ITAPAPTHMA I

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Insulatard 40 S1ebveic povadeg/ml evéopo evaidpnpo oe QroAidio.

Insulatard 100 81e6veig povddec/ml gvésyuo evordpnuo o€ PLOAISIO.

Insulatard Penfill 100 d1e0veig povadeg/ml evéoipo evaidpnpo 6 LGIYY1O.

Insulatard InnoLet 100 diebveic povadec/ml evésiuo evoudpnuo o€ TPOYEUIGHEVT] GLOKELT TOTOL
TEVAG.

Insulatard FlexPen 100 diebveic povadeg/ml evEGLO EVOUDPN UL GE TPOYEUGHEVT] GLOKELT TOTOL
TEVAG.

2. IMOIOTIKH KAI ITIOXOTIKH XYNOGEXH
Insulatard @iaAidio (40 diebveic povadec/ml)

1 prokido mepiéyet 10 ml wov wwodvvapovv pe 400 diebveic povades. 1 ml evaimppotog mepiéyet
40 d1ebveig povadeg ioopavikng (NPH) avBpomivng veoviivne* (looddvapeg pe 1,4 mg).

Insulatard @roAidio (100 Siebveic povadeg/ml)
1 proAidio wepi€yet 10 ml mov 1oodvvapodv pe 1000 diebveic povadec. 1 ml evaiwpipatog TeplEyet
100 debveig povaodeg ioooavikng (NPH) avOpdmivng veovAiivne* (icodvvapeg pe 3,5 mg).

Insulatard Penfill
1 puoiyylo mepi€yet 3 ml wov 1odvvapovy pe 300 diebveic povades. 1 ml evarwprpatog Tepiéyet
100 debveig povaodeg ioooavikng (NPH) avOpdmivng veovAiivne* (icodvvapeg pe 3,5 mg).

Insulatard InnoLet/Insulatard FlexPen

1 Tpoyepouévn ouokeLT| TOTOL TEVaC TEPEEL 3 ml Tov 16odvvauovv e 300 diebveic povéadec. 1 ml
evarmpnpartog mepi€yet 100 diebveig povadeg ioopavikng (NPH) avBpmmivng tvooviivng* (1codvvapeg
pe 3,5 mg).

*H avOpdmivn wveovrivn mapackevaletor gtovg Saccharomyces cerevisiae pe t ypfion mg
TeYVoLOYiog avacuvdvacuévou DNA.

"Exdoyo0 ue yvootéc OpAloelc:

To Insulatard mepiéyet Ayotepo amd 1 mmol vatpiov (23 mg) avd 6o kot emopévmg Dewpeitot
TPOKTIKA OTL KGTEPEITAL VATPIOLY.

IMa tov TAnpn kaTdloyo TV ekddywv, PA. Tapdypaeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Evéoyo evarmpnpa.

To evarmpnua givar BoAd, AevKO KoL LIOTIKO.

4. KAINIKEX IIAHPO®OPIEXZ

4.1 OgpomevTiKég EVOEiEELg

To Insulatard evdeixvutat yio ) Oegpamneio Tov cokyapddovg dapnn.
4.2 Aocoloyio kol TPOTOG YOPNYNONS

Aocoloyia



H dpactikotnta g avOpdmivng wvoovriving exkppaletat og diebveic Lovades.

H docoroyia tov Insulatard sivar e€atopukevpévn kot kabopiletor aviAoyo, Le TIG avVAYKES TOV
acBevi). O Bepdnov 1Tpdc kKabopiletl edv amortodvron pio N Teprocdtepes evéoels Tnv nuépa. To
Insulatard pmopei va, ypnoponomBei pdovo Tov 1 aVaUEUEIYHEVO LE VGOVAIVN Tayeiag dpdong. Ztnv
EVTOTIKY] WGOVLAVODEpUTEiD TO EValDPMUA. LTopel va xpnotporomBel og Pactkr veovdivn (Bpadvi
N/xor Tpown éveon) poli pe veovrivn Toyeiag dpdong xopnyoduevn Katd ta yebpoto. ZovieTatol i
mapakoAovOnon g YAuko{ng oto aipa yio v enitevén PEATIGTOL YAVKOLLUKOD EAEYYOV.

Ot e&oTopiKeLIEVEG OVAYKES Y10, IVGOVATVN cuviBmg Kopaivovtot petaly 0,3 kot 1,0 diebvav
povadwv/kgmuépa. H avanposappoyn tg docoloyiog pmopei va ypelactel, dv ot acheveic
avorapouvv avénuévn euotkn SpacTnPOTNTa, GAAGEOVY TO GLVNOIGIEVO SLUITOAGYLO TOVG 1 KATA TNV
TAVTOYPOVT| TAPOVGIC GAAWDY VOGOV,

Eidixoi whnBoouoi

Hlaouévor (= 65 etwov)

To Insulatard pmopei va ypnoipomomOei stovg nAikiopévovg aobeveic.

210ug NMKIPEVOLS acbeveig, N TapakoAovBnon g YAvKOIng Ba mpémel va evtaTikomotleitol Kot n
3001 TG WooLAivNg Ba Tpémel va mpocapudletal o€ e&otoputkevpévn Baon.

Aratopoy TS VEPPIKNG KAl THS NTOTIKIS AEITOVPYIOC

H dwatapayn g veepikig 1 TN NIOTIKNG AELTOLPYING UTOPEL VO LELDGEL TIG OVAYKEG TOV 0.c0evT| o€
WGOLALVY.

210G aoBevelg e datapayn TG VEPPIKNG 1 TNG NTATIKNG AELITovpYiag, 1) TopakorovOnomn ¢
YALKOING Ba TPEMEL VAL EVTATIKOTOLEITAL KAl 1] 0OGT| TG AvOpdTIVIG tVGOVAIvIG Ba Tpémet va
npocapuoletal og e&otoptkevpévn Paon.

Howdrorpixog minBoouog
To Insulatard pmopei va ypnoipomombel og maidid kat pBovuc.

Metdraln amo Ao papUaKEDTIKG CKEVAOUOTO, IVGOVAIVHC

Kotd ™ petdroén omd dAle oppoKeLTIKA TPOIoVTO IVGOVAIVIG HEGTIC 1| LOKPAS dPAonc, EVOEXETUL
v gival amopoitnTn n avorposapuoyn g 66omng tov Insulatard kot tng ypovikig oTryung yopriynone.

ZUVIGTATOL GTEVH TOPOKOAOVONON TNE YAVKOING KT TN S1apKELN TG METATAENS Kol KATAL TIC TPDTES
efdopdoeg puetd and avtnyv (BA. Tapdypago 4.4).

Tpémog yopiiymong
To Insulatard givar pia avBpdmIvn tveovrivn pe otadiokn évapn Kot pokpd Siapkelo dpdong.

To Insulatard yopnyeitot pe voddpila Eveon oTov unpd, 6To KooK Tolympua, 6T YAouTiaio Teptoyn
N ot deAtoedn meployn. Ta onueia yopnynong g EVEong TPENEL VO, EVOALAGGOVTOL GUVEXDG EVTOG
¢ 1010 TEPLOYNG Y10 TOV TEPLOPICHO TOL KIVOVVOL ATOSLGTPOPIaG Kot dEPLLATIKNG APLAOEIdMONG
(BA. mapdypago 4.4 ko 4.8). Ta evarmpipato veovAivng dev TPETEL VAL YOPTYOVVTAL TOTE
evoopAéPra. H éveon og avaonkopévn TTHX®moN Tov dEPHATOG EAAYIOTOTOLEL TOV KIVOLVO 0KOVoL0G
€VOOLVIKNG EvEoT|G.

H Belova mpémet va aprvetal KAt ond To dEPLLa Yot TOVAGYIGTOV 6 deVTEPOLENTA Y10 VO E10TE
BéPatot 6TL el evebei OAN 1 660om. H voddpla éveon 610 Unpod £xel MG AMTOTELEGLOL LLLOL TTLO OLPYT] KOl
AyOTEPO PETAPANTH amoppOPNoN o€ cUYKPLoN UE TIG AALeC BEaelg evéocemc. H dudpketa dpdomng
EVOEYETOL VO TOIKIAAEL AVAAOYQ, e TN dOGN, TN BEom ¢ £veonc, TNV ALOTIKY pon, T Bepuokpacio
KOl TO EMINESO COUATIKNG dPUGTNPLOTITAS.



Ta evaioprpato veovAivng 0 TpoopilovTal yio xpnomn o€ avTAieg £yyuong WGovAIvNG.
T'a Aemtopepeig 0dnyieg xpnong, mapakareicte va avatpéEete 610 GUALO 00N YLDV Y¥PNONG.

Insulatard owoAido (40 diebveic povadec/ml)/Insulatard ealidw (100 diebveic povddec/ml)
Xopiynon ue pio avpryya

Ta erodidia tov Insulatard wpoopifovtar yia yprion pe ocHpryyeg vGoLAvg avTicToyME KAIOKOG
LOVAd®V.

Insulatard Penfill

Xopnynon ue évo. adoTiue YopRynons iveovAivyg

To Insulatard Penfill eivot oyediacpévo yua yprion pe ta cuoTipaTa Yop1ynons weoviivng me Novo
Nordisk kot tig Behoveg NovoFine 1} NovoTwist. To Insulatard Penfill eivon katdAAnio amoxieiotikd
Y10 VTOSOPLN EVEGT UE EMOVAYPTCLOTOIOVUEVT] GLOKEVT TOTTOV TEVAS. Edv To Tpoidv yoprnyeiton pe
ovpryya, TOTE glvor amapaitnTn 1 ¥PNOoT PLaALdiov.

Insulatard InnoL et

Xopnynon ue InnoLet

To Insulatard InnoLet givat pio TpoyepIoUEVT GVOKEDT] TOTTOV TEVOC, 1| OTTOi0 £YEL OYEAOTEL Yin
ypnon ue Tig avaiooipeg feddvec NovoFine 1) NovoTwist pe punkog 6yt peyolvtepo and 8§ mm.
To InnoLet mapéyet 1-50 povédec oe molhamddoro g 1 povadag. To Insulatard InnoLet eivot
KATOAANAO AmOKAEIGTIKA Yo vTOdOpLa Eveon). Edv to mpoidv yopryeitor pe cvpiyya, T0TE givan
oamapaitnTn 1 xpnomn eroAdiov.

Insulatard FlexPen

Xopnynon ue FlexPen

To Insulatard FlexPen givat pio mpoyepiopévn cuokevn THmov tévag, 1 omoia £yl oxedlootel yia
yxpNon pe 11§ avorooiues Berdveg NovoFine 1] NovoTwist pe pfxog oyt peyodvtepo ond 8 mm. To
FlexPen napéyetl 1-60 povadeg oe molhomidoia tng 1 povadag. To Insulatard FlexPen eivot
KOTAAANAO ATOKAEIOTIKG V1o VTOdOPL EvesT). EGv to mpoidv yopryeitar pe ocvpryya, TOTE eivon
amopaitnTn N ¥pNomn eloAdiov.

4.3  Avtevoeitag

YrepevaicOnoio 6tn dpactiky ovcia 1] 6€ KATOW0 amd To EKO0Y0 TOV AVOPEPOVTOL GTNV TOPAYPUPO
6.1.

4.4  E101kéC TPOELOOTONGELS KOl TPOPVAAEELS KATA T1| Y p1oN

ITpwv 10 T0&id1 6 drapopetikn ypovikn Ldvn, o acBevic Ba mpémel va {ntnoet wTpikn cupPovAn, yiotl
vt EVOEYETOL VO oNUaivel OTL 0 acBevig Tpémel va AapuPavel TNV vGovAiv Kot To YEOUOTH TOV O
OLOPOPETIKEG DPEG.

Ymepyivxoupio

H avemapkrg docoloyia 1 1 dwakonn ng Bepamneiog, 101Kd oo dafntn Tomov 1, pmopel va odnynoet
o€ vrepylvkatpio kot Stafntikn ketoEEwon. Ta TpdTO CLUTTONATO TNG VIEPYAVKALLLING, CLVITOWC,
avamTOooOoVTOL GTAOI0KE, KOTE TN S1dpKeLn pog Teplddov mpav 1 nuepdv. [leptlapfavouy diya,
avénpévn cuyvoTnNTO 0VPNOTG, VaUTia, ELETO, LIEVNALL, EpONpaTOdN Enpodepuia, Enpoctoptia,
OTOAELD TNG OpeENG KOOMC KAl avamVoT| [LE 0G| OKETOVNG. ZTO dtafnn TOTOV 1, To VITEPYAVKOUIKE,
ovpPavta mov dev avtipetonilovtal BepoamevTiKd, 0d1yovV TeMkd og dtafnTikn Keto&émon 1 omoia
glvat duvntikd Bovatneopo.

Ymoylvkoio

H mapdieym kdmotov yedpatog 1 1 U TPOYPOUUOTIGUEVT] EVIOTIKY PUCIKY ACKNGCT UTOPEL Vo
00N YNOOVY GE VITOYAVKOLLLIA.



H vroyAvkapio pmopei va eppavictel v n 6061 TG vGovAivng givar vtepfoAiikd vynin oe oyéon
LLE TIC AVAYKEG OE WVGOVAIVY. X Tepinton voyAvkaipiog 1 vroyio vroyivkopiog to Insulatard o
Ba mpénetl va evietor. Metd amd ) otabepomoinor g YAvkolng aipatog tov acbevn, n
avampocappoyn g 60ong Ba mpénet va e&etaletan (PA. mapaypapovg 4.8 kot 4.9).

Ot aoBeveic, Tov omoiwv 0 EAeyyog TV eMIESWV YAVKOING ailaToc PEATIOVETOL CNUAVTIKA T.Y. LECH
EVTATIKOTOMUEVIC Bepameiog e tvooLAVY|, propel va epeavicovy petafoin towv cuvidwv
TPOEWOTOMTIKOV CUUTTOUAT®V TG LIOYAVKOiag Kot 0o Tpémet va, evnuepdvovtal oyetikd. Ta
GLVNON TPOEBOTOMTIKA CUUTTOUATA LWITOPEL VoL eEQPAVICTOVV GE 00OEVEIC e LLaKpOyPOVIO dLoPnTn.

H tavtoypovn mapovcio GAA®Y vOowV, 010G AOUOEEDMY Kol EUTVPETMV KATOOTACE®MY, GUVIOMG
avéavel Tig avaykes v acevov yio veovAivn. H tavtdypovn mapovsio GAA®V vOG®V 6Ta VEPPA,
670 Nap N vOG®V mov ennpedlovv ta eXVEPPidLa, TNV LIOPLOT N TO BVPEOELDN AdEVA EVOEYETAL VO,
amot ol LeTaPOAEG ot 60T TG IVGOLAIVIG.

Otav o1 acbeveig LeTaTAGGOVTOL LETAED SLOPOPETIKAOV TOTMV POPUUKEVTIKOV TPOTOVI®V WVGOVAIVIC,
TO, TPAYLO TPOEWOOTOTIKE GUUTTMOATO TNG VIOYALKALING pmopel va aAAGEOVY 1 va yivouv Atydtepo

EUPAVT GE GYECT] LLE OTA Y10 TOL OTTOI0 VITPYE EUTELPIOL LLE TIV TPOTYOVLEVT] IVGOLALVY.

Metdtoén omd QAL QOPUOKEVTIKA TPOidVTa IVGOVAIVIG

H petdroén evog acbevi og dAlo Tomo 1 dvoua TPoidvToc IVGOVAIVIG TPETEL val YIVETAL VIO AVGTNPN
WTPIKT TOpokoAovONn o). AMayEG 0TV TEPIEKTIKOTNTO, GTO GVOLA TPOIOVTOG (TAPUCKEVOGTNG), GTOV
TOmo, otV mpoérevon ((oikn woovdivy, avOpdTIvn tveovAiv 1 avdAoyo vGovAIvIG) 1/Kat 6T
péBodo mapackevng (tVGoLAIvY avacuvovacouévov DNA évavtt vaoviiving {oikng mpoéievong)
UTOPEL VOL 00N YCOVY GTNV avAyKN 0AAAYNG TNG docoroyiac. Ot acBeveic TOV HETATAGGOVTIOL GE
Insulatard amd dAlo tHTO WGOLAIVIG UTOpPEl VoL xPeOGTOVV Evay aLENUEVO aplBud eviécemv
nuepnoing N aAlayn g 6ocoAoyiog Tov EAGUPAVAY e TO CUVNOIGUEVA TOVG PAPUOKEVTIKA
OKEVAGHOTA VoOVAIvNG. Edv xpelaotel kGmola avampocsapoyn, autn Uropel va Tpaypoatonom el
KOTA TNV TPAOTN 600N 1 KOTd TN S1dpKeLn TV TPOTOV Alywv BOOUEdwV 1 UNvaV.

Avtdpdoeic e Béonc éveonc

Onwg og kabe Bepomeio pe voovdiv, propel va eueoviotobyv avidpdoelc g 0éong Eveoncg kot va
neptropfavouvy Tovo, epuBpotnta, e&ovOnuata, PAEYLOVY, LOAMTES, OIONUO KOl KVIOUO. ZOVEYNG
KUKMKN evaidayn Tng B€omg éveong Hésa o€ o 0e00UEVT] TEPLOYN LELDVEL TOV KivOUVO avATTLENG
oVTOV TOV avTIOpacemv. O avTdpdcelc cuvinBmg eEopalbvovion péca oe Alyeg népeg uéxpt Ayeg
ePOoUAdES. Xe OTAVIEG TEPITTMGELS, Ol OVTIOPACELS TNG BEomMg £vEoN UTOPEL VO, OTALTHCOVY O10KOTT
yopriynong tov Insulatard.

AwoTapay£c Tov OEPLLOTOC KO TOV VTOSOPI0L 1GTOV

Ot aoBeveic mpémet vo Aapdvouv 0dnyieg oyeTikd pe T S1opK| EVOAANYT] TV CNUEIDV YOPTYNONG
NG EVEOT|G Y10 TOV TEPLOPIGUO TOV KIVOUVOL AMIodveTpoPiog Kot SEpUATIKNG OUVAOEIOMONG. €
TEPITTOOT YOPNYNOTG TG WVOOVAIVIG o€ onueio Tov enPavifovV TIG eV AOY® OVTIOPACELS VTTAPYEL
Kivouvog KaBuoTepnUéVg amoppOPN oG LVGOVAIVIG KOl ETLOEIVMOCTG TOV YAVKALLUKOD EAEYYOV.
ZOUPOVO LE aVaPOPES, 1) aPpVidla aAAayT] TOL onpeiov Yopynong TG £VESTG Kol 1) YOP1yNoT O
onueio mov dev €xel EMNPEAOTEL €iye MG AMOTEALEG O TNV EUPAVIGT) LTOYAVKOUiNG. MeTA TV aAlayn
TOV oNUEIOV YOopPNYNONG TG EvEOTg amd onueio mov £YEl ennpenctel o€ oNelo Tov dev £xel
EMMPEACTEL, GLVIOTATOL TOPAKOAOVON G TNE YALKOLNG TOV AiATOG, EVO UTOpEl Vo eEETACTEL TO
EVOEYOUEVO TPOTTOTOINGTG TNG dOGNG TNG AVTIOPNTIKAG Ay®YNG.

Tuvdvaoudc tov Insulatard pe moyirtaldvn

"Exovv avaeepbel mepimtdoelg kopdlokng avenapKelag, 6tav 1 moyAltalovn yopnynonke ce
ouvdvaoud Le VGOVLALVY, Wtaitepa o€ acBeveis e Tapdyovteg Kivdbuvou Yo avamTtuén Kopdlokng
averapkelog. Avtd o mpémet vo Aappdvetor vwoy kaTd TN yopnynon Bepaneiag moyiitaldvng o



ovvdvaoud pe Insulatard. Edv ypnoiporombei o cuvdvacpog, ot aobeveig Oa npémet va
TopoKoAoVOOVVTAL Y10 ONUEIN KOl GUUMTOUOTA KAPILOKNG AVETAPKELNS, avénong Papovg Kot
ownuaroc. H moyMraldvn Ba mpénet vo SlokdmTETAL EAV ELPUVIOTEL EMOEIVOGT TOV KOPIOKADOV
GUUTTOUATOV.

Amopuyn toyainv ovoueiEemv/c@oANdTOV KOTd TN QOPUOKEVTIKN 0ymyn

Ot acBeveic Tpémel va Aapufavouv 0d1yieg Yo vo EAEYYOVV TAVTOTE TNV ETICTLLOVGT] TG WVGOVAIVIG
pwv and ke £veon dote va amo@evyfovv Tuyaicg avapeitelg peta&d tov Insulatard kot tov Aowmmv
TPOIOVTMOV IVCOLAIVTG.

IyymAoowot o

[pokeévov va Pertiwbei n yvnrlooudtta TV PLOAOYIKGOV QOPUOKEVTIKOV TPOIOVI®V, TO OVOLLX
Kot 0 aplOpog TOPTIONG TOL YOPTYOVLEVOD PAPUAKOV TPETEL VO KATAYPAPETUL LLE CAPTVELQ.

4.5  AMMremopaoslg pe GALa QUPUOKEVTIKG TPOTOVTO KoL GALES pop@ég alinieniopaocng

Etvatl yvaootd 011 £vag aptfuodg popUaKELTIKOV TPOTOVI®OV OAANAETIOPA (e TO LETOPOAICUO TNG
yAvkolne.

O1 akdlovBeg ovsieg umopet va LetdoovV T1g avaykes Tov acbevi) o€ VGOVAIvT:

A6 T0L GTOOTOC AVTIOUPNTIKG QUPLOKEVTIKA TPOIOVTIA, AVACTOAEIC TNG LOVOOUIVOEELDGONG
(avaotoreic MAO), B-amokAeloTEG, OVAGTOAEIG TOV HETATPENTIKOD VDOV TNG AYYELOTEVGIVIG
(MEA), calikvAikd, avoBoiikd oTepogdn Kol GOVAPOVAUIOES.

Ot akdhovBeg ovoiec pmopel va avERoovy Tig avaykes Tov actev] 6 VGOLAIVY:
A7 TOV GTOUATOG AVTICLAANTTIKG, Og10lideg, YAVKOKOPTIKOELT], BUPEOEIBIKEC OPUOVEG,
GUUTAON TIKOUIUNTIKA, avENTIKT 0pproOVN Kot dova(OAT.

O1 B-amoKAEIGTEG EVOEXETAL VO, GUYKOADYOVV TO, GUUTTOUATA TG VTOYAVKOUIOG.

H oktpeotidn/lavpeotion umopovv gite va avENcovv 1 Vo, LEIMCOVV TIC OVAYKEG GE IVGOLALVY.
To aAk0OA evOEYETAL VO EVIGYDOEL 1] VO LELDMGEL TNV VIOYAVKOALUKT] OpAoT TNG WVGOLAIVIG,.

4.6 Tovipétnra, KOO KoL yorlovyia

Kinon

Agv vtapyovv TEPLOPICHOL OYETIKA pe TN Oepameio TOL SN He WGOVLAIVY KOTA TN SLdpKELn TNG
KONoNG, KoM N tvoovkivn og SlOmEPVA TOV QPAYHO TOV TAAKOVVT.

Apootepec 1 vroyAvKopio Kot n vrepyAvKaio, ol oroieg pmopov va mapatnpnBodv 6e avemapr®g
ereyyopevn Bepameio Tov daprtn, avavovy tov kivduvo duemlacidv Kot Bavatov in utero.
ZUVIGTATOL EVTOTIKOG EAEYYOG TNG YAVKOLNG QLOTOC Ko TOpaKOAODON G TV EYKDMV YOVOIK®V LIE
SPn ko' 6AN ™ SLPKEL TG EYKLHOCHVNG KOl KOTA TO O1ACTNHO OYEOCLOD UIAG EYKVUOGHVNG.
Ot avayKeg 60¢ 6€ WWGOLAIVN GLVNOMG LELDVOVTOL KOTA TO TPAOTO TPIUNVO Kal gV cuveyeio avédvovtat
KaTd T0 6gVTEPO Kot TPiTO TpiuMvo. META TOV TOKETO, Ol AVAYKEG GE IVGOVAIVI] QUGIOAOYIKA
EMAVEPYOVTAL TOYEWDC OTO, EMIMEDA TPO TNG EYKVLLOGVVIG.

Oniaoudg

Aev vdpyovv Tepropiopoi oyetikd pe tn Oepomeio pe Insulatard kotd tov Onlacpod. H Bgpancio tng
Onralovoag untépag Le tvoovAivn dev evéyel kavéva kivouvo yia to Bpépog. Evdéyetal, dpmg, va
YPEWOTEL AvoTposappoyn g 66omg tov Insulatard.



Tovipdétta

Meléteg avamoapayoyng pHe avOpdTivn tveovAivn og (da dev amokdAvyay avemiBounTeg evEpyeleg o
YOVILOTNTAL.

4.7 Emopaceig 6Ty IKAvOTITE 001Y1161)G KU1 (EIPIGHOV PN UVIIULETOV

H wavotto cuykévipmong kot avtidpacng tov achevi evoéyetal va apfrivviel og amotélecua g
vroyAvkapiag. To yeyovdc avtd umopet vo amoTeAésel KIVOUVO G€ KOTAGTAGELS OOV Ol IKAVOTNTEG
ovTéG £xovVv 1taitepn onpacia (T.y. 00NYNGT CVTOKIVITOL 1 XEPLOUOG UNYOVILLOTOG).

O1 aoBeveic Tpénel va evULEPDOVOVTOL MOTE VL AAULBAVOLY T LETPA TOVG TPOG OMOPLYN TWV
EMELGOOIMV VITOYAVKALLING KOTA TNV 001yNoT. AVTO givat 1dloitepa onUAVTIKO Yol EKEIVOVE TOVG
acBeveic, 01 0moi01 EMOEIKVOOVV HEIOUEVT ] KON KOL KOO EXTYVOOT TOV TPOESOTOMTIKAV
ONUAT®V TNG VTOYAVKOLLiaG 1 01 0moiot PLdvouv cLYVA VTOYAVKUIKA ETEIGOO10. B TpEmEL VOl
e€etdletal KOTd OGOV GUVICTATAL 1] 001YNOT GE QLTEG TIG TEPITTDOCELC.

4.8 AvemOounteg evépyeleg

TIepiAnymn Tov TPOEIA acAAEINC

H vroyAvkoipio givor 1 cuyxvotepn epeaviCopevn avemBOunTn evépyeia Katd tnv S1GpKELN TNG
Oepameioc. O cvYVOTNTEG TNG LIOYAVKOLULING TOWKIAAOLY OvAAOYa e TOV TANBLGUO TV asbevav, TO
S0GOAOYIKO GYNLOL KOl TO EMLTESO YAVKOIUIKOD EAEYYOL, Topakai®d PAEre tnv [leprypaen
EMAEYUEVOV AVETIOOUNTOV EVEPYELDV TOPAKAT®.

Kot mv évapén g Bepaneiog e tvoovAivr, evoéyetal va eueavioTobVv StoOAUCTIKEG daTapoyES,
oldnua Kot avtidpdaoelc otn Béom g Eveong (Tdvog, epuBpoTNTa, KVIOWOT), PAEYLOVT, LOAWOTEC,
oidnua Ko Kvnopog otn B€om g éveong). Ot avtidpaoels avtes etvon cuvnbmg mapodikéc. H ypriyopn
BeAtimon tov eAéyyov TV emmédmv YAvKkOIng aipatog propet va oyetileton e TV KotdoToon Tov
ovoudleton o&gia emdOvVN vevporabdeta, 1 omoio cuvRBS gival avaotpéyyun. H evtatikonoinomn tng
Oepamneiog e woovAivn pe andtoun BerTimon Tov YAVKOUIKOO EAEYYXOL pmopel va oyetiletal pe
Tpocmpwvn emdeivoon ¢ dafnTiking apeipAnotpostdondbelag evd n pokporpdbesun Pertioon Tov
YAVKOUIKOD EAEYYOV PEdVEL TOV Kivouvo e£EMENG ¢ dafnTikng apeiPAnctpocidondOeiag.

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
ovyvotnrag opiCovtal cOpemva pe Ty akoAovdn coupaocn: ITodd cuyvéc (> 1/10), ouyvéig (> 1/100
¢wg < 1/10), 6y ovyvég (= 1/1.000 g < 1/100), omdvieg (> 1/10.000 £wg < 1/1.000), ToA0 omdvieg

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

AwTapayéc Tov Oy ovyvég — Kvidwon, epunua
OVOGOTOINTIKOU GLUGTLATOG

[ToAV omviec — AVOQUAOKTIKEG avTIdpaoelc™

Awrtapayéc Tov petaforopov | ITodd cvyvég — Yroylvkapio™

Ko TG Opéymg

AwTapayéc Tov veuplkon [ToAb omévieg — [eprpepikn vevpordbela (exmdOLVN
GULGTHLLOTOC vevponadeia)

OpBaipukég dratapoyég [ToA omdviec — AlaOAAGTIKES SLoTaPayES

Oy ovyvég — Aapnticn apeiPpAnotposidonddeia




Awtoapayég Tov déppotoc kot | Oyt ouyvég — Aumodvotpoio™
TOV VTTOJOPIOV 16TOV

Mn yvootéc — Agppotikn apviosidwon™t

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

* BAéme [leptypagn emAeYUEVOV OVETIOOUNTOV EVEPYELDV
T AvemBounteg evépyeteg amd TnyEg LETE TNV KuKAoQopia.

Tleprypaen emheypévav avemBountwyv EVEPYEIHOV

Avagpvloxtiés ovtiopdoels

H epodvion tov yevikevpévav avtidpdoewv vrepevaicinoiog (TepAapfavouy YEVIKEDUEVO OEPLLATIKO
eEvON U, KVNOUO, EQIOPWOOT, YUOTPEVIEPIKEG EVOYANOELS, OYYEIOVELPOTIKO 010N, OLGKOAEC GTNV
avamvon|, aictnuo TaAudv Kot peimon g aptnplakng Tieong) eivat ToAd omavia, oAAG pmopel va givat
duvnTiKa amenTikéG Yo T Lon.

YroyAvkayuio

H mo ouyva avaeepopevn avemBountn evépyela gival n vroyilvkoipio. Mropei vo Tpokdyel €av M
d00m NG WOOVLAIVIC sivar vIepPoAIKA VYNAN Ge oYEom e TIG avaykeG o€ woovAiiviy. H cofapn
VTOYAVKOULIO EVOEXETAL VO 0OTYNCEL GE UTOAELN TOV AGONGEDY 1/KaLl 6€ GTAGLOVG Kal UTopel va )t
®G OTOTELEG A TNV TOPOOIKN 1 LOVIUN Statapayn TN AEITovpyiag Tov EYKEQAAOL 7| oKOUN Kot BdvaTo.
Ta copntodpota g vroyAvkaipiog cuvnbmg speavioviat Eaevikd. Evééyetol va tepilapfdavouvy kpvo
1W0pOTA, KPVO YAOUO OEPLA, KOTMOT], VELPIKOTNTO 1] TPEUOVAO, aicOnua dyyovs, acuviBieT KOTmoN 1
advvapia, aicOnua cuyyvonc, SuokolMa 6T GLYKEVTP®OT|, VIIVNALL, aicOnua peydAng teivag, aAlayég
oV 6pacn, KeQoAodyio, vauTtio Kot aicOnuo ToOAp®Y.

2115 KAMVIKEG OOKIUEG 1 GLUYVOTNTA TG VROYALKALUING TOKIAAEL pe TOV TANOLGUO TV acBevdv, Ta
0GOAOYIKA OYMLLOTO KOL TO EMIMEDO TOV YAVKOALUKOD EAEYYOV.

