHOPEA AEVKO Kot
B0o)0.
. OloxkAnpdote o GALN 6TAd1H TG £vEoTg Ywpis Kabvotépnon.
A
B

Tpomog éveong avtig Tov Actraphane

> Evéote v tvoovdivn k4Tm 0md 10 3EPUA GOC. XPNGILOTOMGTE TNV TEXVIKT EVEGEMV TOV GOG
VEdeLEE 0 Y1TpdG GOG 1) O VOGOKOUOG GOG KO TOV TEPTLYPAPETAL GTO EYYELPIOI0 TNG CLCKEVNG
TOTOL TTEVAG.

> Kpatfote ) Berdva kdtm amd 10 0Epua Gog Yo Tovddylotov 6 devteporenta. Kpatniote 1o
éuPoio tedeimg matnuévo uéypt vo Pydiete T Peldva amd 1o dépua. Avtd Oa dtocpalicer T
omaTh Yopnynon kot Ba meplopicetl Tnv mbavn pon aipatog otn PeAdva 1| otn de&apevn
WGOVAIVIC.

> Mertd and kabe Eveon PeParmbeite 6T apapécate kKot amoppivate Tn PeAdva Kot OTL
ovAdooete to Actraphane ympic T Behova TPOGAPLOCUEVT. ALUPOPETIKE, UTOPEL VOl
SlappevoeL VYPO, YEYOVOS TOV UITopEl Vo TPoKOAESEL AavOacpEVN TapeyOLEV dOOT).

Edv napete peyarldtepn 0661 tvoovrivig amé TNV KavoviK

Edv mapete moAD peydin moocdTTo IVGOLAIVIG, TO GAKYOPO TOV OUHaTOS oag YiveTol TOAD YaunAo
(vmoyAvkoupio). BAéne Iepidnyn tov cofapdv Kot ToAD GLYVOV OVETIBOUNTOV EVEPYEIDY OTNV
Topaypapo 4.

Eav Eeydoete vo TAPETE TV LVGOVAIVY GOg

Edv Egydoete va mapeTe TNV WVGOLAIVI GOG, TO GAKYOPO TOV aipatog uropet vo Odcsl o€ vepPoiikd
vynAd enimedo (vepylvkaipio). BAéne Emdpdoceic and tov dapntn oty mopdypaeo 4.
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Edav otopotioste va TaipveTe TV LveoVAIVY] Gog

Mn dwkdyete TN AW TG IVGOLATVIG Go¢ Y®pic va to €xete ovintioet pe évay yiatpd, o omoiog Ba
00G TEL TL TPEMEL VO KAVETE. AVTO O LTopovGE va 0d1YOEL G TOAD VYNAL ENITEDD, GUKYAPOV TOV
aipartog (coPfapn vrepylokopio) Kot o ketoéwon. BAéne Emdpdocelg and tov dwfintm oy
ToPAYpapo 4.

Edv éxete meplocdtepeg pMTNGELG GYETIKA LLE T YPTOT CQVTOV TOL POPUAKOV, POTHGTE TOV Y1ATPO,
TOV QAPLOKOTOLd 1| TOV VOGOKOLO GOG.

4. MOavég avemOOuNTES EVEPYELEG

Onwg 6Aa To pAPLOKO, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv TOPoVGLALoVTaL G€ OAOVG TOVG AvOPMOITOLC.

Mepiinyn ToV cofapadv Kol TOAD cVYVAV UVETIOOUNTOV EVEPYELDOV

To yopnioé cdxyopo aipoatog (vwoyAvkaipia) ival pio ToAd cuyviy avemBoun evépyeta. Evoéyeton
va ennpedoetl meplocdtepovs and 1 otovg 10 avBpdmovc.

To yaunid caxyapo Tov oipatoc umopel va svuBet, edv:

. Evéoete moAD peydin mocoHTnTo tVGOLAIVIG.
. Tpate TOAD AMyo 1 Topareiyete Eva yedA.
. AockeioTe TEPIOGOTEPO GO TO PUGLOAOYIKO.
. [Tivete owvomvevpatdon, PAEne To Actraphane pe otvomveuLAT®ON GTNV TOPAYPAPO 2.

[Ipog1domomtiKd GUUTTAOUATO TOV YAUNAOD GOKYAPOL ainatog: Kpvog 1dpdtag, kpvo yAopod dépua,
TOVOKEPOAOG, TO LG Kapdlokog pubudg, aicOnua acbeveiag, aicOnua peyding teivag, Tpocwpivég
oAAaYEG oTNV OpaoT, LITVNALL, acLVNB1GTN KOTTWGoN Kot advuvaplic, VEupkoOTNTA 1| TPEROVAO, aicOnua
ayyovg, aicOnua cOyyvong, SLGKOAN GTN CLYKEVTPOGT).

To oAV younAd GAKY0PO GTO OipL LTOPEL VO 00N YNOEL GE ATOAELN TV alcOnoewv. Eqv dev
OepamevBolv To TOPATETAUEVE, TOAD YOUNAG ETITESO CAKYAPOV CIUATOC, UTOPEL VO, TPOKAAEGOVY
eykePoAkn PAAPN (Topodikn ) Loviun) axoun kot 0aveto.Mmopel vo avavinyete omd TV amdAELN
TOV oot oemv ToAD TayvTEPO €AV Gag Yopnyndel éveon pe v oppdvn YAvkayovn amd drtopo
ekmodevpévo ot ypnon te. Eqv cag yopnynet Eveon yivkayovng, Oa mpémel va mapete YAvkoln
Cayoapovyo mpdyelpo payntd apécns porg Eavafpeite Tig acbnoelg cag. Edv dev avromokpiBeite ot
yAvkayovn, Oa Tpémel va eicaybeite o vosokopEio.

T1va kévete av arcBovleite younio 1o GaKyopo oipatoc:

»  Edv aweBavbeite younio to odxyoapo aipatog, napte dokio yYAukolng 1 €va yeopo Leyoing
mePLekTKOTNTOG 08 (hryapn (.. YAVKA, UTIoKOTO, YOLO GPoVT®V). METPNOTE TO GAKYOPO TOV
aipatdc cog, eav eivar duvatd kot Eexovpaoteite. Ildvrote va éyete pali cog diokia yAvkoing 1
TPOQIUO, LLE VYNAT] TTEPLEKTIKOTNTO GE GAKY PO, TPOATTTTIKA.

»  Otov 10 GUUTTOUOTO TOL YOUNAOD GaKYXAPOov aipaTog £xovy e€apaviclel 1 dTav To eminedo Tov
cakydpov Tov aipatog cog £xel otabepomombel, cuveyiote Vv Bepameia e (VGOLAIVT, ®G
ouvnbwg.

»  Edv éygete younio odxyoapo aipatog mov cog mpokaiei Aumobupia, e6v ypeldoTnKe va Kavete
€veon yAukayovng 1 edv elyoate mOALG TEPIOTATIKE YOULUNAOD CAKYAPOV AILATOG,
ovuPovievbeite Evav yrotpo. H mocdtnta 1 0 xpodvog xopiynong e VGouAivig, To eayntd N1
doxnon umopet va ypelalovral Tpooupoyn.

Ileite oto KOWOVIKO GOC TEPPAAAOV OTL £xETE SAP1TN KO TOLEC PIOPET vaL €IvOil 01 GUVETELEG,
cupmeprropfavorévou Tov Kivdvtvov Amobupiog (andielag Tov aictncemv) eattiog younion
caxydpov aipatog. Evnuepdote toug 0Tt edv MmoBovunocete, TPETEL VoL 00G YUPIGOLY GTO TAGL KOt VL
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KaAEGOLV apUESmG 1oTpIkn fonbeta. Agv Tpémel vo 6ag dDCOVY KATO0 PaynNTo 1 TOTO, ENELON UTOPEL
Vo TVIYELTE.

Ot cofapéc arrepyikég avTidpdosig 61o Actraphane 1} og KGmwolo amd To GVGTATIKA TOL (ovoudleTal
GLOTNUOTIKY OAAEPYIKN avTidpaon) ivol pa TOAD ordvia avemBountn evépyela, aArd umopel
EVOEYOLEVMG VO, tvar ametAnTiky Yia ) Co1|. Evdéyeton va ennpedoet Aryotepovg amd 1 atovg 10.000
avBpomovc.

Avalnmote auéoms 10TpIKn CVUPOVAN:

. Edv ta onuédia g adrepyiog eEanimBodv oe dALla onUElR TOL COUATOG GO,

. Edv Eapvikd dev vounbete kaAd kol apyioete va: 10p@VETE, €ioTe dppmaTog (Tdomn Yo eUeTd),
€xete dSuoKoAia otV avamvon, £xete Tayvmoipio 1 aoBdveote {aAdda.

»  Edv mopatnpnioete omotodnmote omd avtd to onpeia, avalntiote apuécme TPtk GLUUPOVAN.

AgppoTtikég arhayég oto onpeio yopnynong g éveong: Edv xdvete éveon voovivng oto id10
oNuUElo, 0 MTTOINC 10TOG UTopEl Vo vITooTel cuppikvmon (Amoatpodio) 1 whyvven (Mmobmeptpopia)
(evoéyetar va gpeaviotel og £w¢ 1 ota 100 dropa). EEoykdpata katw amd 1o dépua evosyetor eniong
VO GYNUOTIGTOVV OO TI GUGGMPEVCT] LG TPMTEIVNG TOV OVOUALETAL APLAOEIDES (depUOTIKN
OULAOEIB O, 1] GUYVOTNTO ELPAVIONS OVTNG TNE avTidpaong dev ivat yvwath). H tveoviivn
evo€yetol va, unv givol ToAD AmTOTEAEGLOTIKY €AV 1) £VEST] YiveTal GE TEPLOYN e EEOYKDLOTA,
ocvppikveon N Tayvvon. o vo aToTPEYETE TNV EUPAVICT] AVTMV TOV SEPUATIKOV OAAAYDV,
oVVIoTATOL VO EVOALACOETE KAOE Qopd TO oMLElo yop1yNoTS TNG £VESTG.

Kotdroyog AorT@dv avemBopuntov EvepyELOV

‘O ovyvég avemOOUNTES EVEPYELES
Evdéyetar va eanpedoovv Ayotepoug and 1 otovg 100 avOpmdmovg.

Inpadwa arrepyiog: Mmopel vo, eLQOVIGTOVY TOTIKEG AALEPYIKES avTIOPACELS (TOVOG, EpubpoTNTO,
Kvidwon, ereypovn, HOA®TES, oldnpa kot Kvnoroc) ot Béomn g éveongs. Zuvnbwg, vroywpodv PeTd
oamd Myeg efdopdodeg Aync g tvoovAivng cag. Edv dev eapaviotodv 1| edv eEamAwbovy g GAAa
onueia TOL CONNTOG GaG, ANOTE OUECHG LE TOV Y1TPO cag. BAEne emiong ZoPapéc ariepykég
aVTIOPAGELC, TOPATAVE®.

Awfnticn apeipinotposdonddeia (o acBEvela tov patiov mwov oyetiCetat pe to dafntn, 1 omoia
umopel va 001 ynoel o€ anmieia g 6pacng): Edv mhoyete amd dapntikn apeipAnotposidonddeio kot
T0 EMIMES O TOV GOKYAPOV TOV QUHOTOG 6ag PEATIOVOVTAL TOAD YpIyopa, 1 apePANcTposdonddsia
umopel va emdevaobei. Potiote tov yuotpd cag yi” atd.

Oidnpo tov apdpaccwv: Otav apyioete va maipveTte WGOLAIVN, 1 KaTtaKpdTnon vepol Uropel va
TPOKOAEGEL 01O IO YOP® OO TOVS ACTPAYAAOVS GOG Kot AAAES apBpdaoels. Ducloroyikd, avTd
vroympei cvvtopa. Edv dev voympnoetl, potinoTe ToV Y10Tpd GOg,.

En®@dvvn vevpordBsra (tovog e€attiog BAAPNG TV vedpwv): Edv ta enineda tov cakydpov 6to aipo
caG Pedtidvovtan ToAD YpIyopd, LTOPEL VoL VIMGETE TOVO GUVOEOLEVO LLE TOL VEDPO GOG. AVTO
ovoudletor o&ela enmOvvn vevpomabeia kat gival cuviBwg Tapodiky.

oAb omavieg avemBOuNTES EVEPYELES
Evééyeton va emnpedoovv Aryotepovg and 1 otovg 10.000 avBpdmovc.

Awrapayég g 6paong: Otav Eekvate yio mpmtn @opd tn Oepameia pe vGoLvAivn, pmopel va
dwtapoyBei  dpaocn cag, oAl 1 evOyAnon ival cLVNOBME TPOCWPIVY.

Avo@opd avemOdunTov gvepyai®v

Edv mapotnpfoete KOmolo, avemBOUNTN EVEPYELQ, EVILEPMDGTE TOV YILTPO 1] TOV (OPLOKOTOLO 1
TOV/TNV VOGOKOLO G0G. ALTd 1oy0el Kot o KO mBovi avemBOUNTN EVEPYELD TTOV OEV OVOPEPETOL
GTO TTAPOV PUALO 0ONYIDV ¥p1ons. Mmopeite eniong va avapépete avemBounTes evépyeleg amevdeiog,
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HEC® TOV €BVIKOV GUOTNUATOG AVOPOPAS TOV avaypdeeTot oto [lapdpua V. Méom g avaeopdig
AVEMBOUNTOV EVEPYEIDY UTOPEITE VO foNONGETE GTI GLALOYT| TEPIGGHTEPOV TANPOPOPLOV GYETIKA
LE TNV OGPAAELD TOV TAPOVTOG PAPLLAKOV.

Emodpaoceis am6 Tov drafitn

Yynio caxyoapo aipatog (vrepyrlvkaipio)

To vynAd caKyopo TOLv aipatoc umopel va cvuPei, dv:

. Agv €xete evEGEL APKETH LVGOVALIVY.

. EexaooTe vo TAPETE TV IVGOLAIVN G0 1] GTAUOTNCOTE VO TAIPVETE IVGOLALVY.
. AopPavete emavednpupéva Ayotept VGOLAIVT] 0O aVTh TOL YPEIILETTE.

. "Exete Molpwén 1/kar mopeto.

. Tpmte meptocdTEPO 0’ OTL GLVHOWC,.

. Aockeiote Myotepo an’ 6Tl cuvnOmG.

[pogdomomikd GLURTAOUATA TOL VYNAOD GOKYGPOV AiLLOTOC:

Ta wpoedonomTikd copmtopata peovitovial otadiokd. [eptiapufdavouvv: avénuévn ovpnon,
aioOnua dtyog, andieio 6peEne, aiocOnuo acbeveiag (vavtia 1| epetdg), aicOnua vrvniiog 1 KOTOONG,
eEdwets, Enpo dépua, EnpocTtopticn Kol avamvorn He @PovT®dOor ooun (aKeTOVN).

T va kdvete eqv acOavOeite vynAo To GAKYAPO CLLATOC:

»  Edv éyete Kamotlo omd ovTd To GUUTTONOTO: EAEYETE TO EMIMEDO TOL GUKYEPOL GTO Aipla,
eAEYETE TO OVPOL GOG Y10 KETOVEG, GV UTOPEITE, Kot 6T GLVEXELR OVl THOTE AUECHOC LOTPIKN
Bondeia.

»  Avtd umopet va gival GUUTTOUATO HLKG TOAD GOPaPNG KATAGTAONS TOL OVOUALETOL dLoPNTIKY
keto&émon (cuoompevon o&éog oto aipa egattiog g d146TUoNGS TV MMV ad TOV OpYAVIGHO
avti Tov cokydpov). Eav dev ) Oepanedoete, pnopei va, katoAnéel o€ d1ofnTikd KOUo Kot
TeEMKA o€ Bdavaro.

5. g va puidooete To Actraphane
To @dppoko avTod TPETEL VO, PUAACCETOL GE PLEPT) TTOL deV TO PAETOVY KOl dEV TO POEVOLY TO TOdLE.
No pn ¥pnoonoteite avTd T0 APIOKO HETE TNV Nepounvia ANENG Tov avaypaeeTaL GTV

EMGNLLOVGN TOV PUGLYYioV Kot 610 KouTi petd v ‘AHZEH’. H nuepounvia Anéng eivar n tedevtaia
NUEPD TOV UNVA TTOV OVOPEPETOL EKEL.

Hpw amd To TpdTO dvorypa: PuAidcscetol oto Yuyeio otovg 2°C — 8°C. AlatnpnoTe T0 LOKPLE oo
10 otoryelo Yyou&ne. Mnv to KaToyHyeTe.

Katd ™ gpion 1 6Tav ¢épetar @g £@edpkod: Mnv 1o yoyete 1| Katayvyete. Mmopeite va to €xete
pali cag kot va 1o puAdocete og Beppokpacio dmpatiov (katw amd tovug 30°C) yia 6 efdopddeg To

TOAD.

Noa dwatnpeite TavTo T0 GUGTYYL0 6TO KOVTI OTAV OEV TO YPTCUYLOTOLEITE Y10, VO TO TPOGTATEYETE OO
TO QOC.

Amoppiyte T Perova petd and ke Eveon.
Mnv metdite @APUAKO GTO VEPD TNG AMOYXETEVLONG 1| 6T OKLaK( aroppinpota. Potote tov

QOPUOKOTOLd GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO TTOVL O YproIpLonoteite wa. Avtd ta pétpa Ba
Bondncovv oty Tpoctacio Tov TEPPAAAOVTOC.
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6. Mepreyodpevo TG cVoKEVOGING KO AOTES TANPOPOpieg
T epréyer To Actraphane 30

- H dpaotikn ovsia eivar n avBpdmivn veovrivn. To Actraphane eivat éva petypo mov
amoteleitar and 30% dwwAvt avBpdmivn weoviivny Kot 70% 100@avikn avOpdTvn tVGOUVALvY).
Kdabe ml epiéyer 100 IU avOpmmivng wvooviivng. Kabe puoiyyio mepiéyet 300 1U avOpdmivng
WWGOVAIVIC 6€ 3 ml EVEGILOV EVOL®PTLLATOG,.

- Ta dALo cuoTATIKA Elval YA®PLOVYOG YELOAPYVPOC, YAVKEPOAT, LETAKPEGOAT], POIVOAN,
POCEOPIKO dVATPLO d1HOPLKO, VOPOLEISLO TOV VaTPiov, VIPOYAWPIKO 0&D, Belikn TpTOUivy Kot
VO®P YO EVEGIUAL.

Epg@avion tov Actraphane kot TepLeYONEVO TG GVOKEVUGIOG

To Actraphane givai éva evéoipo evardpnpa. Metd v enavaidpnon to vypo Bo Tpémetl va
epeavietor opotopopea Aevkd Kot 0oA0.

Meyébn cvokevaciog tov 1, tav 5 kot 10 guotyyiov tov 3 ml. Mropei va unv kukho@opohv OAES ot
GLOKELAGIES.

To evoumpnua etvar Bodd, Aevkd Kot VOATIKO.

Kéroyog Aderog Kvkhogopiag

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Aavio
Mopoackevactig

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsvard,

Aovia

Novo Nordisk Production SAS

45, Avenue d'Orléans

F-28000 Chartres,
TaAAia

To mwapov odnyLOV yp1nong avedewpnOnke Yo TelevTaio Popa 6TIg
Aldreg TN YEG TANPOPOPLAV

Aemtopepeic TAnpopopieg yia 1o mTpoiov avtod givar dabéoipeg oto diktvakd tomo Tov Evpomaikon
Opyoviopod @apudkmv: http:// www.ema.europa.eu.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Actraphane 30 InnoLet 100 IU/ml (31e0veic povaoeg/ml) EvEGLIO EVOLOPNLA GE TPOYEUIGPUEVY
GULOKEL] TUTTOV TEVAG
avOpdTIVY tvoovAivn

AP AoTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PN OGS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO

TO QAPRAKO, OLOTL TEPIAAPUPAVEL CNUAVTIKEG TAPOPOPIES Y10 GUG.

- DuAaETE 0WVTO TO PUALO 00T YLDV Ypriong. Towg xpelaotei va, To dafdcete Eavd.

- Edv éxete meportépw amopieg, p@TNOTE TOV Y1OTPO, TOV QAPLOKOTOLO 1] TOV VOGOKOLO GOC.