Aratopoyés 100 OEPUATOS KO TOD DTOJOPLOV 1TOD

H Mmodvotpoeia (mepirappdvel T Mmobmeptpopia, Tn AMTOaTpoQio) Kot 1) SEPUATIKT OUVAOEIO®OT
evOE ETAL VO ELPAVIGTODV GTO OTHELD YOPNYNONG TG EVEOTS KAl VAL KOBVGTEPNGOLY TNV TOTIKY
amoppoENoN NG tvoovAivng. H dtapkng evailayn Tov onueiov xopnynong g EVEcNC G€ i
GUYKEKPUEVT TTEPLOYN EVOEXETAL VO GLUPAAAEL 6T pelwoN 1| TPOANYN TV eV AdY® avTidpdcemv (PA.
opaypaeo 4.4).

Toudrazpucdc TAnOvopde

Me Bdon tig TNyég HeTd TV KVKAOPOPIo Kot TIg KMVIKEG SOKLLES, Tr GLYVOTNTA, TOV TOTTO KoL TN
coPapOTNTA TOV AVETIOOUNTOV EVEPYELDY TOV TOPATIPOVVIOL GTOV TOUIATPLIKO TANOBVoUO dev
TPOKVTTEL KOO SILPOPE. LLE TNV EVPVTEPT EUTELPIA GTO YEVIKO TANOLGLO.

AlLot edikoil mAnbvouoi

Me Baon Tig @nyéc petd v KukAogopio Kot TIG KAVIKEG JOKIUEG, 1) CLYVOTNTO, O TOTOG KOl 1)
coPapOTNTO TOV OVETOOUNTOV EVEPYEIDV OV TOPATNPNONKAV 0 MAMKIOUEVOLS acbeveic Kol o€
0o0eVelC e VEQPIKN 1| NITATIKT OVETAPKELD O€ OElYVOLV Kapio Slapopd e TNV EVPVTEPT| EUTEPIN GTO
YEVIKO TANOLGUO.

Avopopb mOavorloyoduevov avemOOUNTOV EVEPYELDY

H avagopd mibavoroyoduevov avemdOuntomv evepyelmy PETH amd T yopnynon aoslog kukiopopiog
TOV QAPUAKELTIKOD TPOIOVTOG eivan onpavtiky. Emitpénetl  ovveyn mapakorlobnon g oxéong
0PEALOVG-KIVODVOL TOV PUPHOKEVTIKOD TPOTOVTOC. ZNTEiTaL 0O TOVG EXAYYEALATIEG VYELOG VA
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aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EOVIKOD GLGTNLOTOG
avapopdg Tov avaypdeetal oto [Hapdptnua V.

49 Yrnepdoooloyia

Agv glvar duvatdv va oploTel pio 101K VTEPIOCOAOYNGN VGOVAIVIG, EVOEXETAL, OUMS, VO OVOTTTVUYOEL
VIOYAVKOio 6€ O1ad0YIKA 6TAdL0, €AV YopnyNBohv vaepPoiikd VYNAEG 0OGEIG 0 GYEoM UE TIG
OTOLTOELG TOL 0oOEVN:

. Ta o VTOYAVKALUKE ETEGOOIN UTOPEL VO AVTIUETOTLIGTOVV UE XOPpNyNoT YALVKOING and 1o
oTOUO 1} GOKYOPOIDV TPOIOVI®MV. ZVVETMG CLVICTATAL O SLUPNTIKOC acBeVNG VoL KpOTd,
navto poali Tov mpoidvta mov mepLExovy Cayopm.

o Ta coPapd vroyAvkaipkd enelcoola, Katd ta onoia 0 achevig Exel an®AEcEL TIG A1GONGELC
TOV, UTOPEL VO AVTILETOTIOTOVV Le YAvKayovn (0,5 €émg 1 mg) yopnyoOuevn evOopvTKE 1
VTOJOP10, OO EKTALOEVUEVO ATOUO M UE YAVKOLN YOp1YOOUEVT] EVOOPAEPLO OO emayyEluaTiO
vyetog. [Avkoln mpémet va yopnynbei evoopiéPia, edv o acbevig dev avtamokpifei otn
yopnynon yAvkoyoévng evtog 10 émg 15 Aentov.

Me v avdktnon tov aebicemv, GUVIGTATAL 1] OPYNON VOATOVOPAK®OV ATd TO GTOU, DOTE
va TpoAneOovv enopEVEG KpioeLs.

5. OAPMAKOAOI'IKEX IAIOTHTEX

51 ®@oppokodvvopikE 1010TNTEG

Ddoppokobepanentikn katnyopio: OUpROKE TOV YPTCILOTOI0VVTOL GTO dtaprTn. [voovAiveg kot
avaloya evéoipa, péong dpdong, weovivn (avBpamvn). Kmdwog ATC: A10ACO1.

Mnyovio o dpdons Kot QopULoKodLVALKES EMOPACELS

H 6pdion ¢ wweoviivng otn peimon g YALKOING Tov aipatog oeileTon oty d1EVKOALVGT TNG
TPOSANYNG TNG YAVKOING UETE TN OEGUEVOT) TG VGOVAIVIG GTOVE VITOOOYEIG GTO UVTKA Kot AMmdon
KOTTOPO KOl GTNV TOVTOYPOV OVOGTOAN TNG ameAevfépong g YAvkolng amd to frap.

To Insulatard givat pio avBpdmivn veovrivn pe otadiokn évapén Kot pakpd S1apkelo dpaong.
H évapén g dpdong mapatnpeital viog 12 mpag, n péyiotn dpdon emrvyydveral viog 4-12 wpaov
KoL 1) cLVOAKN dudpkela dpdong eivan mepimov 24 dpeg.

5.2  ®appoxoKivnTIKEG IOIOTNTES

H woovAivn oty kukiogopia aipotog dabétel ypovo nuicelog (ong orlywv Aentov. Kotd cvvéneta,
TO YPOVOOLAYPOLLLL OPACTS EVOC GKEVAGUOTOS VGOVAIVIG KaBopileTOl AMOKAEIGTIKA OO TIG 1O10TNTES

amTopPOENONG TOV.

Avt 1 dwdikacio ernpedletol amd dbpopovg TapdyovTes (T.y. dOCT WVGOVAIVIG, 000G Kol oNUEio
€VEGTC, TAYOG TOV GTPAOUOATOG TOV LTTOGOPLOV Aiovg, TOOG ToL dafnt). Kotd cuvéneia, n
(QOPLOKOKIVITIKT TOV QUPUAKEVTIKMV TPOIOVI®OV TNG VGOVAIVNG emnpedleTol 0md ONUAVTIKES
SloKLIAVGELS LETAED TV S1POPOV ATOU®V Kol GTO 1010 GTOLLO.

Amoppdonon

H péyiot cuykévipmon Tov VGOVAIVAOY GTO TAACUO LETH ad VTOSOPLL YOPTYNOT| EXLTLYYAVETOL
€v10¢ 2-18 wpav.

Koatavoun

Agv mapotnpeital Kopio SHaVTIKT 0EGUEVCT LE TIG TPMOTEIVEG TOV TAAGHATOG, EKTOG OO TO.
OVTICOUOTO GTIV WWGOoVAIv (eGv BpickovTol oty KuKAopopia).
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MetofoMopodg

AvoeépeTat 6TL | avOpAOTIVY VGOVAIVY 0modoEITAL OO TNV TPAOTEACT] TNG VGOLAIVNG N Ta Evivpa
OmOdOUNONG TNG WOOLAIVIG Kot THAVAOG TNV ICOUEPACT] TV SIGOVAPLIIOV TV TpOTEiVDV. Exet
mpotabel Evag apOpoc onueiov Katakprpviong (VdpdALGN) 610 UOPLO TNG UVOPOTIVIG VGOVAIVIC.
Koaveig amd toug petaforiteg mov dnuovpyohvtot LETE TNV KATUKPTLVIGT OV Eival SpacTIKOC.

Amofoin

O telkdg ypodvog nuicelag {mng kabopiletar amd To pLOUO aToPPOENONG GO TOVG VTOOOPLOVE
otovg. Katd cuvénein, o telikdc ypovog nuicetag Lmng (ty) amotelel HETPO TNG 0TOPPOPNONG
puéAlov, Tapd avThg KaBeantg ¢ omoPoAng TG tvooLvAivng amd To TAGGHA (1] tVOOLALVT oTNV
KuKA opopia €yet ty, odiywv Aemtv). Meléteg Exovv deilet éva ty, mepimov 5-10 wpdv.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QALELN

Ta pn Khvikd dedopéva dev amokaADTTOLV 1010i{TEPO Kivduvo Yo Tov dvBpmmo pe faomn Tig
GUUPATIKES LEAETEG PUPUAKOAOYIKNG AOPAAELOG, TOEIKOTNTOG EmAVALOUPAVOLEV®DY dOGE®V,
YOVOTOEIKOTNTOC, EVOEXOLEVIC KAPKIVOYOVOU OpAGNC, TOEIKOTNTOG GTNV AVATOPAYWOYIKY] IKOVOTNTO
Kot ovamTuén.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kataroyog ekdoymv

Xhoprohyog yeuddpyvpog

IMokepoin

Metakpesoin

Ddoavoin

AEvudpo 6EIVo POSPOPLKO VATPLO

Ydpoéeidto tov vatpiov (yia tn pvduion tov pH)
Yopoyrlmpikd 0&D (Yo T pOOpion tov pH)
Octikn TpOTUpivy

Ydwp yio gvéoiua

6.2 Acvppoarotnreg

Ta QupUAKELTIKA TPOTOVTA IVGOVAIVIG Ba Tpémel va TpooTiBevTol LOVO O YMIUKEG OVGIES LLE TIC
omoieg givar yvwotd 6Tt eival cvuPoatd. Ta evarmpipato veovAivng dev Tpémel va TpooTtifevtal ota

vYpa £yyoong.

6.3  Awgpkero Lonfg

IIpwv 10 mp®TO Gvorypa: 30 pnvec.
Insulatard @aAidio (40 diebveic uovdédec/ml)

Koatd ™ ypnon N 6tav pépetar og epedpikd: To mpoiov pumopel va puAdocetat yio 4 efdopddeg To
oA, PvAdccetal kKATm amd Tovg 25°C.

Insulatard owoAido (100 d1ebveic povadec/ml)
Koatd ™ ypnon i 6tav eépetat og epedpikd: To mpoidv pmopei va puidoceTat Yo 6 Boopnadeg o
oA, PvAdocetan kdTm amd Tovg 25°C.

Insulatard Penfill/Insulatard InnoLet/Insulatard FlexPen
Kota ™ ypnon 1 6tav pépetar og epedptko: To mpoidv pmopei vo, puAdocetor yio 6 Bdopddeg To
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oAD. Pvrdocetot kKaTm omd Tovg 30°C.

6.4 Iowitepeg mpouraels kota T @OLAEN TOV TPOTOVTOG

[Ipwv to TpdTO dvorypa: Gvidccetal oto yoyeio (2°C - 8°C). Mnv 10 kaToyOYETE.

Insulatard gaAido (40 debveig povadeg/ml)/Insulatard @iaridio (100 debveic povadeg/ml)

Koatd ™ ypnon N 6tav pépetar mg epedpikd: Dvidcscetol KaTm and Toug 25°C. Mnv 10 Balete oto

YUYELO 1] TO KOTAYOYETE.
DVAAGGETE TO PLOAISIO GTO KOLTI Y10l VO TO TPOCTATEYETE OO TO PG,

Insulatard Penfill

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

DduAdocete TO PLGIYYIO GTO KOLTL Y10, VO TO TPOGTATEWYETE AMO TO PG,

Insulatard InnoLet/Insulatard FlexPen

Koatd ™ ypnon N 6tav pépetar og epedpikd: Gvrdccetol kaTm omd Toug 30°C. Mnv 10 Balete oto
YUYEL0 1] TO KOTAWOYETE.

TomoBeteite TO KATAKL GTN GLGKELT] THTOL TEVAS Y10 VO TNV TPOGTATEYETE OO TO PWG,.

6.5 ®@Vo1 Kol GVOTATIKA TOV TEPLEKTY

Insulatard gaAido (40 debveig povadeg/ml)/Insulatard @loridio (100 debveic povadeg/ml)
D1oAid10 (TOToL 1 YvoAl) cppayicuévo pe éva dioko (ELaoTiKo BpmpofovTdAlo/ToAVIGOTPEVIO) Kot
£vo TAIOTIKO TPOGTATEVTIKO KdAvpua o onoio mepiéyst 10 ml evouwpruatoc.

Meyé0n cvokevaoiog tov 1 kot Tov 5 ereAdiov tov 10 ml | moivcvokevacio ue 5 cvokevaciec Tov
1 x 10 ml groidiov. Mzopei va unv kokho@opohv OAEG 01 GLOKEVAGIEC.

Insulatard Penfill

Duoiyywo (tomov 1 yvai) pe éva épporo (BpopoBoutiiio) Kot Eva EAACTIKO TOUA
(BpopoPovtoiio/morviconpévio) to omoio mepiéyet 3 Ml evauwprpatoc. To pusiyylo mepiéyet £va
YOAAIVO 0QU1Pidlo, MGTE VO SIEVKOADVETAL 1] ETOVALDPTOT).

Meyén cvokevaciog tov 1, tov 5 kot tov 10 guotyyiov. Mmopei va unv KokAo@opohv OLEC ot
GLOKEVAGIES.

Insulatard InnoLet/Insulatard FlexPen

DOvoiyyo (tomov 1 yvaii), pe éva Euporo (BpmpofovtiAlo) Kot Evo EAACTIKO TMLLO
(Bpopofovtdiio/morviconpévio) To omoio mepiExel 3 Ml evolmpiUaTog 6€ Lo TPOYEMGUEVT,
OVOADGIUT GVOKELT TOTOL TEVOG TOAAATAMY 0OCEMY KUTOCKEVAGUEVT] 0O TOAVTPOTLAEVIO. To
QLGTYY10 TEPLEYEL VA YVAAIVO GPULPIO0 TPOG SLEVKOAVLVGN TNG EMAVAULDPTOT|G.

Meyébn ovokevaciog g 1, Tov 5 kot 10 Tpoyspicuéveav Guekev®V TOTTOL TEVAS. Mmopel va pnv
KUKAOPOPOVV OAEC 01 GUCKELOGIES.

6.6 Ewdwkéc mpo@urdierg amoppryng kKot GAAOG YEPLOPOG

A@o0 BydAete o loAid10, TO QUOGTYYLO 1| TV TPOYELGUEVN cvokeLT TOTOL TtEvag Insulatard, and To
Yuyelo, CLVIGTATOL VO APTIVETE TO PLOAISL0, TO PLGLYYLO 1] TNV TPOYEUGUEVT] GLGKELT] TOTTOV TEVOC
Insulatard va. aokticel Beppokpacio SoUATION TPOTOV VO EXAVAULOPTGETE TNV WVGOVAIVY OT®G

VROJELYTNKE Yl TNV TPOT XPN oM.

M xpNGCULOTOIEITE OVTO TO POPLOKEVTIKO TPOIOV EAV TOPATNPTGETE OTL TO EXAVOID®PTUEVO VYPO eV
glvat opotopoppa Aevko kot Boro.
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To Insulatard to omoio £xet katayvybei, dev mTpémel va xpnoomoteital.

O aoBevic TPEMEL VO EVILLEPDVETAL DOTE VO, amoppinTel T PeAdva Kat T cvpLyya Emetto and Kabe
éveon.

Ka0e aypnoipomointo @approkevtikd tpoidv 1| VWOAELLN TPETEL VO ATOPPITTETOL COUPOVA LE TIC
KOTA TOTOLG 16YVOVGEC GYETIKEG dUTAEELS.

O1 Berdveg, ot cOPLYYES, TO PLGTYYLO KOL Ol TPOYEUICUEVEG GUOKEVES TUTTOL TEVAG OEV TPEMEL VO,
popalovrail.

To euoiyylo dev mpénel va Eavayepiletat.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

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

8. APIOMOI AAEIAY KYKAO®OPIAX

Insulatard @uoAidio (40 diebveic povadec/ml)
EU/1/02/233/001

EU/1/02/233/002

EU/1/02/233/016

Insulatard owoAido (100 d1ebveic povadec/ml)
EU/1/02/233/003

EU/1/02/233/004

EU/1/02/233/017

Insulatard Penfill
EU/1/02/233/005
EU/1/02/233/006
EU/1/02/233/007

Insulatard InnoL et
EU/1/02/233/010
EU/1/02/233/011
EU/1/02/233/012

Insulatard FlexPen
EU/1/02/233/013
EU/1/02/233/014
EU/1/02/233/015

9. HMEPOMHNIA ITPQTHX EI'KPIZHX/ANANEQXHX THX AAEIAX
Hpepounvia mpmtng £yxpiong: 07 OktoPpiov 2002

Huepounvia tedevtaiog avavémong: 18 Xentepppiov 2007

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY
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Aentopepeic TANPOPOPIES VI TO TOPOV PUPUOKEVTIKO TPOioVY gival d100éa1ueg 6TOV SIKTLAKO TOTO
tov Evponaikod Opyavicuov Gappdkwv: http://www.ema.europa.eu.
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ITAPAPTHMA 11

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

OPOI H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZIMATIKH XPHEZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A.  TNAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHX OYXIAX KAI
ITAPAXKEYAXTEXZ YIIEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopo kat d1e06vvon TV TOPUSKEVAGTAV TNE PIOAOYIKMOC SPACTIKNC OVGIOC

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

DK-2880 Bagsvaerd DK-4400 Kalundborg
Aavio Aavio

Ovopo kat d1ev6vvon TV TOPUSKELAGTMV TOL £ivail VTELHVVOL Y10 TNV ATOSEGUEVGT] TV TOPTIOWY

Insulatard @uariowo (40 S1£0veic povadec/ml) ko InnoLet:

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

Insulatard @uaiiowo (100 oweBveic povadsec/ml), Penfill kor FlexPen
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd

Aovia

Novo Nordisk Production SAS

45, Avenue d’Orléans

F-28000 Chartres
TaAAia

270 £VTLTIO PUALO 0JNYIDV XPNONG TOV PAPUOKEVLTIKOD TPOIOVTOC TPETEL VAL OVALYPAPETOL TO OVOLLL
KoL 1 81e00VVoT TOL TAPUCKEVOGT TOL ELVaL VTEVOVVOG Y10 TNV ATOIECUEVCT TNG CYETIKNG TOPTIONGS.
B. OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTIKd TPOTOV Y10 TO 0TOI0 ATOITEITAL LTPIKT) GLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX

. Ex0<oe1g meplodikig mapakolovOnong g acearerag (PSURS)

Ot amoutioelg yio v vofoin twv PSURS yio 10 v Adym @appakevtikd Tpoidév opiloviot 6tov
KaTdAoYO UE TIg nuepounvieg avapopdg e Evoong (katdhoyog EURD) mov mapatifetal otnv

apdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe erakoiovdng enkaipomroinong
OTMG ONUOCIEVETAL GTIV EVPMTOIKT] SIKTLOKT TOAN Y10, TOL PAPLLAKAL.

A.  OPOI H NEPIOPIZMOI ZXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX
. Yyéono owayeipiong kKivovvovu (ZAK)

O Karoyog Aderag Kvkhooopiag (KAK) Ba dieaydyet Tig amottovpeves dpacTnptoTnTeS Kot
TOPEUPACELS PAPUOKOETAYPVTVIOTG 0TS Tapovoldlovtal 6to cuppovniév XAK wov
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mapovotdleTor otny evotnta 1.8.2 g ddetog KukAo@opiog Kol 0TolEGONTOTE EXOKOAOVOEG
gykekpipéveg avabempnoeig tov TAK.

‘Eva emkaiporomuévo XAK Oa npémnel va katotedei:
e Metd and aitmpa tov Evponaikod opyoviopot Q@appakamy,
e OmotedNmOoTE TPOMOMOLEITAL TO CVOTN LA Sl EIPLONG KIVOUVOD, EOIKA MG ATOTEAEGLO ANYNG
VE®V TANPOPOPIDV TOV HITOPOVV VO EMPEPOVLY GNUAVTIKT AAAAYT OTN GYECT] 0PEALOVG-KIVOHVOL
N ©G OTOTELEG A TG EMTEVLENG EVOG GNUAVTIKOD OPOCTLOV (POPHOKOETAYPVTVIIO N
glaiotomoinon Kvdvvov).
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ITAPAPTHMA IIT

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

EEQTEPIKO KOYTI (PIAAIAIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Insulatard 40 1U/ml
Evéoyo evoumpnua
avOpOmVN tvooLAivT

2. YYNGOEXH XE APAXTIKH OYZXIA

1 proidio mepiéyet 10 ml mov wwodvvauovv pe 400 1U. 1 ml evouwpnuartog nepiéyet 40 1U avBpdmivng
woovAivng (tleodvvapeg pe 1,4 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,
VOPo&eidlo Tov vaTpion/ VOpoYA®PKS 0&V Yo pVBoT Tov pH, Betikn TpoTapivn Kot Héwp Yo
EVECIULOL

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evaumpnua

1 puodidio twv 10 mi
5 @uokidia tev 10 mli

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To OUALO 0INYIDV YPNONG TPV AT TN YPNoM

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 madd

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

Enravoiwpnote cOppova [LE TG 001yieg
XPNOLOTOUOTE TO EMOVOULDPTLL LOVO €AV EIVAL OLOIOLOPPO AEVKO KoL BOAD

8. HMEPOMHNIA AHEHX

AHEH/
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Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyomroindei viog 4 efdouddwnv

9. EIAIKEYX XYNOHKEYX OYAAZEHX

[pwv to TpmTO dvorypa: PvAdccetal oe Yuyeio. MnV T0 KOTOWYOYETE
Koatd m ypnon: Gvrdccetal kdto omd Tovg 25°C. Na pnv tomobeteitat 6to Wouyeio 1 kaToyHyeToL
Awotnpeite 10 QLOAIOI0 GTO KOLTI Y10 VO TO TPOCTUTEWETE OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Peddva Kot Tn cVpLyyd 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/1/02/233/001 1 @uokidio twv 10 ml
EU/1/02/233/002 5 @iaAidio towv 10 ml

13.  APIOMOZX ITAPTIAAX

IToptida:

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard 40

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KDdKag (2D) mov pépet Tov TepAN@BEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
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

Insulatard 40 1U/ml
Evéoyo evaumpnpo
avOpaTIVN tvoovivn
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

AHEH/

4, APIOMOZX ITAPTIAAX

Hoptida:

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

10 ml

6. AAAA ETOIXEIA

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

Insulatard 100 1U/ml
Evéoyo evoumpnua
avOpOmVN tvooLAivT

2. YYNGOEXH XE APAXTIKH OYZXIA

1 proidio mepigyet 10 ml mov wwodvvauovv pe 1000 1U. 1 ml evarmprpotog mepiéyet 100 1U
avOpdTIVNG weovAivng (1oodbvapeg e 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLovYO YELOAPYVPO, YAVKEPOAT, LETAKPEGOAT], PAVOAT], O1EVVLOPO OEIVO PMGPOPIKO VATPLO,
3po&eidio Tov vatpion/ VEpoyAmPIKo 0&D Yo pOBLen Tov pH, Betikn TpTOpivy KoL VOWP Yo
EVEGLULOL

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 puodidio Twv 10 mi
5 @uokidia tev 10 ml

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yprion
AwBdote To OUALO 0INYIDV YPNONG TPV AT TN YPNoM

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 madd

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

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

8. HMEPOMHNIA AHEHX

AHEH/
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Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyomroindei viog 6 efdouddwnv

9. EIAIKEYX XYNOHKEYX OYAAZEHX

[pwv to TpmTO dvorypa: PvAdccetal oe Yuyeio. MnV T0 KOTOWYOYETE
Koatd m ypnon: Gvrdccetal kdto omd Tovg 25°C. Na pnv tomobeteitat 6to Wouyeio 1 kaToyHyeToL
Awotnpeite 10 QLOAIOI0 GTO KOLTI Y10 VO TO TPOCTUTEWETE OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Peddva Kot Tn cVpLyyd 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/1/02/233/003 1 @uokidio twv 10 ml
EU/1/02/233/004 5 @ioiidio v 10 mi

13.  APIOMOZX ITAPTIAAX

IToptida:

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard 100

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0T0C YPOUU®TOC KOdKaG (2D) mTov pépet Tov TepANEBEVTO. LOVASTKO OVOYVOPLOTIKO KMOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
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

Insulatard 100 1U/ml
Evéoo evaidpnpo
avOpaTIVN tvoovivn
SC

| 2. TPONOX XOPHTHZHE

‘ 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

ETIKETA EEQTEPIKOY IEPITYAIT'MATOX XTHN NOAYXZYXKEYAZXIA (®IAAIAIO -
ne Tov Tpomo H100g01|Q)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Insulatard 40 1U/ml
Evéoo evaidpnpo
avOpaTIVN tvoovivn

2. XYNOEXH XE APAXTIKH OYXIA

1 prokido mepiéyet 10 ml wov wwodvvapovv pe 400 1U. 1 ml evarwprpartog mepiéyet 40 1U avOpdmivng
woovAivng (ileodvvapeg pe 1,4 mg),

3. KATAAOI'OX EKAOXQN

YAOPLovYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVUOPO OEVO POGPOPIKO VATPLO,
VOPo&eidio Tov vatpiov/ vVIPOYAPLKO 0EL Yo pOOLUGT Tov pH, Betikn TpwTapivn Kot HVéwWP Yo
eV

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoyo evaumpnpa

IToAvovokevaoia: 5 cvokevaoisg tov 1 X 10 ml graAidiov

‘ 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 madd

7. AAAH(EX) EIAIKH(EX) TIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

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

8. HMEPOMHNIA AHEHX

AHEH/
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Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyiomroindei viog 4 efdouddwnv

9. EIAIKEYX XYNOHKEYX OYAAZEHX

[pwv to TpmTO dvorypa: PvAdccetal oe Yuyeio. MnV T0 KOTOWYOYETE
Koatd m ypnon: Gvrdccetal kdto omd Tovg 25°C. Na pnv tomobeteitat 6to Wouyeio 1 kaToyHyeToL
Awotnpeite 10 QLOAIOI0 GTO KOLTI Y10 VO TO TPOCTUTEWETE OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Peddva Kot Tn cVpLyyd 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/1/02/233/016 5 cvokevaocieg tov 1 X 10 ml praidiov

13.  APIOMOZX ITAPTIAAX

Hoprida:

‘ 14. TENIKH KATATAEZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEZHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

Insulatard 40

17.  MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AISAIAZTATOE TPAMMQTOX
KQAIKAY (2D)

A16d106T0TOC YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepAn@Bivta LovadKO avayVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI I'A NOAYXYXKEYAZXIA (PIAAIAIO - yopig Tov Tp6TO 5100€0MC)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Insulatard 40 1U/ml
Evéoo evaidpnpa
avOpOmIVN tvooLAIvT|

2. YYNGOEXH XE APAXTIKH OYZXIA

1 ploiidio mepiéyel 10 ml wov 1codvvapodv pe 400 TU. 1 ml evarwpnpatog tepiéyet 40 [U avOpdmivng
wooLvAivng (loodvvaypeg pe 1,4 mg).