- H ocvvtayn yio avtd 10 @appoko xopnyndnke amokAeloTikd yio 6. Agv TPEMEL VO SDGETE TO
0appoko o€ AAAoVG. Mmopel va Tovg TPoKAAEGEL PAAPT], AKOUO KOl OTOV TO, TO, GUUTTOUOTO TNG
acBéveldg Toug etvar id1a pe Ta Sk oag.

- Edav mapatnpfioete kamolo avemBOunTn evéEpyELd, EVILEPMGTE TOV YIATPO,TOV PAPUAKOTOL0 1
TOV VOGOKOUO G0G. ALTO 1oy0el Kot Yo KO mhovi) avemBOunTn evEpYELd TOV OV OVAPEPETOL
GTO TAPOV GUAAO 0dNYIDV YpNons. BAéme mapdypapo 4.

T egpréyel 1o Tapov UALO 00NYLOV

T etvan to Actraphane kot oo giva 1 ypnom Tov

T mpénet va yvopilete Tpv ypnoiponomoete to Actraphane
[log va ypnoiponotcete to Actraphane

[TBavég avemBounteg evépyetleg

Iag vo puidooete t0 Actraphane

[epieydpeva g cvokevaciog Kot Aomég TAnpopopieg

A e

1. Tu givan To Actraphane kou oo givan 1 (prion Tov
To Actraphane ivat avOp®OTIVN tvGOLAIVY e Tayeio Kot pokpd dpdon).

To Actraphane ypnoiponoteital yio T pHeimon T@V VYNADVY ETITEI®V CAKYAPOL GTO aiplo o 0oheVEig
pe cakyopmon dapntn (Swaprtng). O dwfnng sivar pio acBévela kaTd TV 0noio TO GOUA GAG OV
TOPAYEL APKETN VGOLAIVT Yo Vo eEAEYEEL TO etimedo caxydpov o1o aipa cag. H Bepaneia pe to
Actraphane Bon0d va TpoAn@Bodv ot emmlorég oag and Tov dafnm.

To Actraphane Ba apyicel vo LELOVEL TO GAKYapo 0TO aipa cag mepimov 30 Aentd apov 10 evéceTs,
Ko 1 dpacn Tov Ba SPKEGEL Y10 TEPITOV 24 MPEG.

2. Tvwpémer va yvopilete mpv ypnoipomonjcete To Actraphane
Mnyv ypnoiporouicete To Actraphane

Ye mepintoon adrepylag oty avOpdTIVY VooVAivI 1] 6€ 0TO100MTOTE GAAO GO TOL GUGTUTIKG
aVTOV TOV PapuUdKov, PAEne Tapdypapo 6.

Edv aio8dveote v €levon vroylvkaipiog (YaunAd cakyapo oto aipa), PAére epiinyn twv
GoPBop®V Kol TOAD GLYVOV AVETIBVUNTOV EVEPYEIDV GTNV TOPAYPAPO 4.

Ye avthieg £yyvomg VGOVAIVIG.

Ed&v n ovokevn InnoLet nécet, kKataotpagei | ondcel.

Edv dev éxer puiaybel cmotd 1 edv €xel katoyvyBel, fAéme mapdypapo 5.

Edv n emavaropnuévn tvoovivn dev eppavifetor opotdpopea Aevkr kot 0oAn.

vyVvVyVY V YV

Edv 1oydel omotodnmote amd T mapoandve, unv ypnoonomoete 1o Actraphane. Xvppovigvdeite tov
YTPO, TOV PUPLLOKOTOLO 1| TOV VOGOKOWO GOC.
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IIpw ypnoyponouioete To Actraphane

EAéyEte v eticéta yuo va BePaiwbeite 0Tt €lval 0 6mGTOG TOHTOG IVGOVAIVNIG,.

Xprnowonoteite mdvta pio Kovovplo Behdva, yio KAOe EvEoT MGTE VO ATOPVYETE LOAVVOT).

On Berdveg kan to Actraphane InnoLet dev mpénet va popalovror.

To Actraphane InnoLet givol KatdAAnAo amokAeloTikd yio vrodopla Eveon. Edv embopeite va
AGBete TNV €veomn veovAivig pe dtopopetikd TpoOTo, cupfovAievbeite Tov yloTpo cag.

\AAA

IIpocidomomcerg Kot TpoPvAGEeLg

Op1opéveg KOTOOTAGELG KOl dPUGTNPLOTITEG UTOPEL VO EXNPEAGOVV TIG AVAYKES GO GE LVGOLALV.

YvpPovievbeite Tov yuatpd oag:

»  Edv éyete mpoPAnuato e To VEQPA 1| TO CUKMTL GG 1 LE T EXVEPPIOLO, TNV LAOPVCT N TOV
Bupeoeidn cog.

»  Edv aokeiote mepiocdtepo an’ 011 cuvnbmg 1 edv Béhete va adddEete Tn cuvnOn daTpoen oag,
POV OVTO UTOPEL VO EMNPEACEL TOL EMITEO CAKYAPOV GTO ALY GOG.

»  Edv eiote Appworol, cuveyiote T Ay TG IVGOLAIVNG oG Kot cupBovigvdeite Tov yaTpd
oG,

»  Edv mpdkeitor va ta&déyete 610 eE0TEPIKS, TO TaEdL 68 YDpa SapopeTIKNG (DN dpag

Umopel va emNpedost Tig avAYKES GOG G IVGOLAIVI] KOl G EK TOVTOL TOV ¥POVO YOPNYN OGS TOV

EVECEMV.

AgpproTikég ahlayég 6TO onuEio Yopynons TS £veong

IMo v arotpony| g EPEAVIONG CALOYDY TOL MTDOOVS 1GTOV KAT® Ao TO dEPUA, OTMG 1) TAYLVOT
TOV OEPUATOC, 1] CLPPIKVMOOT TOV HEPLOTOC 1| O GYNUATIGLOG EE0YKMUATOG KAT® atd TO HEPUA, TO
onueio yoprynong g éveong mpénetl va evolddooetol. H tvoovdivn evdéyetat va unv givorl apketd
OTOTELECUATIKN €AV evieTan o€ mepoyn pe eEoykauata, Pe cvppikvmon i pe tayvven (BA. mv
apdypoeo 3). Edv mopoatnpioete omolecdNToTE dEPUATIKEG OAAAYEC GTO OTUEID YOPNYNONG TNG
éveong, WAnote pe Tov yotpod coc. Edv eml Tov mapdvtog KAVETE TIG EVEGELS OTIG TEPLOYES AVTEC TTOV
£YOovV EMNPENCTEL, WANGTE UE TOV YIUTPO GOG TPV EEKIVIOETE TIG EVECELS GE S1APOPETIKN TTeployn. O
YwTpog Ba Gog GUUPOLAEDGEL VO ELEYYETE TTLO TPOGEKTIK( TO, EXITEDC GAKYAPOV GTO OO GOC KoL VoL
mpocapudlete tn 6061 NG IYGOVAIVNG 1] 000G GAANG AVTIOWPNTIKNG oYy g ApPAveETE.

Alro @appoxa ko Actraphane

Evnuepdote Tov y101po, TOV QOpUOKOTOLd 1] TOV VOGOKOUO oag 6V maipvete, £xeTe TPOGPATA TAPEL )
UTOPEl VO TAPETE AAAL PAPLOKO.

Optopéva papuaixo ennpedlovy To eTinedn GoKYGPOV GTO Oila GOG Kol 0uTO UTOPEl va onuaivel 6T M
8001 TG WGoLAIVNG cag Tpémel va aAhd&el. [lapakdto avagépovtal Ta To GLYVAE PAPLOKO, TO OOl
EVOEYETOL VO EXNPEACOVY TNV OYDYT GOG LLE IVGOVAIVT.

Ta enineda cakypov Tov aipatdc coc uropel vo petwbovv (vroyAvkouio), av Aaupavere:
. Ala, @dpuaxo yio ) Ogpaneio Tov dtafntn

. Avaotoleic g povoaptvoéelddong (avactoieig tng MAO) (ypnoiorotovvtal yio T Oeponeio
g KOTAOAYNG)

. B-amoxhelotég (xpnoyomotovval yio tn fepomneio TG vIéPTaoNq)

. AvooToleic Tov petatpentikov evidpov g ayyetotevaivng (MEA) (ypnoytorotodvTol yio
Oepameio oplopEVOV KapdloKk®mv Tabfcemv 1 TNG LVIEPTUCTG)

. ZOAKOAIKA (YPNOUYLOTOLOVVTOL O VOAYTTIKE KOl AVTUTUPETIKE,)

. AvoPolikd otepoedn (0nmg 1 TEcTOGTEPOVN)

. YovApovauides (ypnoporotovvtat yio ) Oepaneio AOUDEEWDV).

Ta enineda coicydpov Tov aipatdc oo propel vo avénbodv (vrepyivkaia), v Aaufdvete:

. AVTIGUAANTTIKG Y0P YOOUEVO ATt TO GTOUA

. ®c10ideg (ypnolpomotovvtal yia T Bepameio TG VIEPTAGNC ) VIO TNV VIEPPOAIKT|
KATOKPATNOT VYPOV)
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. IMukokoptikogidn (0Tmg 1 KopTLOVI OV XPNCLOTOIEITAL Yol TN Ogpameior PAEYUOVDV)

. ®upeoeldikéc opuoves (ypnopomotovvtor yiao tn Oepaneio Bupeocidikdv datapoydv)

. Zopmofoppuntikd (6nwg n emveEpivn {adpevorivn}, 1 caifovtapdin 1 n tepPfovtarivn mov
YPMOLOTO0VVTAL Yo TN Bgpoameio Tov dobuatog)

. AvEnrikn opudvn (@appaio yio T d1EYEPCT TNG CKEAETIKNG KOl COUATIKNG A0ENONG Kot e
ONUOVTIKT EMIOPOOT OTIG LETAPOMKES SlEPYACIES TOV CMLOTOG)

. AavaloAn (edppoko mov endpd oty woppnéia).

H oktpeotidn kot n Aavpeotidn (ypnoionolovvror yio ) Bepaneia TG peyorakpiog, piog omiviog
OPHOVIKNG dtoTapayng Tov epeaviletal cuvnBmg oe LeEGMKEC, 1] OToio TPOKAAEITAL OO TNV VTLOPLGN
7OV TOpAYEL TEPIOTELDN AVENTIKNG OPLOVIG) UTOPOVV EiTE VoL AVENGOLV 1 VO LELDGOLV TO EMITESA
GoKYGpoL TOV aipaTdg GoG.

O1 B-amokAeloTtég (YpnoomolovvTal yio T Oepameio TG LAEPTOOTG) UTOPOVV VO LELDGOVV T} VO
KOTOGTEIAOLY OAOKANPOTIKA TO TPATO TPOEIOOTOTIKA CUUTTMUOTO T 070l 6ag fonfovv va
avVOyVOPIoETE TO YOUNAO ETITESO GAKYAPOV TOVL OILOTOC GOG.

H moyMrtalévn (Siokia mov ypnoionotovvtor ot Bepaneia tov dwafnn tonov 2)

Mepucoi acBeveig pe pakpoypdvio dtafrtn TOTOL 2 Kot Kapdioki VOGO 1) TPOTYOVLEVO EYKEPUALKO
€Me60010, 01 0moiot ELafav aywyr Pe TOYAITalOvn Kal VGOLAIVY TOPATHPNOAY TNV OVATTUEN
KapdloKNg avendapkelag. Evnuepdote Tov 101pd 60G T0 GLVIOUOTEPO dVVATO, EAV TAPATPTCETE
€VOEIEEIG KapIaKNG OVETAPKELNG, OTMS acuviBioTn dvoTvola 1 ypryopn avénon tov Bapoug 1 TomiKo
mpfigipo (oidnpa).

Edv &yete mdpel omo0dMmote amd To PAPUOKO TOL OVAPEPOVTUL EOM, EVILEPMDGCTE TOV YIALTPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOLLO GG,

To Actraphane pe owonvevpat®mon

»  Edv koTovoAdVETE OIVOTVELLATAOON, 1) AVAYKT OOG Y10 lVvGOVAIvN pmopel va petafindel apov
TOL EMTESA GOKYAPOV GTO Aipla oG UTOPovV gite Vo avéPovv gite va TEGovv. ZuvieTdTol
TPOGEKTIKT TOPOKOAOVOTON.

Kinon ka1 Oniaopdg

»  Edv eicOe £ykvog, vouilete 6T1 umopet vo giote £ykvog 1 oxedaleTe Vo OmOKTGETE TALOl,
{nmote 11 cupPovAn Tov YITPoL Gag TPoToV TPV aLTO TO Phppako. To Actraphane pmopel va
ypnowonon el katd tnv gykvpocsvvn. H 86om g veovivig cag evoéyetal vo petafinbei
KaTd TN SBPKELD TNG EYKLHOGUVNG KAt HETA T Yévva. O TPOCEKTIKOG EAEYYXOC TOL dafrTn Gag,
€101KE 1 OTOPLYN VTOYAVKOLULAVY, EIVOL GUAVTIKOG Y10, TV VYELD TOV LOPOL GG,

»  Agv urdpyovv mepropiopoi 6t Oepaneio pe Actraphane katd t didpkelo Tov OnAacuov.

Potote tov ylatpd, ToV GopHOKOTOLO 1 TOV VOGOKOUO GOG Y10 GUUBOVAEG TPOTOL TAPETE
OTOLOONTTOTE PAPUOKO VD €loTe yKvog 1 OnAdlete.

O ynon KoL LEPLoROS POV RATOV

»  [lopokareicOe vo p@THOETE TOV Y10TPO GOG EAV UTOPEITE VL 0ONYHGETE AVTOKIVITO 1 VoL
XEPLOTEITE Eval Py v oL

. Edv &yete ouyva vmoyAvkopio.

. Edv cag elvatl 006KoAo va avoyvmpiGETE TV VTOYAVKALLIO.

Edv to cbicyapo tov aipatdc cog etvat xapunio 1 vynAd, Umopel va enNPeAcTEl 1) CUYKEVIPMGT KO 1|

KavOTNTO OVTIOPAGTC GOG KOl EMOUEVOC 1 IKAVOTNTA GaG Vo odnyeite N va xelpileote unyovnoToL.
"Eyete v’ dyv 611 pumopet vo 0€cete o€ Kivouvo TOV €0DVTO GaG 1 TOLG AAAOVG.
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To Actraphane mepiéyer vatpro

To Actraphane mepi€yet Ayotepo and 1 mmol vatpiov (23 mg) avd door, dniadn to Actraphane
TPOKTIKA «oTEPEiTAL VaTpiovN.

3. Iog va ypnowpomonjcere To Actraphane
AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

[Tavtote va maipvete v WGOLAIVY 060G Kol v Tpocaprolete T SO0 GO AVGTNPE GCOUPDVE [E TIG
001yieg Tov yrTpov cac. Edv €xete appiPolrisc, potiote Tov yroTpd, TOV GOPUAKOTOL0 1) TOV
VOGOKOLO GO,

Ddte Eva KOvoVviKO 1| TPOYELPO YELLLO TOL TTEPLEYEL VOOTAVOPaKES evTOg 30 AemT®V O TNV EVEDT] Y10
VO ATOPVYETE TO YOUNAO CAKYOPO GTO CijLOL.

Mnv aALGCeTe VGOVATVT EKTOG KOl oV 00G TO €€l TTEL 0 YLTpOg Goc. Edv o yiotpdg cag, oag Exet
UETATAEEL OO Eva TOTO 1 EUTOPIKO CKEVAGLA IVGOVAIVIG 6€ GAAO, 1) 0OGT| GUG LITOPEL VA YPEWNOTEL VoL
TPOGOPLOCTEL 0O TOV Y1UTPO GO,

Xp1non o€ Tardrd Ko gprjpfovug
To Actraphane pmopet va ypnoiponomdel oe mandid kot eprfovug.
Xp1on o€ e101kés opnadeg a.oc0evav

Edv éyete petwpévn veppikn N Nrotikn Asttovpyio 1 €4v giote Gvm tv 65 eTdv, ¥petdleTol va
ELEYYETE TO GAKYOPO TOV OHUATOG GOG O TAKTIKA Kol Vo culnTdTe TIG oAhay€G 0T 060N TNG
WWGOLAIVIG LLE TOV Y1aTPO GOC.

®g ko o yiverar 1 éveon

To Actraphane yopnyeitot pe €veon K4t amd 1o d€ppa (LITodOPLN). Aev TPEMEL TOTE VA, KAVETE TNV
éveon amevbeiog oe PAEPa (evoopAéPia) 1 o€ P (evdopvikd). To Actraphane InnoLet givan
KATOAANAO amOKAEIGTIKA Y10 vToddpLa Eveon. Edv embupeite va AaPete tnv £veon tvoovivng pe
dtapopetikd TpdTo, cupPovievdeite Tov yloTpod cag.

e kGO éveon, ahddEte tn B€om TG Eveong evtog TG CLYKEKPIUEVTG TTEPLOYNG TOV OEPUATOG TOV
ypnoLonoteite. Avtd pmopei va PEIDCEL TOV Kivouvo avamTuéng eE0YK®UATOY 1] OVOUAADV GTO
dépa, PAéme Tapdypago 4. O kaddTtepe 0E0€1g Yo va, kKavete TV veon givat: 1 KOIMA 6aG, Ot
YAOVTOL GO, TO EUTPOG LEPOG TV UNPAV 1 TV Bpaydovav cag. H tveoviivn cag Ba dpdoet
YpNYyopoTEPQ EGV KAVETE TNV éVvEOT) 0TV KOoMA oag. [Tavta Ba Tpémetl va petpdte TAKTIKA TO GAKy PO
07O Oipo oag.

og va yeiproteite To Actraphane 30 InnoLet

To Actraphane 30 InnoLet givor pio avaA®cun TPOYELUGUEVT] GUGKELT] TOTOL TEVOG, 1) OO0 TEPLEYEL
petypo avBpomivng tveovAivrg tayeiog dpdong kot pokpdg dpdong o avoaroyio 30/70.

AwBdote Tpooektikd Tig Odnyieg yio Tov Tpdmo xpnong tov Actraphane 30 InnoLet mov
ouUTEPTLOUPAVOVTOL GE QVTO TO POLALO 00N YIOV. B0 TPETEL VO, YPTCLLOTOIEITE TI GVOGKELT] TVTTOV

TéVaG OTmG Teptypapetan otig Odnyies yio tov Tpomo ypong tov Actraphane 30 InnoLet.

Noa dteoparilete OTL ¥PNOUOTOLEITE TAVTO T COGTH GLGKEVT TOTOV TEVOC TPV EVEGETE TNV
WGOLAIVY oG,
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Eav wapete peyardtepn 606M tveovrivig 0o TNV KAVOVIKY)

Edv mapete moAd peydin moocdTnTO tVGOLAIVIG, TO GAKYOPO TOV OUpaTOg oag YiveTol TOAD YaunAo
(vmoyAvkoupio). BAéne [epidinyn tov cofapdv Kot ToAD GLYVOV OVETIBOUNTOV EVEPYEIDY OTNV
Topaypapo 4.

Edv Eeydoete vo TAPETE TV LVGOVAIVY GOG

Edv Egydoete va mlpeTe TNV WVGOLAIVI GOG, TO GAKYOPO TOV aipatog uropet vo Bdosl o€ vepPoiikd
vynAd enimeda (vepylvkaipio). BAéne Emdpdceic and tov dapnn oty mopdypaeo 4.

Eév otapotoeTe va TAIPVETE TV IVGOVLIVY] GOg

Mn S1akOWETE TN ANYT TNG WVGOLAIVNG GOg Yopig va o €xete culntnoet pe Evay yoTpod, o omoiog Ha
00G TEL TL TPEMEL VO KAVETE. AVTO B LTOpovGE v 00Ny GEL GE TOAD VYNAG ETITESA GUKYAPOV TOV
aipatoc (coPapn vrepyAvkapia) kot o€ keto&émon. BAéne Emdpdoeic and tov dafntn otnv
TopAypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPHOT CQVTOV TOV PAPUAKOV, POTHOTE TOV YIATPO,
TOV QAPHOKOTO1d 1] TOV VOGOKOLO GG,

4. IMBavég avemOBOUNTES EVEPYELEG

Onwg 6Aa 1o pAPLOKO, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv Topovclalovial 6€ OAOVS TOVG AvEpMOTOLC.

Mepiinyn TV coPfapadv Kol TOLD GVYVAV AVETIOOUNTOV EVEPYELOV

To yoapnioé cdxyopo aipatog (vwoylvkapia) ival po ToAd cuyviy avemBoun evépyeta. Evoéyeton
va emnpedoel TeplocdTepovg amd 1 otovg 10 avBpmdmovg.

To younid cdkyopo Tov aipotoc uropel vo couBel, gav:

. Evéoete moAD peydin mocdTTO IVGOLAIVIG.
. Tpmdte TOAD Aiyo N TopaAeiyeTe Eva yeD Q.
. Aockelote TEPIOCOTEPO AMO TO PUGIOAOYIKO.
. [Tivete owvomvevpatdon, PAEne To Actraphane pe otvomveuLAT®OT GTNV TOPAYPOPO 2.

[Ipog1domomtiKd GUUTTAOUATO TOL YAPUNAOL GoKYAPOL aipatog: Kpvog 1dpdtag, kpvo yAopod dépua,
TOVOKEPOAOC, TaVG KapdlaKog puBuLde, aicOnpa acbeveiog, aicOnuo peyding neivag, mpocmpivég
oAhayég otnv 6pacn, vavNAia, acLVROIGTN KOTMGN Kot adLuVapLio, VELPIKOTNTA 1| TPEUOVAO, oicOnua
ayyovg, aicOnua cvyyvong, SLGKOAMA GTN CLYKEVTIPM®OT).

To moAD YounAo GAKYOPO GTO aiplo UToPEl Vo 001 YNGEL 6€ andAeln TV alctncewv. Edv dev
OepamevBolv To TOpATETAUEVE, TOAD YOUNAG ETITESQ CAKYAPOV OILOTOG, UTOPEL VO TPOKAAEGOVY
gykepalkn BAAPN (Topodikn 1 poviun) axoun kot 0aveto.Mmopel vo avavinyete omd TNV am®AEL
TOV o cemv moA tayvTePa €6V cag yopnyndel Eveon pe v oppdvn yAvkaydvn amnd dropo
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yhvkayovng, Oa mpémnet va ndpete yAokoin
Cayoapovyo mpdyelpo payntod apécns porg Eavafpeite Tig aobnoelg cag. Edv dev avtomokpiBeite ot
yAvKoyovn, Ba Tpénetl va elcayBeite o€ VoGoKopETD.

T va kdvete gdv awcsOavOeite yaunid 1o clkyapo ainatoc:

»  Edv aucBavOeite yapunio to cdxyapo aipatoc, mdpte diokio yYAukoing 1 éva yedbpo Leyaang
meptekTikOTTOG 68 (hiyapn (TT.y. YAVKA, UTeKOTO, YOHO POVT®V). METPNOTE TO GAKYOPO TOV
aipatdc cog, eav eivar duvatd kot Egxovpaoteite. Ilavtote va éxete pali cog diokia yAvkoing M
TPOPILO, LLE VYNAT] TTEPLEKTIKOTNTO GE GAKY PO, TPOATTTTIKA.

»  Otav ta GLUTTOUATO TOL YOUNAOD GaKYGPOL aiplatog Exovy eapavictel 1§ OTav TO enimedo Tov
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GOKYAPOL TOV ainaTog cag £xel otabepomombei, cuveyiote v Bepameio pe VGovAiv, ®G
cuvnbwg.

»  Edv égete yapuniod cdxyopo aipatog mov oog Tpokaiel Amobupia, edv ¥pelicTnKE Vo KAVETE
€veon yYAvkayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOVL OiUATOG,
ovppovievbeite Evav yatpd. H mosodtnTa 1 0 xpdvog xopiynong e tvGouAiving, To eayntd q
doknon pmopel va ypeldLoviot TPOosUPLOY.

[leite oto KOW®VIKO GOG TEPPAAAOV OTL ExETE S10PNTN KO TOLEG UTOPEL VO EIVOIL Ol GCUVETELEG,
ovumeptAoppavopévou tov Kivdhvou Amobupiog (anmdAeog Tov aiodncewv) eEattiog youniov
cokydpov aipatoc. Evipepmaote toug 6t v Mmobvunocete, mpénel va 6og Yupicouy 6To AL KoL va,
KaAEGOoVV apécmG 1oTpikn fonbeta. Agv Tpémel vo 6ag SOV KATO0 PoynNTo 1 TOTO, EXELON UTOPE]
Vo TVIYELTE.

Ot cofapéc arrepyikég avTidpdosig 6to Actraphane 1| 6g KGmolo amd To GVGTATIKA TOL (ovoudleTal
GLOTNUOTIKY OAAEPYIKN avTidpaon) ivol po TOAD ordvia ovemBountn evépyela, aAld umopel
EVOEYOLEVMG VO, tvar ametAnTiky Yia ) Co1|. Evdéyeton va ennpedoet Aryotepovg amd 1 atovg 10.000
avBpdmovc.

AvaCnmcrs OUECMC 1OTPIKT CLULPBOVAN:
Edv ta onuédia g adrepyiog eEanimBodv oe dALa onuEln TOL COUOTOG GO,

. Edv Eapvikd dev vounbete kaAd kal apyioete va: 10pmVETE, €ioTe dppmaTog (Tdon Yo gUeTo),
€xete dSuoKOAia oTNV avamvon, £xete Tayvmoipio 1 aoBdveote {aAdda.

»  Edv mopatnpnioete omotodnmote omd avtd to onpeio, avalntinote apuécsms TPtk GLUPOVAN.

AgppoTtikég arhayés oto onpeio yopynong g éveong: Edv xdvete éveon tveovivng oto id10
onueio, 0 MrmONG 16ToG pumopel va vootel cuppikvoot (Mmoatpopia) 1| Tayvven (AMmobmepTpopia)
(evoéyetar va gpeaviotel og £w¢ 1 ota 100 dropa). EEoykdpata kdtw amd 1o dépua evoéyetor eniong
VO GYNUOTIGTOVV OO TI GUGGMPEVCT] MG TPMTEIVNG TOV OVOUALETAL APVLAOEIDES (dEpOTIKN
OUVAOEIS®OT), 1) CLYVOTNTA EUEAVICTG AVTNG TNG avTidpaong dev gival yvmotn). H wweoviivn
evd€yeTol va, unv givol ToAD AmTOTEAEGLLOTIKY €AV 1) £VEST] YivETOLl GE TEPLOYN LE EEOYKDLOTA,
ocvppikveon N Tayvven. o vo aToTPEYETE TNV EUPAVICT] AVTMV TOV OEPUATIKAOV AAAAYOV,
ouvioTtdral vo evolAdoceTe Kabe opd To onueio xoprynong g Eveong.

Koatdaloyog Aout®V avemOOUNTOV EVEPYELOV

‘O ovyvég avemOOUNTES EVEPYELES
Evdéyetar va eanpedoovv Myotepoug and 1 otovg 100 avOpmdmovg.

Inpdove airepyiog: Mmopel va epLeavioTovV TOmKEG aAAEPYIKES avTIdpdoels (Tovog, epubBpdtnta,
KVIO®oT), AEYLOVT], HOAWMTES, 0idNUA Kol KVNOUOS) 6TN B€om g éveong Zuvnbmg, VTOYWPOLV PETA
amo Alyeg efoopndades AMyng s weovAivig cag. Edv dev e€apaviotodv 1 edv eamhmbBolv og dAla
onueia Tov CORUTOS GaG, ANOTE AUECHG LE TOV Y1TPO cag. BAEne emiong ZoPapéc adiepykég
aVTIOPAGELC, TOPATAVE®.

AwpnTicn apgifpinotpocidonadero (Lo acHéveila Tov patiov mov oyetiletal pe o dapnTn, n omoia
umopel va 001 ynoel o€ anmdieia TG 6pacng): Edv mhoyete amd diofntikn apeipAnotposidonddeio Kot
TO EMIMES O TOV GOKYAPOL TOV OUHOTOG 6aG PEATIOVOVTAL TOAD Ypriyopa, 1 apeIpAnctposidonadsia
umopel va emdevabei. Potinote tov yuotpd cag yi” avtd.

Oidnpo tTov apdpdccmv: Otav apyioete va maipvete vGOLAIVN, 1 KaTtaKpdTnon vepod uropei va
TPOKOAEGEL OO0 YOP® OO TOVS OOTPAYAAOVG GOG Kot AAAES apBpdoels. Ducloroyikd, avTd
vroympei cvvtopa. Edv dev vmoympnoetl, pmtinote ToV Y10Tpd GOg.

En®dvvn vevpordBsia (tovog e€atiog BAAPNG Tov vedpov): Edv ta enineda tov cakydpov 6to aipa

cag Pedtidvovtal ToAD YpNyopa, LTOPEL VoL VIMGETE TOVO GUVOEOLEVO LIE TOL VEDPO GOG. AVTO
ovopaletor ogeio emmOLYT vevpomadela Kat eivor cuviB®S TOPOSIKT.
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IToAb omavieg avemBounTeg vépPyELES
Evdéyetan va emmpedoovv Aryodtepovg amd 1 otovg 10.000 avBpdmovg.

Awrapayis g 6paong: Otav Eekvate yio TpmTn @opd tn Oepaneia pe wvoovAivn, umopel va
dwtapaybei n 6pacn cag, aALE 1 eVOYANoN elvatl cuvnOmg TPOCOPIVY.

AvaQopd avemOounTOV vepyELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTO0 N
TOV/TIV VOGOKOUO G0G. AvTd 1oy0eL Kot yio, KAOg mhovi avemBOUnTn eVEPYELX TOV OV UVAPEPETOL
GTO TTOPOV PUALO 0dNYIOV YpNoms. Mropeite eniong va avaeépete avemBounteg evépyeieg angvbeiog,
HES® TOL €6VIKOD GLOTNLOTOG AVAPOPAS TOV avaypdeetal oto [apdptnua V. Méow g avapopag
OVETIOOUNTOV EVEPYEIDV Umopeite va. fonBNceTe 6T GLALOYN TEPICTOTEPMV TANPOPOPLOYV CYETIKE
LE TNV ACPAAELD TOV TAPOVTOG PUPHUAKOV.

Emopaoceils ané tov owapntn
Yynio cdxyapo aipatog (vrepyrokoipio)

To vynAd caKY0PO TOL CiNaTOS UTopel vo cuuPel, eqv:

. Agv €yete evEGEL APKETI] IVGOVALVY).

. Eeydoate v TAPETE TV VGOVAIVI GOG 1| OTOLOTICATE VO TOIPVETE IVGOVAIVY.
. Aoppdvere emavellnupéva Arydtepn tvGovAivn amd vt Tov YpelileoTe.

. "Eyete hoipwén 1/xat Topeto.

. Tphte TEPLOGOTEPO O’ OTL GLVHOWG.

. Aocxeiote Mydtepo an’ 411 GuVROG.

TTpos1domomTiKd CLURTTOLATO TOL VWNAOD GUKYAPOV OULLOTOC:

Ta mpostdomomrikd cvuntodpata epeaviCovror otadtokd. [eptiappdvovv: avénuévn ovpnon,
aicOnua diyog, anmAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aicOnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENpocTopia Kol avaTvon Le PPouTddN oopn (akeTdvn).

T va kdvete eav arcBavBeite vynAd 10 GAkyapo aipatoc:

»  Edv éyete k@mo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENITEDO TOV GOKYAPOV GTO CiLLL,
eléyEte ta 00pa GOG Yo KETOVES, AV UTMOPELTE, KOl 0T GLVEYELD avalNTHOTE AUECHG LULTPIKN
Bonbeua.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNg KATAGTOONG TOL OVOUALETOL SN TIKT
Kketo&éwon (cuocmpevon 0&€og oto aipla eEattiag TG SIACTUoNG TOV MIMV OO TOV OPYUVIGUO
avTi TV cokyapwv). Edv dev ) Oepoanedoete, umopel vo KataAnEel o S1ofnTikd KMo Kot
TEAIKA o€ BAvaro.

5. Iog va guiaccete To Actraphane
To @appako ovtd TPEMEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgv TO POAVOLV Ta AL

Na pun ypnoionoteite ovtd T0 PAPUOKO UETE TV Nuepounvia ARENG oL avaypapeTaL GTNV
emonpavon Tov InnoLet kot oto kovti petd v ‘AHEH’. H nuepounvia Anéng eivar 1 tedevtoio
NUEPD TOV UAVA TTOL OVOQEPETOL EKEL.

Hpw amd To TpdTO dvorypa: PvAidcocetol oto Yoyeio otovg 2°C — 8°C. AlatnpnoTe T0 LOKPLd omd
70 otoryeio YHEnc. Mnv 1o KatayOYETE.

Koatd ™ ypiion 1 étav @épetar og £@edpikd: Mnv 1o yiyete 1 To kotoyvyete. Mmopeite va 10
éxete poli oag kot va to puAdooete og Beprokpacio dopatiov (kdtw and Tovg 30°C) yo 6 efdonddeg
TO TTOAD.

Noa torofeteite mhvTo 10 KAmAKL TG GVOKELNG TOTOV TéEvaS oto InnoLet dtav dev to ypnoipomOoLEite,
Y10 VO TO TPOCTATEYETE OO TO POC.
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Amoppiyte T Pedldva petd amod kabe Eveon.
Mnv metdite @APLAKO GTO VEPD TNG OMOYETELGONG 1| GTA OlKLAK( aroppippota. Potiote tov

(OPLOKOTTOLO GOG Y10 TO MG VO TETAEETE TOL PAPLLAKO TTOL OE YPTOLUOTOLELTE Tl AvTd T pHéTpa Oa
Bonbnoovv oty mpootacia Tov TepPaALOVTOC.

6. Iepreydpevo. TS 6VOKEVAGIOG KOl AoTES TAPOPOpPiEg

T nepréyer o Actraphane 30

- H dpaoctikn ovoia eivan 1 avBpdmivn tvoovrivn. To Actraphane givat éva petypo mov
amoteleital and 30% doAvt) avOpdmivn weovdivn kot 70% 160Qaviky avOpdTivy tveovAdivn).
KéBe ml mepiéyet 100 IU avBpadmivng veovrivig. Kabe npoyepopévn cvokevn tHnov mévag
nepeyel 300 TU avBpdmiving tvaovdivig o€ 3 ml evEGILOV EVOLOPTLOTOC.

- Ta dAla cvoTaTiKa eival YAoproHyog Wevddpyvpog, YAVKEPOAT, LETAKPEGOAT], POIVOAN,
POGPOPIKO SVATPLO SLHOPIKO, VOPOEEIDIO TOL VaTPion, VIPOYA®PLKO 0ED, BELKT TPpOTOUIVY KOl
VO®P Y10 EVECILLAL.

Epg@avion tov Actraphane kou TepieyOpeva TS GUOKEVUGING

To Actraphane eivat éva evésipo evardpnuo. Metd v eravaimpnon 1o vypo Oa mpénel va

epoavietor opotopopeo Aevkd Kot BoA0.

Meyébn cvokevaciog g 1, Tov 5 kot 10 Tpoyeicpuévemv GUGKELOV TOTTOL TEVOS TV 3 ml. Mmopel va

LNV KUKAOPOPOVUV OAEC 0L GUGKELOGIES.

To evarmpnua ivatl BoAd, AevKd Kot VOOTIKO.

Kdtoyog adciog kvkhogopiog kot [lapackevastig

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Aavia

To wapov @OALO 00N YIOV YprioNS avaBewpOnKe Yo TELEVTOIO POPE GTIG

AlLrec TNYEG TANPOPOPLAV

Aemtopepeic TAnpopopieg yia 1o Tpoiov avtod gival dabéciueg oto diktvakd tomo Tov Evponaikon
Opyaviopov @apudkmv: http:// www.ema.europa.eu.

I'vpicte amé v GAin Thevpd Yo TANpoPoOpies oyeTIKA pe TOV TPOTO YpNong Tov InnoLet.
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O0onyieg Yo Tov Tpémo yprions Tov Actraphane 30 evéoypo evardpnpo og InnoLet.

AWPacTe TPOGEKTIKG GVTEG TIG 001 YiEg TPV Vo ypnoipomo|oeTe To InnoLet cag. Edv oev
0KOALOVONGETE TIC 001YiEC TPOGEKTIKA, UTOPEL VoL AAPeTE TOAD Alyn N TAPOA TOAAT IVGOLALIVY, YEYOVOC
70 01010 eVOEYETAL VO 00T YNGEL GE TOAD VYNAG 1] TOAD YOUNAL ETITESA GOKYAPOV AULATOG.

To InnoLet cag etvar pio omAn, TPOYEUGUEVT] GLGKELT] TOTTOV TEVOC TOV UTOPEL vaL yopnyel amd 1 €wg
50 povadeg oe ToAlamAdoto Tng 1 povadag.

To InnoLet éxel oyedaotel Yo xprion pe Tic avorooiueg BeAdveg NovoFine | NovoTwist pe pniog
Oy ueyodvtepo amd 8§ mm. Q¢ TPOANTTIKO HETPO, VO, LeTAPEPETE TAVTOTE Poll GOg Lo ETUTAEOV
GLOKELT WWGOLAIVNG, o€ TTepintwon mov o Innolet cag yabei | waOer PAAPN.

300mg

Kipoko
VIOLEITOLEVIG
d6omg
Khipoko
300
s Duciyyo
WGOLAIVIG
OnKn Yo

Tvérwvo

Peroves opatpidto

Avardoyn Berova (rapaderypa)

Behova
[~

— Koandxt IIpoctotevTiKod E?w‘[ﬂle()

TEVOG yopti KOADLLULOL
Behovag
Meydro

InnoLet* s:éfnrspmé
KOGAVLLULOL
Belovag
EeKivavtag

EAréyEte To Ovopa Kol To ypdpa oty eTkETA Tov Innolet oag yia vo feParmbeite 6T1 Tepiéyet Tov
OMGTO TOTO WWGOLAIVNG. AVTO gival 1BLOETEPO GIUAVTIKO €AV TOIPVETE TEPIGGOTEPOVS TOV EVOG TOTOVG
woovAivig. Edv mapete €vov AavOacpévo TOTTO tVGOLATVIG, TO EMNEdO GOKYAPOL TOV CILATOG COG
pumopet va yivelt ToAd vymAd 1| ToA0 yaunio. Bydite 1o kamdkt e mévag.

H emavaidpnon givar evkodotepn 6tav 1 veovAivn €xel pBdcel og Beppokpacio dopatiov.

Emavoaid@pnon g tveovrivig

IIpwv and kabe éveon:

. EALéyETe 6TL VITAPYOVY TOVAGYLGTOV 12 PovadES VGOVAIVIG LECH GTO PLGLYYL0, DGTE VO
emtevyOel opotdpopen eravoaidpnon. Eav vadpyovv Arydtepeg and 12 povadeg,
ypnoomowmote éva véo InnoLet.

. MEeTaKIVI|OTE T1] GVOKEVT] TOTTOV TEVAG TAVM Kol KATO, Letald Tov Bécenv A ko B kot wicw
MOTE TO YLOAMVO c@apidto va petaxvnbet amd 1o Eva Akpo Tov PLGLYYiov 6To AALO (E1KdVHL
1A) tovAdyiotov 20 popéc. Eravarafoate avti v kivnon tovAdyiotov 10 popéc mpv amod kébe
éveon. H kivnon Ba mpénet va eravarappdvetor £0¢ 6TOL T0 VYPO YIVEL OLOOLOPPO AEVKO KOt
BoAo.

. Noa dacorilete TavtoTe OTL EYETE EXAVAULMPNGEL TNV WWVGOVLAIVY TPy amd KOs Eveon. Edv dev
EMOVOLOPNOETE TNV WWGOLAIVY, AVTO PUmopel va Tpokarécel avakpiPn docoroyia, n omoia pmopsei

89



VoL 001 YNGEL G€ TOAD VYNASG )| TOAD YauNnAd eminedo cakydpov Tov aipotoc. Meta v
ETAVILOPIGT], OLOKANPAGTE 6A0 TO aKOLOVOG 6TAOIO TNG évEST G Y OPIS KaBvoTEPNOT).

1A

o
Ty T

i

IIpocappoyn Tng ferdvac

Xpnoponoreite wavrote pia véa ferdva yio kébe Eveon. Avtd peldvVEL TOV Kivouvo
eMPUOALVONC, AoTmENG, S10ppOoT|g VGOVAIVIG, PpayréEveV BeEAoVvmV Kot avakplfodg docoloyiag.
Noa elote TPooeKTIKOL MOTE VO UMV AVYIGEL 1] KATOCTPAPEL 1 feELOVa TPV TN Yprom.