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,
VOPo&EidIo Tov vaTpion/ VIPoYA®PKS 0&D Yo pVBoT Tov pH, Betikh TpoTapivn Kot Héwp Yo
EVECIULOL

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoyo evaumpnua

1 praAidio tav 10 ml. Zvotatikd Tolvcvokevaciog, dev propei va TmAndei Eexwpiotd

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwBdote To EUALO 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. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

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 ypnoiponombel evidg 4 efoopnadmv
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9. EIAIKEX XYNOHKEY OYAAEHX

IIpwv 10 Tp®TO Gvorypa: Dvidccetat o€ youyeio. Mnv 1o Katayvyete
Koatd ™ ypnon: Gvrdccetaol kdto amd tovg 25°C. Na unv tomobeteitor 610 yoyeio 1 KatayOyeTon
Awnpeite 10 PLHAd0 6TO KOLTI Y10l VAL TO TPOCTATEYETE OO TO PMG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON IMPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

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/1/02/233/016 5 ovokevaoieg tov 1 X 10 ml graAisiov

13.  APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard 40

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ETIKETA EEQTEPIKOY IIEPITYAII'MATOX XTHN IIOAYXYXKEYAXIA (®IAAIAIO -
ne Tov Tpémo H160g01|Q)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Insulatard 100 1U/ml
Evéoyo evarmpnpa
avBpadTIvN tvoovkivn

2. YYNGOEXH XE APAXTIKH OYZXIA

1 prokido mepiéxet 10 ml wov wwodvvapovv pe 1000 1U. 1 ml evaropipotog tepiéyet 100 1U
avOpdmivne voovAivne (1oodbvapeg e 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YA@PLOVYO YEVIAPYVPO, YAVKEPOAT|, LETAKPEGOAN, PULVOAN, SIEVVLOPO OEIVO POCPOPIKO VATPLO,
VOpo&eidto Tov vatpion/ VEpoyAmpikd o0&y yio pOuiom Tov pH, Oetikn TpwTapivy Kot HOWP Yo
gvéoipa

‘ 4. OPAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo evarmpnua

IToAvovokevaoia: 5 cvokevaoisg tov 1 X 10 ml graiidiov

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Y7modopia yprion
AwPaote T0 PUALO 0INYIOV XPNHONG 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 puAdooetal o Béom, TV omoia dev PAETOLY Katl dev Tpoceyyilovv Ta TaldLd

7. AAAH(EY) EIAIKH(EYX) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Enavoimpnote cOpemva e Tig 0onyieg
XPNOOTOUOTE TO EMOVOIDPM LY LOVO €AV €IVl OLOIOLOPPO AEVKO KOl BOAD

8. HMEPOMHNIA AHEHX
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AHEH/
Koatd ™ ypnion 1 6tav purdccetol og epedpkd: Na ypnoiponrondet eviog 6 efdouddwmv

9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv to mpwto dvorypa: PvAGccETOL GE Yuyelo. MNV TO KOTOWOYETE
Koatd ™ ypnon: ®Pvrdcceton kdtm and tovg 25°C. Na punv tomobeteitor 610 Woyeio 1 kaTonyvyeTol
Awtnpeite 10 PLOAISI0 GTO KOLTI Y10l VO TO TPOCTATEYETE GO TO PMG

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TON
YIHOAEIMMATQN ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Perdva KoL TN cVpLyyo LETA amd KAbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/02/233/017 5 ovokevooieg tov 1 X 10 ml graAidiov

13.  APIOMOZX ITAPTIAAX

IToptida:

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard 100

17.  MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOEZ TPAMMQTOX
KQAIKAX (2D)

A163106T0TOC YPOUU®TOC KDdKag (2D) mov pépet Tov TepAn@BEvTo, LoVadTKO aVoyVOPLOTIKO KMOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI I'TA IOAYXYXKEYAZXZIA (®IAAIAIO — ympic Tov TpoTo d1d0g0mC)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Insulatard 100 1U/ml
Evéoo evaidpnpa
avOpadTIVN tvoovivn

2. XYNOEXH XE APAXTIKH OYXIA

1 gloAido wepiéyel 10 ml wov 1wodvvapovv pe 1.000 [U. 1 ml evarmprpatog mepiéyet 100 U
avOpdTIVNG veovAivng (1oodbvaypeg pe 3,5 mg),

3. KATAAOI'OX EKAOXQN

YAOPLoHY0 YELOAPYVLPO, YAVKEPOAT], LETAKPEGOAT], PAIVOAT, S1EVVOPO OEWVO POCPOPIKO VATPIO,
VOP0o&eidio Tov vatpiov/ vVIPOYAPLKO 0EL Yo pUOLUGT Tov pH, Betikn TpwTapivn Kot HOWP Yo
eV

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoyo evaumpnpa

1 @raAidio tewv 10 ml. Zvotatikd Tolvcvokevaciog, dev uropei va TmAndei Eeymplotd

‘ 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. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

Enravoiwpnote cOppova [LE TG 001yieg
XPNOLOTOUOTE TO EMOVOULDPTLL LOVO €AV EIVOAL OLOIOLOPPO. AEVKO Kot BOAD

8. HMEPOMHNIA AHEHX

AHEH/
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Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyomroindei viog 6 efdouddwnv

9. EIAIKEYX XYNOHKEYX OYAAZEHX

[pwv to TpmTO dvorypa: GvAdcceTal oe Yuyeio. MnV T0 KOTOWOYETE
Koatd ™ ypnon: Pvrdcocetal kdto amd tovg 25°C. Na unv tomobeteitor 610 yoyeio 1 KatayOyeTol
Awotnpeite 10 QLOAIOI0 GTO KOLTI Y10 VO TO TPOCTUTEWETE OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN ITIOY IPOEPXONTAI AIIO AYTA, E@OOXON AITAITEITAI

Amoppiyte T Peddva Kot Tn cVpLyyd 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/1/02/233/017 5 ovokevaocies tov 1 X 10 ml proidiov

13.  APIOMOZX ITAPTIAAX

Hoprida:

‘ 14. TENIKH KATATAEZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEZHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

Insulatard 100

17.  MONAAIKOX ANAT'NQPIZTIKOX KQAIKOX — AISAIAZTATOE 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

EZQTEPIKO KOYTI (@YXII'TTO. Penfill)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Insulatard Penfill 200 1U/ml
Evéoo evoiopnpa oe puciyyo
avOpOTIVY tvooLAivT

2. YYNGOEXH XE APAXTIKH OYZXIA

1 puoiyylo mepiéyel 3 ml Tov 1wodvvauovy e 300 1U. 1 ml evonwpniuatog nepiéyet 100 1U avOpdmiving
woovAivng (1oodOvapeg ue 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEWVO PMGPOPIKO VATPLO,
VOpo&eidio Tov vaTpion/ vOpoyAmpikd o0&y yio pOuioT Tov pH, OBetikn TpwTapivn Kot HOWP Yo
EVECIULOL

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 x 3 ml pvoiyywo
5 x 3 ml puoiyywa
10 x 3 ml gpuoiyyla

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

Ymodopro yxprion
AWPacTe T0 PUALO 0INYIOV ¥PNONG TPV OO T XPNOT

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 puAdooetal o Béom, TV omoia dev PAETOLY Katl dev Tpoaeyyilovv Ta TALdLd

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ALTAPAITHTH(EX)

Enavaimpnote cOpemva e Tig 0dnyieg
XPNOLOTOUOTE TO EMOVOUIDPM LY LOVO €AV EIVOL OLOIOLOPPO AEVKO KOl BOAD
T xpion anod éva dtopo pwévo
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8. HMEPOMHNIA AHEHX

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

9. EIAIKEX XYNOHKEYX OYAAEHX

IIpwv 10 Tp®TO Avorypa: Pvidoocetal o€ Yyouyeio. Mnv 10 Katayvyete
Kota ™ ypnon: dvrdcoetal kdtom amd tovg 30°C. Na unv tomobeteital 6to Woyeio 1 koToydyeTol
Awtnpeite 10 QUGTYY10 6TO KOLTI Y10 VO TO TPOCTUTEYETE OO TO PG

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN ATIOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIIOAEIMMATQN ITOY NIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Amoppiyte T Perdva petd and kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

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

12.  APIOMOI AAEIAY KYKAO®OPIAX

EU/1/02/233/005 1 @voiyyio twv 3 mi
EU/1/02/233/006 5 @uoiyyla tov 3 ml
EU/1/02/233/007 10 gvuoiyywo tov 3 ml

13. APIOMOZX ITAPTIAAX

Hoptida:

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHTIEX XPHEZHY

‘ 16. TIAHPO®OPIEX XE BRAILLE

Insulatard Penfill

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A16d106T0TOG YPOUU®TOS KOdKaS (2D) Tov pépet Tov TepAn@Bivta LovadKO avayVOPLOTIKO KMOKO.
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18. MONAAIKOZXZ ANAI'NQPIEZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

ETIKETA (®YZITTIO. Penfill)

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

Insulatard Penfill 100 1U/ml
Evéoo evaidpnpo

avOpaTIVN tvoovivn
SC

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

AHEH/

4, APIOMOZX ITAPTIAAX

Hoptida:

5. IHEPIEXOMENO 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

EZQTEPIKO KOYTI (ITPOI'EMIXMENH XYXKEYH TYIIOY IIENAX. InnoLet)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Insulatard InnoLet 100 1U/ml
Evéoyo evaumpnpo o TpoyEUIOUEVT) GUGKEVT TOTTOV TEVOG
avOpOmVN tvooLAIVT|

2. YYNGOEXH XE APAXTIKH OYZXIA

1 Tpoyepopévn ovokeLn TOHTOL TEVIC TeptExel 3 ml mov wwodvvauovy pe 300 1U. 1 ml evouwpruatog
nepiExet 100 1U avBpdmivng veovrivng (toodOvapeg pe 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,
VOPo&eidlo Tov vaTpion/ VOpoYA®PKS 0&V Yo pVBoT Tov pH, Betikn TpoTapivn Kot Héwp Yo
EVECIULOL

‘ 4, OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 x 3 ml TpoyepicuéV GLOKELN TOTOL TTEVOC
5 X 3 ml mpoysuicuEVEC GLGKEVEC TOTTOV TEVOG
10 x 3 ml mpoyeuiouEVEC GLGKEVES 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 pvidooetar o€ 0éom, TV onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Taldld

7. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

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
peyoAvTEPO amd § mm
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8. HMEPOMHNIA AHEHX

AHEH/
Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyiomroindei viog 6 efdouddwnv

9. EIAIKEYX XYYNOHKEY ®YAAEHX

[pwv to TpmTO dvorypa: GvAdccetal oe Yuyeio. MnV T0 KOTOWYOYETE
Koatd ™ ypnon: Gvrdccetal kdto omd Tovg 30°C. Na pnv tomobeteitan 6to Woyeio 1 kaToyHyeToL
Noa tomofeteite To KAV TNG TEVOS OTN BECT) TOL Y10 VO TPOGTATEVETAL OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Pedldva petd amod kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/02/233/010 1 cvokevn tomov tévas tav 3 ml
EU/1/02/233/011 5 ovokevég thmov mévag tov 3 ml
EU/1/02/233/012 10 cvokegvég tomov névag v 3 ml

13.  APIOMOZX ITAPTIAAX

Moprida:

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard InnoLet

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

A16d106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

ETIKETA INENAX (TPOTEMIXMENH XYXKEYH TYIIOY ITENAZX. InnoLet)

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

Insulatard InnoLet 100 IU/ml
Evéoo evaidpnpo

avOpadTIVN tvoovAivn
SC

| 2. TPONOX XOPHTHZHE

‘ 3. HMEPOMHNIA AHEHX

AHZEH/:

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 IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (ITPOI'EMIXMENH XYXKEYH TYIIOY IIENAX. FlexPen)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Insulatard FlexPen 100 1U/ml
Evéoylo evaumpnpo o TPOoyEUIOUEVT) GUGKEVT TOTTOV TEVOG
avOpOmVN tvooLAivT

2. YYNGOEXH XE APAXTIKH OYZXIA

1 Tpoyepopévn ovokeLn TOHTOL TEVIC TeptExel 3 ml mov wwodvvauovy pe 300 1U. 1 ml evouwpruatog
nepiexet 100 1U avBpdmivng wveovrivng (toodOvapeg pe 3,5 mg),

‘ 3. KATAAOI'OX EKAOXQN

YAOPLOHYO YELOAPYVPO, YAVKEPOAT], LETAKPEGOAT], PAVOAT], O1EVVOPO OEIVO POGPOPIKO VATPLO,
VOPo&eidlo Tov vaTpion/ VOpoYA®PKS 0&V Yo pVBoT Tov pH, Betikn TpoTapivn Kot Héwp Yo
EVECIULOL

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo evaidpnpa

1 x 3 ml TpoyepicuéV GLOKELN TOTOL TTEVOC
5 X 3 ml mpoysuicHEVEC GLGKEVEC TOTTOV TEVOG
10 x 3 ml mpoyeuiouEVEC GLGKEVES 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. AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

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
peyoAvTEPO amd § mm
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8. HMEPOMHNIA AHEHX

AHEH/
Koatd ™ ypnon 1 6tav purdccetol og epedpikd: Na ypnoyiomroindei viog 6 efdouddwnv

9. EIAIKEYX XYYNOHKEY ®YAAEHX

[pwv to TpmTO dvorypa: GvAdccetal oe Yuyeio. MnV T0 KOTOWYOYETE
Koatd ™ ypnon: Gvrdccetal kdto omd Tovg 30°C. Na pnv tomobeteitan 6to Woyeio 1 kaToyHyeToL
Noa tomofeteite To KAV TNG TEVOS OTN BECT) TOL Y10 VO TPOGTATEVETAL OO TO PG

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN IIOY IPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

Amoppiyte T Peddva petd amod kdbe Eveon

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/02/233/013 1 cvokevn tomov wévas tav 3 ml
EU/1/02/233/014 5 cvokevéc tHmov mévag tov 3 mi
EU/1/02/233/015 10 cvokevég tomov mévag tov 3 mi

13.  APIOMOZX ITAPTIAAX

MMoprtida:

‘ 14. TENIKH KATATAZEH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Insulatard FlexPen

17.  MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106T0TOC YPOUU®TOS KOdKaG (2D) Tov pépet Tov TepAN@BEVTO LOVASTKO OVOYVOPLOTIKO KMOKO.
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18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

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

ETIKETA INENAX (ITPOTEMIEMENH XYXKEYH TYIIOY ITENAZX. FlexPen)

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

Insulatard FlexPen 100 1U/ml
Evéoyo evarmpnpua
avOpadTIVN tvoovAivn

SC

| 2. TPONOX XOPHTHZHE

‘ 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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B. ®’YAAO OAHI'TQN XPHXHX
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®Vviro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Insulatard 40 TU/ml (61e0veic povadec/ml) evéoipo evardpnpua o€ Qraristo
avOpadTIVY tVoOVAivN

AP AOTE TPOGEKTIKA OAOKANPO TO QVAAO 0ONYLOV PGS TPLY UPYIGETE VA YPNGIUOTOLEITE AVTO

TO PAPRUKO, OLOTL TEPLAUPPAVEL CNRAVTIKEG TANPOPOPIES VI GO,

- DvraEte avTd TO PUARO 0dNYIDY YpNong. Tows ypelaotel va to duPfdcete Eavda.

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

- H ocvvtayn v avtd 10 ¢appoxo yopnynonke amokAEIoTIKA Yo 6aG. Aev TPEMEL VO ODCETE TO
PAapuoKo 6€ AALOVS. Mmopel va TOVg TPOKAAEGEL PAAPT], KOO KOl OTOV TO GUUTTOUATO TG
acBéveldg Tovg givan 101 pe T Sk Gog.

- Edv mapatnpnioete kamola avemBOUNT EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPLOKOTOLO M
TOV VOGOKOUO G0G. AVTO 1G6Y0eL Kat yio, KAOE mhovn avemBountn evépyela Tov OV avapEPETaL
070 TOPOV PUALO 0dNYIDV YpYong. BAére mopdypago 4.

1. T eivon 1o Insulatard ko wowa giva n yp1jon Tov
To Insulatard givatl avOpdmivn tveovrivn pe otadiokn évopén Kot pakpd diapkelo dpaong.

To Insulatard ypnoytonoteitar yo T pelmon TV VYNAOV EMTES®V GUKYGPOL GTO aipa o€ acbeveig
pe cakyopndn dtapnn (dafnng). O dafrtng eivar pio acbévelo KoTd TV 0moio To GM GOg OgV
TOPAYEL APKETN VGOLATV Yo Vo eEAEYEEL TO emtinedo caxydpov oTo aipa cag. H Bepancia pe to
Insulatard Bon6a va TpoineBovv ot emmhokég cog amd Tov dofnT.

To Insulatard 6o apyioet vo peidVeL TO GaKY0PO 6TO aipo cog mepimov 1% dpa apod To gvécete kot
dpaomn tov B dlapkéoset yuo mepimov 24 dpec. To Insulatard 6idetal ovyva 6 GLVOLAGUO LE
OKEVAGLOTO VOCOVAVAV Tayelag dpdong.

2. Tvnpéner va yvopilete Tpiv ypnoypononicete 1o Insulatard
Mnv ypnoiponouicete to Insulatard

> Ye mepintmon aAlepyiag oTnV avOpOTIVY IVCOVAIVN 1] O€ OTTOL0ONTTOTE AALO OO TOL CLGTATIK(
aVTOV TOV PapuUdKov, BAErE Tapdypago 6.

> Edav aioBdveote v €élevon vroyivkopiog (younio caxyopo oto aipa), PAére [epiAnym tov

cOPup®V Kol TOAD CLYVOV OVETIBOUNTOV EVEPYEIDYV GTNV TOPAYPAPO 4.

Y& avTAieg £yyvong voovAivng.

Edv to mpoctatevtid kdAvppa givor xadapo 1 Aeinel. Kabe praridio yet €éva TpooTtoTenTiKo

TAOOTIKO KAAVULO 6@pdyiong. Edv dev elvar o€ téhela Katdotaon 6tav TApPETE TO PLOAIDIO0,

EMOTPEYTE TO PLOAIOI0 GTOV TPOoUNBELTH GO,

»  Edv dev &gl puiayBel cwotd 1 edv Exel Katayvydel, PAETE Tapdypapo 5.

»  Edvn emoavaiopnuévn tvoovrivn dev eupaviCetor opotdpopea Agvkn kat Ooin.

vy

Edv 1oy0el omotodnmote amd o mapamdve, un ypnotporotoste to Insulatard. Zvufovievbeite tov
Y10Tpd, TOV QOPLUKOTOLO 1] TOV VOGOKOLO GG,

Ipwv ypnopomoujoete o Insulatard

»  EléyEre v etikéta yuo va BePforwbeite 611 ival 0 6OGTOG TOTOG IVGOVAIVIG.

>  AQupEoTE TO TPOCTOTEVTIKO KAAV L.

»  Xpnowonoteite mhvta pio véa Peldva yio kéBe Eveon dote va amo@hyeTe LOAVVOT).

P O Peldveg Kot o1 cOPLYyeC dev TTpémel Vo potpalovral.

IIpog1d0mToU|GELS KO TPOPUAGEELS
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Op1opéveg KOTAGTAGELG KOl dpacTNPLOTNTEG UITOPEL VO EMNPEAGOVV TIG AVAYKES GOG GE VGOLALV.

Yopupovievbeite Tov yloTpod cog:

> Edv &yete mpofAnuata e To vEQPE 1} TO GUKMTL GOG 1 UE T EXVEPPIOLLL, TNV VITOPLGN 1) TOV
Bupeoeidn cag.

> Edv aokeiote meptocdTepo o 4T cuVROMG 1 €Gv BEAeTE va adAdEeTE TN LV BN dlaTpoPT Gag,
AoV aVTO UIopEl Vo ennpedosl To eXiTEdO GaKYAPOV GTO QiU GOGC.

> Edv giote appmaotot, cuveyiote T Ayn TG WGoLAIVIC 6aG Kot cupPovAievbeite Tov yloTpod
GOG.

> Edv mpokerton va taldéyete ato e€ntepikd, 10 Taidl 68 Yhpo SQopeTIKNG LOVNE DPag
UTOPEL VOl EMNPEACEL TIG AVAYKES GO GE IVGOVAIVN KOl MG EK TOVTOV TOV YPOVO YOPNYNoNG TOV
EVECEWV.

Agppotikég ahhayég oto onpueio yopnynong g £veong

I'a v amotpomn TG ELEEVIONG AAAAYDY TOL MTMOOLE 16TOV KAT® 0md TO SEPLA, OTMG 1) TAYVVON
TOV OEPLATOG, 1| GLPPIKVAOGT TOV OEPUATOC 1] 0 GYNUATICUOG EE0YKDOUATOC KAT® amd To OEPLUA, TO
onueio yopnynong g éveong mpénet vo evolrdooetal. H vaovdivn evdéyetatl va pnv gival apketd
OTOTEAECILATIKY €AV EVIETAL OE TEPLOYN LE EEOYKDUOTA, [LE cLPPIKV®OT N LE Ttayvvon (PA. TV
mapaypa@o 3). Edv mapatnpnoete omoleconmote depUATIKEG AALAYEC GTO GNUEID XOPYNONG TG
éveong, WIANoTE pe Tov YuTpd cog. Edv emi tov Tapdvtog KAVETE TIG EVEGELS OTIG TTEPLOYES OVTEG TTOV
£YOVV EMNPENCTEL, IANGTE UE TOV Y1OTPO OO TPV EEKIVIOETE TIC EVECELS G dlopopeTik eployr]. O
y10tpd¢ O GG CUUPBOVAEDCEL VO EAEYYETE TO TPOCEKTIKA TO EXITESU GOKYEPOV GTO OO GG KoL VOl
pocopprdlete T SO0 TS WGOLAIVIG 1} OTO10G GAANG avTOPNTIKNG aymyng Aappdverte.

Alha @appoxa kou Insulatard

Evnuepdote tov y10tpd, ToV poproKonold 1 Tov voGoKOUo oag 6V maipvete, £xeTe TPOGPOTO TAPEL N
UTopEl Vo TAPETE AAAL PAPLLOKOL.

Optlouéva edppoka ennpedlovy To ENImEdD GAKYAPOL GTO Aiplo oG Kol avTd Pmopel va onpaivel 6t
8001 NG WGoLAIVNG cog Tpémel va oAAGEel. TTapakdto avagépovtal Ta To GLYVE PAPLOKAL, TO OO0
eVOEYETOAL VOL EMNPEAGOVY TNV AY®YT GOG LLE LVGOVALV).

To enineda cokyapov Tov oipatdc oo umopel vo pnetwbovv (vroyAvkaiuio), dv Aopupdavete:
. Alo pdppaxa yio ) Oepaneio Tov dtafnn

. Avootoieig g povoapivoéedaong (avaotoieic tng MAO) (ypnoyomotovvral yio tn Oepomneia
™G KATabAYNG)

. B-amokAeiotég (xpnoyomolovvral yo T Oepameia Tng vIépTOoTQ)

. AvooToleig Tov petatpentikov evidpov g ayysoteveivng (MEA) (ypnoiiorotovvol yio
Oepaneio oplopEvVeV KapdloKk®V TOBNCEDY 1| TNG LIEPTAONG)

. ZaAKVAKA (PN OUOTO0HVTOL MG AVOAYNTIKE KoL OVTUTUPETIKA)

. AvaPolikd otepoedn (0nmg 1 TecTOGTEPOHVN)

. YovA@ovapideg (ypnotpomrotovvat yo T Oepameio AotudEewv).

Ta enineda cokyapov Tov oipatdc oo umopel vo owénbodv (vrepyAvkaiuio), av Aoupavere:

. AVTIGUAANTTIKG YOPMYOOLEVO OO TO GTOLO

. B¢cralideg (xpnoyomotoHvtal yio T Oepomeio TG LAEPTACTG 1 YO TV VREPPOAIKN
KOTOKPATNON VYPADV)

. IMkokoptikogdn (0Tmg 1 KopTLOVH OV ¥PNCUOTOLEITAL Yo TN Bepomeion PAEYLOVDV)

. BOvpeoeldikéc opudvee (YPNCILOTOOVVTOL Yid T Bepameio BVPEOEdIKDY SloTapUydDV)

. ZopmofopunTikd (6nwg n emveepivn {adpevorivn}, 1 caifovtapdin | n tepPovtarivn Tov
YPMOLOTO0VVTOL Yo TN Bepameia Tov dobuatog)

. AvENTIKN opudVN (QAPLAKO Y TN OEYEPCT) TNG OKEAETIKNG KOl COUATIKAG 0OENONG KOl LUE
ONUOVTIKT EMIOPOCT OTIG LETAPOMKES dlepYaieg TOL GMLATOG)

. Aovaloin (papuaio mov exdpd otny woppnéia).

H oktpeotion ko n Aavpeotion (ypnoipomotovvron yio ) Bepaneio g peyorakpiog, piog omiviog
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OPUOVIKNG SATOPOYNG TOL EUPaVICETOL cLUVNO®G GE PLEGTAIKEG, 1 OTTO10 TPOKAAEITAL OO TNV VTOPLGN
OV TOPAYEL TEPIOGELD AVENTIKTG OPLOVIG) UTOPOVV €iTE VL AVENGOLV 1] VO LELDGOLV TA EMIMESA
GOKYGPOL TOV CiLOTOS COG.

O1 B-amokAeloTég (xpnoionotovvtal yia T Oepaneio Tng VAEPTACTG) LTOPOVV VO LELDGOVV 1 VOl
KOTAOTEIAOLY OAOKANPMTIKG TO TPOTO, TPOEOOTOMTIKA GCUUTTOOTA TO, 0ol cog fonBodv va
ovayvoploete 10 YouNnAd EINESO GaKYAPOV TOL AILOTOC GOG.

H moyhralévn (Siokia mov ypnoyonotovvtar 6t Bepaneio Tov drafntn tomov 2)

Mepikoi acOeveic pe pokpoypovio dafntm TOmov 2 Kol KapdloK VOGO 1) TPOTYOOUEVO EYKEPUAIKO
€nEGO010, 01 0moiot ELafav ayyr HE TOYAITaLOV Kol VGOLAIVY TOPOATHPTOAV TNV OVATTLEN
KapdloKNG avendpkelag. Evuepdote Tov ylotpd 60G T0 GUVIOUOTEPO dUVATO, EAV TAPATIPTCETE
eVOElEELS KapOLOKNG AVETAPKELOS, OTMG 0oLV B1oTN dvoTTvola 1} Ypryopn avénon tov Bapoue 1§ TomiKd
mpn&po (oldnpa).

Edv éxete mhpel omo100MmoTe amd T QAPUAKO TOV AVAPEPOVTOL E6M, EVIUEPMOTE TOV YIATPO, TOV
QOPUOKOTOL) 1) TOV VOGOKOUO GG,

To Insulatard pe owvomvevpaT®on

»  Edv xotovol®VeTe OVOTVELLOTMOT, ) AVAYKN OaG Yiot tvooVAivn pmopel vo petafindei apon
TOL EMMESA GOKYAPOV GTO Aipla GO,G UTOPOVV it Vo avEPouv gite va TEGOLV. ZuVIGTATOL
TPOGEKTIKT TOPAKOAOVON o).

Kotnon ka1 Onraocpég

»  Edv siote £ykvog, vopilete 6T umopel va glote £ykvog 1 oyedalete va amoKToeTe oo,
{nmoTte ™ GLUPOLAT TOL YLOTPOL Gag TPOTOV ThpeTe AVTO TO PAppaxo. To Insulatard pmopei
va ypnoomomBei katd v eykopocvvny. H d6om tng veovrivng cag evdéyetar vo petafinbel
KaTd TN S1APKELD TNG EYKLUOGVUVNG Kot HETA T Yévva. O TpocekTikdg EAeyy0g Tov dtapntn coc,
€101KA 1] OTOPLYT VTOYAVKALOV, EIVAL GNUAVTIKOS Y10, TNV DYELN TOL LOPOL GOG.

»  Aevurdpyovv meplopiopoi ot Oepoameio pe Insulatard koatd tn didpreio Tov OnAacuod.

Potmote tov yotpd, Tov QoproKoTold 1 TOV VOGOKOUO GOG Y10 GUUPOVAEG TPOTOV TAPETE
OTO10ONTIOTE PAPLOKO EVD gioTe £yKLOG 1) ONAd eTE.

001 yNoN Ko YEPIGUOS POV RATOV

»  [lopokareicOe va poToeTE TOV Y10TPO GOG EAV UTOPEITE VAL 0INYOETE AVTOKIVITO 1 VOl
YeWPLoTeiTe Eva unydvnoL:

. Edv &yete ouyva vmoylvkoupia.

. Edv cog glvar dvokoro va avayvopicete TV VIOYAVKOLa.

Edv 10 odkyapo tov aipatog cog eivat xopumAd 1 vynAod, Lmopel vo EXNPEACTEL 1] GLYKEVTPMOOT) KoL 1)

TKOVOTNTO aVTIOPAOTC GOG KO ETOUEVMG 1 TKAVOTNTA GG VO 00N YEITE 1 VOl XEPILETTE UNYOVALOLTOL.

‘Exete v’ oyv 6T pmopei va Bécete o€ Kivouvo Tov €00VTO GOg 1| TOLG AAAOVG.

To Insulatard mepiéyer vatpiro

To Insulatard nepigyet Aydtepo amd 1 mmol vatpiov (23 mg) avé d6on, dniady to Insulatard

TPOKTIKA oTEPELTOL VATPiOV.

3. Iog va ypnowpomonjcere to Insulatard

AOG1 KoL TOTE TPEMEL VA TAPETE TNV LVGOVAIVY] 6OG
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[Tavtote va maipvete v WGOLAIVY 060G Kol v TPocaproleTe T SO0 GO LGTNPE GOUPOVO [IE TIG
00nyieg Tov yraTpov cac. Edv €xete apupiPolrisc, potiote Tov y1aTpd, TOV GAPUAKOTOL0 1) TOV
VOGOKOLO OO,

Mnv aALdCeTe voOVAIVY EKTOG KOl 0V GOG TO £XEL TTEL O YTPOG 60G. EAv 0 yratpdg oo, oag Exel
UETOTAEEL OO Eva TOTO 1 EUTOPIKO CKEVAGLA IVGOVAIVIG G€ GAAO, 1) dOGT| GUG LITOPEL VAL YPELNOTEL VoL
TPOGOPLOCTEL 0O TOV Y1UTPO GG,

Xpion o€ Too16 kKo @1 pfovg

To Insulatard pmopei va ypnoipomomBei og maidid kat pfBovuc.

Xpio1 o€ 101KEG opadeS acOevarv

Edv &yete peiopévn veppikn | nratikn Agttovpyia 1 €av glote dvo TV 65 eTmv, ypedletol va
ELEYYETE TO GAKYOPO TOV OULATOG COG TTIO TAKTIKA Kot Vo su{ntdte T aAloy€g o1 660m TG
WWGOLAIVIG e TOV Y1aTPS GOC.

I®g ko wov yiveron 1 £veon

To Insulatard yopnyeitot pe éveon kato amd 1o déppo (VTodOPLL). Aev TPENEL TOTE VO, KAVETE TNV
éveon anevbeiog o PAEPa (evooeAEPia) N 6€ po (eVOOULTKE).

e khBe éveon, alrdEte ™ BEom T™NC £veomg EVTOC TNG CLYKEKPIUEVNG TEPLOYXNG TOVL OEPLLATOG TTOV
ypNoponoteite. Avtd UTopeEl va PELOGEL TOV Kivouvo avanTuéng eEoykopdtov 1| avopolidv 6To
déppa, PAéne Tapdypapo 4. Ot KaddTepes BEc¢E1g Yia va kKavete TV £veoT givat: 1 KOG GaG, ot
YAOVTOL GOG, TO EUTPOG LEPOG TV UNPpdV 1 TV PBpaydvoyv cag. H tvooviivn cag Ba dpdoet
YPNYOPOTEPO. EAV KAVETE TNV €veoT 6TV Kot cag. [Tavta o mpémet vo PeTpATe TUKTIKG TO GAKYOPO
670 oipo oo,

Hog va tapete 10 Insulatard

To grorida Insulatard Tpoopilovrar yio xprion pe cOPLYYEG VGOVLAIVIG 0VTIOTOYMG KAIHOKOG
HOVAdWV.

Edv ypnowomnotgite poévo Evav TOTo VGOLAMVIG

1. KvAinote to guoiidlo ata xépla oag LéEYPL To VYPO Vo Yivel opoldpopeo Aevkd kot Boro. H
EMOVOLADPNOT YiVETOL EDKOAOTEPQ OTAV 1] IVGOVAIVY €xEl pTAcEL TN Beppokpacio dwpaTiov.
Tpapnéte aépa péoa ot cHPLYya, AVTIOTOLYO TG TOGHTNTAG TNG SOOTG TNG VGOVAIVIG TOL
wpokerTal va evécete. EvEate Tov aépa LEGO GTO PLOAIDIO.

2. I'vpiote 10 QroAidio ka1 T cvpryya aviamodo Kot TpaPnéte T oot 6061 WWGOLAIVNG Lo OTN
ovptyyo. Bydite ™ Behdvo amd 10 QLaAId10. XTN CUVEKELD, APALPECTE TOV 0EPU OO TN GVUPLYYO
ka1 fePorwbeite 6TL M dOOT givor | GOCTY.

Edv npémet va avaueifete 800 TOTOVEC WVGOLAVIC

1. AxpBog mpv ) xpfomn, KVANoTe To Prodidlo tov Insulatard avéapeca ota xEpa cag.
Eravoldfete avtr ) dwdikacio edv ypetdletor péypt To vypod va Yivel opotopopeo AeVKo Kot
0oAd. H emavaidpnon yivetal vkoAdtepa OTav 1 tVGOLAIVY £yl pTdost T Bepprokpacio
dopatiov.

2. Tpafn&te péooa atn cvpryyo mocoTTa 0épa ion pe t d6on tov Insulatard mov yperdleote.
Evéote tov aépo péoa oto groridio mov epiéyet to Insulatard kon BydAte tn Pelova.

3. Tpapnéte péoa otn cvpryya mocoHTNTA 0€pa ion pe TN 066N VGoLATvNG Tayeiog dpdong Tov
TpokerTal va evécete. EvEoTe Tov aépa LEGO 0TO PLOAISI0 TTOV TEPIEYEL TNV IVGOVAIVT TaEiog
dpdong. Metd yupiote 10 Pradidto kot tn cvpryya avimoda Kot tpapnéte tn 66om g
WGOLAIVIG Tayelog OpAoNC TOL GO GLVTAYOYPAPNONKE. AQPaPEcTE TOV Aépa amd TN cLPLYY
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ka1 eEAéyEte OTL M 060N Eival COOTY.

4. Méote ™) Perdva péoa oto eradidio pe to Insulatard. Metd yopiote to QraAidlo kot tn cvpryya
avdémodo Kot Ttpapnéte T 06N TOL GO GLVTAYOYPAPNONKE. APaIPECTE TOV 0EPA OO TN
ovpryya kot BePforwbeite 6T1 1 060N ivan 1 cwotr. Kdvte apéowc v éveon pe 1o peiyua.

5. Avapuyvoete mdvta to Insulatard kot tnv wveovkivn tayeiog dpdong pe auth T 6Epa.

Tpomog éveong Tov Insulatard

> Evéote v tveovAivi) KATM amd T0 dEPLa GOC. XPNOLLOTOGTE TNV TEYVIKT EVECEWDV TOV GOG
VEdeIEE 0 Y1TpOC GOC 1) O VOGOKOUOG GOC.

»  Kparote ) ferdvo KATO amd TO SEPUA GOG Y10 TOVAGYIOTOV 6 dEVTEPOAETTA MGTE VO EI0TE
olyovpot OTL £xETE EVEGEL OAN TNV LVGOVAIVT).

> Metd and kdbe éveon amoppiyte TN PeAodva Kot T GVPLYYO.

Edv napete peyarldtepn 0661 tvoovAivig amé TNV KAVOVIK)

Edv mapete moAD peydin mocdTTo IVGOLAIVIG, TO GAKYOPO TOV OUHaTOg oag YiveTol TOAD YaunAo

(voyAvkoupic). BAéne [epiAnym tov cofoapdv Kot ToAD cUYVOV avemBOUNTOV EVEPYEIDV GTIV

ToPAypapo 4.

Eav Eeydoete vo TAPETE TV LVGOVAIVY] GOG

Edv Egydoete va mapeTe TNV WVGOLAIVI GAG, TO GAKYOPO TOV aipatog uropet vo Bdosl o€ vepPoiikd
vynAd enimedo (vepylvkaipio). BAéne Emdpdceic and tov dapntn oty mopdypaeo 4.

Edav oTopotioeTe Vo TAiPVETE TV LVGOVAIVY GOg

Mn S1akOWETE TN ANYT TNG WVGOLAIVNG GOg Yopig va o €xete culntnoet pe Evav yuTpod, o omoiog Ha
00G TEL TL TPEMEL VO KAVETE. AVTO B LTOpovGE v 0dNYGEL G TOAD VYNAG ETITESH GUKYAPOV TOV
aipatoc (coPapn vrepyAvkapio) kot e keto&émon. BAéne Emdpdceic and tov d1afntn otnv
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPHOT CQVTOV TOV PAPUAKOV, POTHOTE TOV YIATPO,
TOV QUPHOKOTOLd 1] TOV VOGOKOLO GO,

4, IBavég avemOOUNTES EVEPYELEG

Onwg 6Aa 1o pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOpovGLAlovTal 6€ OAOVS TOVG AvEPMOTOLC.

Mepidqyn TOV cofapdv KoL TOLD GUAVAOV GVETIOOUNTOV EVEPYELOV

To yopunié ocaxyapo aipatog (vroylvkoipio) sivat po TOAD Gy avemiBountn evépyela.
Evdéyetar va ennpedoet mepiocotepovg omd 1 otovg 10 avBpdmovg.

To younAd caxyapo Tov ainatoc uropei va cuuPei, ebv:

. Evéoete moA0 peydin mocotnTa tvoovAivg.
. Tpmdte TOAD Aiyo N Tapareiyete Eva yevpa.
. Aockelote TEPIOCOTEPO ATO TO PUGIOAOYIKO.
. ITivete owvonvevpotmon, Préne To Insulatard pe owvorvevpot®onov mapdypapo 2.

IIpoedomomTikd GLURTOUATO TOL YOUNAOL Gakydpov aipotog: Kpvog 1dpatag, kpho yAmud dépua,
TOVOKEPOAOC, TOYOG Kapdlokdg pubudg, aictnua acbeveiag, aicOnuo peyding meivag, Tpocwpivég
oAhayég otnv 6pacn, vIvnAica, acLVROIGTN KOTMGN Kot aduVapLio, VELPIKOTNTA 1| TPEUOVAO, oicOnua
ayyovg, aicOnua cvyyvong, SLGKOAMA GTN CLYKEVTIP®OT).
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To moAD YaunAo GAKY0PO GTO CipLo UTOPEL VO 001 YNOEL G€ andAeln TV aictncemv. Edv dev
OepanevBolv To TopaTETAUEVE, TOAD YOUNAG ETIMESQ CAKYAPOV AILOTOG, UTOPEL VO TPOKAAEGOVV
eyKeaAkn| BAAPN (ropoduci 1 wéviun) axoun kot 8avoato.Mropel vo avoviYETE amd TNV OTOAEL
TV aebnoemv ToAD TayvTEPQ GV GG YopTyNOel Eveon pe TNV 0proOvn YALKOYOVT| 0O GTOUO
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yhvkayovng, Oa mpémnel va ndpete yAokoin 1
Cayapohyo TpodYePo PaynTo apécms LOALS EavaPpeite Tig aioBnoelg coc. Edv dev avtamokpifeite ot
yAvkayovn, Ba tpénetl va gloayBeite oe vosokopeio.

T va kdvete edv arcBavBeite younAid 10 odxyapo aipatog:

»  Edv aeBavbeite yaunio to 6axyopo aipatog, apte otokio yYAvkolng 1 £va yev o Heyoing
TEPLEKTIKOTNTOG G€ Lhryopm (T.). YAVKE, UTIoKOTA, YOUO PPOLT®V). METPNOTE TO GAKYOPO TOV
aipatds cog, av etvar duvatd kot Egxovpaoteite. Ildvtote va éxete pall cog diokia yAvkoing M
TPOPILO [LE VYNAT TEPLEKTIKOTNTO GE GAKYOPO, TPOANTTIKA.

»  Otav T0 GUUTTOUOTO TOL YOUNAOD GaKYAPOV aipaTog Exovy e€apavictel | dtav To eminedo Tov
GOKYAPOL TOV aiplaTog oag £xel otabepomombei, cvveyiote T Bepaneio pe tvoovdivn, g
ovvindwmg.

»  Edv égete yapunio cdxyopo aipatog mov oog TpoKaAel Amobupia, edv ¥peldcTKE Vo KAVETE
€veon yAvkayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYOPOVL OiUATOG,
ovuPovievbeite Evav yrotpo. H mosdtnrta 1 0 xpdvog xopiynong e tVeouAivng, To eayntod N1
doknon propel va ypeldLoviot TpoGuPLoYY.

[leite oto KOw®VIKO GoG TEPIPAAAOV OTL ExeTE S10PNTN KO TOLEG UTOPEL VO EIVOIL Ol GUVETELEG,
ovumeptAoppavopévou tov Kivdhvouv Amobupiog (andAelog Tov aiodncewv) eEattiog younioo
cokydpov aipatoc. Eviuepmote toug 6t v Mmobvuncete, Tpenel va 6og Yupicouv 6To TANL KoL va,
KaAécouV apécmg 1aTpikn fonbeta. Agv Tpémel vo 6ag SDCOVY KATO0 PaynNTo 1 TOTO, ENEON UTOpEl
VoL TIVIYELTE.

Ot oofapéc ariepykés avtidpacsrg oto Insulatard 1 oe kGmolo amd ta cvoTHTIKA ToV (OvoudleTat
GLOTNUOTIKY OAAEPYIKN avTidpaon) ivol po TOAD ordvia avemBountn evépyela, aAld umopel
gvdgyouEvmg va etvar ametAnTikn yia ) Co1. Evdéyeton va ennpedoet Aryotepovg and 1 atovg 10.000
avBpomovg.

AvaCanrs OUECMC LOTPIKT CLULPBOVAN:
Edv ta onuadia g adrepyiog eEamimBodv oe dALa onUElR TOL COUATOG GO,

. Edv Eapvikd dev voumbete kaAd kal apyicete va: 10pmVETE, €ioTe AppmGTog (Tdomn Yo EUETO),
£€yete duoKOAi TNV avomvon, £xete TayvmoApio 1| acBdveote {aAdoal.

»  Edv mopatnproete onotodnmote omd ovtd o onpeia, avaintiote apuécme TPk GUUPOVAN.

AgppoTtikég arhayés oto onpeio yopiynong g éveong: Edv xavete éveon veovivng oto 110
onueio, 0 MrMONG 16TOG pumopel vo vootel cuppikvwot (Mmoatpopia) 1| Tayvven (AMmobmepTpopia)
(evdéyetar va eppaviotel o€ €émg 1 ota 100 dropa). EEoykdpoto kKatm and 10 dEpua eVOEXETAL EMIONG
VO GYNUOTIGTOVV OO TI GUGCMPELCT] LG TPMTEIVNG TOV OVOUALETAL AULAOEIDES (DEPLLOTIK
OUVAOEID®OT), 1] CLYVOTNTA ELEAVICTG AVTNG TNG avTidpaong dev gival yvmotn). H wweoviivn

evOE eTOL va, Unv givol TOAD ATOTEAEGLLOTIKY] €AV 1) £VECT] YivETOL GE TEPLOYN LE EEOYKDLOTA,
ovppikvecon 1N Tayvvon. o vo aToTpEYETE TNV EUPAVICT] AVTMV TOV OEPUATIKOV QAAAYDV,
ouvioTtdtal vo evalAdocete Kabe opd To onueio xoprynong g Eveong.

Kotdloyog Aout®v avemOOUNTOV EVEPYELOV

‘O ovyvég avemOOUNTES EVEPYELES
Evééyeton va emnpedoovv Aryotepovg and 1 otovg 100 avBpdmovc.

Inpadwa airepyiag: Mmopel va eLOAVIGTOVV TOTIKEG AAAEPYIKES avTIOpACELS (TGVOG, epuBpoTNTO,
Kvidmon), AEYLOVY], LOA®TESG, O10MLLO KOl KVNGLOC) 011 B6om NG éveonc. Xvuvnbwg, vtoywpodv LeTd
amo Alyeg efoopadeg AMyng e woovAivig cag. Edav dev e€apaviotoidv 1 edv eamhmbolv ce dAla
onueio Tov COUATOG GaG, MANGTE APECHS e TOV Y1oTpd caG. BAEme emiong ZoPfoapéc arlhepyucég
OVTIOPAGELC, TAPOUTAV®.

54



Awpnricn apgifinotposidonadero (Lo acHéveln Tov patiov mov oyetileton pe To dapnTn, n omoia
umopei va 0dnynoetl g andieio g dpacng): Edv naoyete and dwafntikn apeipinotposidonddeio kat
TOL EMITESO TOV GOKYAPOV TOV OUHOTOC 6aG PEATIOVOVTAL TOAD Ypriyopa, 1 apeipAnctposidonadsia
umopel va emdevabei. Potiote tov yuotpd cag yi' autd.

Oionpa tov apdpaccwv: Otav apyicete va maipvere voovAivn, 1 KoTakpdtnon vepol pmopel va
TPOKOAEGEL OION IO YOP® OO TOVS UOTPAYAAOVG GOG Kot AAAES apBpdacels. Ducloroyikd, avTo
vroympei cvvropa. Edv dev vmoympnoetl, pmtinote ToV Y1oTpd Gog.

oAb omavieg avemBounTEg EVEPYELES
Evdéyetar va ennpedoovv Myodtepoug and 1 otovg 10.000 avBpmmovg.

Awrapayis g 6paong: Otav Eekvate yio Tpmtn @opd tn Oepameia pe wvGovAivn, umopel va
dwtapaybei n 6pacn cag, aALE 1 evOYANon eivatl cuvnOmg TPOCOPIVY.

Enrddvvn vevpornaOseia (movog e€outiog PAAPNS tov vedpwv): Edv ta enineda tov caxydpov 61o aiua
o0 PeATidvovTal TOAD YpNyopa, UTOPEL VoL VIDGETE TOVO GUVOEOUEVO LLE TO VEVPO GOG. AVTO
ovopaletor o&eio emmOvVN vevpomadeila Kat givol cuviB®S TOPOSIKT.

Avo@opd avemOOunTOV gvEpyEIOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTOO N
TOV/TIV VOGOKOUO G0G. AvTd 1oy0eL Kot yio, KAOg mhovi avemBOUnTn eVEPYELN TOV OV UVAPEPETOL
GTO TAPOV GUAAO 0ONYIDV ¥pNoNG. Mmopeite emiong va avaeEpeTe avemBOUNTEG eVEPYELeC amevbeiog,
UEG® TOV €BVIKOV GUGTNUATOG AVOPOPAS TOV avaypaeeTon oto [lapdpmuae V. Mécm g avoaeopdic
AVETOOUNTOV EVEPYEIDY UTOPEITE VO foNONGETE GTI GLALOYT TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOL.

Emopaoceic ané tov owapntn
Yynio caxyopo aipatog (vrepyrlvkoipio)

To vynAd caKYoPo TOL aiNaTOS UTopel vo cvuPel, eqv:

. Agv €yete evEGEL APKETI] IVGOVALVY).

. Eeydoate va eVEGETE TNV IVGOLAIVI GOG 1] GTALATHCOTE VO TOIPVETE IVOOVALIVY.
. Aoppavete emavehnpuuéva AMyotepn voovivi) and avtr Tov ypelaleote.

. "Eyete Aolpwén 1/kat mopeto.

. Tphte TEPLOGOTEPO O’ OTL GLVHOWG.

. Aocxeiote Mydtepo an’ 11 GuVHOG.

[pogidomomtiKd GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd copmtopata eueoviloviatl otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnua diyog, ammAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aicOnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENpocTopia Kol avaTVoTn Le PPOVTMIN oopn (aKETOHVN).

T1va kévete edv oncBavBeite vYNAS To GdiyaPO CipOTOC:

»  Edv éyete kdmo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO GO,
eAEYETE T OVPO. GOG Y10 KETOVEC, €AV LTOPEITE, KOl 6T GLVEXELN 0vo{NTHOTE AUECHOC LOTPIKN
Bondeia.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNg KOTAGTUGTG TOL OVOUALETOL S1afNTIKN
KkeToEEmO (cvoompevon 0EE0¢ oTo aipa e€attiog Tng SICTOCNG TMV ATV ATO TOV OPYUVICUO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnéel o SopnTikd Ko Kot
telMkd og Bdvarto.

5. I®g va puiacoete To Insulatard

55


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

To @appako ovtd TPETEL VO UAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot HgV TO POGVOLV Ta A1
Noa pn ypnoponoteite avtd T0 APROKO HETE TNV Nuepounvia ANENG Tov avaypdeeTot 6TV
EMGNUAVON TOL ELoAdiov kot 6To Kovuti puetd v ‘“AHEH’. H nuepounvia Anéng eivor n tedevtaia

NUEPQ TOV UNVA TTOV OVOPEPETOL EKEL.

pw ané to TpdTO dvorypa: GuAidcoetal 6to youyeio otovg 2°C - 8°C. Alatnpfote T0 pakpild amd
T0 oTolyeio Yo&ng. Mnv to KatayOyeTe.

Kaotd ™ gpion 1 6Tav @épeTar @g e@edpukd: Mnv 10 yoyete 1| KatayHyete. Mmopeite va to €xete
pali cag kot va 1o puAdooete og Beppokpacio dmpotiov (katw and toug 25°C) yia 4 efdopddeg To

TOAD.

Noa dwatnpeite Tavta 10 QLoAidlo 6To KouTi OTAV dEV TO YPNCYLOTOLEITE, Y10 VO TO TPOCTUTEYETE OO
T0 PG,

Amoppilyte T Perdva kot T cvpryyo LeTd amd Kabe Eveon.

Mnyv Tetdte APLAKO GTO VEPO TNG OMOYETEVONC 1 OTA OIKLOKG amoppippata. Potiote tov

QOPUOKOTOLd GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO, TTOL OEV YpMoLponoteite wa. Avtd ta pétpa Ba

BonOncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. IIepreydpeva NG GVOKELUGTOG KO AOTTEG TANPOPOPIEg

Tvwepréyer to Insulatard

- H dpaoctiki ovcia ivar 1 avBpomivn tveovrivn. To Insulatard sivat evaidpnpo. tcopavikng
avOpdmivng wveovriving (NPH). Kabe ml mepiéyet 40 U avBpmmivng vooviivne. Kabe praridio
nepEyel 400 U avBpdmivng veoviivng oe 10 ml evéoiuov evoimpniuotog.

- Ta GAA0 GVGTATIKG Elval YAOPLOVY0G WEVSAPYLPOS, YAVKEPOAT, LETAKPECOAT], POIVOAT,
POGPOPIKO SVATPLO SLHOPIKO, VIPOEEISI0 TOL VaTpiov, VIPOYA®PLKO 0D, Belikn TpOTOUivY Kot
VOWP Y10 EVESILLAL.

Ep@avien tov Insulatard kou mepieyopevae TG 6VGKELAGIOG

To Insulatard givat éva evéoipo evaidpnpo. Metd v enavoidpnon 1o vypd o mpénel vo epeovifetal

OpOOHopPa AgVKO Kot BOAO.

Meyé0n ovokevaoiog tov 1 | tov 5 eloldiov tov 10 ml 1 og ToAVGLOKEVOGIN TOV 5 GVOKEVAGIDY

70V 1 erodiov X10 ml. Mropel va unv KukAoQopoHv OLEG 01 GLOKEVAGIES.

To evandpnua gival BoAd, Aevkd Kot VOUTIKO.

Kéaroyog Adsrog Kvkhopopiog kon Iapaockevaotic

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

To mwapov @vAlo 00NYLOV Yprions avaBewpnOnke Yo TELEVTOIO POPd GTIG

Addeg TNYEG TANPOYOPLAV

Agmtopepeic TANpopopieg yio 1o Pappoko avtod gival dabéoiueg oto diktvaxod tomo tov Evpomnaikon
Opyoviopov @apudkmv: http:// www.ema.europa.eu.
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®Vviro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Insulatard 100 TU/ml (81e0veig povadec/ml) evéoipo evar@pnpo 6& grorioro
avOpadTIVY tVoOVAivN

AP AOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PN CIGS TPLY UPYIGETE VA YPNGIUOTOLEITE AVTO

TO PAPRUKO, OLOTL TEPLAUPPAVEL CNRAVTIKEG TANPOPOPIES YL GO,

- DvraEte avTd TO PUALO 0dNYIBY YpNong. Towg ypelaotel va to duPfdcete Eavda.

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

- H ocvvtoayn v avtd 10 0appaxo yopnynonke amokAEIoTIKA Yo 6oG. Aev TPEMEL VO ODCETE TO
@apuoko o€ AoV, Mmopel va Tovg TPOKAAEGEL PAAPT], OKOUA KoL OTOV TO GUUTTOUATO TG
ac0éveldg Tovg giva 101 pe T Ok Gog.

- Edv mapatnpnioete kamola avemBOUNT EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPLOKOTOLO M
TOV VOGOKOUO 60G. AvTd 1oy0el Kot yio KO mhovi avemBOunTn evEPYELX TOV OEV OVAPEPETOL
070 TOPOV PUALO 0dNYIDV YpYomng. BAéne moapdypago 4.

1. T givon 10 Protaphane kot wowa givar 1 pfion tov
To Insulatard givatl avOpdmivn tveovrivn pe otadiokn évopén Kot pakpd diapkelo dpaong.

To Insulatard ypnoytonoteitar yo T pelmon TV VYNAOV EMTES®V GUKYGPOL GTO aipa o€ acbeveig
pe cakyopndn dtapnn (dafnng). O dafrtng eivar pio acbévelo KoTd TV 0moio To GM GOg OgV
TOPAYEL APKETN VGOLAIVY Yo va eEAEYEeL To emtinedo caxydpov oto aipa cag. H Bepancia pe to
Insulatard Bon6a va TpoineBovv ot emmhokég cog amd Tov dofnT.

To Insulatard 6o apyioet vo peidVeL TO GaKY0PO 6TO aipo cog mepimov 1% dpa apod To gvécete kot
dpaomn tov Ba dlapkéoet yuo mepimov 24 dpec. To Insulatard 6idetatl cvyva 6 GLVELAGUO LE
OKEVAGLOTO VOOVAVAV Toyelag dpdong.

2 T péner va yvopilete mpiy ypnoponoumjcete to Insulatard
Mnv ypnoiponouicete to Insulatard

> Ye mepintmon aAlepyiag oTnV avOpOTIVY IVCOVAIVN 1| O€ OTTOLOONTTOTE AALO OO TOL CLGTATIK(
aVTOV TOV PapuUdKkov, BAETE Tapdypago 6.

> Edav aioBdveote v €élevon vroyivkopiog (younio caxyopo oto aipa), PAére [epiAnym tov

cOPup®V Kol TOAD CLYVOV OVETIBOUNTOV EVEPYEIDYV GTNV TOPAYPAPO 4.

Y& avTAieg £yyvong veovAivng.

Edv to mpoctatevtid kdAvppa sivor xadapo 1 Aeinel. Kabe praridio yet €éva TpooTtoTenTiKo

TAOOTIKO KAALHLO 6@pdyiong. Edv dev elvar o téheln Katdotaon 6tav mTApETE TO PLOAIIO0,

EMOTPEYTE TO PLOAIOI0 GTOV TPpOoUNBELTH GO,

»  Edv dev &gl puiayBel cwotd 1 edv Exel Katayvydel, PAETE Tapdypapo 5.

»  Edvn emoavaiopnuévn tvoovrivn dev eppavifetor opotdpopea Agvkn kat Ooin.

vy

Edv 1oy0e1 omotodnmote amd to mapamdve, un ypnotporotoste to Insulatard. Zvufovievbeite tov
Y10Tpd, TOV QOPLAKOTOLO 1] TOV VOGOKOLO GOG.

Ipwv ypnopomoujoete o Insulatard

»  EléyEre v etikéta yuo va BePforwbeite 611 ival 0 6OGTOG TOTOG IVGOVAIVIG.

>  AQupEoTE TO TPOCTOTEVTIKO KAAV L.

»  Xpnowonoteite mwhvta pio véa Peldva yio kébe Eveon dote va amo@hyeTe LOAVVOT).

P O1Peldveg kot ot cOPLYYeC dev TTpémel Vo potpalovral.

IIpog1d0mToU|GELS KO TPOPUAGEELS
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Op1opéveg KOTAGTAGELG KOl dpacTNPLOTNTEG UITOPEL VO EMNPEAGOVV TIG AVAYKES GOG GE VGOLALV.

Yopupovievbeite Tov yloTpod cog:

> Edv &yete mpofAnuata e To vEQPE 1} TO GUKMTL GOG 1 UE T EXVEPPIOLLL, TNV VITOPLGN 1) TOV
Bupeoeidn cag.

> Edv aokeiote meptocdtepo o’ 6TL GuVHO®G 1 €dv BEAETE VoL aAAGEETE TN GLVNON dlaTpoPT| Gag,
AoV aVTO UIopEl Vo ennpedosl To eXiTEdO GaKYAPOV GTO QiU GOGC.

> Edv giote appmaotot, cuveyiote T Ayn TS WGoLAIVIC 6aG Kot cupfovievbeite Tov yioTpod
GOG.

> Edv mpokerton va taldéyete ato e€ntepikd, 10 Taidl 68 Yhpo SQopeTIKNG LOVNE DPag
UTOPEL VOl EMNPEACEL TIG AVAYKES GOC GE IVGOLAIVN KOl MG EK TOVTOV TOV YPOVO YOPNYNoNG TOV
EVECEWV.

Agppotikég ahhayég oto onpueio yopnynong g £veong

I'a v amotpomn TG ELEEVIONG AAAAYDY TOL MTMOOLE 16TOV KAT® 0md TO SEPLA, OTMG 1) TAYVVON
TOV OEPLATOG, 1| GLPPIKVAOGT TOV OEPUATOC 1] 0 GYNUATICUOG EE0YKDOUATOC KAT® amd To OEPLUA, TO
onueio yopnynong g éveong mpénet vo evolrdooetal. H vaovdivn evdéyetatl va pnv gival apketd
OTOTEAECILATIKY €AV EVIETAL OE TEPLOYN LE EEOYKDUOTA, [LE cLPPIKV®OT N LE Ttayvvon (PA. TV
mopaypa@o 3). Edv mapatnpnoete onoleconmote depUATIKEG AALAYEC GTO GNUEID XOPYNONG TG
éveong, WIANoTE pe Tov YuTpd cog. Edv emi tov Tapdvtog KAVETE TIG EVEGELS OTIG TTEPLOYES OVTEG TTOV
£YOVV EMNPENCTEL, IANGTE UE TOV Y1OTPO OO TPV EEKIVIOETE TIC EVECELS G dlopopeTik eployr]. O
y10tpd¢ O GG CUUPBOVAEDCEL VO EAEYYETE TO TPOCEKTIKA TO EXITESU GOKYEPOV GTO OO GG KoL VOl
pocopprdlete T SO0 TS WGOLAIVIG 1} OTO10G GAANG avTOPNTIKNG aymyng Aappdverte.

Alha @appoxa kou Insulatard

Evnuepdote tov y10tpd, ToV GoproKomold 1 Tov vOGoKOUo oag 6V maipvete, £xeTe TPOGPOTO TAPEL N
UTopEl Vo TAPETE AAAL PAPLLOKOL.

Optlouéva edppoka ennpedlovy To ENImEdH GaKYAPOL GTO Aiplo oG Kol avTd Pmopel va onpaivel 6T
8001 NG WGoLAIVNG cog Tpémet va oAAGEel. TTapakdto avapépovtal Ta To GLYVE APLOKA, TO OO0
eVOEYETOL VO EMNPEAGOVY TNV AY®YT GOG LLE LVGOVALVY).

To enineda cokyapov Tov oipatdc oo umopel vo pnetwbovv (vroyAvkaiuio), dv Aoupdavete:
. Alo pdppaxa yio ) Oepaneio Tov dtafnn

. Avootoieig g povoapivoéedaong (avaotoieic tnge MAO) (yxpnoyomotovvral yio tn Oepomneia
™G KaTabAYNG)

. B-amoxAeiotég (xpnoyomolovvral yo T Oepameia Tng vIépTOomg)

. Avaotoleig Tov petatpentikov evidpov g ayysoteveivng (MEA) (ypnoiiorotovvol yio
Oepamneia oplopUévoV Kapdlok®dv TabNoewv 1| TNG LIEPTAONG)

. ZoAKVAIKA (YPTOULOTOIOVVTOL O OVAAYTTIKA KO OVTUTUPETIK)

. AvaPold otepoedn (0Tmg 1 TEGTOGTEPHVN)

. YovApovapideg (ypnotpomrotovvat yo T Oepameio AotudEewv).

Ta enineda cokyapov Tov oipatdc oo umopel vo owénbodv (vrepyAvkaiuio), av Aoupavere:

. AVTIGUAANTTIKG Y0P YOOLEVO OO TO GTOLA

. B¢cralideg (xpnoyomotoHvtal yio T Oepomeio TG LAEPTACTG 1 YO TV VREPPOAIKN
KOTOKPATNON VYPADV)

. IMkokoptikogdn (0Tmg 1 KopTLOVH OV ¥PNCUOTOLEITAL Yo TN Bepomeion PAEYLOVDV)

. BOvpeoeldikéc opudvee (YPNCILOTOOVVTOL Yid T Bepameio BVPEOEdIKDY SloTapUydDV)

. Zopmofoppuntikd (dnwg n emveEpivn {adpevorivn}, n caifovtapdin 1 n tepPfovtarivn mov
YPMOLOTO00VTOL Yo TN Bgpameia Tov dobuatog)

. AvENTIKN opudvVN (QAPLAKO Y TN O1EYEPOT) TNG OKEAETIKNG KOl COUATIKAG 0OENONG KOl LE
ONUOVTIKT EMIOPOOT OTIG LETAPOMKES dlepYasieg TOL GMLATOG)

. Aovaloin (papuaio mov exdpd oty woppnéia).

H oxtpeotion kot n Aavpeotion (ypnoiponotovvrol yio ) Bepaneio g peyorakpioc, piog omwiviog
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OPUOVIKNG SATOPOYNG TOL EUPaVICETOL cLVNO®G GE PLEGTAIKEG, 1 OTTOi0L TPOKAAEITAL OO TNV VTOPLGT
OV TOPAYEL TEPIOGELD AVENTIKTG OPLOVIG) UTOPOVV €iTE VL AVENGOLV 1] VO LELDGOLV TA EMIMESA
GOKYGPOL TOV CiLOTOS COG.

O1 B-amokAeloTég (xpnoionotovvtal yia T Oepaneio Tng VAEPTACTG) LTOPOVV VO LELDGOVV 1) VOl
KOTAOTEIAOLY OAOKANPMTIKG TO TPOTO, TPOEIOOTOMTIKA GUUTTOOTA TO, 0ol cog fonbodv va
ovayvoploete 10 YapNnAd ETINESO GaKYAPOV TOL AILOTOC GOG.

H moyhralévn (Siokia mov ypnoonotovvtar 6t Bepaneio Tov drafntm tomov 2)

Mepikoi acOeveic pe pokpoypovio PNt TOmov 2 Kl KapdloK VOGO 1) TPOTYOOLUEVO EYKEPOUAKO
€nEGO010, 01 0moiot ELafav ayyr HE TOYAITaLOV Kol VGOLAIVY TOPOATHPTOAV TNV OVATTLEN
KapdloKNG avendpkelag. Evuepdote Tov ylotpd 60G T0 GUVIOUOTEPO dUVATO, EAV TAPATIPTCETE
eVOElEELS KapOLOKNG AVETAPKELOS, OTMG 0oLV B1oTN dvoTTvola 1} Ypryopn avénon tov Bapoue 1§ TomiKd
mpn&po (oldnpa).

Edv éxete mhpel omo100MmoTe amd T QAPUAKO TOV AVAPEPOVTOL E6M, EVIUEPMOTE TOV YIATPO, TOV
QOPUOKOTOL) 1) TOV VOGOKOUO GG,

To Insulatard pe owvomvevpaT®on

»  Edv xotovol®VeTe OVOTVELLOTMOT, ) AVAYKN OaG Yiot tvooVAivn pmopel vo petafindei apon
TOL EMMESA GOKYAPOV GTO Aipla GO,G UTOPOVV it Vo avEPouv gite va TEGOLV. ZuVIGTATOL
TPOGEKTIKT TOPAKOAOVON o).

Kotnon ka1 Onraocpég

»  Edv siote £ykvog, vopilete 6T umopel va glote £yKvog 1 oxedalete va amoKToeTe oo,
{nmoTte ™ GLUPOLAT TOL YLOTPOL Gag TPOTOV ThpeTe AVTO TO PAppaxo. To Insulatard pmopei
va ypnoomomBei katd v eykopocvvny. H d6om tng veovrivng cog evdéyetar vo petaPfinbel
KATA TN S1APKELD TNG EYKVUOGVUVNG Kot HETA T Yévva. O TpocekTikog EAeyy oG Tov dtapntn coc,
€101KA 1] OTOPLYT VTOYAVKALOV, EIVAL GNUAVTIKOS Y10, TNV DYELN TOL LOPOL GOG.

»  Aevurdpyovv meplopiopoi ot Oepoameio pe Insulatard koatd tn didpreio Tov OnAacuod.

Potmote tov yotpd, Tov QoprokoTold 1 TOV VOGOKOUO GOG Y10 GUUPBOVAEG TPOTOV TAPETE
OTO10ONTIOTE PAPLOKO EVD gioTe £yKLOG 1) ONAd eTE.

001 yNoN Ko YEPIGUOS POV RATOV

»  [lopokareicOe va poToeTe TOV Y10TPpO GOG EGV UTOPEITE VL 0ONYOETE AVTOKIVITO 1 VOl
YeWPLoTeiTe Eva unydvnoL:

. Edv &yete ouyva vmoylvkoupia.

. Edv cog glvar dvokoro va avayvopicete TV VIOYAVKOLa.

Edv 10 odkyapo tov aipatog cog eivat xopumAd 1 vynAod, Lmopel vo EXNPEACTEL 1] GLYKEVTIPOOT KoL 1)

TKOVOTNTO aVTIOPAOTC GOG KO ETOUEVMG 1 TKAVOTNTA GG VO 00N YEITE 1 VOl XEPILETTE UNYOVALOLTOL.

‘Exete v’ oyv 6T pmopei va Bécete o€ Kivouvo Tov €00VTO GOg 1| TOLG AAAOVG.

To Insulatard mepiéyer vatpiro

To Insulatard nepigyet Aydtepo amd 1 mmol vatpiov (23 mg) avé d6on, dniady to Insulatard

TPOKTIKA oTEPELTOL VATPiOV.

3. Iog va ypnowpomonjcere to Insulatard

AOG1 KoL TOTE TPEMEL VA TAPETE TNV LVGOVAIVY] 6OG
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[Tavtote va maipvete v WGOLAIVY 060G Kol v TPocaprolete T SO0 GO ALGTNPE COUPOVE LE TIG
00nyieg Tov yrTpov cac. Edv €xete apupiPolrisc, potiote Tov y1aTpd, TOV GOPUAKOTOL0 1) TOV
VOGOKOLO GO,

Mnv aALGCeTe IVOOVAIVT EKTOG KOl 0V GOG TO EXEL TTEL O YATPOG GG EAv 0 yratpds cog oag Exet
UETOTAEEL OO Eva TOTO 1 EUTOPIKO CKEVAGLA IVGOVAIVIG G€ GAAO, 1] 0OGT| GUG LITOPEL VA XPEWNOTEL VoL
TPOGOPLOCTEL 0O TOV Y1UTPO GG,

Xpio1n o€ o616 Ko @1 pfovg

To Insulatard pmopei va ypnoipomomel og madid kat pfBovuc.