AQu1p£oTE TO TPOSTATEVTIKO YOPTi Ao Ui VEQ avaldoiun Berova.

Bwdmote ™) Perhdva ioro Kol o@yta endvo oto InnolLet cog (eikova 1B).

Byédte 10 peyaho e£@tepiké kaioppa g PELOVES KO TO E6OTEPIKO KAAOPNO TNG
Perovac. Mmopeite va puAdEETE TO Peyaro eEmTeptkd KAV TG PeEAdVaG Léca ot ONKN.
IToté punv mpoomadncete va E0voToToOETCETE TO EGMOTEPIKO KAAVULA 6T BeAova. Mmopel va
tpumnOeite pe ™ Perova.

IIposTowacio Yo TV aPaipeon Tov afpa TPy amd TNV éveon)

Koatd ™ ouvnOn xpnon, propei va cuykevipwBoiv pHikpég mocoTnTeS 0€pa LEG ot PEAOVA Kat TO
QLoiyylo.

Mo v amopuyn éveonc aépa kat yuo TNV e£0c@AMon TS 6OOTAS 000NG:

EmAé€te 2 povadeg yopvovtog to emthoyéa 66omg 0e&106Tpopa.

Kpatiote 10 InnoLet cag pe ™) Pelova va deiyveL TPOS TO. TAVO KOl YTUVANGTE ATOAG TO
PUGIYYI0 UE TO dAUYTVAD GOG LEPTKES POPES Y10 VO GLYKEVTP®OOVY OTOIEGONTOTE PLGOUAAIDES
a€pa 6TO TAVD AKPO ToL Puotyyiov (ewova 1T).

Kpatavrag ™y Pelova mpog To mdvem, méote To EPPoro Kol 0 EMA0YENS SOONC EMGTPEPEL GTO
0.

[éavrote va Bepardveote mpv and v Eveon 6T 670 dxpo TG fehdvag epgavileTor o
otayova (sikova 1T). Avto dtaoc@arilel T pon tng tvoovAivng. Edv oyt, adldéte T Perdva kot
emavardfete 1 dradikacio £0¢ To ToAD 6 Qopic.
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Eav tehka eakorlov0ei vo unv epeaviletor pua 6Toyove IVGOUAIVIIG, 1] CVCKEDT] Eival
ELUTTOROTIK KoL OgV TPETEL va yprjorpomonOei.

Edv dev eppaviotel otayova, dev Oa evésete kKaBOAOV VGOLAIVT TOPOTL O EMAOYENS OOCTG
pmopel va kivnBet.
Av1d pmopel va vodetkvie o payprévn 1 eOapuévn Berova.

[éavto va eléyyete To InnoLet wpwv amod v éveon. Edv dev ehéyéete to InnoLet, propei va
AGBete TOAD Ayn tveovAivn 1 va unv Aapete KaBOAov tvoovAivn. Avtd pmopei va odnynoel o
TOAD LYNAS eMimeEdO GUKYEPOL TOV AILLATOC.

r

=S

PyOpion g 600m¢

Noa eréyyete mavtoTe 671 TO EPPoiro sivar TAP®S TECHEVO KO OTL 0 ETLAOYENG 006G Eivan
oto 0.

EméEte Tov apiOpé Tov povad®v mov amartovvTal YOpvmVTAG TOV ETIA0YEN 000G
de&looTpoa (skdva 2).

Q0 akoUTE Vo KMK Y10 KGO pio povada mov emréyete. Mmopeite va dopbdoete tn 600
YUPVAOVTOG TOV TEPIOTPOPIKO EMAOYEN 6OGTG TPOG T Hio 1 TV AN KatevBuvon. Befoaiwbeite
0T dev dlopbvete N emAéyete Tn dOoT OTav 1 PeAdva elGépyeTal oTo dEppa. AVTd pumopel va
odnynoet oe avaxpiPr docoroyio 1 omoio UTopel va Kavel To ENIMESO TOL GUKYGPOL TOV
aipatdc 6o ToAD LYNAO 1| TOAD YOUNAD.

Xpnoonoteite TAVTOTE TNV KAILAKO OCNC Kol TOV EMAOYEN Y10 VO, OEITE TOGEC LOVADIEG EXETE
emALEEL TPV Vo KAVETE TNV EVEST IVGOLAIVIG. M1V LETPATE TA KMK TNG GLGKELNC TOTOL TTEVG,
Edv emAéEete ko evéoete AavBacpuévn 600, To eTITESO GUKYAPOV TOV AHNTOC GOG UTOPEL v
Yivel ToAD VYNAO 1 TOAD YOUNAS. M1y ypnotpomoleite TV KAILOKO VTOAEWOUEVNC 0OGNG, YTl
delyvel pdévo mepimov v TOGOTNTA WVGOVAIVIG TOL ATOUEVEL GTI GLGKELT] TOTTOV TEVOC.

Agv pmopeite va kabopicete peyolutepn 066m amd Tov aptipd TV HOVAS®Y TOV £YOVV ATOUEIVEL GTO
Quoiyylo.
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"Eveon g tveovrivig

. Ewodyete ™ ferdva péca oto 0éppa 6ag. XpnoLOTOUmOTE TNV TEYVIKT EVEGEDV TOV GOG
VEdELEE 0 YloTpOG GG,

. Xopnynote T 0061 TOTOVTUS TO EPPOA0 EVTELDGS TPOS TO KATO (€1KOVa 3). Oa akodTe KMK
KaBmg 0 emAoyéag 06ong emotpépet oto 0.

. Metd v éveon, 1) PerOvo TPETEL VO TAPANEIVEL KATO 00 dEPRA Y10, TOVAAYLOTOV
6 dgvTEPOLETTTA Y100 VO, €I0TE Glyoupol OTL YOpMYHGATE TNV TANPN dOCT).

. Beparw0Oeite 611 0€v enmodilete Tov emAoyéa 0061G KOTA TN StapKeLe TG £VEGTG, YL0T O

emoyéag 06ong TpEmel va eivar eElevBepog va, emiatpéyel 6to 0 kabdg matdte To EuPforo.
[évtote va dtuoporilete 0Tt 0 emhoyéag 60ong Yupilel oto 0 petd amd v €veon. Edv o
emAoyéog 06ong ctopatosl Tpv yopicel oto 0, dev Exet draveundei oAdKAN PN 1 660N, YEYOVOG
70 01010 UTOPEl VoL 001 YNGEL GE TOAD VYNAQ EMimeda GOKYAPOL OiUATOG.

. Amoppiyte T Peldva petd amod kibe Eveon).

Agaipeon g Perdvag

. Eavapaite To peydro e£otepikd kdivppa g Perovag kot Eefromote T Perova (eikova 4).
AmoppiyTte TNV pNE Tpocoyn.

. Tomobeteiote 10 KoMKl Eava oto Innolet cag yio va TPOGTOTEYETE TV WWGOVLAIVY GO TO MG,

)

Xpnowonoteite mdvrote véa Peddva yia kdbe Eveon.

No agapeite kot va amoppintete mdvrote tn Perdva HeTd omd Kabe Eveon kal Vo PUAGCGETE TO
InnoLet cag ympic T Perdva TPOGAPUOCHEVT). AVTO UEIDVEL TOV KIVOUVO ETLUOAVVOTG, AOTU®ENG,
SppoNG WGOLAMVNC, PPAYLEVOV PEAOVAOY KOl avakpipolg docoloyiag.

AOTES oNRavVTIKEG TANpOPOPiES

Ot opoyeig Ppovtidag mpémel va givar ToAd TpocsekTikol dtav yepilovial xpnopomomuéves feAdveg
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Y10l VO LELOGOVY TOV KIVOUVO TPOVUATIGHOV 0o TIG fEAOVES Kol S10GTOVPOVUEVNS LOAVVOTC.
Amoppiyte 10 ypnopwonompévo InnolLet pe mpocsoyn, £xoviag apaipicet T Peddva.

Noa pnv potpdleote TOTE TN CLOKELT] TOTOL TEVAG 1) TIG PEAOVEG Gag Le dAlovg avBpdTovg. AvTd TO
YEYOVOG UTOPEL VOL 00MYNGEL GE SLOCTAVPOVLEVT LOAVVOT).

Noa unv potpaleote TOTE T GLOKELT GO TOTOL TTEVOG U AAAOVG avOpdmovg. To edppokd cag pmopel
va. dnovpynoet BAGn oty vyeia tovg.

dvidocete Tavtote T cvokevn] Innolet kot Tig ferdvec og BEon mov dev PAETOLY Ko dev
npooeyyilovv GAAOL 101G To TOdLA.

2OVTI| P11 TG GVOKEVTG TUTOV TEVUG OUG

To InnoLet cag £xetl oyedtootel Yo va Aeitovpyel pe akpipela kol acpdreia. Oa TpEREL Vo TO
yepileote pe mpocoyn. Eqv néoet, mdbel PAAPN 1 cuvOMPel, vtapyet o Kivouvog dlappong g
woovAivic. Avtd umopei va mpokoréoet avakpiPny docoroyia, 1 oroia prmopel vo, 0dNyHGEL 6 TOAD
VYNAGQ 1} TOAD YapUNAd ETITESH GOKYAPOV TOL CiLATOC.

Mropeite va koBopicete to InnoLet cag pe poppoakevtikd paxtpo. Mnv to Pubilete, ovte va to
TAEVETE N VA TO Amaivete. Avtd umopet va PAGYOLV TOV UNYOVIGUO Kol VA TPOKAAEGOLY avakpipn|
docoloyia, 1 ool pmwopel va, 00N yNoEL oe TOAD LYNAA 1| TOAD YaUNAG EXITESO GOKYGPOV QULLOTOG.
Mnv Eavayepilete 1o InnoLet coag. MOAG adeldost, Tpémel vo amoppinTeTal.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Actraphane 30 FlexPen 100 IU/ml (d1e0veic povaoeg/ml) EvEGLIO EVOLOPNLO GE TPOYEUIGUEVY
GULOKEL] TUTOV TEVAG
avBpdTIVY tvoOVAivn

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PN OGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO

TO PAPROKO, OLOTL TEPIAAPUPAVEL CNUAVTIKEG TANPOPOPIES Y10 GUG.

- DuAGETE 0WVTO TO PUALO 00N Y1V Ypriong. Towg xpelaotel va To dafdacete Eavd.

- Edv éxete meportépw amopieg, poTNOTE TOV Y10TPO, TOV QAPLOKOTOLO 1] TOV VOGOKOLO GOC.

- H cvvtayn yio avtd 10 eappoko xopnynonke amokAeloTikd yio oag. Agv TPEMEL VO SDGETE TO
0apuroko o€ AAAoVG. Mmopel va Tovg TPOKAAEGEL PAAPT], OKOLO KoL OTOV TO GUUTTOUATO, TG
acBéveLdg Toug elvar id1a e Ta Sk oag.

- Edv mapatnpfioete Kamoto avemBOunTn evEpyeLd, EVIUEPMDGTE TOV YIATPO,TOV PAPUAKOTOL0 1)
TOV VOGOKOUO G0G. ALTO 1oy0el Kot Yo KO mhovi avemBOunTn evEPYELX TOV OV OVAPEPETOL
GTO TAPOV GUAAO 0dNYIDV YpNonNs. BAéme mapdypapo 4.

T egpréyer 1o Tapov UALO 0ONYLOV

T1 etvar to Actraphane kot oo iva 1 ypnom Tov

T mpénet va yvopilete Tpv ypnoonomoete to Actraphane
[og va ypnoponocete to Actraphane

[TBavég avemBounteg evépyetleg

[aog vo puidooete t0 Actraphane

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

SNk L=

1. Tu givan To Actraphane kou oo givan 1 (prion Tov
To Actraphane givat avOp®OTIVN tvGovAiv Le Tayeio Kot pakpd dpao.

To Actraphane ypnoiponoteital yio T pHei®oN T@V VYNADY ETTEI®V CAKYAPOL GTO aiplo o€ 0oOeVEig
pe cakyopmon dapntn (dapntng). O dwfnng eivar pia acBéveln katd TV omoio T0 COUA GAG dEV
TOPAYEL APKETN VGOLATVT Yo Vo eEAEYEEL TO etimedo caxydpov o10 aipa cag. H Bepaneia pe to
Actraphane Bon0d va TpoAn@Bodv ot emtmiokég oag amd Tov dafn.

To Actraphane Ba apyicel va LeldVEL TO Gakyapo 6To aipa cag tepimov 30 Aentd ool 10 evéceTe,
Ko 1 dpacn Tov Bo JlpPKEGEL Yo TEPITOV 24 MPEC.

2. Tvpémer va yvopilete mpv ypnoipomonjcete To Actraphane
Mnyv ypnoipomouicete To Actraphane

Y mepintoon oAAepYIKOG GTNY avOpOTIVY IVGOVAIVI 1] GE OTTO100NTOTE AAAO OTTO TG, GVGTUTIKG.
TOV PApPUAKOL, PAETE TaPAypaPO 6.

Edv aio8dveote v €élevon vroylvkaipiog (YaunAd cakyapo oto aipa), PAéne epiinyn twv
GoPBop®V Kol TOAD GLYVOV AVETIBVUNTOV EVEPYEIDV GTNV TOPAYPAPO 4.

Ye avThieg £yyvomg VGOLAIVIG.

Edv n ovokevn FlexPen nécel, kataotpapel 1] omdoet.

Edv dev éxer puiaybel cmwotd 1 edv €xetl katoyvyBel, BAéme mapdypapo 5.

Edv n emavaropnuévn tvoovivn dev eppavifetor opoldpopea Aevkr kot 0oAn.

vyvVvyVY V YV

Edv 1oydet omotodnmote amd T mopoamdve, unv xpnoionomoete 1o Actraphane. Xvppovigvdeite tov
YTPO, TOV PUPLOKOTOLO 1 TOV VOGOKOWO GOC.
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IIpw ypnoyponouioete To Actraphane

EAéyEte v eticéta yuo va BePaiwbeite 0Tt €lval 0 6mGTOG TOHTOG IVGOVAIVNIG,.

Xprnowonoteite mdvta pio Kovovplo Behdva, yio KAOe EvEoT MGTE VO ATOPVYETE LOAVVOT).

On Beddveg kar to Actraphane FlexPen dev npémet va popélovrar.

To Actraphane FlexPen givat katdAAnAo amokAelotikd yio vrodopia Eveon). Edv embopeite va
AGBete TNV €veomn veovAivig pe dtopopetikd TpoOTo, cupfovAievbeite Tov yloTpo Gag.

\AAAA

IIpog1domou|6ELS KO TPOPUAGEELS

Op1op€veg KATOGTAGELG KOl dPUGTNPLOTITEG UITOPEL VO EXNPEAGOVV TIG AVAYKES GO GE IVGOLALV.

YvpPovievbeite Tov yuatpd oag:

»  Edv éete mpoPAnuato e To VEQPA 1| TO CUKMTL GG 1] LE T EXVEPPIOLA, TNV LAOPVCT N TOV
Bvpeocidn oag.

»  Edv aokeiote mepiocdtepo an’ 011 cuvnbmg 1 edv Béhete va adddEete Tn cuvnOn draTpoen oag,
POV OVTO UTOPEL VO EMNPEACEL TOL EMITEO CAKYAPOV GTO ALY GOG.

»  Edv siote appwaorol, cuveyiote T Ay TG tvooLAIvNg oag Kot supovievbeite Tov yiatpd
oG,

»  Edv mpdkettor va ta&déyete 610 eE0TEPIKS, TO TaEidL 68 YDpa S1apopeTIKNG (DN dpag

Umopel va emNpedost Tig avAYKES GOG G IVGOLAIVI] KOl O EK TOVTOL TOV ¥POVO YOPNYN OGS TOV

EVECEMV.

AgpRoTiKég aAlayég 6TO oNuEio LopNyNoNS TS £VEGTG

IMo v arotpony| g EPEAVIONG CALOYDV TOL MTOOVS 1GTOV KAT® Ao TO dEPUA, OTMG 1) TAYLVOT
TOV OEPUATOC, 1] CLPPIKVMOOT TOV HEPLOTOG 1| O CYNUATIGLOG EE0YKMUATOG KAT® atd To HEPUA, TO
onueio yopnynong g éveong mpénetl va evolddooetol. H tvoovdivn evdéyetot va unv givorl apketd
OTOTELECUATIKN €AV evieTan o€ mepoyn pe eEoyKkmuata, Pe cuppikvmon ) pe tayvven (BA. mv
apdypoeo 3). Edv mapoatnpi|oete omolecdnNToTe dEPUATIKEG OAANYEC GTO OTUEID YOPNYNONG TNG
éveong, WAoTe pe Tov yotpo coc. Edv eml Tov mapdvtog KAVETE TIG EVEGELS OTIG TEPLOYES AVTEC TTOV
£Yovv EMNPECTEl, WANGTE UE TOV YIOTPO GOG TPV EEKIVIOETE TIG EVECELS G€ S1APOPETIKN TTeployn. O
YwTpog 0o Goc GVUPOLAEDGEL VO ELEYYETE TTLO TPOGEKTIK( TO, EMITEDC GAKYAPOV GTO OO GOC KoL VoL
wpocapudlete tn 6061 TG YGOVAIVNG 1] OTTO10G GAANG AVTIOWPNTIKAG Ay g AapPAveTe.

Alro @appoxa ko Actraphane

Evnuepmote Tov y101po, TOV QOPUOKOTOLd 1] TOV VOGOKOO GG GOG EAV TOIPVETE, £XETE TPOCPHUTA
nhpeL N umopel va mapete AAAL PApUOKa.

Optopéva papuaio ennpedlovy To eTinedn GakyGpov GTO Oila GOG Kot 0uTO UTOpPEl va onpaivel 6T
8001 TG WGoLAIVNG cag pémet va aAhd&et. [lapakdto avagépovtal Ta To LYV PAPLOKO, TO OOl
EVOEYETOL VO EXNPEACOVY TNV OYDYT GOG LLE IVGOVAIVT.

Ta enineda caxypov Tov aipatdc coc uropei vo petwbovv (vroylvkoiuio), av Aaupavere:
. Ala, @dpuaxo yio ) Ogpaneio Tov dtafntn

. Avaotoleic g povoaptvoéelddong (avactoieig tng MAO) (ypnoiorotovvtal yio T Oeponeio
g KOTAOAYNG)

. B-amoxhelotég (xpnoyomotovval yio tn fepomneio TG vIéPTaoNq)

. AvooToleic Tov petatpentikov evidpov g ayyetotevaivng (MEA) (ypnoytorotodvTol yio
Oepoameio oplopEVOV KapdloKk®mV Tabfcemv 1 TNG LVIEPTUCTG)

. ZOAKOAIKA (YPNOUYLOTOLOVVTOL O VOAYTTIKE KOl AVTUTUPETIKE,)

. AvoPolikd otepoedn (0nmg 1 TEcTOGTEPOVN)

. YovApovauides (ypnoporotovvtat yio ) Oepaneio AOUDEEWDV).

Ta enineda coicydpov Tov aipatdc oo propel vo avénbodv (vrepyivkaia), v Aaufdvete:

. AVTIGUAANTTIKG Y0P YOOUEVO ATt TO GTOUA

. ®c10ideg (ypnolpomotovvtal yia T Bepameio TG LVIEPTAGNC ) VIO TNV VIEPPOAIKT
KATOKPATNOT VYPOV)
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. IMukokoptikogidn (0Tmg 1 KopTLOVI OV XPNCLOTOIEITAL Yol TN Ogpameior PAEYUOVDV)

. ®upeoeldikéc opuoves (ypnopomotovvtor yiao tn Oepaneio Bupeocidikdv datapoydv)

. Zopmofoppuntikd (6nwg n emveEpivn {adpevorivn}, 1 caifovtapdin 1 n tepPfovtarivn mov
YPMOLOTO0VVTAL Yo TN Bgpoameio Tov dobuatog)

. AvEnrikn opudvn (@appaio yio T d1EYEPCT TNG CKEAETIKNG KOl COUATIKNG A0ENONG Kot e
ONUOVTIKT EMIOPOOT OTIG LETAPOMKES SlEPYACIES TOV CMLOTOG)

. AavaloAn (edppoko mov endpd oty woppnéia).