Xpion o€ 101kéG opades acOevarv

Edv &xete peiopévn veppikn | nratikn Agttovpyia 1 €av elote dvm TV 65 eTmv, ypeldletol va
ELEYYETE TO GAKYOPO TOV OULOTOG OOG TTIO TAKTIKA Kot vo su{ntdte T aAloyég o1 660om TG
WWGOLAIVIG e TOV Y10TPO GOC.

I®g ko wov yiveron 1) £veon

To Insulatard yopnyeitot pe éveon kato amd 1o déppoa (VTodOPLL). Aev TPENEL TOTE VO, KAVETE TNV
éveon angvbeiog oe AEPa (evoopAéPia) N o€ o (EvOoHVLIKE).

e kdBe éveon, alhdlte ™ B€om ¢ £veong eVTOG TG CLYKEKPLUEVTG TEPLOYNG TOV SEPLLOTOG TOV
ypNoyLonoteite. Avtd Pmopei va PEIDCEL TOV Kivouvo avamTuéng eE0YK®UATOV 1 OVOUAADY GTO
déppa, PAEne Tapdypapo 4. Ot kaddTepes BEc¢Elg Yia va kdvete TV veon givat: 1 KOUMA Gag, ot
YAOLTOL GOC, TO EUTPOG LEPOG TOV UNPDOV 1 TV Bpaytdovev coc. H tvaovAivn cag Ba dpdost
YPNYOPOTEPQ EAV KAVETE TNV éVEDT OTNV KOLMA oag. [Tavta Oo Tpémel va PeTpaTe TOKTIKA TO GAKY PO
670 oipo cagc.

og va wapete To Insulatard

To @rorida Insulatard Tpoopilovrar yia xprion pe oOPyyeg VGOVAIVIG avTioToryng KAIpaKaG
HOVAd V.

Edv ypnowomnotgite poévo Evav TOTo VGOLAMVIG

1. KvAinote to guoiidlo ata xépla oag LéEYPL To VYPO Vo Yivel opoldpopeo Aevkd kot Boro. H
EMOVOLDPNOT YiVETOL EDKOAOTEPQ OTAV 1] VOOVAIVY €xEl PTACEL TN BEpLoKpacio dMHATIO.
Tpapnéte aépa péoa atn cHPLyya, AVTIOTOLYO TG TOGATNTAG TNG OO0 TNG VGOVAIVIG TOL
TpoKerTal va evécete. EvEate Tov aépo LEGO GTO PLOAIDIO.

2. I'vpiote 10 QroAidio ka1 T ovpryya aviamodo Kot TpaPnéte T oot 6061 WWGOLAIVNG HECA OTN
ovptyyo. Bydite ™ Behdvo amd 10 QLaAId10. TN CUVEKELD, APALPESTE TOV 0EPA OO TN GVUPLYYO
ka1 fePorwbeite 6TL M dO0T givor | GOCTY.

Edv ntpémet va avaueifete 800 TOTOVEC tVGOLAVIC

1. AxpBog mpv ) xpfomn, KVANoTe To prodidlo tov Insulatard avapeca ota xépa cag.
Eravoldfete avtr ) dwdikacio edv ypetdletor péypt To vypod va Yivel opotopopeo AeVKo Kot
0oAd. H emavaidpnon yivetal vkoAdTepa OTav 1 tVGOLAIVY £yl pTdost T Beppokpacio
dopatiov.

2. Tpafn&te péoa atn cvpryyo mocoTTa 0épa ion pe t d6on tov Insulatard mov yperdleote.
Evéote tov aépo péoa oo groridio mov epiéyet to Insulatard kon BydAte tn Pelova.

3. Tpapnéte péoa otn cvpryya mocoHTNTA 0€pa ion pe TN 066N VGoLATvNG Tayeiog dpdong Tov
wpokertal va evécete. EvEote Tov aépa LEGO 0TO PLOAISI0 TTOV TEPIEYEL TNV IVGOVAIVT TayEing
dpdong. Metd yupiote 10 Pradidto kot tn cvpryya avimoda Kot tpapnéte tn d6om g
WGOLAIVIG Tayelog OpAcNC TOL GO GLVTAYOYPAPNONKE. AQPaPEsTE TOV Aépa amd TN cLPLYYO
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ka1 eEAéyEte OTL M 060N Eival COOTY.

4. Méote ™) Perdva péoa oto eradidio pe to Insulatard. Metd yopiote to QraAidlo kot tn cHpryya
avdémoda Kot Ttpapnéte T 06N TOL GO GLVTAYOYPAPNONKE. APaIPECTE TOV 0EPA OO TN
ovpryya kot BePfarwbeite 6T1 M 060N ivan 1 cwotr. Kdvte apéowg v éveon pe 1o peiyua.

5. Avapuyvoete mdvta to Insulatard kot v wveovkivn tayeiog dpaong He auth T 6Epa.

Tpomog éveong Tov Insulatard

> Evéote v tveovAivi) KATM amd T0 dEPLa GOC. XPNOLLOTOGTE TNV TEYVIKT EVECEWDV TOV GOG
VEdEIEE 0 Y1TpOC GOC 1) O VOGOKOUOG GOC.

> Kpatfote ) Berdva KGTm 0md TO 3EPLUA GOG Y10 TOVAGIGTOV 6 SEVTEPOLETTA MOTE VO, EIGTE
olyovpot 0Tt £xeTE EVEGEL OAN TNV LVGOVAIVT).

> Metd and kdOe éveon amoppiyte 1N Perova.

Edv napete peyarldtepn 6661 voovAivig amé TNV KAVOVIKY)

Edv mapete moAd peydin mocdTTO IVGOLAIVIG, TO GAKYOPO TOV OUHaTOS oag YiveETol TOAD YaUnAo

(vmoyAvkoupio). BAéne Iepidnyn tov cofapdv Kot ToAD GLYVOV OVETIBVUNTOV EVEPYEIDY GTNV

ToPAypapo 4.

Eav Eeydoete vo TAPETE TV LVGOVAIVY] GOG

Edv Egydoete va mapeTe TNV WVGOLAIVI GAG, TO GAKYOPO TOV aipatog uropet vo Bdosl o€ vepPoiikd
vynAd enimedo (vepylvkaipio). BAéne Emdpdceic and tov dapntn oty mopdypaeo 4.

Edav otopotioeTe vo TaipveTE TV LVGOVAIVY GOg

Mn S1akOWETE TN ANYT TNG WVGOLAIVNG GOg Yopig va o €xete culntnoet pe Evav yuTpod, o omoiog Ha
00G TEL TL TPEMEL VO KAVETE. AVTO B LTOpovGE v 0dNYGEL G TOAD VYNAG ETITESH GUKYAPOV TOV
aiparoc (coPapn vrepyAvkapio) kot oe keto&émon. BAéne Emdpdceic and tov d1afntm otnv
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNCELG GYETIKA LLE TN YPHOT CQVTOV TOV PAPUAKOV, POTHOTE TOV YIATPO,
TOV QUPHOKOTOLd 1] TOV VOGOKOLO GO,

4, IBavég avemOOUNTES EVEPYELEG

Onwg 6Aa 1o pAPLOKO, £TCL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOpovGLAlovTal 6€ OAOVS TOVG AvEPMOTOLC.

Mepidqyn TOV cofapdv KoL TOLD GUAVAOV GVETIOOUNTOV EVEPYELOV

To yopunié ocaxyapo aipatog (vroylvkoipio) sivat po TOAD Gy avemiBountn evépyela.
Evdéyetar va ennpedoet mepiocotepovg omd 1 otovg 10 avBpdmovg.

To younAd caxyapo Tov ainatoc uropel va cuuPei, edv:

. Evéoete moA0 peydin mocotnTa tvoovAivg.
. Tpmdte TOAD Aiyo N Tapareiyete Eva yevpa.
. Aockelote TEPIOCOTEPO ATO TO PUGIOAOYIKO.
. ITivete owvonvevpotmon, Préne To Insulatard pe owvorvevpot®onov mapdypapo 2.

IIpoedomomikd GLURTOUATO TOL YOUNAOL Gakydpov aipotog: Kpvog 1dpatag, kpho yAmpd dépua,
TOVOKEPOAOC, TOYOG Kapdlokdg pubudg, aictnua acbeveiag, aicOnuo peyding meivag, Tpocwpivég
oAhayég otnv 6pacn, vIvnAica, acLVROIGTN KOTMGN Kot aduVapLio, VELPIKOTNTA 1| TPEUOVAO, oicOnua
ayyovg, aicOnua cvyyvong, SLGKOAMA GTN CLYKEVTIP®OT).
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To moAD YaunAo GAKY0PO GTO CipLo UTOPEL VO 001 YNOEL G€ andAeln TV aictncemv. Edv dev
OepanevBolv To TopaTETAUEVE, TOAD YOUNAG ETIMESQ CAKYAPOV AILOTOG, UTOPEL VO TPOKAAEGOVV
eyKeaAkn| BAAPN (ropoduci 1 wéviun) axoun kot 8avoato.Mropel vo avoviYETE amd TNV OTOAEL
TV aebnoemv ToAD TayvTEPQ GV GG YopTyNOel Eveon pe TNV 0proOvn YALKOYOVT| 0O GTOUO
exmadevpévo ot ypnon me. Eav cog yopnynbei éveon yhvkayovng, Oa mpémnel va ndpete yAokoin 1
Cayapohyo TpodYePo PaynTo apécms LOALS EavaPpeite Tig aioBnoelg coc. Edv dev avtamokpifeite ot
yAvkayovn, Ba tpénetl va gloayBeite oe vosokopeio.

T va kdvete av oucBovBeite younio to olicyopo aipotog:

»  Edv aeBavbeite yaunio to 6axyopo aipatog, apte otokio yYAvkolng 1 £va yev o Heyoing
TEPLEKTIKOTNTOG G€ Lhryopm (T.). YAVKE, UTIoKOTA, YOUO PPOLT®V). METPNOTE TO GAKYOPO TOV
aipatds cog, av etvar duvatd kot Egxovpaoteite. Ildvtote va éxete pall cog diokia yAvkoing M
TPOPILO [LE VYNAT TEPLEKTIKOTNTO GE GAKYOPO, TPOANTTIKA.

»  Otav T0 GUUTTOUOTO TOL YOUNAOD GaKYAPOV aipaTog Exovy e€apavictel | dtav To eminedo Tov
GOKYAPOL TOV aipaTog oag £xel otabepomombei, cvveyiote T Bepaneio pe tvoovivn, g
ovvdwg.

»  Edv égete yapunio cdxyopo aipatog mov oug TpokaAel Amobupia, edv ¥pelicTnKe Vo KAVETE
€veon yAvkayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOVL OiUATOG,
ovuPovievbeite évav yrotpo. H mocdtnrta 1 0 xpodvog xopiynong e tVGouAivng, To eayntod 11
doknon propel va ypeldLoviot TPoGuPLoYY.

[leite oto KOwW®VIKO GO TEPIPAAAOV OTL ExeTE S10PNTN KO TOLEG UTOPEL VO EIVOIL Ol GUVETELEG,
ovumeptloppavopévou tov Kivdhvouv Amobupiog (andAelog Tov aiodncewv) eEattiog younioo
cokydpov aipatoc. Evipepmaote toug 6t v Mmobouncete, Tpénel va 6og Yupicouy 6To TANL KoL va,
KaAEGOoVV apécmg 10Tpikn fonbeta. Agv Tpémel vo 6ag SDCOVY KATOL0 PaynNTO 1 TOTO, ENEON UTOpEl
VO TVIYELTE.

Ot oofapéc arhepykés avtidpacsrg oto Insulatard 1 o kGmolo amd ta cvoTaTIKAE ToV (OvoudleTat
GLOTNUOTIKY OAAEPYIKN avTidpaon) ivol po TOAD ordvia ovemBountn evépyela, aAld umopel
EVOEYOLEVMG VO, vt amelAnTikn Yo T (on. Evdéyetatl va ennpedoet Aydtepovg amnd 1 otovg 10.000
avBpomTovg.

AvaCnmcrs OUECMC LOTPIKT CLULPBOVAN:
Edv ta onuadia g adrepyiog eEamimBodv oe dAla onEln TOL COIUTOG GO,

. Edv Eapvikd dev vounbete kaAd kal apyicete va: 10pmVETE, €ioTe dppmaTog (Tdomn Yo eUeTd),
€yete duoKoAio oTNV avomvon, £xete TayvmoApio 1| acBdveote LaAdoal.

»  Edv mopatnproete onotodnmote omd avtd to onpeio, avalntiote apécms TPtk GLUIPBOVAN.

AgppoTtikég arhayég oto onpeio yopnynong g éveong: Edv xdvete éveon tveovivng oto id10
onueio, 0 Mr®ONG 16TO¢ pumopel vo vootel cuppikvact (Mmoatpodia) 1| Tayvven (AMmobmepTpopia)
(evdéyetar va eppaviotel o €ém¢ 1 ota 100 dropa). EEoykdpata katm and 10 0Epua eVOE ETAL EMIONG
VO GYNUOTIGTOVV OO Tr GUGCMPELCT] LG TPMTEIVNG TOV OVOUALETAL AULAOEIDES (DEPLLOTIK
OQULAOEIB®OT), 1] CLYVOTNTA ELEAVICTG AVTNG TNG avTidpacng dev gival yvmotn). H wwooviivn
evo€yeTol va, unv givol ToAD ATOTEAEGLLOTIKY €AV 1) £VEST] YivETOLl GE TEPLOYN LE EEOYKDLOTA,
ovppikveon N Tayvvon. o vo aToTPEYETE TNV EUPAVICT] AVTMV TOV OEPUATIKAOV AAAAYDV,
ouvioTdtal vo evoAAGoceTe Kabe opd To onueio xoprynong g Eveong.

Kotdloyog Aout®V avemOOUNTOV EVEPYELOV

‘O ovyvég avemOvuNTES EVEPYELES
Evééyeton va emnpedoovv Aryotepovg and 1 otovg 100 avBpdmovc.

Inpadwa airepyioag: Mmopel va eLOAVIGTOVV TOTIKEG AAAEPYIKES avTIOpACELS (TOVOG, EpuBpoTNTO,
Kvidmon), AEYHOVY], LOA®TESG, O10MLLO KOl KVNGUOC) 011 06om NG éveonc. Xuvnbwg, vtoywpoldv LeTd
amo Alyeg efoopadeg Aqyng e vooviivig cag. Edv dev e€apaviatoiv 1 edv eamhmbolv ce dAla
onueio Tov COUATOG GaG, WMANGTE APECHS LUE TOV Y1oTpd caG. BAEme emiong ZoPfopéc adhepyucég
OVTIOPAGELC, TAPOTAV®.
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Awpnricn apgifinotposidonadero (Lo acHéveln Tov patiov mov oyetileton pe To dapnTn, n omoia
umopei va 0dnynoetl g andieio g dpacng): Edv ndoyete and dwafntikn apeipinotposidonddeio kot
TO EMITESO TOV GOKYAPOL TOV OUHOTOC 6aG PEATIOVOVTAL TOAD Ypriyopa, 1 apeipAnctposidonadsia
umopel va emdevabei. Potinote tov yuotpd cag yi' avto.

Oionpa tov apdpaccwv: Otav apyicete va maipvete voovAivn, 1 koTakpdtnon vepol pmopel va
TPOKOAEGEL OION IO YOP® OO TOVS UOTPAYAAOVG GOG Kot AAAES apBpdacels. Ducloroyikd, avTo
vroympei cvvropa. Edv dev vmoympnoel, pmTtinote ToV Y1oTpd Gog.

oAb omavieg avemBounTEg EVEPYELES
Evdéyetar va ennpedoovv Ayodtepoug and 1 otovg 10.000 avBpmmovg.

Awrapayis g 6paong: Otav Eekvate yio Tpmtn @opd tn Oepaneia pe wvoovAivn, umopel va
dwtapaybei n 6pacn cag, oA 1 evOYANon eivatl cuvnOmg TPOcOPIVY.

Enddvvn vevponadseia (movog e€outiog PAAPNS tov vedpwv): Edv ta enineda tov caxydpov 61o aipa
o0 PeATidvovTal TOAD YpNyopa, UTOPEL VO VIDGETE TOVO GUVOEOUEVO LLE TO VEVPO GOG. AVTO
ovopaletor o&eio emmOvvN vevpomadeila Kat givol cuviB®S TOPOSIKT.

Avo@opd avemOdunTOV gvEPYELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTOO N
TOV/TIV VOGOKOUO G0G. AvTd 1oy0eL Kot yio, KAOg mhovi avemBOUnTn eVEPYELN TOV OV UVAPEPETOL
GTO TAPOV GUAAO 0ONYIDV ¥pNoNG. Mmopeite emiong va avaeEpeTe avemBOUNTEG eVEPYELeC amevbeiog,
UEG® TOV €BVIKOV GUGTNUATOG AVOPOPAS TOV avaypaeeTon oto [lapdpmuae V. Mécm g avoaeopdic
AVETOOUNTOV EVEPYEIDY UTOPEITE VO foNONGETE GTI GLALOYT TEPIGGHTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOL.

Emopaoceic ané tov owapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynAd caKYoPo TOL aiNaTOS UTopel vo cvuPel, eqv:

. Agv €yete evEGEL APKETI] IVGOVALVY).

. Eeydoate va eVEGETE TNV IVGOLAIVI GOG 1] GTALATHCOTE VO TOIPVETE IVOOVALIVY.
. Aoppavete emavehnpuuéva AMyotepn voovivi) and avtr Tov ypelaleote.

. "Eyete Aolpwén 1/kat mopeto.

. Tphte TEPLOGOTEPO O’ OTL GLVHOWG.

. Aocxeiote Mydtepo an’ 11 GuVHOG.

[pogidomomtiKé GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd copmtopata eueoviloviatl otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnua diyog, ammielo 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aichnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENPocTopia Kol avVaTVoTn Le PPOVTMIN oopn (aKeTOVN).

T1va kévete edv oncBavBeite vYNAS To GdiyaPO CipOTOC:

»  Edv éyete kdmo1o amd autd T0 GUUTTOUATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO GO,
eAEYETE T OVPO. GOG Y10 KETOVEC, €AV LTOPEITE, KOl 6T GLVEXELN 0vo{NTHOTE AUECHOC LOTPIKN
Bondeia.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNSg KATAGTOCNG TOL OVOUALETOL SN TIKT
keto&émon (cvoompevon o&éog oto aipa egattiag TG S1doTOoNC TV MMV OO TOV OPYAVIGHO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnEel o S1ofnTikd Kdpo Kot
telMkd og Bdvarto.

5. I®g va puhacoete To Insulatard
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To @appako ovtd TPETEL VO UAACOETAL GE PEPT TTOV OgV TO PAETOVV Kot HgV TO POGVOLV Ta A1

Noa pn ypnoponoteite avtd T0 APROKO HETE TNV Nuepounvia ANENG Tov avaypdeeTot 6TV
EMGNUAVON TOL ELoAdiov kot 6To Kovti puetd v ‘AHEH’. H nuepounvia Anéng sivor n tedevtaia
NUEPQ TOV UMV TTOV OVOPEPETOL EKEL.

Ipw ané to TpdTO dvorypa: PuAidooetal 6to youyeio otovg 2°C - 8°C. Alatnpfote T0 pokpld and
T0 oTolyeio Yo&ng. Mnv 1o KatayOyeTe.

Katd ™ ypiion 1 étav @épetor mg £@edpkd:_Mnv 1o yiyete 1| KotayHyete. Mmopeite va 10 €xete
padi cag kot va 1o puAdocete og Beppokpacio dopatiov (katw amd toug 25°C) yia 6 efdopddeg To
TOAD.

No dwatnpeite Tavta 10 ELOAISI0 GTO KOVTI OTAV OEV TO YPTCUYLOTOLEITE, Y10 VO TO TPOCTOUTEYETE OO
T0 QOC.

Amoppiyte T Perdva kot T cVpryyo LETd amd Kabe Eveon.

Mnv TeTdte PAPLAKO GTO VEPO TNG OMOYETEVONC 1 OTA OKLOK( amoppippata. Pothote tov
QOPUOKOTOLd GOG Y10 TO TMOG VO TETAEETE TO PAPLLOKO TTOV OEV YpNOLomolEite ma. Avtd ta pétpa Oo
BonBncovv oty Tpootacia Tov TEPPAAAOVTOC.

6. Iepreydpevo. TG 6VOKEVOGING KOl AOTES TANpOPOpPies

T epréyet To Insulatard

- H dpaoctikn ovsia ivar 1 avBpmdmivn tveovrivn. To Insulatard sivol evaidpnuo l6oQavikng
avOpdmivng weovrivng (NPH). Kabe ml tepiéyet 100 1U avBpamvng veovkivng. Kdabe proiidio
nepiéyet 1000 1U avBpomvng tvaovrivng oe 10 ml evéoipov evarmpnipatog.

- Ta dAha cvotatikd eival YAoprohyog Yevddpyvpoc, YAVKEPOAT, LETAKPEGOAT], PAIVOAN,
POCPOPIKO SVATPLO S1HOPIKS, VIPOEEIDIO TOV VaTPion, VIPOYA®PLKO 0EL, DELKN TPOTAUIVY Kot
VOWP Y10 EVESLUAL.

Ep@avion tov Insulatard kot wepreyopeve. TG cVOKELOGIOG

To Insulatard eivot éva evéoipo evardpnua. Metd v enavaimpnon to vypod Oo mpémet va epeavileton
OpOLOpOPPa AeLKO Kal BOAD.

Mey£0n cvokevaoiog tov 1 1 tov 5 @loldiov tov 10 ml 1 og TOAGLOKEVAGIN TOV 5 GVGKEVAGIDY
tov 1 prodiov X10 ml. Mmopei va pinv KOKAO(QOPOUY OAEG O GUGKEVAGIES.

To evarmpnpa givar 0oAd, AevKo Kol VOOTIKO.

Kéroyog Aderag Kvkrhogpopiag
Novo Nordisk A/S, Novo Allé, DK-2880 Bagsvaerd, Aavia

Hapaockevaoctig
O mopackevaotg avayvopiletor amd Tov aptBud g Taptidag Tov PPIoKETAL TVTOUEVOS GTO TANL

TOV €£@TEPIKOD KOVTIOV KOl OTNV ETIKETA.

- Edv o devtepog kau o tpitog yapoktipog eivar S6 1 ZF, 1d1e mapackevaotig eivar 1 Novo
Nordisk A/S, Novo All¢, DK-2880 Bagsvaerd, Aavia

- Edv o devtepog ko o tpitog yapaktnpog eivar T6, 10Te mopackevaothg eivar 1 Novo Nordisk
Production SAS, 45 Avenue d’Orléans F-28000 Chartres, I'aA)io.

To wapov pUALO 00OV YprioNS avaBewpOnke Yo TELEVTOIO POPE GTIG
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Alreg TYEG TANPOPOPLAOV

Aemtopepeic TANpoPopieg Yo T0 QAPLOKO AVTO ivol S1a0EGIEG 0TO dIKTLAKO TOTO Tov Evpmmaicod
Opyaviopot @oppdxmv: http:/www.ema.europa.eu.
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®viro ooV ypiong: IIAnpogopiss yro Tov yp1otn

Insulatard Penfill 100 TU/ml (81e0veic povadec/ml) evéerpo evardpnpe 6€ guoiyylo
avOpaOTIVY VeOVAIvN

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

TO PAPRUKO, OLOTL TEPLAUPPAVEL CNUAVTIKEG TANPOPOPIES VI GO,

- DvraEte avTd TO PUALO 0dNYIBY YpNong. Towg ypelaotel va to duPfdcete Eavda.

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

- H ocvuvtayn v autd 10 0appaxo xyopnynonke amokAEIoTIKA Yo 6oG. Agv TPEMEL VO ODCETE TO
QapuoKo o€ AALoVS. Mmopel va Tovg TPOKAAEGEL PAAPT], OKOUA KoL OTOV TO GUUTTOUATO TG
ac0éveldg Toug giva id1a pe ta Sk Gog.

- Edv mapatnpnioete kamola avemBOUNT EVEPYELD, EVILEPDGTE TOV YLOTPO, TOV PAPLOKOTOLO N
TOV VOGOKOUO G0G. AVTO 16Y0eL Kat yio KAOE mhovn avemBountn evépyela mov Oev avapEPETaL
070 TOPOV GUALO 0dNYIDV XpYomg. BAére mopdypago 4.

T ePLEYEL TO TAPOV PUALO 0ONYLDOV:

1. T eivon To Insulatard kou oo giva 1 yprion Tov

2. T npémer va. yvopilete Tpv ypnouonomoete to Insulatard
3. i va ypnoiporomoete to Insulatard

4. [MBavéc avemBOunTe evEpyELes

5. g va puidooete to Insulatard

6. [Tepieydpeva g cuokevaciog Kot Aoutég TANPOPopieg

1. T givan To Insulatard kot owa givon i yprion Tov

To Insulatard givar avOpdmivn veovrivn pe otadiokn évopén Kot pokpd S1apkelo dpaong.

To Insulatard ypnowonoleitat yio ) pHeiwon TOV VYNAOV ETTESOV GOKYAPOL 6TO aipo o€ acbeveic
pe caxyopmon Safntn (Swprrng). O dwfntng sivar pio acBévela kaTd TV 0TOi0 TO GO OAG OEV
TOPAYEL APKETH WWGOLAIV Yot vaL eAEYEeL To emimedo caxydpov oto aipo cag. H Bepaneio pe 10
Insulatard Bon0d va TpoAneBovv ot entmhokig cag amd Tov Staprn.

To Insulatard 6o apyioel vo peidvel To 6aKkyapo 6To aipo cog mepimov 1% dpa apod To evéceTE Kot
dpaomn tov Oa drapkéoct yo mepimov 24 dpec. To Insulatard 6idetat cvyva 6e GLVELAGUO e
OKEVAGLOTO IVOOVAVAV ToyElag dpdong.

2. Tvrpémer va yvopilete mpv ypnoponomosete To Insulatard
Mnv ypnoporoujcete to Insulatard

» X mepintoon ailepyiag otnv avOpdTIVY IVGOLAIVN 1) GE OTOLOONTOTE AALO OTTO TO. GLGTUTIKY
aVTOV TOV PapudKov, PAEne Tapdypapo 6.

Edv aic8dveote v élevom vroylvkapiog (YaunAid cakyapo oto aipa), PAéne Iepiinyn twv
GOPBup®V Kl TOAD GLYVOV AVETIBVUNTOV EVEPYEIDY GTNV TOPAYPAPO 4.

Ye avTAeg £yyuong VGOLAIVIG.

Edv 10 puoiyylo 1 1 cuokev] TOL TEPLEYEL TO PUGTYYIO TEGEL, KATACTPUPEL 1) CTAGEL.

Edv dev éxet puiaybei cwotd M edv éxel katoyuydei, BAéne Tapdypago 5.

Edv n emavarmpnpévn tveovivn dev epoavifetol opodpopeo AevK1 Kot Goir.

v

\A A A/

Edv 1oy0el onotodnmote amd ta mapamdvm, un ypnoiporomoete to Insulatard. Zvppovievdeite tov
Y10Tpd, TOV QOPLOKOTOLO 1] TOV VOGOKOLO GOG.

Ipwv ypnopomouioete 1o Insulatard
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EXéyEte v eTcéta yuo va BePaiwbeite 6T1 givar 0 6OGTOG TOTOG VGOVAIVIG.

Na ehéyyete mdvto 10 LoiyY10, TEPIAAUPOVOLEVOD KOl TOV EAAGTIKOV EUPOAOV GTO KAT® HEPOG
oV Puatyyiov. Mnv to ypnoylomoteite eav eaivetol Cnuid 1 €6V T0 ELAGTIKO TOUA, EYEL
Eemepaoel T AEVKN TOWVIK OTO KATM UEPOG TOV PUGLYYIOV. AVTO UTOpEL va gival TO OTOTEAEG AL
pag dtappong woovAivig. Edv vonteveste 6L T0 QUGTYYL0 €)XEL KATOOTPUPEL, ETIOTPEYTE TO
otov mpounBeuti cog. AvatpéEte 01O EYYEPIO0 TNG GVOKELTG TOTTOV TEVAS GOG Y10l
TEPLoCOTEPEG 00N YiES.

Xpnotponoteite mavta pia véa feAdva yio kdBe Eveon MGTE VA ATOPVYETE LOAVVOT).

O1 Berdveg kar to Insulatard Penfill dev mpénet va popalovrar.

To Insulatard Penfill eivon katdAAnio amoxieiotid yio vToddpLo Eveon ue
EMOVOYPTOLLOTOLOVEVT] GUGKELT TVTOVL TEvVaG. Edv embupeite va Adfete tnv €veon voovlivig
pe d1apopeTikd Tpdmo, cuPovievdeite Tov yiotpd cog.

vy

vVvy

Ipogdomomoeis kKot TPoPVAGEELS

Opilopéveg KOTAGTAGELS KOl OpACGTNPLOTNTEG UTOPEL VO EXNPEAGOVV TIC AVAYKEG OOG GE IVGOVALVN.

SvpPovievbeite Tov ylaTpd oag:

> Edv éxete mpofAnpota pe To VEQPE 1] TO GUKMOTL GOG N LE TO EMVEQPPISLO, TNV VITOPVOT 1| TOV
Bupeoeidn cog.

> Edv aokeiote mepiocotepo an’ 611 cuvnbmg 1 edv BéAeTe va adddEete Tn cuviOn dtaTpoen oag,
AoV aVTO UIopel vo. ennpedoet To eTineEdO GaKYEPOV GTO Qi GUGC.

> Edv elote dppwotol, cuveyiote T Aqyn T WGOVAIVIC Gag Kot cupovAevbeite Tov yloTpo
o0,

> Edv mpokertan va talidéyete oto eEmtepikd, 10 Ta&idl 68 YDPo SPOPETIKNG LDVNG dPag
UTOPEL VO ETNPEBAGEL TIG AVAYKES GOG GE IVGOVAIVI] KOl G EK TOVTOL TOV ¥POVO YOPNYNONG TV
EVECEMV.

AgppoTtikég arhayég 6TO oNpEio LOPNYNONS TS EVESNS

IMo v arotponn g EUEAVIONG CALOYDY TOL MTDOVS 1GTOV KAT® Ao TO dEPLO, OTMG 1) TAYLVOT
TOV OEPUATOC, 1| CLPPIKVMOCT] TOV HEPLOTOC 1) O CYNUOATIGLOG EE0YKMUATOG KAT® atd TO SEPUA, TO
onueio yopnynong g éveong mpénetl va evolddooetol. H tvoovdivn evdéyetatl va unv givorl apketd
OTOTEAEGHLATIKY €0V EVIETAL OE TEPLOYN] e eE0YKDUOTA, LE cLPPiKVmoT N pe Ttayvvon (BA. Tnv
Tapdypoeo 3). Edv mopoatnpi|oete omoleadNToTe dEPUATIKES OAANYEC GTO OTUED YOPAYNONS TNG
£veong, WANoTe Pe Tov y1otpd coc. Edv emtl Tov mapdvtog KAVETE TIG EVEGELS OTIG TEPLOYES AVTEC TTOV
£€yovv ennNpeacTel, MANOTE e TOV YIOTPO GOG TPV EEKIVIGETE TIG EVEGELS G€ SLOPOPETIKT TepLoyn. O
YwTpog 0o Gog GUUPOVAEDLGEL VO ELEYYETE TTLO TTPOGEKTIK( TO, EXITEDN GAKYAPOV GTO Oipa GOC KoL VoL
wpoocapuolete tn 6061 TG IVGOVAIVIG 1] OTTO10G GAANG AVTIOWPNTIKNG oYY G ApPAveTe.