H oktpeotidn kot n Aavpeotidn (ypnoionolovvror yio ) Bepaneia TG peyorakpiog, piog omiviog
OPHOVIKNG dtoTapayng Tov epeaviletal cuvnBmg oe LeEGMKEC, 1] OToio TPOKAAEITAL OO TNV VTLOPLGN
7OV TOpAYEL TEPIOTELDN AVENTIKNG OPLOVIG) UTOPOVV EiTE VoL AVENGOLV 1 VO LELDGOLV TO EMITESA
GOKYGpOL TOV aipaTOg GoG.

O1 B-amokAeloTtég (YpnoomolovvTal yio T Oepameio TG LAEPTOOTG) UTOPOVV VO LELDGOVV T} VO
KOTOGTEIAOLY OAOKANPOTIKA TO TPATO TPOEIOOTOTIKA CUUTTMUOTO T 070l 6ag fonfovv va
avVOyVOPIoETE TO YOUNAO ETITESO GAKYAPOV TOVL OILOTOC GOG.

H moyMrtalévn (Siokia mov ypnoionotovvtor ot Bepaneia tov dwafnn tonov 2)

Mepucoi acBeveig pe pakpoypdvio dtafrtn TOTOL 2 Kot Kapdioki VOGO 1) TPOTYOVLEVO EYKEPUALKO
€Me160010, 01 0moiot ELafav aywyr He TOYAITalOVn Kal VGOLAIVY TOPATHPNOAY TNV OVATTUEN
KapdloKNg avendapkelag. Evnuepdote Tov 101pd 60G T0 GLVIOUOTEPO dVVATO, EAV TAPATPTOETE
€VOEIEEIG KapAKNG OVETAPKELNG, OTMS vV B1oTn dvoTTVola 1 Ypryopn avénon tov Bapovug 1 Tomiko
mpfigipo (oidnpa).

Edv &yete mdpel omo0dMmote amd To PAPUOKO TOL OVAPEPOVTUL EOM, EVILEPMDGCTE TOV YIALTPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOLLO GG,

To Actraphane pe owonvevpat®mon

»  Edv koTovoAdVETE OIVOTVELLATAOON, 1) AVAYKT OOG Y10 lVvGOVAIvN pmopel va petafindel apov
TOL EMTESA GOKYAPOV GTO Aipla oG UTOPovV gite Vo avéPovv gite va TEGovv. ZuvieTdTol
TPOGEKTIKT TOPOKOAOVOTON.

Kinon ka1 Oniaopdg

»  Edv eicOe £ykvog, vouilete 6T1 umopet vo giote £ykvog 1 oxedaleTe Vo OmOKTGETE TALOl,
{nmote 11 cupPovAn Tov YITPoL Gag TPoToV TPV aLTO TO Phppako. To Actraphane pmopel va
ypnowonon el katd tnv gykvpocsvvn. H 86om g veovivig cag evoéyetal vo petafinbei
KaTd TN SBPKELD TNG EYKLHOGUVNG KAt HETA T Yévva. O TPOCEKTIKOG EAEYYXOC TOL dafrTn Gag,
€101KE 1 OTOPLYN VTOYAVKOLULAVY, EIVOL GUAVTIKOG Y10, TV VYELD TOV LOPOL GG,

»  Agv urdpyovv mepropiopoi 6t Oepaneio pe Actraphane katd t didpkelo Tov OnAacuov.

Potote tov ylatpd, ToV GopHOKOTOLO 1 TOV VOGOKOUO GOG Y10 GUUBOVAEG TPOTOL TAPETE
OTOLOONTTOTE PAPUOKO VD €loTe yKvog 1 OnAdlete.

001NN Kot YEPIGUOS PN YOV RATOV

»  [lopokareicOe vo poTHoETE TOV Y10TPO GOG EAV UTOPEITE VL 0NYOETE AVTOKIVITO 1 VOl
XEPLOTEITE Eva Ny avn oL

. Edv éxete ovyvd vroyAvkopio.

. Edv cog givar dvokoro va avayvopicete TV VIOyAVKaLia.

Edv 10 cdicyapo tov aipatdg oag ival xapunAd 1 vymAd, pmopel va ENPEACTEL 1] GLYKEVTIPOOT KOL 1)

KOVOTNTO OVTIOPAONC GOG KO ETOUEVMG 1 TKAVOTNTA GG VO 0ONYEITE | VOl XEPILETTE UNYOVALOTAL.
"Exete v’ dyv 611 pumopei va Bécete o€ Kivouvo Tov €0VTO Gag 1 TOLG AAAOVG.
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To Actraphane mepiéyer vatpro

To Actraphane mepi€yet Ayotepo and 1 mmol vatpiov (23 mg) avd door, dniadn to Actraphane
TPOKTIKA «oTEPEiTAL VaTpiovN.

3. Iog va ypnowpomonjcere To Actraphane
AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

[Tavtote va maipvete v WGOLAIVY 060G Kol v Tpocaprolete T SO0 GO AVGTNPE GCOUPDVE [E TIG
001yieg Tov yrTpov cac. Edv €xete appiPolrisc, potiote Tov yroTpd, TOV QOPUAKOTOL0 1) TOV
VOGOKOLO GO,

Ddte Eva KOvoviKO 1| TPOYELPO YELLLO TOL TTEPLEYEL VOOTAVOPaKES evTOg 30 AemT®V O TNV EVEOT] Y10l
VO ATOPVYETE TO YOUNAO CAKYOPO GTO CijLoL.

Mnv aALGCeTe IVGOVATVT EKTOG KOl oV 00G TO €€l TEL 0 YLTpog coc. Edv o yiotpdg cag, oag Exet
UETUTAEEL OO Eva TOTO 1 EUTOPIKO CKEVAGLA IVGOVAIVIG G€ GAAO, 1] 0OGT| GUG LITOPEL VA YPEWNOTEL VoL
TPOGOPLOGTEL 0O TOV Y1UTPO GO,

Xp1on o€ Tardrd Ko gprjpfovg
To Actraphane pmopei va ypnotponombei oe moudid Kot e@nouc.
Xp1on o€ e101kés opadeg a.oc0evav

Edv &yete peiopévn veppikn | nratikn Asttovpyia 1 €av elote Gvm TV 65 eTmV, ypeldleTal va
ELEYYETE TO GAKYOPO TOV OHUATOG GOG O TAKTIKA Kol Vo cu{nTdTe TIG oAhay€G 0T dOOM TNG
WWGOLAIVIG LLE TOV Y1aTPS GOC.

og ko o yivetar 1 éveon

To Actraphane yopnyeitot pe €éveon K4t amd 1o d€ppa (LTodOPLR). Aev TPEMEL TOTE VO, KAVETE TNV
éveon amevbeiog oe PAEPa (evooeAéPia) N o po (evoopvikd). To Actraphane FlexPen givan
KATOAANAO amOKAEIGTIKA Yo vToddpLa Eveon). Edv embupueite va AaPete tnv €veon tvoovivng pe
dlapopeTikd TpodTo, cupPovievdeite Tov yoTpod cag.

e kGO éveon, ahddEte tn B€om TG Eveong evtog TG CLYKEKPIUEVTG TTEPLOYNG TOV OEPUATOG TOV
ypNoLonoteite. Avtd pmopei va PEIDCEL TOV Kivouvo avamTuéng eE0YK®UATOV 1] OVOUAADV GTO
dépua, PAéne Tapdypago 4. To kaAvtepa onpueia Yo va kKavete TNy éveon gival: 1 KOG 6ag, ot
YAOVTOL GO, TO EUTPOG LEPOG TV UNPOV 1 TV Bpaydovav cag. H tveoviivn cag Ba dpdoet
ypNYyopoTEPQ €AV KAVETE TNV évEOT) OTNV KOotMd oag. [Tavta Ba Tpémetl va petpdte TAKTIKA TO GAKy PO
07O Oipo oag.

og va yeiproteite To Actraphane 30 FlexPen

To Actraphane 30 FlexPen givou pio avol®oiun TpoyeUIGUEVT] GUOKELT TOTTOL TEVOC, 1) OTTOI0, TEPIEXEL
petypo avBpomivng veovAivrg tayeiog dpdong kot pokpdg dpdong o€ avoaroyio 30/70.

AwBdote mpooektika Tig Odnyieg i Tov Tpodmo yprong tov Actraphane 30 FlexPen mov
ouUTEPLOUPAVOVTOL GE QVTO TO PUALO 00N YIOV. B0 TPETEL VO, YPTCLOTOIEITE TI| GUGKELT] TVTOV

TéVOG OTmG Teptypapetan otig Odnyies yuo tov Tpomo yprong tovActraphane 30 FlexPen.

Noa dteoparilete OTL ¥PNOUOTOLEITE TAVTO T COGTH GLGKEVT TOTOV TEVOC TPV EVEGETE TNV
WGOLAIVY Cag.
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Eav wapete peyardtepn 606M tveovrivig 0o TNV KAVOVIKY)

Edv mapete moAd peydin moocdTnTo tVGOLAIVIG, TO GAKYOPO TOV OUpaTOg oag YiveTol TOAD YaunAo
(vmoyAvkoupio). BAéne [epidinyn tov cofapdv Kot ToAD GLYVOV OVETIBOUNTOV EVEPYEIDY OTNV
Topaypapo 4.

Edv Eeydoete vo TAPETE TV LVGOVAIVY GOG

Edv Egydoete va mlpeTe TNV WVGOLAIVI GOG, TO GAKYOPO TOV aipatog uropet vo Bdosl o€ vepPoiikd
vynAd enimeda (vepylvkaipio). BAéne Emdpdceic and tov dapnn oty mopdypaeo 4.

Eév otapotoeTe va TAIPVETE TV IVGOVLIVY] GOg

Mn S1akOWETE TN ANYT TNG WVGOLAIVNG GOg Yopig va o €xete culntnoet pe Evay yoTpod, o omoiog Ha
00G TEL TL TPEMEL VO KAVETE. AVTO B LTOpovGE v 00Ny GEL GE TOAD VYNAG ETITESA GUKYAPOV TOV
aipatoc (coPapn vrepyAvkapia) kot o€ keto&émon. BAéne Emdpdoeic and tov dafntn otnv
TopAypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPHOT CQVTOV TOV PAPUAKOV, POTHOTE TOV YIATPO,
TOV QUPHOKOTO1d 1| TOV VOGOKOLO GO,

4. IMBavég avemOBOUNTES EVEPYELEG

Onwg 6Aa 1o PAPLOKO, £TCL KOL 0VTO TO PAPLOKO PTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Topovclalovtal 6€ OAOVG TOVG AvOpMOTOVC.

Mepiinyn ToV cofapadv Kol TOAD oVYVAV AVETIOOUNTOV EVEPYELOV

To yopnioé cdxyopo aipatog (vwoyrvkaipia) ival pio ToAd cuyviy avemBount evépyeta. Evoéyeton
va emnpedoel TeplocdTepovg amd 1 otovg 10 avBpmdmovg.

To younid cdkyopo Tov aipotoc uropel vo couBel, gav:

. Evéoete moAD peydin mocdTTO IVGOLAIVIG.
. Tpmdte TOAD Aiyo N TopaAeiyeTe Eva yeD Q.
. Aockelote TEPIOCOTEPO AMO TO PUGIOAOYIKO.
. [Tivete owvomvevpatdon, PAEne To Actraphane pe otvomveLLAT®OT GTNV TOPAYPOPO 2.

[Ipog1domomtiKd GUURTAOUATO TOL YAPUNAOL GOKYAPOL aipatog: Kpvog 1dpdtag, kpvo yAopod dépua,
TOVOKEPOAOC, TaVG KapdlaKog puBuLde, aicOnpa acbeveiog, aicOnuo peyding neivag, mpocmpivég
oAhayég otnv 6pacn, vavNAia, acLVROIGTN KOTMGN Kot adLuVapLio, VELPIKOTNTA 1| TPEUOVAO, oicOnua
ayyovg, aicOnua cvyyvong, SLGKOAMA GTN CLYKEVTIPM®OT).

To moAD YounAo GAKYOPO GTO aiplo UToPEl Vo 001 YNGEL 6€ andAeln TV alctncewv. Edv dev
OepamevBolv To TOpATETAUEVE, TOAD YOUNAG ETITESQ CAKYAPOV OILOTOG, UTOPEL VO TPOKAAEGOVY
gykepalkn BAAPN (Topodikn 1 poviun) axoun kot 0aveto.Mmopel vo avavinyete omd TNV am®AEL
TOV o cemv moA tayvTePa €6V cag yopnyndel Eveon pe v oppdvn yAvkaydvn amnd dropo
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yhvkayovng, Oa mpémnet va ndpete yAokoin
Cayoapovyo mpdyelpo payntod apécms porg Eavafpeite Tig aobnoelg cag. Edv dev avtomokpiBeite ot
yAvKoyovn, Ba Tpénetl va elcayBeite o€ VoGoKopETD.

Tiva kavete av awcOavOeite yaunid to cdxyapo oipatoc:

»  Edv aucBavOeite yapunio to cdxyapo aipatoc, mdpte diokio yYAukoing 1 éva yedbpo Leyaang
meptekTikOTTOG 68 (hiyapn (TT.y. YAVKA, UTeKOTO, YOHO POVT®V). METPNOTE TO GAKYOPO TOV
aipatdc cog, eav eivar duvatd kot Egxovpaoteite. Ilavtote va éxete pali cog diokia yAvkoing M
TPOPILO, LLE VYNAT] TTEPLEKTIKOTNTO GE GAKY PO, TPOATTTTIKA.

»  Otav ta GLUTTOUATO TOL YOUNAOD GaKYGPOL aiplatog Exovy eapavictel 1§ OTav TO enimedo Tov
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GOKYAPOL TOV ainaTog cag £xel otabepomombei, cuveyiote v Bepameio pe VGovAiv, ®G
cuvnbwg.

»  Edv égete yapuniod cdxyopo aipatog mov oog Tpokaiel Amobupia, edv ¥pelicTnKE Vo KAVETE
€veon yYAvkayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOVL OiUATOG,
ovppovievbeite Evav yatpd. H mosodtnTa 1 0 xpdvog xopiynong e tvGouAiving, To eayntd q
doknon pmopel va ypeldLoviot TPOosUPLOY.

[leite oto KOW®VIKO GOG TEPPAAAOV OTL ExETE S10PNTN KO TOLEG UTOPEL VO EIVOIL Ol GCUVETELEG,
ovumeptAoppavopévou tov Kivdhvou Amobupiog (anmdAeog Tov aiodncewv) eEattiog youniov
cokydpov aipatoc. Evipepmaote toug 6t v Mmobvunocete, mpénel va 6og Yupicouy 6To AL KoL va,
KaAEGOoVV apécmG 1oTpikn fonbeta. Agv Tpémel vo 6ag SOV KATO0 PoynNTo 1 TOTO, EXELON UTOPE]
Vo TVIYELTE.

Ot cofapéc arrepyikég avTidpdosig 6to Actraphane 1| 6g KGmolo amd To GVGTATIKA TOL (ovoudleTal
GLOTNUOTIKY OALEPYIKN avTidpaon) eivor o TOAD omdvia avemBounTn evépyela, 1 onoia pmopel
EVOEYOLEVMG VO, tvar ametAnTiky Yia ) Co1|. Evdéyeton va ennpedoet Aryotepovg amd 1 atovg 10.000
avBpomovc.

AvaCnmcrs OUECMC 1OTPIKT CLULPBOVAN:
Edv ta onuédia g adrepyiog eEanimBodv oe dALa onuEln TOL COUOTOG GO,

. Edv Eapvikd dev vounbete kaAd kol apyioete va: 10pOVETE, €ioTe dppmaTog (Tdom Yo gUeTo),
€xete dSuoKOAia oTNV avamvon, £xete Tayvmoipio 1 aoBdveote {aAdda.

»  Edv mopatnpnioete omotodnmote omd avtd to onpeio, avalntinote apuécsms TPtk GLUPOVAN.

AgppoTtikég arhayés oto onpeio yopynong g éveong: Edv xdvete éveon tveovivng oto id10
onueio, 0 MrmONG 16ToG pumopel va vootel cuppikvoot (Mmoatpopia) 1| Tayvven (AMmobmepTpopia)
(evoéyetar va gpeaviotel og £w¢ 1 ota 100 dropa). EEoykdpata kdtw amd 1o dépua evoéyetor eniong
VO GYNUOTIGTOVV OO TI GUGGMPEVCT] MG TPMTEIVNG TOV OVOUALETAL APVLAOEIDES (dEpOTIKN
OUVAOEIS®OT), 1) CLYVOTNTA EUEAVICTG AVTNG TNG avTidpaong dev gival yvmotn). H wweoviivn
evd€yeTol va, unv givol ToAD AmTOTEAEGLLOTIKY €AV 1) £VEST] YivETOLl GE TEPLOYN LE EEOYKDLOTA,
ocvppikveon N Tayvven. o vo aToTPEYETE TNV EUPAVICT] AVTMV TOV OEPUATIKAOV AAAAYOV,
ouvioTtdral vo evolAdoceTe Kabe opd To onueio xoprynong g Eveong.

Koatdaloyog Aout®V avemOOUNTOV EVEPYELOV

‘O ovyvég avemOOUNTES EVEPYELES
Evdéyetar va eanpedoovv Myotepoug and 1 otovg 100 avBpmdmovg.

Inpdove airepyiog: Mmopel va epLeavioTovV TOmKEG aAAEPYIKES avTIdpdoels (Tovog, epubBpdtnta,
Kvid®oT), AEYLOVT], HOAWOTES, 01dNHA Kol KVIIOUOG) 6TN B€om Tng éveong. ZuvinBmg, VToXwPoHV LETE
amo Alyeg efoopndadeg Ayng s tvoovAivig cag. Edv dev e€apaviotodv 1 edv eamimbolv og dAla
onNuUeia TOL COUNTOS GAG, ANOTE OUECHG LE TOV Y1TPO cag. BAéne emiong ZoPapéc adiepykég
aVTIOPAGELC, TOPATAVE®.

AwpnTicn apgipinotpocidonadero (Lo acHévela Tov patiov mwov oyetiletan pe o dafnTn, n omoia
umopel va 001 ynoel o€ anmieia TG 6pacng): Edv mhoyete amd diafntikn aueipAnotposidonddeio Kot
TO EMIMES O TOV GOKYAPOL TOV OUHOTOG GaG PEATIOVOVTAL TOAD YpIyopa, 1 apeIpAncTposidonddsia
umopel va emdevobei. Potiote tov yuotpd cag yi” avtd.

Oidnpo Tov apdpdccmv: Otav apyioete va maipvete vGOLAIVN, 1 KaTtaKpdTnon vepolh uropei va
TPOKOAEGEL OO0 YOP® OO TOVS UOTPAYAAOVS GOG Kot AAAES apBpdaoels. Ducloroyikd, avtd
vroympei cvvtopa. Edv dev vmoympnoetl, pmtinoTe ToV Y10Tpd GOg.

En®dvvn vevpordBsia (toévog e€attiog BAAPNG Tov vedpov): Edv ta enimeda tov cakydpov 6to aipa

cag Pedtidvovtal ToAD Ypryopa, LTOPEL VoL VIDGETE TOVO GUVOEOLEVO LLE TO VEDPO GOG. AVTO
ovopaleror o&eio emmOLYT vevpomadela Kat eivor cuviB®S TOPOSIKT.
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IToAb omavieg avemBounTeg vépPyELES
Evdéyetan va emmpedoovv Aryodtepovg amd 1 otovg 10.000 avBpdmovg.

Awrapayis g 6paong: Otav Eekvate yio TpmTn @opd tn Oepaneia pe wvoovAivn, umopel va
dwtapaybei n 6pacn cag, aALE 1 eVOYANoN elvatl cuvnOmg TPOCOPIVY.

AvaQopd avemOounTOV vepyELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTO0 N
TOV/TIV VOGOKOUO G0G. AvTd 1oy0eL Kot yio, KAOg mhovi avemBOUnTn eVEPYELX TOV OV UVAPEPETOL
GTO TTOPOV PUALO 0dNYIOV YpNoms. Mropeite emiong va avaeépete avemBounteg evépyeteg amgvbeiog,
HES® TOL €6VIKOD GLOTNLOTOG AVAPOPAS TOV avaypdeetal oto [apdptnua V. Méow g avapopag
OVETIOOUNTOV EVEPYEIDV Umopeite va. fonBNceTe 6T GLALOYN TEPICTOTEPMV TANPOPOPLOYV CYETIKE
LE TNV ACPAAELD TOV TAPOVTOG PUPHUAKOV.

Emopaoceils ané tov owapntn
Yynio cdxyapo aipatog (vrepyrokoipio)

To vynAd caKY0PO TOL CiNaTOS UTopel vo cuuPel, eqv:

. Agv €yete evEGEL APKETI] IVGOVALVY).

. Eeydoate v TAPETE TV VGOVAIVI GOG 1| OTOLOTICATE VO TOIPVETE IVGOVAIVY.
. Aoppdvere emavellnupéva Arydtepn tvGovAivn amd vt Tov YpelileoTe.

. "Eyete hoipwén 1/xat Topeto.

. Tphte TEPLOGOTEPO O’ OTL GLVHOWG.

. Aocxeiote Mydtepo an’ 411 GuVROG.

TTpog1domom Tk GCLURTTOULATO TOL VWNAOD GAKYAPOV OULLOTOC:

Ta mpostdomomrikd cvuntodpata epeaviCovror otadtokd. [eptiappdvovv: avénuévn ovpnon,
aicOnua diyog, anmAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aicOnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENpocTopia Kol avaTvon Le PPouTddN oopn (akeTdvn).

T va kdvete eav arcBavBeite vynAd 10 GAkyapo aipatoc:

»  Edv éyete k@mo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENITEDO TOV GOKYAPOV GTO CiLLL,
eléyEte ta 00pa GG Yo KETOVES, EAV UTOPEITE, KOl OTI GUVEYELN OvVOLNTOTE AUECMG LOTPIKY|
Bonbeua.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNg KATAGTOONG TOL OVOUALETOL SN TIKT
Kketo&éwon (cuocmpevon 0&€og oto aipla eEattiag TG SIACTUoNG TOV MIMV OO TOV OPYUVIGUO
avTi TV cokyapwv). Edv dev ) Oepoanedoete, umopel vo KataAnEel o S1ofnTikd KMo Kot
TEAIKA o€ BAvaro.

5. Iog va guiaccete To Actraphane

To @appako ovtd TPEMEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dgv TO POAVOLV Ta AL
Na pun ypnoionoteite ovtd T0 PAPUOKO UETE TV Nuepounvia ARENG oL avaypapeTaL GTNV
emonpavon tov FlexPen kot oto kovti petd tnv ‘AHZEH’. H nuepopunvia Aéng eivar n televtaio

NUEPD TOV UAVA TTOL OVOQEPETOL EKEL.

Hpw amd To TpdTO dvorypa: PvAidcocetol oto Yoyeio otovg 2°C — 8°C. AlatnpnoTe T0 LOKPLd omd
70 otoryeio YHEnc. Mnv 1o KatayOYETE.

Kata ™ ypion 1 6tav @épetar og e@edpkd: Mnv 1o yiyete 1 Kotaydyete. Mmopeite va 10 €xete
pali oag kot va o puAdooete og Beppokpacio dwpatiov (kKatm amd tovg 30°C) yia 6 gfdopddeg to

TOAD.

Noa Tomobeteite TAVTO TO KOTAKL TG GLOKELTG TOTOVL TEvVag oto FlexPen o6tav dev 10 ypnoiponoleite,
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Y10 VO TO TPOCTATEYETE OO TO POC.
Amoppiyte 1 Perova petd and ke Eveon.

Mnv metdite @APUAKO GTO VEPD TNG OMOYETEVGNG 1| 6T OKLAK( aroppippota. Potote tov
QOPLOKOTOLO GOG Y10 TO TTMG VO TETAEETE TAL PAPLLOKO TTOVL O€ YPTNCILOTTOoLETE T, AVTA T péETpa Ba
Bonbnoovv oty mpoctacio Tov TepPdiiovtog.

6. Iepreyodpeve. TG 6VOKEVAGIOG KOL AOTES TANPOPOpPiEg
T tepréyer to Actraphane 30

- H dpactikn ovsia eivar n avOpdmivn veovrivn. To Actraphane eivat éva petypo mov
amoteheiton and 30% dwwAvt avBpdmvn wooviivn kot 70% 1copavikn avOpdTIVY) VGOLALVT).
Kda6e ml mepiéyer 100 IU avOpmmivng veoviivine. Kabe mpoyepicopévn cuokenn Tomov mévag
nepiEyel 300 TU avBpdmivig tvaovAivig o€ 3 ml evésilov evolmpipoToc.

- Ta GAho 6VETOTIKA ivol YADPLOVYOG YEVDAPYVPOG, YAVKEPOAT], LETAKPEGOAT], PAIVOAT,
POOEOPIKO dVATPLO dLHOPLKO, VOPOEEISIO TOV VATPiOV, VIPOYAWPIKO 0&D, Belikn TpTOUIVY Ko
VO®P Y10 EVEGULAL.

Epg@avien tov Actraphane kot wepigyopeva Tng 6VGKEVAGIOG

To Actraphane givai évo, evéotipo evardpnua. Metd v enavaidpnon to vypo Oo Tpénet va
eppavifetol opoldopopeo Aevkd Kot BoAo.

Meyébn ovokevaciog g 1, tov 5 kot 10 Tpoyepicpévev GuokeL®V TOTOL TEVOS TV 3 ml. Mmopel va
LNV KUKAOPOPOUV OAEC 01 GLGKEVOGIEC.

To gvondpnpa etvor Boro, Aevkd Kot VIATIO.

Karoyoc Aderog Kvkrhopopiag

Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Aavia
Hopaockevactig

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd,

Aavia

Novo Nordisk Production SAS

45, Avenue d'Orléans

F-28000 Chartres,

ToaAAia

To wapov @OALO 00OV YprioNS avaBempOnke Yo TELEVTOIO POPE GTIG

Addeg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg yio 1o Tpoidv ovtod ivar dabéoiec oto diktvakd TOTo Tov Evpomaikon
Opyoaviopov @apudkmv: http:// www.ema.europa.eu.

I'vpicte amé TV GAin Thevpd Yo TANPOPOPIES 6YETIKA pe TOV TPOTO Yp1ong Tov FlexPen.
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Odonyieg Yo Tov Tpémo ypriong Tov Actraphane 30 evéoypo evadpnpo og FlexPen.

AWPacTe TPOGEKTIKG GVTEG TIG 001 YiEg TPV va ypnoipomorjoete To FlexPen cag. Edv oev
0KOALOVONGETE TIC 001YiEC TPOGEKTIKA, UTOPEL VoL AAPeTE TOAD Alyn N TAPOA TOAAT IVGOLALIVY, YEYOVOC
70 01010 eVOEYETAL VO 00T YNGEL GE TOAD VYNAG 1] TOAD YOUNAL ETITESA GOKYAPOV AULATOG.

To FlexPen cag givot pio Tpoyeuiotévn cuekent| THTOL TEVOS IVGOLAVNG e eTAoyn dOGNC.
Mropeite va emié€ete dooelc amd 1 g 60 povadeg o moddamidoto tng 1 povadoc. To FlexPen éyet
oyedtoTel Yo ypron e avardoe feloveg NovoFine 1 NovoTwist pe piqKog oyt LEYaADTEPO Ao
8 mm. Q¢ TPoANTTIKO HETPO, VO LETAPEPETE TAVTOTE Pall GOC [0l EMTAEOV GUGKELT] IVGOVLAIVYG, O
nepintwon mov 10 ypnoiponotovpevo FlexPen cog yobel § mabet PAGH.

Actraphane 30 FlexPen Behova (mapaderypa)

T'véhvo Duoiyyo Enoyéag  "Epporo- Meyého
oQuIpidlo 36ong £&o1EPIKO

Komdict mévag Asiktng e Ecotepiko Belova Tlpoctatevtikd
o
,::?'_f' L T
T i

Beddvag KGAvppo xopti
| 1

Bergvag
-
T (] . . -
! 1 —a==F| |

12 povadeg Khipako vroemopevng 60ong

DpovTidod TNG GVGKEVTG TVTOV TEVHG

Merayepioteite to FlexPen cag pe mpocoyn.

Edv cog méoet, mabet BAAPN 1 cuvOAPel, vdpyet 0 Kivouvog dapponc TG tvGovAivng. Avtd pmopel
va TpokaAécel avakpiPn docoloyia, 1 omoia propel va 0dNyHoEL 6 TOAD VYNAG 1 TOAD YoUNAd
eMinedo caKyAPOL TOL AiLATOG.

Mmnopeite va kabapicete 10 e€mtepikd Tov FlexPen cog okovmilovdg To e @opUoKenTIKO LAKTPO.
Mnv 1o Pubilete, un To TAEveTe N} U TO MTOUVETE, 10Tl VITAPYEL KIVOUVOS VO KATAGTPOQEL 1] GUGKELT
TOTOL TTEVOG,.

Mnyv Eavayepilete to FlexPen cag. MOAG 00€106EL, TPETEL VO OTOPPITTETAL.
Mpogtowalovtag 1o Actraphane 30 FlexPen cog

A

EAréyETe TO Gvopa KOl TO YPpONRA 6TV ETIKETA TG GVGKEVNS TVTOV TEVAS 60G Yo vo. fefarwbeite
OTL TEPLEYEL TOV GOGTO TUTO IVGOVAIVIG. AVTO €lval 101aiTEPO ONUOVTIKO EGV TaipvETE
TEPLOGHTEPOVG TOV EVOC TOTTOVG VGOVAIVTG. Edv mhpete évav AavBoaopévo TOTo vGoLAIvNG, TO ERTITEDO
COKYAPOL TOL OiUATOG GO UTOPEL VO, Yivel TOAD DYNAS 1 TOAD YapNAD.

Kafe gopd mov ypnoiponoleite po véa néva
Apnote v voovdivn va etdoel og Beppokpacio d®UTION TPV TN YPNCIUOTOINGETE.
AvT1o Ponbdet va yiver mo e0kora 1 exavaimprnon. BydAite to komdkt tng mévag (PAéme A).

IIpw andé v Tp®OTY oag £veon pe £va véo FlexPen, mpémel va emavolmp1)GETE TV LVGOLAIVI):
Metakiviote TV méva TOvVe-KAT® £ikoot opég LETAED TV 600 Bécemvy, ONMC aivetal oTny €1KOVO,
MGTE TO YLOAVO Gpatpidto vo KvnOel arnd T pia oty GAAn dkpn tov euotyyiov. EmavolaPete uéypt
va Yivel 1o vyYpd opoIOHOPEa AgVKO Kot BOAO.
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INoa ka0 £veon mov axorovOel, petaxviote TV méva TAVE-KdTo peta&d Tov 6v0 Bécewmv
TovAdyiotov 10 Qopéc, uéypt to VYPO Vo, Yivel opodOpopPa AVKO Kot BOAD.

No deoporilete mdvtote OTL YETE EMAVOLMPTOEL TNV WVOOVAIVI TPy amd KAOe Eveot). AVTO HEIDVEL
ToV Kivouvo guedaviong oAy vynAoD 1 TOAD YOUNAOD ETTESOV CAKYAPOV GTO diplo. META TV
EMOVOLDPNON TNG LVOOVAIVIG, OAOKANPAOGTE OAO TOL ETOUEVA GTASLO TNG EVESNC YWPic KaBvoTEpon.

M [Tévtote va Pefardvecte OTL AmOUEVOLY TOLAAYIGTOV 12 HOVEASES VGOVAIVIG 6TO QUGTYYL0
TPOKEEVOL Va Yivel OplaAN] emavaildpnon. Edv vadpyovv Arydtepec amnd 12 povadec,
ypnowonotiote éva véo FlexPen. Ot 12 povadeg givatl onUeldpEVEG TNV KALOKOL
vroAemopevng 66onG. BAEmE ™ peydAn eidvo otV KOPLOT CVTHG TNG 00T YI0C.

EN Mn xpnoiponolEite TNV TEVA GV 1| EMAVOLOPTNREVT] VOOVAIVY Oev ep@avileTol opolopopea
Agvkn kon Gorn.

Mpocappoynq g perdvag

r
AQa1pEoTe TO TPOSTATEVTIKO YOPTL OO LUaL VEQ AVOADGIUN BEAOVAL.

Buwaote ™ Belova iolo kot ceiytd mive oto FlexPen.

Aoaipéote T0 E0MTEPIKO KAAvULA TG PEAOVAG KO OTOpPIYTE TO.

[Toté unv Tpoomadncete va Eavotonobetnoete To E60TEPIKO KAALUUO 0T BeAdva. Mmopel va
tpunnOeite pe ) Perdva.

EN Xpnoylonoteite mdvrote o, véa felova yio ke Eveon. Avtd pelmvel Tov Kivouvo
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eMPOALVONC, AoTmENg, d10ppong VGOLAIVIG, Ppayrévev Behovav Kot avakpifodc 60coA0YiaG.

EN No glote TpooekTiKol MGTE Vo, UV Avyicel 1 katactpapei 1 feAdva Tpv T xpno.

"EAeyyog TG poNjg TNG VGOVAIVIG

T

IIpw ané kGO éveon, kKatd T ovVI|O1] AP O, UTOPEL VO GVYKEVTP®OOVY PIKPES TOGOHTNTES 0EPT.
péoa oto Quoiyylo. I'ia v amo@uyn éveong aépa Kat yio Ty £ac@aien TS 606TIG 600oNG:
T'vpiote Tov emAoyéa dO0NG OTIG 2 LOVADEC.

Emidoym 2
povad v

Z

Kpamorte to FlexPen cog e ™ BeAdva va delyvel mpog To TAVM Kot YTURNCTE AMOAG TO PLGTYYLO JE
TO dAYTVAO GOC UEPIKEC POPEC, £TGL DGTE 0L OTOLEC PLGOAIDEG AEPA VO, GLYKEVTP®OOVY GTO TAV® GKPO
oL PVotyYiov.

( ﬁ-wM

H
Kpatdvtog tn ferdva mpog ta mive, méate to EuPforo mANpmg mpog ta péca. O emhoyéag d0oNg
emotpépet oo 0.

210 Gkpo NG PELOVAG TPETEL VO, EPLOAVIGTEL L0 6TAYOVA VGOVLAIVIG. Edv 0yt aArGETe T Pelova kot
emavordPete 1 Sadikacio aAAd Oyl TEPLOCOTEPO AT 6 POPES.

Edv dev eppavictel pio otaydve tvGovAivng, N GLGKEDT ival ELOTTOUATIKT KoL TPETEL VO
YPNOLOTOICETE VEQ.

A [Tévtote va PePfardveste Tptv amd v £veon OTL 6To AKpo TG Perdvag epeovileTor pio
otayova. Avtd dtuoporilel T pon g tveovAivng. Edv dev eppavictel otayova, dev Bo evécete
KaBOA0V WWGOLAIVT TaPOTL 0 EMAOYENG dOOTG pmopel va KivnBel. Avtd pumopel vor LITOSEIKVIEL

pio epoarypévn 1 eBapuévn Perdva.
A [Tévtote va eéyyete T pon| Tptv amod tnv £veon. Edv dev ehéyéete tn por), umopel vo Adfete

oAV Alyn voovAivn 1| va unv AdPete kaBOAov tvGovAivr. Avtd pmopel va 0dNyNoEL GE TOAD
VYNAO eMinedo cakydpov TOL AipaTOC.
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Emoy1 g 6601

0
BefarowBeite 0T 0 emAoyéag d6omg ivor 6to 0.

T'vpiote ToV emAoyéa dOONG Yo va eTAEEETE TOV aplBd TV LOVAS®OV TOV XPEElesTE Yoo TNV £VEOT).

Mropeite va d10pOdcete tn 6601 gite ALEAVOVTAG TNV €ITE UELDVOVTAS TNV, YUPVAOVTOS TOV ETAOYEN
d00MC TPOC TN Wia 1 TNV GAAN KoTtevBuven HEYPIC OTOL 6TO TaPABvpo EVOEIENC OO VO ELPAVIOTEL 1]
owaotn d6o1. Otav yvpilete Tov emAoyén doomng, Tpocélte va punv mésete to EuPoio yroti Oa yubel
VGOVALVY.

Agv umopeite va kabopicete peyarlvtepn 66om amd Tov aptfud Tov LovAS®Y TOv £XOVV ATOWEIVEL GTO
Quoiyylo.

Emoym 5
Hovadwv

Emhoyii 24 [l
Hovad ®v

A XpNoomoleite TAVTOTE TOV EMAOYEN KOl TOV JEIKTN 060G Yo va dgite TOGES LOVASEC £xETE
EMAEEEL TPV VO, KAVETE TNV £VEGT] IVGOVAIVIG.

A Mnv petpdte T KAK TG GVOKELTG TOTOL mEvaC. Edv emléEete kKo evéoete AavBacpévn 6o,
70 €Mined0 cakydPOL TOL aipaTdS GO Pmopel va Yivel ToAD VYNASG 1 TOAD YoumAd. Mnv
YPMNOLOTOLEITE TNV KAIOKO VTOAEOpEVN S 000G, YioTl Ogiyvel HOVO TEPITOV TNV TOGHTNTA
VGOVAIVIC TOV OTOUEVEL OT) GUGKELT] TOTOL TTEVOC.

"Eveon TG tveovAivng

I

Ewodyete ™ Pelova 610 0EppRa 60.c. XPNGLUOTOU|OTE TV TEYVIKY] EVECE®V TOV 60G GVUPOVAEVGE
0 Y10 TPOG 1] 1] VOGOKONO GO,

Xopnynote tn 0601 TaTOVTOG TO EUPOAO TEAEIWDC TPOG Tal ESQ, UEXPIS OTOV O dEIKTNG
gvBvuypappicdel pe v évoeidn 0. Ipocélte va matnoete povo 10 EUPOA0 OTAY KAVETE TNV £VEOT).

I'vpilovrtog Tov emhoyéa 66ong de Ba evebel tvGovAivn.

Kpatnote to éuporo tedeimg motnuévo Kot apnote T AV va TapUUEIVEL KAT® omtd TO dEPUA Yol
TovAdyioTov 6 devteporenta. Avtd Ba ducpalicetl 6Tt Exel xopnynOei 6An n d6om.
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Amopokpdvete ™ Bedova omd T0 dEPUA, KaTOTY anedevbepmote o EuPoiro.

[Tavtote va dwoeolrilete 0Tt 0 emAoyéag 06ong yupilet oto 0 petd amod v éveon. Edv o emhoyéag
doong otapatiosl Tpv yupicel oto 0, dev €xel draveundei oAdKANpN 1 8661, YEYOVOG TO 0Toio pmopei
VoL 001 YNGEL G€ TOAD VYNAQ EMimeda GOKYAPOL OiLLATOG.

Odnynote v Perdva oto peyaro eEmteptkd KAALUUA TG Xopic va To ayyilete. Apov KoAdyeTe T
Bedova, méote Tedeimg To peydro eEmteptkd KaAvupa g feovag kot EefddoTe ).

[Teta&te ™ Pelova TpocekTikd Kot TomobeTeioTe TO KOTAKL 0V GTN GVOKELT] TOTOV TEVAG.

i
:

o ol ] i b e
= [ 8

M Aopaipeite ndvrote tn Perdva petd amd kabe Eveon kat purhdoocete to FlexPen cag ywpig
BeAdva TpocaprospéV. AVTO LELDVEL TOV KIVOLVO EMOAVVONC, AoTUmENG, dtappons
WGOVAIVIC, GpayUEvaV BeElovav Katl avakplpovg docoloyiag.

Aoutég oNUAVTIKES TANPOQOPIES

A O1 Tapoyeig ppovtidag Tpémel va gival ToAd TpooeKTKol Otav yepilovial ¥pNCIUOTOMUEVES
Beldveg - Yo vo LEW®GOLY TOV KivOuVo TpavUaTiopoy and Tig BEAOVES Kot S10GTAVPOVUEVNS
poAVVOTG.

A Amoppiyte 10 ypnoiponompévo FlexPen pe mpocoyn, éxovrog apaipécetl T Perdva.

A Na unv potpdaleote TOTé T GLOKELT TVTOL TEVAG N TIS PEAOVEG cag Pe GALOVG avBpDTOG.
Av10 10 YEYOVOG pmmopel voL 00N yNoEL GE S10GTAVPOVUEVT] LOAVVON.