Alro @appoxa kor Insulatard

Evnuepmote Tov y1Tpd, TOV QOpUOKOTOLd 1) TOV VOGOKOUO oaG 4V maipvete, £ETE TPOGPAUTA TAPEL 1)
umopet vo Tépete GAAL QAPLLOKAL.

Opiopéva papuaixo exnpedlovy To exinedo cakyGpov GTo Oipa Go¢ Kot 0vTd UTopel va onuaivel 6t m
3001 NG WOoLAIVNG cog Tpémet va oAAGEeL. TTapakdto avapépovtal Ta To GLYVAE PAPLOKOL, TO OTOid
EVOEYETOL VO ETNPEACOLY TNV AY®YN GOG LLE VGOLAIVT).

Ta enitedo coKyAPOL TOL AinoTOC 6o Uropel vo uetwbovv (vroyAvkoupia), v AauPdavee:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoautvoéelddong (avactoreic tng MAO) (ypnoiorotovvtol yio T Oepomeio
g KOTAOAYNG)

. B-amoxhelotég (xpnoyomotovval yia tn fepomeio TG vaEPTAoTG)

. Avactoleic Tov petatpentikov evibpov g ayyeloteveivng (MEA) (xpnoyorotobvral yio
Oepomeio OploPEVOV KOpIOK®V TAOAGEDV 1 TG LAEPTOCTG)

. ZoAIKVAIKA (YP1CILOTOIOVVTOL (O OVOAYTTIKA KO OVTUTUPETIKAL)

. Avafolikd otepoegldn (Onwe n T€6TOGTEPOV))
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. TovApovapideg (ypnopomolovvtal yio, T Oepameio AOUDEEDV).

To enineda coKyapov Tov oipatdc oo umopel vo owénbodv (vepyAvkaiuio), av Aoupdavers:

. AVTIGUAANTTIKG Y0P YOOUEVO Ot TO GTOUA

. ®e10ideg (ypnolpomotovvtol yia T Bepameio TG LVIEPTAGNC ] VIO TNV VIEPPOAIKT|
KATOKPATNOT VYPOV)

. IMukokoptikogdn (0Tmg 1 KopTi OV oV ¥PNoIoToLEiTAL Yo TN Ogpomeion PAEYUOVDV)

. Bupeoeldikéc opuoveg (ypnoomotodvtor yia tn Oepameio Bupeoedikdv datapoydV)

. Svpmafopuntikd (0nwe n emveepivny {adpevaiivn}, n carPovtapdin 1 m tepfovtarivy mov
xpnoomolovvtot yo T Oepamneio Tov AoOpatog)

. AvEnrtikn opudvn (eapuaKo yio T SEYEPCT TG OKEAETIKNG KOl COUATIKNG o0ENGNC KOt UE
ONUOVTIKN EMIOPOAOT OTIG HETOPOMKESG OLEPYACIES TOV CMUOTOC)

. Aavaloin (edppoko mov endpd oty woppnéia).

H oxtpeotidn kou n Aavpeotion (ypnoomolovvtan yio tn Oepameio tng pueyoraxpiog, piog omaviog
OPHOVIKNG dtoTapayng Tov epeaviletal cuvnBmG 6€ LEGMKEC, 1] OO0 TPOKAAEITAL OO TNV VITOPLON
OV TTAPAYEL TEPIGGELN AVENTIKNG OPUOVIG) LITOPOLYV £iTE VO ALENGOLY N VO LLELOCOVV TOL EM{TEDOL
GOKYGPOL TOL aipaTOS GO,

O1 B-amoxAelotég (ypnoylomotovval yio tn Bepameio TG LVAEPTACNG) LTOPOVY VO LELDGOVV 1| VOl
KOTOOTEIAOVY OAOKANPOTIKA TO TPATO TPOEIGOTOUTIKA CUUTTMOTO T 07010 GG fonBovv va
avayvopIcETE TO YOUNAO EMINEdO GaKYEPOL TOL AiNATOS GOC.

H moyMrtalévn (Srokia mov ypnoilonotovvtor ot Bepancia tov dwafiin tHmov 2)

Mepkoi acBeveic pe pokpoypovio defntn TOmoL 2 Kot KepdloK VOGO 1) TPOTYOLUEVO EYKEPOAKO
€MELG0010, 01 omoiot EAafay aywyn e ToyAltalovn Kal vGOVAIv) TapaTPNoay TNV oVATTUEN
KapdloKNg averapkelag. Evnuepdote Tov 101pd 60¢ T0 GUVTOUOTEPO dVVATO, EAV TAPATNPTCETE
€VOEi&EIg KapdaKNG AVETAPKELNS, OTMS oLV 01T dVGTTVola 1 Ypriyopn avénon tov Bapoug 1 TomiKo
mpn&ipo (oidnpa).

Edv éyete mdpel omolodMmote amd T0 PAPUOKO TOL OVAPEPOVTUL EOM, EVILEPMDGTE TOV YIULTPO, TOV
(QOPLOKOTOL) 1] TOV VOGOKOLO GG,

To Insulatard pe owvonvevpaT®on

»  Edv koTovoAdVETE OIVOTVELLATMOON, 1) AVAYKT COG Y10 lVGOVAIVN umopel va petafindel apov
T0, eninedo GaKydpov 6To aipo cag propov glte va avéPouy gite va mEcOVV. ZVVIGTATOL
TPOCEKTIKT TOPOKOAOVOT oM.

Kinon ka1 Oniaopdg

»  Edv giote éykvog, vopilete 6T1 pmopel va giote £ykvog 1 oxedidleTe va anokTnoeTe Tondi,
{ntote T GLUPOVAT TOV YIOTPOV GaG TPOTOV ThPETE ALTO To PApuaxo. To Insulatard propsi
va ypnopomon0el kotd tnv gykvpocsvvrn. H 66om ¢ veoviivig cog evoéyeton vo petoAndet
KT TN S1GPKELD TG EYKLUOCHVNG Kot PETE T YEVva. O TPOGEKTIKOG EAEYYOG TOV ST GOG,
€101KA 1] OTOPLYT VTOYAVKALOV, EIVAL GUAVTIKOS Y10, TNV DYELN TOL LOPOV GOG.

P Acgvurapyouv meplopiopoi ot Oepaneio pe Insulatard katd ™ didpkeia Tov OnAacpov.

Potiote Tov y10Tp0, TOV QOPHOKOTOL0 1] TOV VOGOKOHO GO Y10 GULBOVAEG TPOTOV MhpeTE
OTOLOONTTOTE PAPLOKO EVD €loTe ykvog 1 OnAdlete.

00 yNo1 KoL LEPIGROS PNY AV LATOV

»  llopoakalieicBe vo poTNGETE TOV Y1OTPO GOG €AV UTOPEITE VAL 00N YNGETE AVTOKIVITO 1 VOl
YEPLOTEITE Eval Uy avn oL

. Edv &yete ouyva vmoylvkoia.

. Edv cag elvail 006K0 o va avoyvmpiGETE TV VTOYAVKALLIOL.
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Edv to cdicyapo tov aipatoc cog etvat xoapunio 1 vynAd, 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 Insulatard mepiéyer vatpro

To Insulatard mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) avd d6om, dniadn to Insulatard
TPOKTIKA oTEPELTOL VATPIOV.

3. Hog va ypnoyponomcere o Insulatard
AO6N KoL TOTE TPEMEL VAL TAPETE TNV IVGOVAIVY] GOG

ITavtote va maipvete TV WGOVAIVI GOG Kal Vo TPOSOpHOLETE TN dOOT GOG ALGTIPH COLUPOVA LLE TIC
odnyieg Tov yutpov cag. Edv éxete appifoiricg, powtiote ToV YiaTpd, TOV QOPUAKOTOLO 1) TOV
VOGOKOLO GO,

Mnv aAAdleTe tVGOLATVI EKTOC KL €AV GOG TO £XEL TEL 0 Y10TPOG cac. Edv 0 yiatpog oag, oag €xet
peTataEel amd €vo TOTO N EUTOPIKO GKEVACHO VGOVAIVIG G€ AAAO, 1| 00T GOC UTOPEL VAL YPELOGTEL VO
TPOGAPUOCTEL OO TOV Y1OTPO GOG.

Xpion o€ Tood kKo @1 poug
To Insulatard propet va ypnopomomBei oe madid ko epnBovg.
Xpnon o€ 101kég opades a60evarv

Edv éxete petwpévn veppikn 1 Nrotikn Asttovpyia 1 €av giote Avo TV 65 eTmV, ypetdleTon vo
EAEYYETE TO GAKYOPO TOV OHUATOG GOG O TAKTIKG Kol Vo cu{ntdte TIc oAhay€G 0T 866N NG
WWGOVAIVIG LE TOV Y1UTPO GG,

I®¢ kol wov yiveron 1 £veon

To Insulatard yopnysitot pe £veon kétom oo o dEppa (VTOdOPIR). AV TPEMEL TOTE VL KAVETE TNV
éveon amevbeiag og AEPa (evoopréfia) 1 o€ po (evdopvikd). To Insulatard Penfill givar katdAAnio
ATOKAEIGTIKG Y10, VTOOOPLOL EVEGT] LIE EMAVOAYPT|CULOTOLOVUEVT GLGKEVT TOTTOV TEVaC. Edv embupeite
va AaPete TV £vesT) IVGOLAIVTG e d1apOPETIKO TpOTOo, cupPovAievdeite Tov yloTpd Gog.

e kGO éveon, ahdaEte tn 0€om TG Eveong evtog TNG CLYKEKPIUEVTG TTEPLOYNG TOV OEPUATOG TOV
ypMNoLonoteite. Avtd Umopel va PEIDOEL TOV Kivouvo avamtuéng e£0YK®UATOY 1 OVOUAADV GTO
déppa, PAEne Tapdypapo 4. Ot kaddtepes BEcE1g Yia va kKavete TV €veoT ivat: 1 KOIMA GaG, Ot
YAOLTOL GOG, TO EUTPOG UEPOS TOV UNPDOV 1| TV Bpaytdovev cog. H tvaovAiv cag Ba dpdost
YPNYOPOTEPO. EAV KAVETE TNV €veoT 6TV Kol cag. [Tavta o mpémel va PeTpiTe TOKTIKG TO GAKYOPO
670 oipo oag.

»  Mnv Eavayepilete to Quoiyylo. MOAG 00E10GEL, TPETEL VA TO ATOPPIYETE.

»  To guoiyyw Insulatard Penfill éxovv oyedlacTel yio xpfion Le T0 GLGTAUATA YOPTYNOTS
tvoovAivng g Novo Nordisk kot tic BeAdveg NovoFine 1 NovoTwist.

»  Edv Aappavete ayoyn ue to Insulatard Penfill kot pe éva guoiyylo Penfill dAlov tomov
WWGOVAIVIC, TPETEL VO YPTCLUOTTOLEITE OVO GLGTHUATA YOPNYNOTG WVGOVAIVIG, £va Yo KAOE TUTO
WGOVLAIVIC.

»  Na éyete mdvta pali cog éva epedpikd euoiyylo Penfill, og mepintwon mov to
YAPNOYOTO0VEVO YOOl 1] KATAGTPAPEL.

Eravaidpnon tov Insulatard
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[Tavta va eléyyete edv vapyel apKeT voovAivn (TovAdyiotov 12 povadeg) oto puoiyylo
TPOKELEVOL VAL YIVEL OLOIOPOPON ETOVOL®PNGT. EGv dev vtapyel apKeTr] WGOVAIVY, XPNCUYLOTOINGTE
éva véo euoiyylo. AvotpéEte 6To eyYEPIOI0 TNG CLGKEVTG TUTTOL TTEVAG GOG Y10 TEPIGCOTEPES 0ONYiEC.

»  KdaOs gopd mov ypnoponoreite éva véo Insulatard Penfill (mpwv tomobetioete 10 puoiyylo
GTO GUOTNO YOPIYNONG WWGOVAIVIG)

. Aopnote v voovrivn cag va pbdcel e Beppokpacio dopatiov Tpv TNV ypnoiponomoete. Me
avTd TOV TPOTO Bt Yivel EDKOAOTEPN 1) EMAVALDPTON).
. MetakvioTe To PLGTYYL0 TAV® Kol KAT® PETOED Tov Bécemv A kot B kot tiocw (PA. ewcova)

€161 OOTE TO YVAAVO 6(aIPidlo va peTakivnOel amd to Eva dKpo Tov PLGLYYiov 6To GALO
TovAdyiotov 20 popéc.

. Enavaidfoate avt v kiviion tovAdyiotov 10 gopéc mpty amd kabe Eveon.
. [pénet va emavarafete avtn tnv kivnon péypig 6Tov To VYPO Yivel OUOIONOPPa AEVKO Kot HOAD.
. OloxAnpdote Ta GAA oTASI TNG EvEoNS Ywpic kabBvotépnon.
A
B

Tpomog éveong tov Insulatard

> Evéote v tveovdivi K4Tm omd 10 3EpU GOC. XPNGIUOTONGTE TNV TEXVIKT EVEGEMV TOV GOG
VEdeIEe 0 Y1uTpdS GOG 1) O VOGOKOUOG GOG KO TOV TEPTYPAPETAL GTO EYYELPIOI0 TG CVGKEVNG
TOTOL TTEVAG.

> Kpatnote ) Belova KAt amd T0 dEPL GOC Yol TOVAGIoTOV 6 devtepdrenta. Kpatnote to
éuPoro tedeimg matnuévo uéypt vo Pydiete T Peddva amd To dépua. Avtd Oa dtacpolicet T
oot yopnynon kot Ba mepropicel tnv mbovn pon aipatog ot ferdva 1 ot de&apevi
WGOVAIVIC.

> Metd, and kabe Eveon, Befaiwbdeite 6T1 apapésote Kol amoppiyate T Pehdva kot OTL
evAdooete to Insulatard yopig ™ Peldva mpocappocuévn. Atpopetikd, pmopel vo Soppedcet
VYPO YEYOVOC OV UTopel Vo TpoKaAéael AavBaouévn mapeyopevn doom.

Edav mapete peyardtepn 666n tveovrivig 0o TNV KAVOVIKY

Edv mdpete modd peydin mtocoOTNTO IVGOLAIVIG, TO CAKYOPO TOV GiIATOS GOC YIVETOL TOAD YOUNAO
(vmoyAvkoio). BAéne [epiAnyn tov cofapdv Kot TOAD GUYVAV aveTIOOUNTOV EVEPYEIDY GTIV
TopAypapo 4.

Edv EexdoeTe vo TAPETE TV LVGOVAIVY] GOG

Edv Eeybdioete va mapeTe TNV IVGOLAIVT] GOG, TO GAKYOPO TOL aipatog pumopel vo pOdacel g vepPoiikd
VYNAG enimedo (vepylvkaipio). BAéne Emdpdceic and tov dtapn oty moapdypapo 4.

Eév otapotioeTe va maipveTe TNV IVGOVLIVI] 60G
Mn dwakdyete T AW TG IVGOLATVIG ca¢ Y®pic va To €xete ouintioet pe Evay yotpd, o omoiog Ba
00G TEL TL TPEMEL VO KAVETE. AVTO B0 LTopovGe va 0Ny GEL G TOAD VYNAG ETITESA GOKYAPOV TOV

aipatoc (coPapn vrepylvkapia) Kot o€ keto&émon. BAéne Emdpdoeic and tov dafntm otnv
Tapaypaeo 4.
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Edv éxete meprocdtepeg pMTNGELG GYETIKA LLE T YPTOT QVTOV TOL POPUAKOV, POTHGTE TOV Y1ATPO,
TOV QUPHLOKOTOL0 1] TOV VOGOKOUO GOLG.
4, MOavég avemBOuNTES EVEPYELEG

Onwc 6Ma o pdproKa, £T61 Kol 0VTO TO PAPUAKO UTOPEL VO TPOKAAEGEL OVEMBVOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPMITOLC.

Mepiinyn TOV cofapdv Kol TOAD oVYVAV UVETIOOUNTOV EVEPYELDOV

To yopunié ocaxyapo aipatog (vroyrlvkaipio) ival pio ToAD cuyv ovemBountr evépyela.
Evdéyeton va emnpedoetl mepiocdtepovg amd 1 otovg 10 avBpdmovc.

To yaunid caxyapo Tov aipatoc umopel va svuPet, edv:

. Evéoete moAD peydin mocoHTnTO tVGOLAIVIG.
. Tpate TOAD AMyo 1 Tapareiyete Eva YO,
. AockeioTe TEPIGGOTEPO GO TO PUGIOAOYIKO.
. Tivete owvonvevpotmon, BAéne To Insulatard pe owonvevpot®onotnv mapdypapo 2.

[Ipoe1domomtiKé GUUTTAOUATO TOV YAUNAOD GOKYAPOL aipnatog: Kpvog 1dpdtag, kpvo yAopod dépua,
TOVOKEPOAOG, TO LG Kapdlokog puBudg, aicOnua acbeveiag, aicOnua peyding neivag, Tpocwpivég
oAAaYEG oTNV OpOsT, LTVNALL, AoLVNOIGTN KOTMON Kot advvapLic, VEVPIKOTNTA 1| TPEROVAO, aicOn o
ayyovg, aicOnua cOyyvong, SLGKOAMN GTN CLYKEVTPOGT).

To oAV younAd GAKY0PO GTO Qi UTOPEL VO 00N YNOEL GE ATOAELN TV acOnoewv. Edv dev
OepamevBolv To TOPATETAUEVE, TOAD YOUNAG ETITESO CAKYAPOV CIUATOC, UTOPEL VO, TPOKAAEGOVY
eykePaAkn PAAPN (Topodikn ) Loviun) axoun kot 0aveto.Mmopel vo avavinyeTe omd TV amdAELN
TV a1c0foe@v ToAD TayOTEPQ GV GG YopMyNnOel Eveon e TNV oprodvn YALKOYOVT| 0O GTOpO
ekmodevpévo ot ypnon te. Edv 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 ebv oncBavBeite younAd To olicyapo aipoTod:

»  Edv aweBavbeite younio to caxyopo aipatog, Tapte diokio YAukolng 1 €va yeo o Heyoiing
mePLeKTIKOTNTOG 08 (hiyapn (7). YAVKA, UTIOKOTO, YOLO GPOoVT®V). METPNOTE TO GAKYOPO TOV
ailpatog cog, edv etvar duvatd ko Egkovpaoteite. ITavrote va €yete pali cog doxio YAvkding 1
TPOQIUO, LLE VYNAT TTEPLEKTIKOTNTO GE GAKY PO, TPOANTTTIKA.

»  Ortav t0 counTdpoTe TOV YounAod cokyapov aipatog Exovy eEapavicbel 1 0tav to enimedo Tov
GaKydpov Tov aipatog oog £xel otabeponombel, cuveyiote T Bepamneia e tvoovAivT, MG
cuvnbg.

»  Edv égete younio odxyoapo aipatog mov cog mpokaiei Aumobupic, e6v ypeldoTnKe va Kévete
€veon yAukayovng 1 edv elyate mOALG TEPIGTATIKE YOULUNAOD CAKYAPOV QILATOG,
ovuPovievbeite Evav yrotpo. H mocdtnta 1 0 xpodvog xopiynong e vGouAivng, to eayntoé N1
doxnon propel va ypeldloviot TpoGaproy.

Ileite ot0 KOWOVIKO GOc TEPPAAAOV OTL £xETE SAPTN KO TOLEC PIOPEL vaL €IvOiL 01 GUVETELEG,
ocvpmeprropfavorévou Tov Kivdvvov Amobupiog (andielog Tov aictncemv) eottiog younion
caxydpov aipatog. Evnuepdote Toug 0Tt edv MmoBovuncete, TPEMEL VO 0OG YUPIGOLV GTO TAGL KO VL,
KOAEGOVV OUECHG 10TPIKT PorBeta. Agv TPEMEL va GOg dODGOVV KATOLO GOyNTO 1) TOTO, EMELDN WITOPEL
VoL TVIYELTE.

O1 oofapéc alhepykéc avtidpacsig oto Insulatard ) og kGnolo amd ta cLoTUTIKA ToV (ovoudletat
GUOTNHOTIKY GAAEPYIKT OVTIOpOOT) Elval Lo TOAD GTdvia, avemBOUNTN EVEPYELD, OAAA UTOPEL
gvoegyouévmg va givar omeldntiky yio ™ {o1. Evoéyetor va emmpedoetl Arydtepovg and 1 otovg 10.000
avBpdnovg.
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Ava@nmcrs OPECOG 10TPIKT CLUPOVAN:
Edv ta onudéodia g aArepyiog eEoamiwBovv 6e dAla oneia TOL CONOTOS GOG.

. Edv Eapvikd dev vounbete Kahd kot apyicete va: 10pdveTe, elote dppwotog (Tdon yio UETO),
€xete dSuoKOAiD oTNV avaTvon, £xete Tayvmoipio | aoBdveote (aAdoa.

»  Edv mopotnproete omolodnmote and outd ta onpeia, ovalntiote aUESMS LTPIKT GUUBOVAN.

AgppoTikég ahhayég oto onueio yopiynong g éveong: Edav kdvete éveon tvooviivng 610 1010
onueio, 0 MmMONG 16TOG Popel vo vooTel cuppikvaot (Mmoatpodia) 1) Tayvven (AMrobrepTpopia)
(evdéyetal va gppaviotel og £w¢ 1 ota 100 dropa). EEoykmpata Kat® amd 1o d€pua eVOEYETOL EMIONG
VO GYNUOTIGTOVV OO T1 GLCCMPELGN HOC TPAOTEIVIG TOL OVORALETOL APVAOEIES (OEPLATIKN
QUVAOEIS®OT), 1] CLYVOTNTA EUEAVICTG AVTNG TNG avTidpaong dev gival yvmotr). H wveoviivn
EVOEYETOL VAL NV EIVOL TOAD OTOTEAEGUOTIKY] €AV 1 £veoT) YiveTan o€ eployn Le eEoyKmdpata,
ovppikvoon 1N Tiyvvor). [a vo aToTpEYETE TNV ELEAVION OVTOV TOV SEPUATIKDOV OAAAYDV,
ovvieTtdral vo evalAdooete Kabe popd To onueio xoprynong g Eveong.

Koatdaloyog Aout®@v avemOOuntmv EVEPYELOV

Oy ovyvég avemBOUNTES EVEPYELEG
Evoéyeton va emnpedoovy Aryodtepovg and 1 otovg 100 avBpdmovc.

Inudore airepyiog: Mmopel va elLeavioTovV TOTIKEG AAAEPYIKES avTIdpdoels (TOvog, epubBpdtnta,
Kvidmon), AEYLOVY], LOA®TESG, O10MLL0 KOl KVNGLOC) 011 B6om g éveonc. uvnbwg, vtoywpoldv Letd
amo Alyeg efoopadeg Aqyng e wooviivig caog. Edv dev e€apaviotodv 1 edv eamhmbolv ce dAla
ONUELN TOL CONUTOG CUG, LANOTE OUECHS LLE TOV Y1TPO Gag. BAEne emiong ZoPapéc adhepykég
OVTIOPAGELS, TAPOTAV®.

Awpnricn apeipinotposidonadero (Lo acHéveln Tov patiov mov oyetifeton pe To d1aPnTn, n omoia
umopei va 0dnynoet og andieio g dpacng): Edv ndoyete and dwafntikn apeipinotpocidonddeio kot
TO EMITESO TOV GOKYAPOL TOV QUHOTOC 6aG PEATIOVOVTAL TOAD Ypriyopa, 1 apeipAnctposidonadsia
pmopet va emdevmbel. Potiote Tov yuatpod cog v’ avto.

Oionpa tov apdpaccwv: Otav apyicete va maipvere voovAivn, 1 koTakpdtnon vepol pmopel va
TPOKOAEGEL OION IO YOP® OO TOVS UOTPAYAAOVG GOG Kot GAAES apBpdacels. Ducloroyikd, avTd
vroympet ovvropa. Edv dev vmoympnoet, potiote Tov yuTpod Goc.

IToA0 omavieg avem@opnTeg EvEPYELES
Evdéyetar va ennpedoovv Ayotepoug and 1 otovg 10.000 avBpmmovg.

Awrapayés e opaong: Otav Eekvdte yio mpdn opd T Bepaneia e tvooviivn, pmopel va
dwtapaybei n 6pacn cag, oAAE 1 evOyAnon glval cGuvnOmg TPoc®PIVY|.

Enddvvn vevponabseia (movog e€outiog PAAPNS tov vedpwv): Edv ta enineda tov caxydpov 61o aipa
o0 PeATidVOVTAL TOAD YPIYOPa, UTOPEL VO VIDGETE TOVO GUVOEOUEVO LLE TO VEVPO GOG. AVTO
ovoudletor o&elo enmOvVN vevpomdbeia kat gival cuviBS TapodIKT.

Ava@opd avemOOunNTOV EVEPYELOV

Edv mapatnproete kdmola avemBOopuntn evépyela, EVIEPMOTE TOV YIOTPO 1] TOV QOPLOKOTOO N
TOV/TNV VOGOKOWO 60G. AVTO 16Y0EL Kot Yio KAOe Thovi avemBOunTn eVEPYELN TTOL dEV UVUPEPETAL
GTO TTOPOV PUALO 0dNYIDV YpnoNG. Mropeite emiong va avaeépete avemBbunteg evépyeleg amgvbeiog,
LEC® TOV €BVIKOV GLOTIUATOG OVAPOPAS TOV avaypdesTot oto [apdpnua V. Méom g avaeopdc
OVETIOOLNTOV EVEPYEIDV UTOPETTE VA, fonONGETE TN GLALOYN TEPLCTOTEPMV TANPOPOPLDY CYETIKE
LE TNV OAGPAAELD TOV TAPOVTOG PAPLLAKOV.

Emodpaoceis am6 Tov srafitn

Yynio caxyapo aipatog (vrepyrlvokarpio)
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To vynAd caKYoPo TOL aiNaTOS Uropel vo cvuPel, eqv:

. Agv €yete eVEGEL APKETI] IVGOVALVY).

. Eeydoate va eVEGETE TNV IVGOLAIVI GOG 1] GTALATHCOTE VO TOIPVETE IVOOVALIVY.
. Aoppavete emavehnpuuéva AMyotepn woovdivi and avtr Tov ypelaleoTe.

. "Eyete Aolpwén 1/kat wopeto.

. Tpote TEPLoGOTEPO O’ OTL GLVHOWG.

. Aocxkeiote Mydtepo an’ 11 GuVROMG.

[pogidomomtiké GUURTALATO TOV LVYNAOD GAKYAPOL CHUATOC:

Ta wpoedonomTikd copmtopata eueovilovial otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnpa diyog, armmAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aichnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENPocTopia Kol avVaTVoT Le PPOVLTMIN oopn (aKeTOHVN).

T1va kévete gdv oncBavBeite vYNAS To GdiyapO CiptOTOC:

»  Edv éyete kdmo1o amd autd T0 GUUTTONATO: EAEYETE TO ENIMEDO TOV GUKYAPOV GTO CiLLOL,
eAEYETE T OVPO. GOG Y10 KETOVEG, €AV LTOPEITE, Kol 6T GLVEXELN 0va{NTHOTE AUECHOC LOTPIKN
Bonodeia.

> Avutd pmopel vo eivol CUUTTOUOTO PIKG TTOAD GOPapNSg KATAGTOONG TOL OVOUALETOL SN TIKN
KkeToEEON (cvoompevon 0EE0C oTo aipo e€antiog TnG SICTOCNG TMV ATV ATO TOV OPYUVICUO
avti TV cokydpwv). Edv dev ) Oepanedoete, pmopel vo KataAnéel o SofnTikd Ko Kot
telMkd og Bdvarto.

5. Iog va puiacoete To Insulatard

To @dppoko ovTd TPETEL VO, PUAACCETOL GE LLEPT) TTOL eV TO PAETOVY KO dEV TO POAVOLY TO TOdLAL.
Na pn ypnoiLonoteite 0vtd T0 PUPUOKO UETE TV nuepounvio ARENG Tov avaypapeTal 6TV
EMGNLLOVOT TOL QLOLYYioL Kot 610 Kouti petd v ‘“AHZEH’. H nuepounvia Anéng sivai n tedevtaia

NUEPD TOV UNVA TTOL OVOPEPETOL EKEL.

Hpw an6 To mpdTO dvorypa: Pvridcoetar 6to Yuyeio otovg 2°C - 8§°C. Awtnpnote To Lakpd omd
T0 otoryeio YHEnc. Mnv 10 Koty HYETE.

Katd ™ xpion 1 6Tav oépetar og e@edpkd: Mnv 10 yoyete 1| Katayvyete. Mmopeite va to €xete
nali cog kot va to puAdooete og Bepuokpacio dopatiov (kdtm and tovg 30°C) yia 6 efoopddeg To

TOAD.

No Statnpeite mévta To0 UGTYY10 6TO KOVTE OTAV JEV TO YPNOLLOTOLEITE, Y10, VO TO TPOGTUATEYETE OO
TO POC.

Amoppiyte T Peddva petd amod kdbe Eveon.

Mnv metdite @APLAKO GTO VEPO TNG OMOYETEVONC 1 OTA OKLOK( amoppippata. Potiote tov
(POPLLOKOTTOLO GOG Y10, TO MG VO TETAEETE TA, PAPUOKO. TTOV OEV XPNOLOTOLELTE Tl AVTd T pPéTpa Ol
Bonfncovv oty Tpoctacio Tov TEPPAAAOVTOC.

6. Iepreyopeva TS GLOKEVAGTOG KOl LOUTES TANPOPOPIES

T epréyer to Insulatard

- H dpaotikn ovoia givar 1 avOpdmivny veovAivn. To Insulatard givor evaidpnpo 16oaviknig

avOpdmivng wveovrivng (NPH). Kabe ml wepiéyer 100 1U avOpodmiving veovlrivig. Kdabe
evoiyyo mepiéyet 300 1U avBpamvg veovivig o€ 3 ml evéoipov evaimpnpotog.
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- Ta @GAAa cvotaTikd gival YAoprohyog WEVSAPYLPOS, YAVKEPOAN, LETAKPETOAT], PUIVOAT,
POSPOPIKO SVATPLO S1HdPIKO, VOPOEELSI0 TOV VaTpiov, VOPOYAWPLKO 08D, Betikn TpmTOUiv Kot
VOWP Y100 EVESLAL.

Ep@dvion tov Insulatard ko wepieyopeva TS 6VGKEVAGLOG

To Insulatard givot éva evéopo evaidpnpo. Metd tnv enavoidpnomn to vypo Oo mtpénel va eppoviletot

OLOOLOPPO AEVKO Kot HOAO.

Mey£0n cvokevaoiog tov 1, Tmv 5 kot tav 10 puotyyiov tov 3 ml. Mropsei va unv kokho@opodv OAeg

01 GLCKEVUGIEG.

To evarmpnua givar BoAd, AevKd KoL LIOTIKO.