A Na unv potpaleote TOTE T GLOKELVT GO TOTOV TEVAG e AoV avBpdmovg. To edpuakd cog
umopei va dnuovpynoetl PAaPn oty vyeia Tovg.

A DuAdocete TAVTOTE TN GLOKELT Kol TIC feELOveG o€ BEom ov dev PAETOLV Ka dev mpoaceyyilovv
dAAoL, 18img To TONddL.
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®Vviro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Actraphane 50 Penfill 100 IU/ml (61€0veig povadec/ml evéorpo) evar@dpnpo o€ guoiyylo
avOpdOTIVY tVeOVAivN

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PN OIS TPLY UPYIGETE VA YPNGIUOTOLEITE AVTO

TO POPLAKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES Y10 GO,

- DurdEte avTd TO EUALO 0dNYIBY YpNong. Towg ypelaotel va to duPfdcete Eavda.

- Edv éxete meportépw amopieg, p@TNOTE TOV YLOTPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOC.

- H ocvvtoayn yio avtd 1o eappako xopnyndnke oamokAeloTiKd Yo oag. Agv TPEMEL Vo ODGETE TO
@apurako o€ AAAovg. Mmopel vo Tovg TPOoKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg gival id1a pe ta Sk Gog.

- Edv mapatnpnoete kdmoto avemBOunTn EVEPYELN, EVILEPDOTE TOV YITPO,TOV PAPLOKOTOLO 1)
TOV VOGOKOUO G0G. AVTO 1oY0eL Kot yio. KaOe mhovn avemBOunTn evEpyela TOV OV UVAPEPETOL
GTO TTOPOV PUALO 0dNYIDV XpHomg. BAéne mopdypapo 4.

T epLéyel 1o TapoOv UALO 00N YLOV:

Tt etvar To Actraphane Kot oo €ivat 1 ypnom TOL

T pémer va yvopilete mpv ypnopomomoete 1o Actraphane
[dg vo ypnoonomoete to Actraphane

[MBavéc avemBOunTe evEpyeLes

[Tog va puAdooete To Actraphane

[Tepeyopeva g cuoKeLOGING Kot AOUTEG TANPOPOPiES

SR LD =

1. Tu givan To Actraphane ko oo givan 1 xprion Tov
To Actraphane givail avOpdmivn tveovAivn pe tayeio kot pokpd Spdon).

To Actraphane ypnciponoteital yio T Pei®ON T®V VYNADY ETITEI®V CAKYAPOL GTO aiplo o aobeveic
pe caxyopmon Safntn (Sprrng). O dfntng sivar pio acBévela kaTd TV 0NOi0 TO OO CAG OEV
TOPAYEL APKETH WWGOLAIVN Yot va eAEYEEL TO emimedo caxydpov oto aipo cag. H Bepansio pe 10
Actraphane Bon6d va tpoineBotdv ot emmAokéc cog and tov dlafntn.

To Actraphane 8a apyicetl va peidvel 1o odkyapo oto aipa cog nepimov 30 Aentd apov 10 evécETE,
KoL 1 Opdon Tov Ba drapkéaet Yo tepinmov 24 dpeC.

2. T péner va yvopilete Tpuv (proponouniceTe To Actraphane
Mnyv ypnoiponoumioete 70 Actraphane

> e mepintwon aliepyiag otnv avOpdTIVY VGOVAIVY 1| G€ 0TO100NTOTE GAAO ATTO TO. GUGTUTIKG
aVTOV TOV PapUdKov, PAETE Tapdypapo 6.

Edv aioBdveote v €éhevon vroyAvkoiog (yopnio cdaxyapo oto aipa), PAéne [lepiAnym tov
GoPapdV Kol TOAD CLYVOV AVETIBOUNTOV EVEPYELDY TTOPdypopo 4.

e avTAieg £yyvong oovAivg.

Edv t0o puoiyylo 1 1 cucskevn mov mEPLEYEL TO PUGTYYI0 TEGEL, KATACTPAPEL 1] CTAGEL.

Edv dev éxer pulaybel cmotd 1 edv €xetl katonyvybel, BAEme mapdypapo 5.

Edv n emavaiopnpévn tveovAivn oev eppaviCeton opoldpopea AEvkn Kot BoAn.

v

\AAAA

Edv 1oybe1 omolodnmote amd Ta mapondve, unv ypnoiponomoste 1o Actraphane. Xvpupovigvdeite tov
YTPO, TOV POPLOKOTOLO 1| TOV VOGOKOWO GOC.
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IIpw ypnoyponouioete To Actraphane

»  EléyEte v etikéra yia va BePormbeite 6T1 elval 0 cwoTOG TOTOC VGOVAIVIC.

»  No gAéyyete mhvto 10 QUGIYY10, TEPIAAUPAVOUEVOD KAl TOV EAAGTIKOD EUPOAOV GTO KATW® UEPOG
oV Puotyyiov. Mnv to ypnoyomoteite eav eaiverol Cnuid 1 €Gv T0 ELACTIKO TOUA £YEL
Eemepdioet T AEVKT TOWVIO GTO KAT® UEPOS TOV PUGLYYiov. AvTd umopel va ival To amoTEAEG L
pag dtappong woovAivig. Edv vtonteveate 6Tl 10 UGTYYL0 €XEL KATUGTPOUPEL, EMOTPEYTE TO
6TOV TPoUNBgLTH GoC. AvaTpEETe GTO EYXEPIOI0 TNG GUGKELNC TOTTOL TEVOS GOG Y10l
MEPLGGOTEPEG 00N YiEC.

Xpnowomnoteite mavrote pia véa Peldva yia kKaBe £veoT MGTE VA ATOPVYETE LOAVVOT).

O1 Beroveg kot to Actraphane Penfill dev mpémnet va popalovrat.

To Actraphane Penfill givot kotdAAnio amokAelotiKd yio vroddpia £veon pe
EMOVOYPTCLLOTOLOVUEVT) GLOKELT TOTOV TEVAG. Edv embBuoueite va AdPete Tnv €éveon tvoovAivng
pe dlopopeTikd TpOTOo, GupPovievbdeite Tov YoTpd GOC.

vVvy

Ipocidomomcerg Kot TpoPvAGEeLg

Op1op€VEG KATOOTAGELG KOl dPUGTNPLOTITEG UTOPEL VO EXNPEAGOVV TIG AVAYKES GO GE IVGOLALV.

2opupovievbeite Tov yloTpod cog:

»  Edv éyete mpoPAnpata pe To vePpd 1| TO CUKMTL GG 1) LE T EXVEPPIOLOL, TNV LIOPLCT N TOV
Bupeoeidn cog.

> Edv aokeiote mepiocodtepo an’ 611 cuvnbmg 1| edv BéAete va adddEete T cuvnOn daTpoen cag,
aPOL OVTO UTOPEL VO EMNPEACEL TO EMITEO CAKYAPOV GTO ALY GOG.

> Edv giote appmwatol, cuveyiote T Afyn ¢ WeovAivig oag Kot cupPovievdeite tov ylatpd
o0,

> Edv mpoxerton va taldéyete 6to e£mteptkd, 10 TaLidl og Ydpa SPOPETIKNG LOVNG DPOG
Umopel va emnpedost Tig avAYKES GOG G IVGOLAIVI KOl O EK TOVTOL TOV ¥POVO YOPNYNONG TOV
EVECEMV.

AgppoTikég allayég 6To onueio yopRynong g £veong

IMo v amotpony| g EREAVIONG CALNYDY TOL MTDOOVS 16TOV KAT® Ao TO dEPUA, OTMG 1) TAYLVOT
TOV OEPLLOTOG, 1 GLVPPIKVOGCT TOV OEPUATOC N 0 GYNUOTIOUOG EE0YKDOUATOC KAT® amd To dEPUA, TO
onpeio yopnynong g éveong mpénetl va evolddooetol. H tvooviivn evdéyetor va unv givorl apketd
OTOTELECUATIKN €QV evieTal o€ mepoyn pe eEoykauata, Pe cuppikvoon i pe tayvvon (BA. mv
mopaypaeo 3). Edv mopatnpnoete omoleconmote SepUATIKEG AANAYEC GTO GNEID XOPYNONG TG
éveong, Anote pe tov yotpd coc. Edv eml Tov mapdvtog KAVETE TIg EVEGELS OTIG TEPLOYES AVTES TTOV
€Yovv emNPeacTel, WANGTE UE TOV YIUTPO GOG TPV EEKIVIOETE TIG EVECELS G€ J1APOPETIKN TTeployn. O
ywtpog 0o cog GVUPOLAEDLSEL VO EAEYYETE TTLO TPOGEKTIKA TO, EXITEDC GOKYAPOV GTO QO GOG KoL VoL
TPocopprolete T 8O0 TNC WGOVAIVIC 1} OTOLUG GAANG avTIOPNTIKNG aymyN g Aappdvete.

Alro @appoxa ko Actraphane

Evnuepdote Tov y101po, TOV QOpUOKOToLd 1] TOV VOGOKOUO oag 6V maipvete, £xeTe TPOGPATH TAPEL |
Umopel va TapeTe AAAL PAPUOKO.

Opopéva pdppoka exnpedalovy To enimedo GoKyapov GTO Oillo GG Kot GLTO UTOPEL VO oNpaivel OTL T
d601m TG WoovAivig cag mpémel va aAldéet. Tlapakdto avaeépovtal To To Ly Ve eapLoKa, To, ool
EVOEYETOL VO EXNPEACOVY TNV OYDYN COG LE VGOVAIVT.

Ta enineda caxydpov Tov aipnatdc 6o pumopel va petwbodv (vwoyivkoio), dv Aappdavere:
. Ala, @dpuaxo yio ) Ogpaneio Tov dtafntn

. Avaoctoheic g povoopvo&eddong (avaotoreic s MAO) (ypnoipomrolovvton Yo ) Oepaneio
™G KATabAYNG)

. B-amoxhelotég (xpnoyomotovvral yio tn fepomneio Tng vIéPTacmg)

. Avootoleic Tov petatpentikov evidpov g ayyetotevaivng (MEA) (ypnoyiorotodvTol yio
Oepameio oplopEVOV KapdlaK®V TadNcE®V 1 TNG LVIEPTUCTG)

. ZOMKUAKE (YP1CLLOTOIOVVTOL MG CVOAYNTIKA KO OVTITUPETIKA)
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. AvoPolikd otepoeidn (0Tmg 1 TEGTOGTEPOVN)
. YovApovauides (ypnotpomotodvtat yiao tn Oepaneio AOUDEEWDV).

Tao enineda coKyapov Tov oipatdc oo umopel vo owénbodv (vepyAvkaiuio), ov Aoupavers:

. AVTIGUAANTTIKG Y0P YOOLEVA OO TO GTOLLA

. ®cralideg (xpnoorotoHvtal yio T Oepomeio TG LAEPTACG 1 VIO TV VREPPOAIKN
KOTOKPATNOT VYPOV)

. IMukokoptikogidn (0Tmg 1 KopTILOV TOV ¥PNCLOTOIEITAL Yo TN Ogpomeior PAEYUOVDV)

. BOvpeoeldikéc opudveS (YPNCILOTOIOVVTOL Yid T Bepameio BuPEOEdIKDY SloTapUydV)

. Zopmofoppuntikd (6nwg n emveEpivn {adpevorivn}, 1 caifovtapdin 1 n tepPovtorivn mov
YPMOLOTO0VVTOL Yo TN Bgpameio Tov dobuatog)

. AvEnrikn opudvn (@apaKo yio T O1EYEPCT TNG CKEAETIKNG KOl COUATIKNG 0ENONG Kot e
ONUOVTIKT EMIOPOOT OTIG LETAPOMKES SlEPYASIES TOV CMLOTOG)

. Aovaloin (papuaio mov exdpd otnv woppnéin).

H oktpeotidn kot 1 Aavpeotion (ypnoionotovvror yio ) Bepaneia TG peyorakpiog, piog omiviog
OPHOVIKNG dtoTapayng Tov epeaviletar cuvnBmg oe LeEGMKEC, 1) OToio TPOKAAEITAL OO TNV VITOPLGN
7OV TOPAYEL TEPIOGELD AVENTIKNG OPLOVIG) UTOPOVV €iTE VL ADENGOLVV 1 VO LELDGOLV TO EMITESQ
GOKYGPOL TOV OiLOTOS COG.

O1 B-amokAeloTtég (YpnoomolovvTal yio T Oepameio TG LAEPTOOTG) UTOPOVV VO LELDGOVV T} VO
KOTOOTEIAOLY OAOKANPOTIKA TO TPATO TPOEIOOTOTIKA CUUTTMUOTO T 070l 6ag fonfovv va
avVOyVOPIoETE TO YOUNAO ETITESO GAKYAPOV TOVL OILOTOC GOG.

H moyAtalovn (diokio Tov ypnoiworotovvot oth Ogpareio Tov dwoftn tomov 2)

Mepucoi acBeveig pe pakpoypdvio dtafrtn TOTOL 2 Kot Kapdloki VOGO 1) TPOTYOVLEVO EYKEPUALKO
€Me60010, 01 0moiot ELafav aywyr He TOYAITalOvn Kal VGOLAIVY TOPATHPNOAY TNV OVATTUEN
KapdloKNG avendapkelag. Evnuepdote Tov 101pd 60G T0 GLVIOUOTEPO dVVATO, EAV TAPATPTCETE
€VOEIEEIG KapIaKNG OVETAPKELONG, OTMG acuviBioTn dvoTvola 1 ypriyopn avénon tov Bapoug 1 TomiKo
mpfigipo (oidnua).

Edv &yete mdpel omo0dMmote amd To PAPUOKO TOL OVAPEPOVTUL EOM, EVILEPMDGTE TOV YIALTPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOLO GG,

To Actraphane pg owonvevpat®mon

»  Edv koTovoAdVETE OIVOTVELLATAOON, 1| AVAYKT COG Y10 lVvGOVAIvN pmopel va petafindel apov
TOL EMTESA GOKYAPOV GTO aipla oG UTopovV gite va avéPovv gite va TEGov. ZuvieTdTol
TPOGEKTIKT TOPOKOAOVOTON.

Kinon ka1 Oniaopdg

»  Edv eicOe £ykvog, vopilete 6t1 umopet vo glote £ykvog 1 oxedalete Vo OmoKTGETE TALOl,
{nmote 11 cuUPOVAT TOV YLUTPOL GUG TPLY TAPETE AVTO TO PAPLAKO.
To Actraphane pmopei vo ypnotponomBei katd v eykvpocvvr. H d66m ¢ veovrivig cog
evdéyetan va petafinfel katd n Sidpkela G eyKLILOoHVIG Kal HeTd T Yévva. O TPOosEKTIKOG
€Leyyog ToL 010NN GOC, EWOIKE 1 OITOPLYN VITOYAVKOLLULAVY, EIVOL GUOVTIKOG Y10, TNV VYEio TOV
Hopov coc.

»  Aev urdpyovv meplopiopol otn Bepancio pe Actraphane kotd ) Sidpkeio Tov OMAACLLOV.

Potote tov yiatpd, ToV QoproKOTOld 1| TOV VOGOKOLO GOG Y10 GUUBOVAEG TPOTOL TAPETE
0mo10dMTOTE PApLaKo eV glote Eykvog 1 OnAdlete.
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Oonynon ko yEPGROS PNYOVIRATOV

»  IlopoakadieicOe vo pOTRGETE TOV Y1OTPO GOG EAV PTOPEITE VAL 0ONYNGETE ALTOKIVITO 1 VOl
XEPoTeiTe Eva punyavn oL

. Edv &yete ouyva vmoyivkoia.

. Edv cag elvatl 006KoAo va avoyvmpiceTE TV VTOYAVKOLLIOL.

Edv to odicyapo Tov aipotoc cog etvat xounio 1 vynAd, UITopel vo ENNPEAGTEL 1) CUYKEVTP®GT KOL 1|
KAvOTNTO OVTIOPOUGTC GOG KOl EMOUEVOC 1 IKAVOTNTA oaG Vo odnyeite N va xepileote unyovnioToL.
"Exete v’ dyv 011 pmopel va Bécete o€ Kivouvo Tov €anTd 6ag 1] TOLG GALOVG.

To Actraphane wepiéyel vatpro

To Actraphane mepi€yet Ayotepo and 1 mmol vatpiov (23 mg) avd door, dnradn to Actraphane
TPOKTIKA «oTEPEiTAL VaTpiovy.

3. [og va ypnowpomonjcere To Actraphane

AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

[Tavrote va maipvete TNV WGOLALVY Gog Kot va Tpocapudlete T 6001 oG avoTNpd COLEOVA LUE TIG
odnyieg Tov yutpov cag. Edv &xete appifolrisg, potiote ToV YiaTpd, TOV QOPUAKOTOLO 1) TOV
VOGOKOLO GO,

Ddre Eva Kavoviko 1 TPOYEPO YELLA TOL TTEPLEYEL VOUTAVOpaKEG evTOg 30 AemTdV O TNV EVEDT] Yo
VO ATOPVYETE TO YOUNAO CAKYOPO GTO GipLaL.

Mnv aALGCeTe VGOVAIVT EKTOG KOl OV 00G TO €€l TEL 0 Y1TpoOg coc. Edv o yiatpdg cag, cag Exet
peTaTagel amd va TOTO 1 EUTOPIKO CKEVAGHA VGOVAIVIG G€ GAAO, 1) 0OGT| GOG LITOPEL va YPEWOTEL Vol
TPOGOPLOCTEL 0O TOV Y1UTPO GG,

Xpion o€ Taord kKo epnfovg
To Actraphane pmopei va ypnotponomei oe Toudid Kot eprfoug.
Xpion o€ £101kég opddes ac0evav

Edv éygete peiwpévn veppikn N Nrotikn Asttovpyio 1 €4v giote Gvm TV 65 £TdV, ypetdleTol va
EALEYYETE TO GAKYOPO TOV OHHLATOG GOG O TAKTIKA Kol Vo cuinTdte TG oAhay€g o 060N TNG
WGOVAIVIC UE TOV Y1TPO GO,

g ko wov yiveTon 1) £veon

To Actraphane yopnyeital pe éveon kdto omd t0 6Eppa (VTodOPLR). AgV TPETEL TOTE VO, KAVETE TNV
éveon amevbeiog oe PAEPa (evoopAéPia) 1 o€ po (evdopvikd). To Actraphane Penfill eivatl kotdAAnio
OTOKAEIGTIKA Y10 LTOSOPLL, EVEST LE EMAVAYPNCUYLOTOIOVLEVT] cLuakeLN TOTTOL Tévac. Edv embupeite
va AaPete TV vesT VGOLAIVG e SLapOopPETIKO TpdTo, cupPovievdeite Tov yaTpd cag.

Ye kG0 éveon, ahddEte tn B€om g veong evtog TG CLYKEKPIUEVNG TTEPLOYXNG TOV OEPLLATOG TTOV
ypNoonoleite. Avtd Pmopel v HEMGEL TOV KivOuvo avamTuéng eE0YKOUATMVY 1] OVOUIALDV GTO
dépa, PAEme Tapdypapo 4. Ot kodvTepeg BE0€1g Yo va KdveTte TNV €veon gival: 1 KOIAMA 6ag, Ot
YAOLTO1 GOG, TO EUTPOG LEPOG TV UNPOV 1 TV Ppaydvav cag. H tveoviivn cag Ba dpdost
YPNYOPOTEPQ EAV KAVETE TNV £vEST 0NV KOWMA cag. [Tdvta Ba mpémel va petpdte TaKTIKE TO GAKYAPO
670 oipo cag.

»  Mnv Eavayepilete o Quoiyylo. MOAIG 0dE1d0EL, TPETEL VO TO OTOPPIYETE.
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»  Ta guoiyya Actraphane Penfill £youv oyediaoTtel yia xprnon Ue To GUGTAUATA XOPTYNONS
tvoovAivng g Novo Nordisk kot tic BeAdveg NovoFine 1 NovoTwist.

»  Edv AapBdvere aywyn pe to Actraphane Penfill kot pe éva puoiyylo Penfill dliov tHmov
VGOVAIVIC, TPETEL VO YPTCLUOTTOLEITE OVO GLGTHUATA YOPNYNOTG IVGOVAIVTG, £va Yol KAOE TUTO
WWGOVLAIVNG.

»  Na éyete mdvta poli cog éva epedpikd euoiyylo Penfill, og mepintwon mov to
XPNOOTO00EVO Y0BEl 1] KOTAGTPAPEL.