Karoyog Adgrog Kvkhogopiog ko Iopaockevaotiig

Kdartoyoc Adsioc Kvkiopopiog

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

TTopaockevooTc

O mopackevaotng avayvopiletal amd Tov aplBpd g Taptidos mTov PPioKeTol TVTOUEVOS GTO TAGL
oV €EMTEPIKOV KOVTIOV KO GTIV ETIKETAL:

- Edv o debtepog xat o tpitog yapaktnpag eivan S6, PS5, K7, R7, VG, FG 1 ZF, 10t¢
napackevactc £ivor  Novo Nordisk A/S, Novo Allé, DK-2880 Bagsverd, Aavio

- Edv o devtepoc ko o tpitog yopoaktipog eivar H7 1 T6, t10te mapackevaotig eivar  Novo
Nordisk Production SAS, 45 Avenue d’Orléans F-28000 Chartres, I'aAlio

To wapov @UAAo 00NYIOV yp1ioNs avaBewp1Onke Yo TELEVTAIL POPE GTIG
AALEG TN YES TANPOPOPLOV

Aemtopepeic TAnpopopieg yia 1o pappoko avtod gival dtabécyeg oto dktvako Tomo tov Evponaicon
Opyavicpov @apudkov: http:// www.ema.europa.eu.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Insulatard InnoLet 100 TU/ml (81£0veic povadec/ml) evéoipo evar@pnpo. 6 Tpoyspiopévn
GULOKEL] TUTOV TEVAG
avBpodTIVY tvoOoVAivn

AP AOTE TPOGEKTIKG OLOKAN PO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VA YPNCLUOTOLEITE AVTO

TO PAPRUKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES VLN GO,

- DuAGETE 0VTO TO PVALO 00N Y1V Ypriong. Towg ypelaotel va To dafdacete Eavd.

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

- H ocvvtayn yio avtd 10 eappako xopnynonke amokAeloTikd yio oag. Agv TPETEL VO SDGETE TO
PapuoKo o€ AAALOVS. MTopel va TOVg TPOKAAEGEL PAAPT], KOO Kot OTOV TO GUUTTOUATO. TNG
acBéveldg Toug elvar 1d1a pe Ta S1kd oaG.

- Edv mapotnphoete Kamoo avemBOunTn evEPYEL, EVILEPMDGTE TOV YIATPO, TOV POPUOKOTOLO 1|
TOV VOGOKOUO 60G. AuTd 1oy0el Kot Yo KB mhavi avemBOunTn evEPYELD TOV OEV OVAPEPETOL
070 TTAPOV GUALO 0dNYLOV ¥prone. BAEne mapdypagpo 4.

T egprEyeL 10 Tapov GUAAO 00N YLOV:

1. T eivan To Insulatard kon oo eiva 1 xprion Tov

2. T npémet vo. yvopilete mpv ypnoonomoete to Insulatard
3. [Tog va ypnopomomoete to Insulatard

4, [TBavég avemBounteg evépyetleg

5. I va puidooete to Insulatard

6. [epreydpeva g cvokevaciog Kot AOTEG TANpoPopieg

1. T eivon 1o Insulatard kot wowa givan n yp1jon Tov

To Insulatard givatl avOpdmivn tveovrivn pe otadiokn évapén Kot pokpd Siapkelo dpaong.

To Insulatard ypnoyonoleitat yio ) pei®on TOV VYNADOV ETTESOV GOKYAPOL GTO aipo o€ acbeveic
pe caxyopmon dapntn (drafntng). O dwfnng eivor pia acBéveln katd TV omoio T0 GOUA GOG dEV
TOPAYEL APKETN VGOLAIVT Y1 Vo eEAEYEEL TO emtimedo caxydpov oto aipa cag. H Bepaneia pe to
Insulatard Bon0a va TpoAneBovv ot emtmhokig Gag amd Tov dlaprTn.

To Insulatard 6o apyioet vo peidvel To 6aKyapo 6To aipo cog mepimov 1% dpa apod To gvécete kot
dpaomn tov Ba drapkéoet yuo mepimov 24 dpec. To Insulatard 6idetatl cvyva 6 GLVELAGUO LE
OKEVAGHOTA VoOVAIVIG Tayelag Spdiomg.

2. Tvnpéner va yvopilete Tpiv ypnopononjcete 1o Insulatard
Mnv ypnoponouicete to Insulatard

> Y mepintoon oAiepylag oty avOpdmIvn tvoovAivi 1 6€ 0To100MTOTE GAAO OO TOL GUCTUTIKA
aVTOV TOL PaPLAKOV, PAETE TOPdYPOEO 6.

Edav aioBdveote v €élevon vroyivkopiog (younio caxyopo oto aipa), PAére [epiAnym tov
GOPup®V Kol TOAD CLUYVOV OVETIBOUNTOV EVEPYEIDYV GTNV TOPAYPAPO 4.

Y& avtAieg £yyvong voovAivng.

Ed&v n cvokevn InnoLet néoel, Kataotpagel 1| omdcel.

Edv dev éxer puhayBel cwotd M edv Exel katoyvybdei, PAéne Tapdypapo 5.

Edv 1 emavaiopnuévn tveovAivn dev eppaviCeton opoldpopea AEvKn Kot BoAn.

v

\AAA

Edv 1oy0el onotodnmote amd ta mapandvm, un ypnoiporomoete to Insulatard. Zvppovievdeite tov
Y10Tpd, TOV QOPLAKOTOLO 1] TOV VOGOKOLO GG,
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IIpw ypnoyponouioere to Insulatard

EXéyEte v eTcéta yuo va BePaiwbeite 6T1 givar 0 6OGTOG TOTOG VGOVAIVIG.
Xpnowomnoteite mavrta pio véa Peddva yio KAOe £veorn MOTE va, amo@vyeTe LOALVOT.

On Berdveg ko to Insulatard InnoLet dev mpémet va potpdlovrat.

To Insulatard InnoLet givat katdAANAo 0moKAEIGTIKA Y10 VTOdOPLa Eveor). Edv embupeite va
AGBete TV €veon vGoVAIVIG pe dlopopeTikd TpOTO, cupfovAevbeite Tov yloTpod cag.

\AAA

IIposgidomou|oels Kol TPOPVAGEELS

Opilopuéveg KOTAGTAGELS KOl OpACSTNPLOTNTEG UTOPEL VO ETNPEAGOVV TIC AVAYKEG OO GE IVGOVALVN.

YvpPovievbeite Tov yluTpd oag:

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

»  Edv aokeiote mepiocdtepo an’ 011 cuvnbmg 1 edv Béhete vo adddEete T cuviOn dtatpoen oag,
AoV aVTO UTOPEL Vo EXNPEACEL TOL EMIMESD GAKYAPOV GTO i GUGC.

»  Edv siote dppmaorol, cuveyiote T Ay TG VGOLAIVNG oa¢ Kat cupuPBovievbeite Tov yiatpd
GOG.

»  Edv mpokertan va ta&1déyete 610 eE@TEPLKO, TO TOEIDL GE YDPO SLOPOPETIKNG LDVNG DPOG

UTOPEL VO ETNPEAGEL TIG AVAYKEC GO GE IVGOVAIVI KOl G EK TOVTOL TOV ¥POVO YOPNYNOTG TOV

EVEGEWV.

Agppatikég airayéc 6To onueio yopfynong e éveong

INa v arotpomni g ERLEEVIoNg AAAAYDY TOL MTMOOLE 16TOV KAT® 0 TO SEPA, OTMG 1) TAYLVON
TOV OEPUATOGC, 1| CLPPIKVMOCT TOV HEPLOTOC 1) O GYNUOTIGUOG EE0YKMUOTOGC KAT® atd TO SEPUA, TO
onpeio yopnynong g éveong mpénet vo evorrdocetat. H voovdivn eviéyetor va pnv gival apketd
OTOTEAEGILATIKY €AV eViETAL OE TEPLOYN| e eEoyKDpOTA, LE cLPpikvmon 1 pe Tayvvon (BA. Tnv
wapdypoeo 3). Edv mopoatnpfoete omoleadnToTe 0EPUATIKES OAAAYEC GTO GTUEID YOPYNONS TNG
éveong, WIAoTE e Tov YuTpd cog. Edv emi Tov Tapdvtog KAveTE TIG EVEGELS OTIG TTEPLOYES OVTEG TTOV
£€Yovv eMNPENCTEl, MANGTE LE TOV YIOTPO GOG TPV EEKIVIGETE TIG EVEGELC G€ SLOPOPETIKT TepLoyn. O
YwTpog 0o Goc GUUPOVAEDLGEL VO EAEYYETE TILO TTPOGEKTIKG, TO, EXITEDH GOKYAPOV GTO Ol GOC KoL VOl
Tpocapuolete tn 6001 TNG IVGOVAIVNG 1] OTTO10G GAANG AVTIOWPNTIKAG ay@YNg AdpPAveTe.

Alra @appoxa kou Insulatard

Evnuepmote tov y1atpd, T0V QOpUAKOTOLO 1) TOV VOGOKOUO GOG €AV TAlpVETE, EXETE TPOGPATO TAPEL Ny
umopet vo Tapete GAAL QAPLLOKAL.

Opiopéva papuaio ennpedlovy To eXinedo GoKyGPOv GTO Oipa GOC Kot 0LTO UTOPEL va onuaivel 6T
8001 TG WGoLAIVNG cog Tpémel va oAAa&el. [Tapakdto avagépovtal Ta To GLYVAE PAPLOKA, TO. OOl
EVOEYETOL VO EXNPEACOVY TNV AYMYT GOG UE IVGOVAIVT).

Ta enitedo coKyAPov TOL Ainotdc coc uropel va uetwbovv (vroyAvkopia), v Aaupdvee:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoautvoéelddong (avactoreic tng MAO) (ypnoiorotovvtol yio T Oepomeio
G KOTAOAWYNG)

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

. Avactoleic Tov petatpentikov evibpov g ayyeloteveivng (MEA) (xpnoyorotobvral yio
Oepomeio oploPEVOV KOpIOK®V TAOHGEDV 1 TNG LAEPTOCTG)

. ZoAIKVAIKA (YP1CILOTOI0VVTOL (O OVOAYTTIKA KO OVTUTUPETIKAL)

. AvopoAikd otepoeldn (OTME 1 TEGTOGTEPOVY))

. ZovApovapioes (ypnoorotobvtal yio T feponeio AomEE®mV).

Ta enineda cakydpov Tov aipatdc oo puropel vo awénbovv (vepyAvkouuio), eav Aoupavers:

. AVTIGUAAMTTIKA YOpNYOOUEVO OTTO TO GTOLLOL

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

. [Mwkokoptikoedn| (6Tmg M KopTdvn TOL YPNGLOTOIEITUL Y10, TN BEpamEin PAEYHLOVDV)
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. Bupeoeldikéc opuoveg (ypnoomotodvtor yiao tn Oepameio BupeoedikdV daTapouydV)

. Svumabopuntikd (6nwg n emveppivn {adpevarivn}, n caiBovtapdin N n tepfovtarivn Tov
xpnoomolovvot yo T Oepameio Tov AoOpaTog)

. AvEnrticn opudvn (@appaKo yio TN SEYEPCT TN CKEAETIKNG KOl COUATIKNG 0ENONG KoL UE
ONUOVTIKN EMIOPOAOT OTIG HETOPOMKEG OLEPYAGIES TOV CMUOTOC)

. Aavaloin (edppoko mov emdpd oty woppnéia).

H oxtpeotidn kot 1 Aavpeotion (ypnopomolovvtar yio tn Oepameio g pueyoaroxpiog, piog omaviog
OPHOVIKNG dtoTapayng Tov epeaviletal cuvnBmg o€ LEGNMKEC, 1] OO0 TPOKAAEITAL ATTO TNV VITOPLON
OV TTAPAYEL TEPIGTELN ALENTIKNG OPUOVIG) LITOPOVV €iTE VO LENGOVY 1 VO LLELDOCOLV TO. ENITESQL
GOKYGPOL TOV aipaTOS GO,

O1 B-amoxAelotég (ypnoyLlomolovvTal Yia Tn Bepomeio TG LVAEPTACNG) LTOPOVY VO LLEIOGOVY 1] VOl
KOTOOTEIAOVY OAOKANPOTIKA TO TPATU TPOEISOTOUTIKA CUUTTMOTO To 07010 6ag fonBovv va
avayvoPIcETE TO YOUNAO EMINEdO GaKYAPOL TOL OiNATOS GUC.

H moyMrtalévn (Siokia mov ypnoilonotovvtor ot Bepaneia tov dwafinn tHmov 2)

Mepkoi acBeveic pe pokpoypovio dafntn TOmoL 2 Kot KapdloK VOGO 1) TPOTYOOLLEVO EYKEPOUAIKO
EMELG0010, 01 omoiot EAafay aywyn e ToyAltalovn Kal vGOVAIV) TapaTPNoaY TNV OVATTUEN
Kapdlakng avendpkelag. Evnuepdote tov 101pd 6ag 10 cuvTopdtepo duvatd, 6V TaPATNPNCETE
€VOEI&EIg KapSaKNG AVETAPKELONS, OTMS 0oLV O1oTn dVoTTVola 1 Ypriyopn avénon Tov Bapoug 1 TomiKo
mpn&ipo (oidnpa).

Edv éxete mhpel omo100Mmote amd To QAPUOKO TOV AvVAPEPOVTAL E0M, EVIUEPDCTE TOV Y1IATPO, TOV
(QOPLOKOTOL) 1] TOV VOGOKOLO GG,

To Insulatard pe owvonrvevpaT®oN

»  Edv xotovol®dveTe OvOTVELHOTMOT, ) AVAYKN G Yio tvoovAivn pmopel vo petafindei apon
T0, eninedo GuKyGPOov 6TO aiplo cag propoHv glte va avEPovy glte va TECOLVV. ZVVIGTATOL
TPOCEKTIKT TOPOKOAOVOT oM.

Kinon ka1 Oniaopdg

»  Edv giote éykvog, vopilete 6TL pmopel va giote £ykvog 1 oxedldleTe va amoKTNoETE TOLdi,
{ntote T GLUPOVAT TOL YIOTPOV Gag TPOTOV ThPETE ALTO To PApuako. To Insulatard propsi
va ypnotpomon0el kotd tnv eykvpocsvvr. H 66om ¢ veoviivig cog evoéyeton vo petofAnbet
KT TN SAPKELD TNG EYKLUOCHVNG Kot PETE TN YéVva. O TPOGEKTIKOG EAEYYOG TOV ST GOG,
€101KA 1 ATOPLYN VTOYAVKOHIDY, EIVOL OTHLOVTIKOG Y10 TNV VYEIR TOL HOPOD GOC.

P Acv urapyovv meplopiopoi otn Oepaneio pe Insulatard katd t didpkeia Tov OnAacpov.

Potote tov yrotpd, Tov @opuaKkorold 1 ToV VOGOKOUO GOG Yot GUUPBOVAES TPOTOD TAPETE
OTO10ONTOTE PAPLOKO EVD gioTe £yKLOG 1 ONAdleTe.

001ynon Ko YEPIGUOS POV RATOV

»  IlopoakalieicOe vo p@TNGETE TOV Y1OTPO GOG EAV UTOPELTE VAL 00N YNGETE AVTOKIVITO 1 VOl
YEPLOTEITE Eval pumyavn oL

. Edv &yete ouyva vmoylvkoia.

. Edv cog elvar dvokoro va avayvopicete TV VIOyAVKaLia.

Edv to odxyapo Tov aipatdg cog givat yaunAd 1 vyniod, UTopel vo ETNPENCTEL 1| GLYKEVTPMGT KoL 1)
KOVOTNTO OVTIOPAONG GOG KO ETOUEVMG 1] IKAVOTNTA GG v 0dnYeite | va xelpileote pnyovipota.

"Exete v’ dyv 011 pmopel va Bécete o€ Kivouvo Tov €anTd 6ag 1 TOLG GALOVG.

To Insulatard mepiéyer vatpro
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To Insulatard mepiéyel Myotepo amd 1 mmol vatpiov (23 mg) ava d6om, dniadn to Insulatard
TPOKTIKA oTEPEiTON VaTpiov.

3. Hog va ypnoyponomcere o Insulatard
A0 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

ITavtote va maipvete TV WGOVAIVI GOG Kol Vo TPOGSOPHOLETE TN dOOT) GOG ALGTIPH COLUPOVA LE TIC
odnyieg Tov yutpov cag. Edv éxete appifoiricg, powtiote ToV YiaTpd, TOV QOPUAKOTOLO 1) TOV
VOGOKOLO GO,

Mnv aAAGCeTe tVGOLAIVI EKTOC KL EAV GOC TO £XEL TEL 0 Y10TPOG o0C. Edv 0 yiatpdg oag, oag €xet
petata&el amd €vo TOTO N EUTOPIKO GKEVACHO VGOVAIVIG 6€ AAAO, 1| OCT GOC UTOPEL VoL YPELNGTEL VO
TPOGOPLOGTEL b TOV Y10TPO GG,

Xpnon o€ Too16 kKo @1 poug
To Insulatard propsi vo ypnoipomomOei og madid kat pfovc.
Xpnon o€ e101kég opades a60evarv

Edv éxete petwpévn vepikn 1 Nrotikn Asrtovpyia 1| €av €iote Avo TV 65 eTmV, ypetdleTon vo
eLEYYETE TO GAKYOPO TOV OUUATOG OOG TTIO TAKTIKA Kot Vo su{ntdrte T aAloyég o1 6060m TG
WGOLAMVNG LLE TOV Y1 TPO GO,

g ko mov yivetal 1 éveon

To Insulatard yopnyeitot pe éveon kato amd 1o déppoa (VToddpLY). Aev TPénel TOTE VoL KAVETE TNV
éveon amevbeiag og AEPa (evoopAéPia) N o€ po (evdopvikd). To Insulatard InnoLet givon katdAinio
OTOKAEIGTIKG Y10 VITOdOPLa Eveon. Edv embupeite va AdPete tnv éveon veovAivig e S1opopeTiKd
TpOT0, GupUPovievbeite Tov Y0TPO GOG.

e kdBe éveon, alhdlte ) B€om ¢ £veomg EVTOG TNG CLYKEKPLUEVTG TEPLOYNG TOV SEPLLOTOG TOV
ypnoonoteite. Avtd umopei va PEIDCEL TOV Kivouvo avamtuéng eE0YK®UATOY 1 OVOUIAIDY GTO
dépa, PAEne Tapdypapo 4. Ot kahOtepes BEGELG Yo vo KAvETE TNV £veon lvat: 1) KO Gog, ot
YAOLTOL GOC, TO EUTPOG LEPOS TOV UNPOV 1 TV Bpaytdovev coc. H tvaovAivn cag Ba dpdoet
YPNYOPOTEPQ EAV KAVETE TNV éVEDT OTNV KOLMA oag. [Tavta 0o Tpémel v LeTpATE TAKTIKA TO GAKY PO
670 oipo oo,

IIag va xeproteite To Insulatard InnoLet

To Insulatard InnoLet givat pio ovaA®GIUN TPOYEMGUEVT] GLOKEVT] TOTOL TEVOG, 1| OTTO10L TEPLEYEL
avOpdOTVY veoLAIVT ¢ 1oopovikn (NPH).

AwBdote Tpocektikd Tic Odnyieg yio Tov Tpdmo xpnong tov Insulatard InnoLet wov
ovumeptlapBdvovtol oe 0Tod T0 GUALO 0ONYLDOV. Oa TPEMEL VA YPTCUOTOLEITE T CLGKELT] THTOV

névag Onmg meptypdpetar otig Odnyieg yio tov Tpdmo xpriong Tov Insulatard InnoLet.

Noa dtecparilete OTL pNOLUOTOLEITE TAVTIA T COCTH GLGKELT] TOTOV TEVOG TPV EVEGETE TNV
WWGOLAIVI oG,

Eév napete peyardtepn 8061 tvoovrivig amé Tnv Kavovik
Edv mépete moA0 peydAn mocotnTo IVGOVAIVIG, TO GAKYOPO TOL CiHaTOC GOG YIVETOL TTOAD YOUNAD
(vmoyAvkoupio). Biéne Iepidnyn tov cofapdv Kot ToAD cLuYVOV OVETIBOUNTOV EVEPYEIDY GTNV

TopAypapo 4.
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Edv Egyaoete va TAPETE TNV LVGOVAIVY GOG

Edv Egydoete va mdpete TV VGOLAIVN GOG, TO GAKYOPO TOL AipaTog pmopel va eBdcel € vTEpPOAKA
vynAd enineda (vepylvkayio). BAéne Emdpdoeig and tov dafntn oty topdypoapo 4.

Edv otopaticeTe vo TAIPVETE TNV IVGOVAIVY] GOG

Mn dlokdyeTE TN AW TG IVGOLAIVIG 6a¢ Y®pic va To £xete culntnoel pe Evay yiatpd, o omoiog Ba
G0G TEL TL TPETEL VO, KAVETE. AVTO Bl Ltopovoe v 00NyNGEL 6€ TOAD LYNAG emtineda Gakydpov Tov
aipartog (cofapn vrepyrvkopio) kot o ketoééwon. BAéne Emdpacelg and tov dofinm oy
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNGELG GYETIKA LLE T YPTOT CQVTOV TOL PAPUAKOV, POTHGTE TOV Y1ATPO,
TOV QUPLOKOTOL0 1] TOV VOGOKOUO GOlG.

4, MBavég avemOBOUNTES EVEPYELEG

Onwg 6Ma o paproKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPMITOVC.

Mepiinyn Tov cofapdv Kot TOA cVYVAV OVETIOOUNTOV EVEPYELOV

To yopnié caxyapo aipatog (Vroyilvkaipio) ival (o ToAD Guyv ovemBouuntr evEpPyeLa.
Evdéyetar va ennpedoet mepiocotepovs and 1 otovg 10 avBpdmovg.

To younid caxyapo Tov ainatoc uropei va cvuBel, edv:

. Evéoete modd peydin mocotnTa tvoovAivg.
. Tpote TOAD AMyo 1 Topareiyete Eva YO,
. AockeioTe TEPIGGOTEPO GO TO PUGIOAOYIKO.
. [Mivete owonvevpotmon, BAéne To Insulatard pe owvorvevpot®onov mapdypopo 2.

[poe1domomMTiKG GUUTTAOUATO TOL YAUNAOD GOKYAPOL ainatog: Kpvog 1dpdtag, kpvo yAopud dépua,
TOVOKEPOAOG, TOOG Kapdlokog pubudg, aicnua acbeveiag, aicOnuo peyding teivag, Tpocwpivég
OAAaYEG oTNV OpOoT, LTVNALL, AoLVNOIGTN KOO Kot advvapic, VEVPIKOTNTA 1| TPEROVAO, aicOn o
dyyovg, aicOnuo cVYYLoNC, SVCKOAIN GTI GLYKEVTPWOOT).

To moAD YaunAd GAKY0PO GTO aipla UTOPEL Vo 001 YNOEL O€ andAeln, TV acdncemv. Edv dev
Oepamevfov Ta mapateTapEva, TOAD YOUNAGL ETITEdD COKYAPOL OiLATOC, UTOPEL VO TPOKAAEGOVY
eyKePoAK PAAPN (Topodikn 7 Loviun) axoun kot 0aveto.Mmopel vo avavinyeTe omd TV amdAELN
TV ooV ToAD TayvTEPQ GV Gag Yopnyndel éveon e TNV oproOvn YALKOYOVT| 0O dTOpo
eKTAOELIEVO 0T ¥pNon TG. Edv cag yopnynet Eveon yAvkaydvng, Oa mpémel va mapete YAvkOln
Cayapodyo Tpdyepo eaynto apéomsg Lo EavaPpeite Tig aioBnoelg coc. Edv dev avtanokpifeite ot
yAvkayovn, Oo Tpémel vo eicoybdeite oe vosokopEio.

T1va kévete ebv oncBavBeite younAd To olicyapo aipoTod:

»  Edv aweBavbeite younio to oaxyopo aipatog, Tapte diokio YAukolng 1 €va yeopo Heyoing
TEPLEKTIKOTNTOG G€ Lhyapm (.. YAVKE, UToKOTA, YOUO PPoLT®V). METPNOTE TO GAKYOPO TOV
alpatog cogc, edv stvon duvatd kot Egkovpaoteite. [Tavrote va €yete pali cog dokio YAvkoIng 1
TPOPLO [LE VYNAT TEPIEKTIKOTNTO GE GAKYOPOL, TPOANTTUKA.

»  Ortav t0 counTdpoTe TOV YounAod cokyapov aipatog Exovy eEapavicdel 1 0tav to enimedo Tov
GaKydpov Tov aipatodg oog £xel otabeponombetl, cuveyiote tn Bepamneia e tvoovAIVT, MG
ouvnBwg.

»  Edv éygete younio caxyopo aipotog mov cog tpokaiei Mmobupia, €6V ypeldoTnKE Vo KAveTe
€veon yAokayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOL OiLATOG,
ovpPovievbeite Evav ylotpo. H mocdtnta v 0 ypdvog yopnynong g tvooviivng, To eaynto 1\ m
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doknon pmopel va ypelalovral Tpooapuoyn.

Ileite ot0 KOWOVIKO GOC TEPPAAAOV OTL £xETE SLAPNTN KO TOLEG PIOPEl vaL €Ivoil 01 GUVETELEG,
cuumeprropfavorévou Tov Kivdvvov Amobupiog (andielog Tov aictncemv) eottiog younion
caxydpov aipatog. Evnuepdote Toug 0Tt edv MmoBuuncete, TPEMEL VO 0OG YUPIGOLY GTO TAGL KOl VL
KOAEGOVV OUECHG 1TPIKT PorBeta. Aev TPEMEL va GOg dODGOLY KATOLO GOyNTO 1 TOTO, EMELDN LITOPEL
VoL TVIYELTE.

O1 oofapéc alhepykéc avtidpacsig oto Insulatard 1 og kGmolo amd ta cLoTUTIKA TOV (ovoudletat
GLOTNUOTIKTY AAAEPYIKT ovTidOpaon) elval pua TOAD ordvia, avemBounTn evEpyeld, aAAd Umopel
EVOEYOUEVMG Va lvar omeldnTiky yio T (1. Evoéyetatl va emnpedoel Aydtepovg and 1 atovg 10.000
avBpomTovg.

Avo{ntote apécmG 10TPIKT GUUPBOVAN:

. Edv ta onuédia g adrepyiog eEoaniwbodv 6e GAia onpeia TOL CONOTOS GOG.

. Edv Eapvikd dev voumbete Kahd kot apyicete vo: WOpOVETE, €l0TE APpOTOC (TAOT Yol EUETO),
€yete duokoiio otV avomvon, £xete Tayvmaipio 1 aicBdveote (aAdoal.

»  Edv mopotnproete omolodnmote and outd ta onueio, avalntiote oUESMG LOTPIKT GUUBOVAN.

AgppoTikég alhayég 6to onueio yopnynong g £veong: Edv kdvete éveon tvooviivng oto 1010
onueio, 0 MrmONG 16TOG popel va vootel cuppikvaoot (Mmoatpodia) 1| Thyvven (AmobrepTpopia)
(evdéyeton va gppoviotet og €mg 1 ota 100 dropa). EEoykdpata kdtm and to déppa eviéyeton emiong
VO GYNUOTIOTOOV OO T1 GLOCCMOPEVON UG TPMOTEIVIG TOL OVOUALETOL AUVAOELDES (SEPLLOTIKN
OULAOEIDWOT, 1] GLYVOTNTA ELPAVIONG QVTNG TS OvTidpaong dev ival yvwaotn). H tveoviivn
EVOEYETOL VAL NV EIVOIL TOAD OTOTEAEGUATIKY €AV 1] £VEST] YIVETOL GE TTEPLOYN LE eEOYKMDUATAL,
cuppikveon N Tdyvvon. ' vo amoTpEYETE TNV EULPAVIOT] AVTOV TOV OEPUATIKOV QAAAYDV,
ouvioTatal Vo eVOAAdcoeTe kKABe popd To onpeio yopnynong g Eveong.

Kotaloyog Aout@v avemOountov evepyslov

Oy ovyvég avemBOUNTES EVEPYELEG
Evdéyetar va ennpedoovv Ayotepoug and 1 otovg 100 avBpmdmovc.

Inpdove airepyio: Mmopel vo eLPAVIGTOVV TOTIKEG OAAEPYIKES avTIOpdoElS (TOvog, epuBpdtnTa,
KvId®oT, AEYLOVT], LOAWOTES, 0idNUa Kol KVNoUOS) 6Tn B€om g éveong. ZuvnBwmg, VToxwPohV PETE.
amo Alyeg efoopndadeg Ayng s voovAivng cag. Edv dev e€apaviotodv 1 edv eamimbolv og dAla
oNUEin TOL CONNTOS CUG, IANOTE OUECHG LE TOV Y1TPO cag. BAEne emiong ZoPapéc aliepykég
aVTIOPAGELC, TOPATAVE®.

Awpnticn apeipinotposidonadero (Lo acBévein Tov patiov mov oyetileton pe To d1apnTn, n omoia
umopei va 0dnynoel og andieio g dpaong): Edv ndoyete and dwafntikn apeipinctposidonddeio kot
TO EMIMESO TOV GOKYAPOL TOV QUHATOG 6ag PEATIOVOVTAL TOAD YpIyopa, 1 apePAncTposidonadsia
umopel va emdevabei. Potiote tov yuotpd cag yi” avtd.

Oidnpo tTov apdpdccwv: Otav apyioete va maipvete vGOLAIVN, 1 Katakpdtnon vepold uropei va
TPOKOAEGEL OO0 YOP® OO TOVS UOTPAYAAOVG GOG Kot AAAES apBpmdaoels. Ducloloyukd, avTo
vroympei cvvtopa. Edv dev vmoympnoetl, pmTtinoTe ToV Y10Tpd GOg.

oAb omavieg avemBopNTEG EVEPYELES
Evdéyetar va ennpedoovv Ayotepoug and 1 otovg 10.000 avBpmmovg.

Awrapayés g 6paong: Otav Eekvate Yo TpdTn Qopd T Oepaneia pe voovAivn, pmopel va
dwtapaybei n 6pach cag, oAAE 1 evOyAnon eivar cuvnmg Tposmpivy).

Enrddvvn vevpornadsia (movog e€outiog PAAPNS tov vedpwv): Edv ta enineda tov caxydpov 61o aiua

o0 PeATidvovTal TOAD YpIyopd, UTOPEL VUL VIDGETE TOVO GUVOEOUEVO LLE TO VEVPO, GOG. AVTO
ovopaletor o&eio emmOvVN vevpomadsila Kat givol cuviB®E TOPOdIKT.
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Ava@opd avemBounTOV EVEPYELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTO0 N
TOV/TIV VOGOKOUO G0G. AuTd 1oy0eL Kot yio, kKAOg mhovi avemBOUnTn eVEPYELN TOV OV UVAPEPETOL
GTO TTOPOV PUALO 0dNYIOV YpnoNs. Mropeite emiong va avaeépete avembBounteg evépyeteg angvbeiog,
HES® TOL €6VIKOD GLOTNLOTOG AVaPOPAS TOV avaypdeetal oto [apdptnua V. Méowo g avapopag
AVETOVUNTOV EVEPYEIDV UTOPEITE VO fONONGETE GTI GLALOYT TEPIGGHTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOV.

Emopaoceils ané tov owapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynAd caKYoPOo TOL aiNaToS Uropel vo cvuPel, eqv:

. Agv €yete evEGEL APKETY] IVGOVALVT).

. HEeyboate vo eVEGETE TNV IVGOVAIV GOG 1] GTALATHCOTE VO TOIPVETE IVOCOVALVT.
. AopPavete emavenuuéva Ayotept WGOLAIVT 0td aVT ToL YPEIGLETTE.

. "Eyete Aolpwén 1/kat mopeto.

. Tpote TEPLOGOTEPO O’ OTL GLVNHOWG.

. Aocxeiote Mydtepo an’ 11 GuVHOMG.

TTpos1domom Tk CLUTTOULATO TOL VWNAOD GUKYAPOV OULLOTOC:

Ta wpoedonomTikd coprtopata epeovilovial otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnua diyog, armmieio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aichnua vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENpocTopia Kol avaTvVoTn Le PPoVLTMON oopn (aKeTdVN).