Eravoi®pnon tov Actraphane

[Tavta va eléyyete €4y vVTapyYEL apKeT] voovAivn (TovAdyiotov 12 povadeg) oto puoiyylo
TPOKELEVOL VO Yivel opoldpopen eravardpnon. Edv dev vmapyel apketn tvoovAivn, xpnoLomoote
£va, Kovovplo Puotyylo. AvatpéEte 6To eyyEPId0 TG GVGKELTG TOTOV TEVAG GOC Y10 TEPLOCOTEPES
oonyiec.

»  Kda0ls gopd mov ypnopomoreite £va korvovpyro Actraphane Penfill (mpv tonobetnoete to
QLGTYY10 6TO GUGTNILO YOPNYNONG WWGOVAIVIC).

. Aopnote v tvoovivn cag va pBdcetl og Beppokpacio dopatiov Tpv TNV ¥pnolporomcete. Me
avTd TOV TPOTO Bt Yivel EDKOAOTEPN 1) EMAVALDPTON).
. MetaKvioTe To PLGTYYL0 TAV® Kol KAT® LETAED TV Bécemv A kot B kot wicw (PA. eucova),

€161 OOTE TO YVAAVO 6QaIPidlo va petokivnOel amd to Eva dKkpo Tov PLGLYYiov 6To GAAO
TovAdyiotov 20 popéc.

. Enavaidfoate avt v kiviion tovAdyiotov 10 opég mpty amd kabe Eveon.
. [Ipénel va emavaldaPete avt tn dadikacio péxpig dtov 10 VYPO YiveEl OLOIOHOPEA AEVKO Kot
B0oL0.
. OLokAnpdoTe Ta AL oTAdI0 TG Eveong xwpig kabvuotépnon).
A
B

Tpoémog éveong avtig Tov Actraphane

> Evéote v tvoovdivn k4Tm 0md 10 3EPUA GOC. XPNGIUOTOMGTE TNV TEXVIKT EVEGEMV OV GOG
VEdELEE 0 Y1TPOS GOG 1] O VOGOKOOG GOG KO TOV TEPTYPAPETAL GTO EYYELPIOI0 TNG CLGKEVTG
TOTOL TTEVAG.

> Kpatfote ) Perdva kdtm amd 10 0Epua Gog Yo Tovddyiotov 6 devteporenta. Kpatniote 1o
éuPolo tereimg matnuévo uéypt va Pydiete T Peldva and To dépua. Avtd Ba ducparicel T
omaTh Yopnynon kot Ba meplopicetl Tnv mbavn pon aipatog otn PeAdva 1| otn de&apevn
WGOVAIVIC.

> Mertd and kabe Eveon PeParmbeite 6Tt aparpécate Kot amoppivate tn PeAdva Kot OTL
@vAdooete To Actraphane ympig T Peldva TpocaplocuévT). AlopopeTikd, pmopet va
dlappevoetl vYPY, YEYOVOG TOV Litopel va TpokoAésel AavOacpévn tapeyouevn d0om.

Eav napete peyoarldtepn 8061 tvoovrivig amé TV Kavovik
Edv ndpete modd peydin mtocoOTNTO WVGOLAIVIG, TO CAKYOPO TOV AilaTOg GO¢ YIVETOL TOAD YOUNAD

(vmoyAvkoupio). Biéne Iepiinyn tov cofapdv Kot ToAD GuYVOV OVETIBOUNTOV EVEPYEIDY GTNV
ToPAYpPaQo 4.
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Eav Eeydoete vo TAPETE TV LVGOVAIVY] GOG

Edv Eexdoete va mapete TNV IVGOLAIVI GOG, TO GAKYAPO TOV aiplatog puropet vo Bdoel e vepfoiikd
vynAd enineda (vepylvkaytio). BAéne Emdpdoeig and tov dafnt oty topdypopo 4.

Eév 6topaticeTe VO TAIPVETE TV IVGOVAIVY] GOG

Mn S1akOWETE TN ANYT TNG WWGOLAIVNG GOg Yopig va To €xete culnTNoEl Ue Evay yloTpod, o omoiog Oa
00C TTEL TL TPETEL VO, KAVETE. AVTO B0l LTtopovoe va 00N y\oEL 6€ TOAD LVYNAG emtinedo cokydpov Tov
aipatoc (coPapn vrepyAvkapio) kot e keto&émon. BAéne Emdpdceic and tov d1afntn otnv
Tapaypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE T YPHOT CQVTOV TOL POPUAKOV, POTHOTE TOV YIATPO,
TOV QUPHOKOTOL0 1] TOV VOGOKOLO GOG.

4. IMBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta papuaKa, £TGL KAl 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, AV
KoL 0gv mopovotdlovtal 6e GAOLS TOVS 0VOPDOTOLG,.

Hepiinyn ToV cofap@v Ko TOAD GLYVAOV OVETIOOUNTOV EVEPYELOV

To yopnioé cdxyopo aipatog (vwoyrvkapia) ival pio ToAd cuyviy avemBoun evépyeta. Evoéyeton
va ennpedoetl Teplocotepovg and 1 otovg 10 avBpdmovg.

To younAd caxyapo Tov ainatoc uropei va cuuPei, edv:

. Evéoete moA0 peydin mocotnTa tvoovAivg.
. Tpmdte TOAD Aiyo N Tapareiyete Eva yevpa.
. Aocxkeiote TEPIOGOTEPO OO TO PLGIOAOYIKO.
. [Tivete owonvevpat®ddn, PAéne To Actraphane pe 0voTVELLOTMOOT TAPAYPOPO 2.

IIpoe1domomTiKd GLUTTMOUATO TOL YOUNAOL Gakydpov aipotoc: Kpvog 1dpatag, kpho yAmud dépua,
TOVOKEPOAOC, TOYOG Kapdlokdg pubudg, aicOnua acbeveiag, aicOnuo peyding meivag, Tpocwpivég
oAhayég otnv 6pacn, vavnAica, acLVROIGTN KOTMON Kot adLuVaLLio, VELPIKOTNTA 1| TPEUOVAO, oicOnua
dyyovg, aicOnuo cVYYLoNC, SVOKOALN GTI GLYKEVTIPMOOT).

To moAD YounAO GAKYOPO GTO CipLo UTOPEL Vo 001 YNOEL O andAeln, TV aicdncemv. Edv dev
BepanevBolv To TopaTeETAUEVE, TOAD YOUNAG ETITESQ CAKYAPOV AILOTOS, HTOPEL VO TPOKAAEGOVV
eyKeaAKT BAAPN (mopodiki 1 Loviun) axoun Kot 8avato.Mmopel v avovRYETE Amd TNV OTOAELN
TV aebnoemv ToAD TayvTEPQ GV GaG YopTyNOel Eveon pe TNV oproOvn YALKOYOVT| 0O GTOHO
exmadevpévo otn ypnon me. Eav cog yopnynbei éveon yAvkayovng, Oa mpémnel va ndpete yAokoin 1
Cayapohyo TpodYepo PaynTo apécms LOALG EavaPpeite Tig aioBnoelg coc. Edv dev avtamokpifeite ot
yAvkayovn, Ba tpénetl va eloayBeite oe vosokopeio.

T va kdvete edv awcsOavOeite yaunid o clkyapo ainatoc:

»  Edv aeBavbeite yaunio to 6akyopo aipoatog, Tapte otokio yYAvkolng 1 £va yeO o Leyoing
TEPLEKTIKOTNTOG G€ (hryopm (T.). YAVKE, UToKOTA, YOUO PPOoLT®V). METPNOTE TO GAKYOPO TOV
aipatds cog, eav etvar duvatd kot Egxovpaoteite. Ildvtote va éxete pali cog diokia yAvkoing M
TPOPILO [LE VYNAT TEPLEKTIKOTNTO GE CAKY 0P, TPOANTTIKA.

>  Otav 10 GUUTTOLOTO TOV YOUNAOD GaKyApPOoV aipaTog Exovy e€apaviclel | dtav 10 eminedo Tov
GOKYAPOL TOV AiaTOg oag £xel otabepomombei, cvveyiote Tnv Bepameia pe oovAiv, G
ovvidwg.

»  Edv égete yapunio cdxyopo aipatog mov oog TpokaAel AmoBupia, edv ¥pelicTKE VoL KAVETE
€veon yAvkayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOVL OiUATOG,
ovppovievbeite évav yatpd. H mosodtnTa 1 0 XpOvog xopiynong e vGouAiving, To eayntd q
doknon propel va ypeldLoviot TpoGuPLoYY.
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[leite oto KOw®VIKO GoG TEPIPAAAOV OTL ExeTE S10PNTN KO TOLEG UTOPEL VO EIVOIL Ol GUVETELEG,
ovumeptAoppavopévou tov Kivdhvouv Amobupiog (andAeag tov aiodncewv) eEottiog youniov
caxydpov aipatog. Evnuepdote Toug 0T1 edv Mmobvuncete, TPETEL VO 00G YUPIGOLV GTO TAGL KO Vo,
KaAEGOoLV apécmg 10Tpikn Pfonbeta. Agv Tpémel vo 6ag SDCOVY KATO0 PaynNTo 1 TOTO, ENEON UTOpEl
VO TVIYELTE.

Ot cofapéc arrepyikég avTidpdosig 6to Actraphane 1} og KGmolo amd To GLGTATIKA TOL (ovoudleTal
GUOTNUOTIKY GAAEPYIKT OVTIOPOOT) Elval Lo TOAD GTAVIC, AVETBOUNTN EVEPYELD, OAAA UTOPEL
evogyoLEVMG va, etvan ametAnTiky yia ) Co1|. Evdéyeton va ennpedoet Aryotepovg and 1 atovg 10.000
avBpoTovg.

Avalnmote auéowms 10TpIKn GVUPOVAN:

. Edv ta onudadia g arrepyiag eEomimbodv 6g GAia onueio TOL GOUOTOS GOG.

. Edv Eapvikd dev vounbete kaAd kal apyioete va: 10pdVeTE, €ioTte dppmaTog (Tdon yio eUeTO),
£€yete duokoAio otV avomvon, £xete Tayvmaipio 1| acBdveote (aAdoal.

»  Edv mopatnpnoete omotodnmote omd avtd to onpeio, avalntiote apécms TPk GUIPBOVAN.

AgppoTikég ahhayég 6to onueio yopnynong g éveong: Edv kdvete éveon tvooviivng o1o 1010
onueio, 0 MTOING 16TOG Umopel va vrootel cuppikvoon (AMroatpodio) 1 whyvven (Mmobmeptpopia)
(evdéyetar va eppaviotel o€ €o¢ 1 ota 100 dropa). EEoykdpata katm and 10 dEpua eVOE ETOL ETIONG
VO GYNUOTICTOVV OO TI CVGCDPEVOT| UG TPMTEIVIG TOV OVOPALETAL OLAOEDES (SEPULATIKN
OULAOEIB OO, 1] GLUYVOTITO ELPAVIONG OVTNG TNE OvTidopaong dev ival yvwaoth). H tveoviivn
evd€yetol va unv givol ToAD AmOTEAEGLLOTIKY €AV 1) £VECT] YiveTal GE TEPLOYN LE EEOYKDLOTA,
ocvppikvecon N Tayvvon. o vo amoTpEYETE TNV EUPAVIOT] AVTOV TOV OEPUATIKOV QAAAYDV,
cuviotdral vo evalidocete Kabe opd To onueio xoprynong g Eveong.

Koatdroyog Aort@dv avemBopntov evepyeELOV

Oyt ovyvég avemBOUNTES EVEPYELEG
Evdéyetar va ennpedoovv Ayotepoug and 1 otovg 100 avOpmdmovg.

Inpada arrepyiog: Mmopel va eLOAVIGTOVV TOTIKEG AAAEPYIKES avTIOpATELS (TOGVOG, epuBpoTNTO,
Kvidmon), AEYHOVY], LOA®TESG, O10MLL0 KOl KVIIGHOC) oTn BEom NG éveonc. Xuvnlmg, vtoywpovy LeTd
amo Alyeg efoopadeg Ayng e tvoovdivig cag. Edv dev e€apaviatoiv 1 edv eamimbolv ce dAla
onpeio TovV COUATOS GOG, MANGTE APECHS e TOV YoTpd caG. BAEme emiong ZoPopéc arhepyucésg
OVTIOPAGELC, TAPOTAV®.

Awpnricn apgipinotpocidoradseio (Lo acHévelo Tov patiov mwov oyetileTan pe To dafnTn, n omoia
umopel va 0dMynocel o€ anmieia g Opaong): Edv mhoyete amd dapntiky apeipAnotpogidonddeio kot
TO EMITES QL TOV GOKYAPOL TOV QUPOTOG 060G PEATIOVOVTAL TOAD YpNyopa, 1 apeipAnctposidonadsia
umopel va emdevabei. Zvppfovievteite 10 YoTpo GoG YU aVTO.

Oionpa Tov apdpaccwv: Otav apyicete va maipvete vGovAivy, 1 KOTaKpATON vEPOD UTTOPEL VO
TPOKOAEGEL OO0 YOP® ATTO TOVE UOTPAYAAOVG GOg Kot GAAES apBpmdacelc. Ducloloyukd, avTd
vroywpei cvvtopa. Edv dev vmoympnoel, pmTioTe Tov Y1Tpd 6og.

En®dvvn vevpormdBsera (tovog eattiog BAAPNG Tov vedpwv): Edv ta enimeda Tov Gokydpov 6To aipo
o0 PeATidvovTal TOAD YpIyopa, UTOPEL VOl VIDMGETE TOVO GUVOEOUEVO LLE TO VEVPO GOG. AVTO

ovopdletor o&gla enmOvVN vevpormdbeia kat givatl cuviBS TapodKT.

oAb omavieg avemBopNTEG EVEPYELES
Evdéyetar va ennpedoovv Ayotepoug and 1 otovg 10.000 avBpdmovg.

Awrapayig g opaong: Otav Eekvate yio Tpmtn @opd tn Oepaneio pe vGovAivn, umopel va
dwtapaybei n 6pacn cag, oAAE 1 evOyAnon eival cuvnmg Tpocmpv.
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Ava@opd avemBounTOV EVEPYELOV

Edv mopoatmproete kamowo avemBOUNTN EVEPYELD, EVILEPDCTE TOV YIOTPO 1) TOV GUPUAKOTOL0 1|
TOV/TIV VOGOKOUO 60G. AuTo 1oy0eL Kot Yo, KOO mBovi) avemBOUnTn evEPYELX TOV OV OVAPEPETOL
GTO TTAPOV PUALO 0ONYIDV ¥p1oNs. Mmopeite EnioNg Vo AvVaPEPETE AVETIBOUNTEG EVEPYELEG OmEVOEinG,
UEG® TOV €BVIKOV GUGTNUATOG AVOPOPAS TOV avaypdeetot oto [lapdpmua V. Méom g avoa@opdic
AVETOVUNTOV EVEPYEIDV UTOPEITE VO fONONGETE GTI GLALOYT TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHUAKOL.

Emépaoceic and tov dwapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynid GéKyapo Tov ainatoc uropel vo cuuBel, eqv:

. Agv €xete eVEGEL APKET LVGOVALIVY.

. Eeydoate vo TAPETE TV IVGOVAIVI GOG 1| CTOLOTACATE VO TOIPVETE VGOVAIV.
. Aoppavete emavethnpuéva Ayotepn voovdivi and ot Tov ¥pelaleote.

. "Eyete Aolpwén 1/xan mopeto.

. Tpote TEPLoGOTEPO O’ OTL GLVHOWG.

. Aockeiote Myotepo an’ 0Tl cuvnOmG.

IpogidomomtiKé GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd coprtopata eueovilovial otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnua diyog, armmAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aichnua vavniiog 1 KOTOONG,
eEdyets, Enpo dépua, ENpocToias Kot avamvon He ¢povT®dOor ooun (aKeTOVN).

T1va kévete edv oncBavBeite VYNAS T0 GlicyOPO ALOTOG:

»  Edv éyete kdmo1o amd autd T0 GUUTTONATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO GO,
eAEYETE T OVPO. GOG Y10 KETOVEC, €AV LTOPEITE, KOl 6T GLVEXELN 0vO{NTHOTE AUESHOC LOTPIKN
Bondeia.

»  Avutd pmopel va eivol CUUTTOUOTO UG TOAD GOPapNg KATAGTAGNG TOL OVOUALETOL SN TIKN
keto&émon (cvoompevon o&éog oto aipa egattiog TG S1doTOoNC TV MMV OO TOV OPYAVIGHO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnEel o S1ofnTikd Ko Kot
tehMkd og Bdvaro.

5. [log va guraccete To Actraphane

To @dppoko ovTd TPETEL VO, PUAACCETOL G LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn ypnolonoteite 0vtd T0 PAPUOKO UETE TV Nuepounvia ANENG mov avaypapetal 6TV
EMONLLOVON TOV QUGLYYioV Kot 610 KouTi petd v ‘AHZEH’. H nuepounvia Aéng eivar n tedevtoia

NUEPD TOV UNAVA TTOL OVOQEPETOL EKEL.

Ipw omé To Tp®TO Gvorypa: Purdocetal oto Youyeio otovg 2°C — 8°C. Awatnpnote 10 pokpLd amd
T0 otoryeio YHEnc. Mnv 10 KatayHyETE.

Katda ™ xpiion 1 6Tav @épeTon og @edpkéd:_Mnv 10 yiyete 1| KoToyvyete. Mmopeite va 1o €yete
pali cog kot va to puAdooete og Bepuokpacio dopatiov (kdtm amd Tovg 30°C) yio 6 efdopnddeg To

TOAD.

Na diatnpeite TAvIO TO PLGIYYIO GTO KOVTL OTAV OEV TO YPTCUOTOLEITE Y10 VO TO TPOCTUTEYETE OO
T0 POC.

Amoppiyte T Pedldva petd amod kabe Eveon.

Mnv metdite QAPLAKO GTO VEPD TNG OMOYETELONG 1] OTA OKLAK( amoppippota. Potiote tov
(OPLOKOTTOLO GOG Y10 TO MG VO TETAEETE TOL PAPLLAKO TTOV OE YPMOIULOTOLELTE Tl AvTd T pHéTpa Oa
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Bondncovv oty Tpoctacio Tov TEPIPAAAOVTOC.

6. Hepreyodpevo TG oVoKEVOGING KOl AOTES TANpOPOpieg

T epréyer To Actraphane 50

- H dpactikn ovsia eivar n avBpdmivn tveovrivn. To Actraphane eivat éva petypo mov
amoteleital and 50% dwAvt avBpdmivn weovAivn Kot 50% 160Qaviky] ovOpdmTvn) tveovAiv).
Ka6e ml mepiéyer 100 IU avOpmmvng veovrivng. Kabe puoiyyro mepiéyet 300 IU avBpomivig
WWGOVAIVIC 6€ 3 ml EVEGIOV EVOL®PTLLATOC,.

- Ta Girho 6VETOTIKE Eivol YADPLOVYOG WYEVDAPYVPOG, YAVKEPOAT], LETAKPEGOAT], POIVOAT,
POOEOPIKO dVATPLO dLHOPLKO, VOPOEEISIO TOV VaTPioV, VIPOYAWPIKO 0&D, Belikn TpTOUivy Kot
VO®P Y10 EVEGIUAL.

Epg@avien tov Actraphane kot TepLe(ONEVO TG GVOKEVOGIOG

To Actraphane givai éva, evéoipo evardpnpa. Metd v enavaidpnomn to vypo Bo Tpémnel va

epeavietor opotopopea Aevkd Kot 0oAs.

Meyébn cvokevaciog tov 1, tav 5 kot 10 guotyyiov tov 3 ml. Mropei va unv koklo@opohv OAES ot

GLOKEVAGIES.

To evoumdpnua etvar Bodd, Aevkod Kot VIATIKO.

Karoyog Adsrag Kvkhogpopiog ko IMapackevastiig

Novo Nordisk A/S, Novo All¢, DK-2880 Bagsvaerd, Aavia

To mapdév pviro 0dNYLAOV yprioNS avedepOnke Yo TELEVTAIN POPA OTIG

Adreg TNYEG TANPOPOPLOV

Agmntopepeic TAnpopopieg yia 1o Tpoiov avtd givar dabéoieg oto diktvakd tomo Tov Evponaikon
Opyavicpov @appdakov: http:// www.ema.europa.eu.
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