T1va kévete gbv oncBavBeite VYNAS To GdiY0PO AiLATOC:

»  Edv éyete k@mo1o amd autd T0 GUUTTONATO: EAEYETE TO ENITEDO TOV GOKYAPOV GTO CiLLOL,
eAEYETE T OVPO. GOG Y10 KETOVEG, €AV LTOPEITE, KOl GTI GVVEXELN 0vO{NTHOTE AUECHOC LOTPIKN
Bonbeua.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNg KATAGTOONG TOL OVOUALETOL SN TIKT
Kketo&éwon (cuocmpevon 0&€og oto aipla eEattiag TG SIAoTUoNG TOV MIMV OO TOV OPYUVIGUO
avTi TV cokyapwv). Edv dev ) Oepoanedoete, pmopet vo KataAnEel o S1ofnTikd KMo Kot
tehMkd og Bdvaro.

5. I®g va puiacoete To Insulatard

To @appako avtd TPEMEL VO PUAACOETAL GE PEPN TTOL OgV TO PAETOVV Kot dgv TO POAVOLV Ta AL
Na pun ypnoiLonoteite ovtd T0 PAPUOKO UETE TV nuepounvio ANENG oL avaypapeTaL GTNV
emonpavon Tov InnoLet kot oto kovti petd v ‘AHEH’. H nuepounvia Anéng eivon 1 tedevtoio

NUEPD TOV UNVOL TTOL OVOQEPETOL EKEL.

pw an6 To mpdTO Gvorypa: Pvridcoetar 6to Yuyeio otovg 2°C - 8§°C. Awtnpnote To Lokl omd
T0 otoyEio YHENc. Mnv 10 Koty OYETE.

Katd ™ gpion 1 6Tav oépetar @g e@edpukd: Mnv 10 yoyete 1| KatayHyete. Mmopeite va to €xete
poli oag kot va to puAdoocete og Beppoxpacio dwpatiov (kKatm amd tovg 30°C) yia 6 gfdopddes to

TOAD.

Noa Tomobeteite TAVTO TO KOTAKL TNG GLOKELNG TOTTOV TéVaG oto InnoLet dtav dev To ypnoylomoteite,
Y10l VOL TO TPOGTATEYETE OO TO POC.

Amoppiyte T Peldva petd amd kabe Eveon.
Mnv mtetdite QAPLAKO GTO VEPO TNG OMOYETEVGNC 1 0T OKLOKG amoppippata. Potiote tov
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(OPLLOKOTTOLO GOG Y10 TO MG VO, TETAEETE TAL PAPUAKO TTOL EV YPTCILOTOLEITE T AvTd T péTpa Oa

BonBncovv oty mpootacia Tov TEPPAAAOVTOC.

6. Iepreyopeva TS GLOKEVAGIOG KOl AOUTES TTANPOPOPIES

Tvegpréyer to Insulatard

- H dpaoctiki ovsia givar 1 avBpodmivny tveovrivn. To Insulatard sivar éva evoudpnua ovBpdrivig
woavikng tvoovAivng (NPH). Kdabe ml nepiéyer 100 IU avBpamivng tvaoviivng. Kdabe
TPOYEUGUEVT] GLGKELT TOTOV TEvVag TtepExetl 300 1U avBpmmivng tvoovAivng oe 3 ml evéoipov
EVOLOPTLLALTOG.

- Ta GAAo cuoTaTiKd ivar YAoPLovyog YEVSAPYLPOS, YAVKEPOAT, LETAKPETOAT], POIVOAT,
OOCPOPIKO SVATPLO SLHOPIKS, VOPOEEIDIO TOL VaTPion, VIPOYA®PIKO 0ED, BELKN TpOTANIVY KoL
VO®P Y10 EVESLLAL.

Ep@avion tov Insulatard ko wepreydpevo TG cvokevooiog

To Insulatard givot éva gvéotpo evaidpnpo. Metd tnv enavoidpnomn to vypo Oo mtpénel va eppoviCetot

OLOOLOPPO AEVKO Kot HOAO.

Meyébn ovokevaciog g 1, Tov 5 M tov 10 Tpoyelcpuévav cuokevdv THmov mévag tov 3 ml. Mropei

VO 1INV KUKAOQOPOVY OAEG Ol GUCKEVAGIES.

To gvondpnpa etvor BoAo, AeVKO KoL VIATUCO.

Kartoyog Aderog Kvkhogopiog ko Iapackevaostic

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

To mwapov @OALo 00NYLOV Yprions avaBewpnOnke Yo TELEVTAIL POPE GTIG

AlLeg TN YEG TANPOPOPLAV

Aemtopepeic TAnpopopieg yia To Pappoko avtod gival dabécyeg oto duktvako Tomo tov Evponaikon
Opyoaviopov @apudkmv: http:// www.ema.europa.eu.

INvpiote amd TNV GAin whevpd Yo TANpoPopies 6eTIKA pe TOV TPOTO Yp1jongs Tov InnoLet.
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Odonyieg Yo Tov Tpomo yprfiong Tov Insulatard gvéoypo evar@pnpuo og InnoLet.

AWPacTe TPOGEKTIKG AVTEG TIG 001 YiEg TPV Vo ypnoipomo)oeTe To InnoLet cag. Edv oev
aKOAOVONGETE 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 AiLATOG.

To InnoLet cag eivar pia omAn, TPOYEUGUEVT] GLGKELT TOTTOV TTEVOC TOV UTOopel va yopnyel amod 1 wg
50 povadeg o molhamidoio g 1 povadoag.

To InnoLet éxel oyedaotel Yo xprion pe Tic avorooiueg BeAdveg NovoFine | NovoTwist pe pniog
oyl ueyolvtepo amd 8mm. Qg mpoAnTTIKd PETPO, VO LETAQEPETE TAVTOTE POll 0ag Lo EMTAEOV
GLOKEVT WVGOVLAIVNG, 6€ mepintwon mov To Innolet cag yabeil | Tabel PAAPT.

‘Euforo

Enthoyéoag
d60mg
Khiipoka
VIOAEWTOLEVNG
d00mg
Khiipoka >
360mg
Duciyyo
WGoLAivIG
G)I'[K[T[ e T'vérwvo
Berdveg
GEapidlo

Avodrdown Beréve (mapaderypa)

Belova
_______,/

— Komdkt IIpootatevtikd Eocwtepikod
TEVOG xopti KOADLLLLOL
Berovag
Meydaro
eEwTEPIKO
KAV
Berdvag

Q::\:Let‘
)

ZEEKIVOVTOG

EAréyEte To Ovopa Kl To ypopa oty eTIkETA Tov Innolet oag yia vo feParwbeite 6T1 TepEyet Tov
0MGTO TOTO WGOLAIVNG. AVTO gival 1BL0ETEPO GIUAVTIKO EQV TOIPVETE TEPIGGOTEPOVS TOV EVOG TOTTOVG
woovAivne. Eqv mapete évav AavBacuévo tHno tvoovivig, To enimedo cakyfpov Tov aipatdg Gog
umopet va yivet ToAd vymid 1 ToA0 yapnAio. Bydite 1o kamdkt te mévag.

H emavaidpnon sival eukoddtepn dtav 1 veovAivn €xel pOdcel g Beppokpacio dopatiov.

Emavoai@pnon g tveovrivig

[pwv and kabe Eveon:

. EAéyEre 6T vapyovv TOVLAYIGTOV 12 HOVAdES IVGOVAIVIG LECH GTO PUGTYYLO, MOTE VO
emrevybel opodpopen emavaidpnon. Edv vadpyovv Aydtepec and 12 povade,
ypnoomomote éva véo InnoLet.

. MEeTaKIVI|OTE T1] GVOKEVT] TOTTOV TEVAG TAVM Kol KATO, netald tov 0écenv A kot B kot
Tio®, MGTE TO YLAAMVO c@apido va petakvnbet omd 1o £va dkpo ToV PLGLYYioV 6TO AALO
(ewova 1A) tovAdyiotov 20 popéc. Emavaidfete avtn v kivion tovAdyiotov 10 popéc mpv
amo kafe éveon. H kivnon Oa mpémel va emavaiapfavetol £og 0Tov To vypod Yivel opoldpopPa
Aevko kat BoA0.

. Na d1acorilete Tavtote OTL EYETE EXAVAULMPNGEL TNV WVGOLAIVY TPl amd KOs Eveon). Edv dev
EMOVOLOPNGETE TNV WWGOLAIVY, aVTO pumopel vo Tpokarécel avakpipn docoloyia, n omoia pmopei
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VoL 001 YNGEL G€ TOAD VYNASG | TOAD YauNnAd eminedo cakydpov Tov aipatoc. Meta v
ETAVILOPIGT], OLOKANPAGTE 6A0 TO aKOLOVOG 6TAOIO TNG évEST G Y OPIS KaBvoTEPNOT).

IHpocappoyn s perdvag

Xpnowponoreite wavrote pio véa ferdva yio kébe Eveon. Avtd PeEldVEL TOV Kivouvo
eMPUOAVLVONC, AoTHmENG, O10pPOTg VGOVAIVIG, PPaYUEVEVY BEAOVOV Kot avakplBods docoloyiag.
No glote TpooekTiKoi MGTE Vo, UV Avyicel 1 katacTtpapei 1 feAdva Tpv T XpHO.

AQuIpE0TE TO TPOGTATEVTIKG YaPTi 0O Lo VEX ovaldoin PeLova.

Biddote ™) Pehova icro ko 6@uyTd endvo oto Innolet cog (sikdva 1B).

Bydhite 10 peydro eE@Tepikd kaivppa TG fEAOVOS KOL TO ECOTEPIKO KAADUPA TNG
Berévag. Mropeite vo puAdEete T0 peydio eEmTepikd KaALHL TG PEAdVaG Lésa ot OnK.
[Toté unv mpocmabnoete vo EavaTonobeToeTe TO E6MTEPIKO KAAVULO 0T BeAdva. Mropel va
tpunnOeite pe tn Perdva.

1B

IpogToypacia yio v a@aipeon aépa Tpv amd Tnv £veon

Kotd ™ ouvnin ypnon, umopei va cuykevipmBoiv Hikpéc mocoTNTES 0€pa. LEGT, 0T BEAOVA KOl TO
Quoiyylo.

I'a v aroevyn éveong aépa kat yio tnv eEacaAon g 6ot 06oNG:

EmléEte 2 povadeg yopvavtag to emAoyéa 500mg 0e&£106TpoQa.

Kpatijote 10 InnoLet cag pe ™) fehdva va O€iVeL TPOS TA TAVO KOL YTUANGTE OTOAN TO
PUOiYYL0 LE TO OAYTVAO GOG LEPIKES POPEC YOl VO, CLYKEVTPWOOOVV 0TOIEGONTOTE PUCUAMOES
aEPOl 6TO TAV® GKPOo TOL PVGtyyiov (ewdva 1T).

Kpatdvrag ™ Berova tpog Ta mave, méote 10 PPoio Kol 0 ETAOYENS OOCTG EMCTPEPEL GTO
0.

Iléavrote va Pepordveote pv omd v £veon 611 6T0 dKpo TG ferdvag eppavileTar po,
otayove (sewova 1T). Avtd daceorilel n pon g woovdivig. Eav oy, oAhaEte ) Pelova Kot
enovalafete T ddIKOGI0 EMG TO TOAD 6 POPEC.
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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.

. [avtote va eéyyete To InnoLet mpwv amd v éveon. Edv dev ehéyéete to InnoLet, propei va
AGBete TOAD Ayn tveovAivi 1 va unv Aapete KaBOAov tvoovAivn. Avtd pmopei va 0dnynoel o
TOAD LYNAS eMimEdO GUKYEPOL TOV AILLATOG.

ir =

PyOpion g 660n¢

. Na eLhéyyete mavrote 6TL TO pfolo givan TIPS TEcPEVO Kot OTL 0 EMLAOYENS 000G Elvar
oto 0.

. EmléETe Tov aprtOpo TV povad®v mov amortovvTol YOPVMOVTAG TOV ETIA0YEN 000G
de€lootpoga (skdva 2).

. Oa akoVTE éva KMK Yo KGO pia povada mov emiéyete. Mmopeite va dopfdoete tn 600

YUPVAOVTOG TOV TEPIGTPOPIKS EMAOYEN dOONG TTPOG TN pia 1) TNV GAAN KaTevBuvor). Befoaiwbeite
0T1 d¢ dlopbdvete N emAéyete T doo™ OTOV 1| PEAdVa ElGEPYETOL GTO dEPUA. AVTO UTOPET VO
00MyNoel og avakpiPr 6ocoroyio n omoia pmopel va kdvel To eXinEdO TOV GAKYAPOV TOV
alaTOC GO TOAD VYNAD 1] TOAD YOUNAD.

Xprnowonoteite Thvtote TV KAILOKO KoL TOV ETA0YEN HOOTG V1o Vo, dgite TOGEG LOVADEG EYETE
eMAEEEL TPV VO KAVETE TNV EVEST IVGOLAIVIG. M1V LETPATE TA KAMK TNG GLGKELNC TOTOL TTEVG,.
Edv emiéEete kan evéoete AavBacpévn 8o, To ninedo cakyapov Tov aipatdg cog uropet vo
yivelr oAb vymAd 1 TOAD yaunAo. Mn ypnoiponoleite TNy KAMPOKO VTOAEOUEVTG dOGNC, YTl
delyvel povo mePimov TNV TOGOTNTA VGOVAIVIG TOL OTOUEVEL GTT) GLGKELT] TOTOL TEVOC.

Agv pmopeite vo kobopicete peyodlutepn 066m amd Tov aptipd TOV HOVAS®Y TOV £YOVV ATOUEIVEL GTO
Quoiyylo.
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"Eveon g tveovrivig

Ewodyete ™ ferdva péca oto 0éppa 6ag. XpnoLoTOUm|oTE TNV TEYVIKT EVEGEDV OV GOG
VEdEIEE 0 YloTPOG GG,

Xopnyfiote ™) 8661 TOTOVTEC TO £Ufolo EVTELDG TTPOS TO KATO (c1kdva 3). Qo ako0Te KAIK
koG 0 emAoyéag 06oNC emtotpépel 6to 0.

Metd v éveon, 1| PeLOVo TPETEL VO TAPANEIVEL KATO 00 dEPNA Y10, TOVAAYLOTOV

6 devTepdAienTO Y10 VO €loTE Glyovpot OTL YopnyHoate TV TANPN dO0T).

Beparw0Oeite 6TL 0€v gnmodilete Tov emAoyén 0061G KOTA TN StapKeLo. TG £VEGTG, Y10TL O
emoyéag 06ong Tpémel va eivar eErevBepog va emiotpéyel oto 0 kabdc matdte to EuPforo.
[Tévtote va dtuoporilete 6Tt 0 emAoyéag 66onG yupilet oto 0 petd amod v éveon. Edv o
emAoyéog 06ong oTopaTnosl TPV yopicel oto 0, dev Exet draveundei oAdKAN PN 1 066N, YEYOVOG
70 01010 UTOPEl VoL 001 YNGEL G€ TOAD VYNAQ EMimEdO GOKYAPOL OIUATOG.

Amoppiyte T Pehdva petd amd kibe Eveon).

A@aipeon g perdvag

Eavapaire To peydro s£@TePK KGlvppa g Perovag ko Eefrdodote T Perova (sikova 4).
AmoppiyTte TNV NE TPOGOYN.
TomobBeteiote 10 KoMKl Eava oo INNOLet cag Yo vo TPOGTUTEYETE TV WVGOLAIVY ATt TO POG.

Xpnopomoteite mavtote véa PeAdva yuo KaOe Eveon.

Noa agatpeite kol va amoppintete mdvrote tn Perdva petd omd Kabe Eveon kal Vo GUAGCGETE TO
InnoLet cag ympic ™ Perdva TpocapUOCUEVT. AVTO LEIDMVEL TOV KIVOUVO ETLUOAVVOT|G, AOTU®ENG,
S1oppong WGOVAIVIG, PpayUévav BeAovay Kot avakplpodc Socoroyiag.

Aoutég onuavtikés TAnpopopieg

O apoyeig ppovtidag mpémetl va givor Tohd TpooekTikoi Otav yelpilovtal xpnoyoromuéveg BeAdveg
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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 cag Le dAAovg 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.

dvAdocete Tavtote T cvokevn] Innolet kot T ferdvec og BEon mov dev PAETOLY Ko dev
npooeyyilovv GAAOL 101G To TOdLA.

ZOVTI| P11 TS GVOKEVTG TOTOV TEVUG OUG

To InnoLet cag £xetl oyedtootel Yo va Aeitovpyel pe akpipela kol acpdrela. Oa TpEmeL va To
yepileote pe mpocoyn. Eqv néoet, mdbel PAAPN 1 cuvOMPel, vtapyet o Kivouvog dlappong g
wooviivic. 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, 0dNyNoeEL oe TOAD LYNAA 1| TOAD YaUNAQ EXiNESO GOKY(POV QULLOTOG.

Mnyv Eavayepilete to InnoLet cag. MOMG 0d€100EL, TPENEL VO ATOPPINTETOL.
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®Vviro ooV ypfong: IIAnpogopiss yro Tov yprotn

Insulatard FlexPen 100 TU/ml (81£0veic povadec/ml) evéoipo evar@pnpo. 6 Tpoyspiopévn
GULOKEL] TUTOV TEVAG
avBpodTIVY tvoOoVAivn

AP AOTE TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YP1ONGS TPLY UPYIGETE VU YPNCLUOTOLEITE AVTO

TO PAPRUKO, OLOTL TEPLAAPPAVEL CNRAVTIKEG TANPOPOPIES YL GO,

- DuAGETE 0VTO TO PUALO 00N Y1V Ypriong. Towg ypelaotel va To dafdacete Eavd.

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

- H ocvvtayn yio avtd 10 eappako xopnynonke amokAeloTikd yio oag. Agv TPETEL VO SDGETE TO
PAapuoKo 6€ AAALOVS. MTopel va TOVG TPOKAAEGEL PAAPT], KOO Kol OTOV TO GUUTTOUATO TG
acBéveldg Toug elvar 1010 pe Ta S1kd oaG.

- Edv mapotnphoete Kamoo avemBOpunTn evEPYEL, EVILEPMDGTE TOV YIATPO, TOV POPUOKOTOLO 1|
TOV VOGOKOUO 60G. AVTO 10Y0eL Kat Yo, KAOe mhovi avemBountn evépyela Tov OV avapEpPETaL
070 TTAPOV GUALO 0dNYIOV ¥prone. BAEne mapdypagpo 4.

T egpLEyeL 10 TapoOv GUAAO 00N YLOV:

T eivan To Insulatard kon oo giva 1 xprion Tov

T npémet vo. yvopilete Tpv ypnoonomoste to Insulatard
[Tog va ypnopomomoete to Insulatard

[TBavég avemBounteg evépyeleg

o va puidooete to Insulatard

[epreydpeva g cvokevaciog Kot AoEG TANpoPopieg

I

1. T givon 1o Insulatard ko wowa giva n yp1jon Tov
To Insulatard givat avOpdmivn tveovrivn pe otadiokn évapn kot pakpd diapkelo dpaong.

To Insulatard ypnowonoleitat yio ™ peioworn ToV VYNAOV ETTESOV GOKYEPOV GTO Qio. 6€ 0oOEVEIG
pe caxyopmdn dapntn (Srafntng). O dwfnng sivor pia acBéveln katd TV omoio T0 COUA GAG dEV
TOPAYEL APKETN VGOLAIV Yo Vo eEAEYEEL TO emtimedo caxydpov oto aipa cag. H Bepancia pe to
Insulatard Bon6d va TpoAneHovv o1 emtmhokig Gag amd Tov dlaprTn.

To Insulatard 6o apyioet vo peidvel To 6akyapo 6To aipo cog mepimov 1% dpa apov To evéceTe, Kot
dpaomn tov Oo dapkéoset yuo mepimov 24 dpec. To Insulatard 6idetat ovyva 6 GLVOLAGUO LE
OKEVAGHOTA VoOVAIVG Tayelag Spdomg.

2 Tvpéner va yvopilete mpv ypnowpomonjcere To Insulatard
Mnv ypnoiponouicete to Insulatard

Y mepintoon aArepyiag oty avOpdTIVN VGoVAivI 1] G€ 0TO1001TOTE GAAO GO TO. GVCTUTIKG
ovTol TOL PAPLAKOV, PAETE Tapdypapo 6.

Edv aieOdveote v €éhevon vroylvkoyiog (xounio cakyapo oto aipa), PAére [epiAnyn tov
cofap®mv Kol TOAD CUYVOV AVETIOVUNTOV EVEPYEIDV GTNV TOPAYPAPO 4.

e avThies £yyvomng VGOVAIvIG.

Edv n cvokevn FlexPen ntéoet, kataotpogel 1| ondost.

Edv dev éxet puhaybel cwotd M edv Exel katoyvybei, PAéne Tapdypago 5.

Edv n emavaropnpévn tvoovkivn dev eppavifeTor opoldpopea Aevkr| kot BoAn.

vVVYyVyYVY V YV

Edv 1oy0e1 omotodnmote and 1o, mapamdvo, un ypnoiporomoete to Insulatard. Zvppovievdeite tov
YTPO, TOV POPLOKOTOLO 1| TOV VOGOKOUO GOGC.
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IIpw ypnoyponouioere to Insulatard

EXéyEte v eTcéta yuo va BePaiwbeite 6T1 givar 0 6OGTOG TOTOG VGOVAIVIG.
Xpnowomnoteite mavrta pio véa Peddva yio KAOe £veorn MOTE va, amo@vyeTe LOALVOT.

O1 Berdveg kar to Insulatard FlexPen dev mpénet va popalovra.

To Insulatard FlexPen givar katdAAnio anokAieiotikd yio vrodopia Eveon. Edv embopeite va
AGBete TNV €veon VGOVAIVIG Le dLopopeTikd TPpOTO, cLLPOoVAEVDEiTE TOV Y10TPO GOG.

\AAA

IIposgidomou|oels Ko TPOPUAGEELS

Opilopéveg KOTAGTAGELS KOl OpACTNPLOTNTEG UTOPEL VO EMNPEAGOVV TIC AVAYKEG OOG GE IVGOVALVN.

YvpPovievbeite Tov yloTpd cag:

»  Edv éyete mpofAnpata e To ve@pE 1 TO GUKMTL GOG 1] LE TA EXVEPPIOLEL, TNV VITOPLON 1) TOV
Bvpeoeidn oag.

»  Edv aokeiote mepiocdtepo an’ 011 cuvnbmg 1 edv Béhete vo adddEete T cuvnOn dtaTpoen oag,
AoV aVTO UTOPEL VO EXNPEACEL TOL EMIMESD GAKYAPOV GTO QiU GUGC.

»  Edv siote dppmaorotl, cuveyiote T Ay TG IVGOLAIVNG oa¢ Kat cupuPBovigvbeite Tov yiatpd
GOG.

»  Edv mpokertan va ta&idéyete 610 eE@TEPKO, TO TOEIOL GE YDPO SOQOPETIKNG LDVNG DPOG

UTOPEL VO ETNPEAGEL TIG AVAYKEC GO GE IVGOVAIVI KOl G EK TOVTOL TOV ¥POVO YOPNYNONG TV

EVEGEWV.

Agppatikég airayéc 6To onueio yopfynong e éveong

INa v arotpomni g ERLEEVIoNng AAAAYDY TOL MITMOOLE 16TOV KAT® 0md TO SEPUA, OTMG 1) TAYLVON
TOV OEPUATOGC, 1| CLPPIKVMOCT] TOV GEPLOTOC 1) O GYNUOTIGUOG EE0YKMUATOC KAT® atd TO HEPUA, TO
onpeio yopnynong g éveong mpénet vo evorrdocetat. H voovdivn eviéyetor va pnv gival apketd
OTOTEAEGILATIKY €AV eViETAL OE TEPLOYN| e eEoyKDpOTA, LE cLPpikvmon 1 Le Tayvvon (BA. Tnv
wapdypoeo 3). Edv mopatnpoete omoleadnToTe 0EPUATIKES OAAQYEC GTO GTUEID YOPAYNONS TNG
éveong, WIAoTE e Tov YuTpd cog. Edv emi Tov Tapdvtog KAveTE TIG EVEGELS OTIG TTEPLOYES OVTEG TTOV
£€Yovv eMNPENCTEl, MANGTE LE TOV YIOTPO GOG TPV EEKIVIGETE TIG EVEGELS G€ SLOPOPETIKT TepLoyn. O
YwTpog 0o Goc GUUPOVAEDLGEL VO EAEYYETE TILO TTPOGEKTIKG, TO, EXITEDH GOKYAPOV GTO Ol GOC KoL VOl
Tpocapuolete tn 6001 TNG IVGOVAIVNG 1] OTTO10G GAANG AVTIOWPNTIKAG ay@YNg AdpPAveTe.

Alra @appoxa kou Insulatard

Evnuepmote tov y1atpd, T0V QOpUAKOTOLO 1) TOV VOGOKOUO GOG €AV TAlpVETE, EXETE TPOGPATO TAPEL Ny
umopet vo Tapete GAAL QAPLLOKAL.

Opiopéva papuaio ennpedlovy To eXinedo GoKyGPOv GTO Oipa GOC Kot 0LTO UTOPEL va onuaivel 6T
8001 TG WGoLAIVNG cog Tpémel va oAha&el. [Tapakdto avagépovtal Ta To GLYVE PAPLOKA, TO OOl
EVOEYETOL VO EXNPEACOVY TNV AYMYT GOG UE IVGOVAIVT).

Ta enitedo coKyAPOL TOL inoToC 6o Uropel va uetwbovv (vroyAvkoupia), v AauPdavee:
. Ao @apuaxa Yo Th Bepameio Tov dapnn

. Avootoleic e povoautvoéelddong (avactoreic tng MAO) (ypnoiporotovvtol yio ) Oeponeio
G KOTAOAWYNG)

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

. Avactoleic Tov petatpentikov evibpov g ayyeloteveivng (MEA) (xpnoyorotobvral yio
Oepomeio oploPEVOV KOpIOK®V TAOHGEDV 1 TNG LAEPTOCTG)

. ZoAIKVAIKA (YP1CILOTOI0VVTOL (O OVOAYTTIKA KO OVTUTUPETIKAL)

. AvopoAikd otepoeldn (OTME 1 TEGTOGTEPOVY))

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

Ta enineda cakydpov Tov aipatdc oo puropei vo owénbovv (vepyAvkouuio), eav Aoupavers:

. AVTIGUAAMTTIKA YOpNYOOUEVO OTTO TO GTOLLOL

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

. IMwkokoptikoedn| (6Tmg N KopTdvn TOL YPNGLOTOIEITUL Y10, TN BEPaTED PAEYHLOVDV)
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. Bupeoeldikéc opuoveg (ypnoomotodvtor yiao tn Oepameio BupeoedikdV daTapouydV)

. Svumabopuntikd (6nwg n emveppivn {adpevarivn}, n caiBovtapdin N n tepfovtarivn Tov
xpnoomolovvtot yo T Oepamneio Tov AoOpatog)

. AvEnrticn opudvn (eappaKo yio T S1EYEPCT TG OKEAETIKNG KOl COUATIKNG o0ENONC KOt UE
ONUOVTIKN EMIOPOAON OTIG HETOPOMKESG OLlEPYAGIES TOV CMUOTOC)

. Aavaloin (edppoko mov endpd oty woppnéia).

H oxtpeotidn kot 1 Aavpeotion (ypnopomolovvtar yio tn Oepameio g pueyaraxpiog, piog omaviog
OPHOVIKNG dtoTapayng Tov epeaviletal cuvnBmg o€ LEGNMKEC, 1] OO0 TPOKAAEITAL ATTO TNV VITOPLGN
OV TTAPAYEL TEPIGGELN AVLENTIKNG OPUOVIG) LITOPOLV €iTE VO ALENGOLY N VO LLELOCOVV TOL EM{TEDOL
GOKYGPOL TOL aipaTOS GO,

O1 B-amoxAelotég (xpnoyLomolovvTal Yia Tn fepomeio TG LVAEPTACNG) LTOPOVY VO LLEIOGOVY 1 VOl
KOTOOTEIAOVY OAOKANPOTIKA TO TPATO TPOEISOTOUTIKA CUUTTMOTO T 07010 6ag fonfovv va
avayvopIiceTe To YoUNAO EMinedO GakyEpOL TOL AilaTOS GOC.

H moyMrtalévn (Sokio mov ypnoilonotovvtor ot Bepaneia tov dwafinn tHmov 2)

Mepkoi acBeveic pe pokpoypovio dafntn TOmoL 2 Kot KapdloK VOGO 1) TPOTYOOLLEVO EYKEPOUAIKO
EMELG0010, 01 omoiot EAafav aywyn e ToyAltalovn Kal vGOVAIv) TapaTPNoay TV ovVATTUEN
Kapdlokng avendpkelag. Evnuepdote tov 101pd 6ag 10 cuVTORdTEPO dLVATO, EGV TAPATNPNOETE
€VOEI&EIg KapSaKNG AVETAPKELONS, OTMS 0oLV O1oTn dVoTTVola 1 Ypriyopn avénon Tov Bapoug 1 TomiKo
mpn&ipo (oidnpa).

Edv éxete mhpel omo100Mmote amd To QAPUOKO TOV AvVAPEPOVTAL E0M, EVIUEPDCTE TOV Y1IATPO, TOV
(QOPLOKOTOL) 1] TOV VOGOKOLO GG,

To Insulatard pe owvonrvevpaT®on

»  Edv xotovol®dveTe OVOTVELHOTMOT, 1) AVAYKN OaG Yio tvoovAivn pmopel vo petafindei apon
T0, eninedo GaKyGpov 6TOo aiplo cag propov glte va avéPouv gite va mEcOVV. ZVVIGTATOL
TPOCEKTIKT TOPOKOAOVOT oM.

Kinon ka1 Oniaopdg

»  Edv giote éykvog, vopilete 6TL pmopel va giote £ykvog 1 oxedlileTe Vo 0moKTNoETE TOLdi,
{ntote T GLUPOVAT TOL YIOTPOV Gag TPOTOV ThPETE ALTO To PApuaxo. To Insulatard propsi
va ypnopomon0el kotd tnv eykvpocsvvn. H 66on g veoviiving cog evoéyeton vo petofAnbet
KT TN SAPKELD TNG EYKLUOCHVNG Kot PETE TN YéVva. O TPOGEKTIKOG EAEYYOG TOV ST GOG,
€101KA 1 ATOPLYN VLOYAVKOHIDY, EIVOL OTHLOVTIKOG Y10 TV VYEIR TOL HOPOD GOC.

P Acvurdpyovv meplopiopoi otn Oepancio pe Insulatard katd t didpkeia Tov OnAacpov.

Potote tov yuotpd, Tov @opuaKkorold 1 ToV VOGOKOUO GOG Yot GUUPBOVAEC TPOTOD TAPETE
OTO10ONTOTE PAPLOKO EVD gioTe £yKVOG 1 ONAdeTe.

001ynon Ko YEPIGUOS POV RATOV

»  IlopoakalieicBe vo poTNGETE TOV Y1OTPO GOG EAV UTOPEITE VAL 0ONYNGETE AVTOKIVITO 1) VO
YEPLOTEITE Eval Uy avn oL

. Edv &yete ouyva vmoylvkoia.

. Ed&v cog elvar dvokoro va avayvopicete TV VIOYAVKOLia.

Edv to odxyapo Tov aipatdg cog ivar younAd 1 vyniod, UTopel vo ETNPENCTEL 1| GLYKEVTPMGT KoL 1)
KOVOTNTO OVTIOPAON G GOG KO ETOUEVMG 1] IKAVOTNTA GG v 0dnYeite | va xelpileote pnyovipota.

"Exete v’ dyv 011 pmopel va Bécete o€ Kivouvo Tov €anTd 6ag 1 TOLG GALOVG.

To Insulatard wepiéyer vatpro
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To Insulatard mepiéyet Myotepo amd 1 mmol vatpiov (23 mg) ava d6om, dniadn to Insulatard
TPOKTIKA oTEPEiTON VaTpiov.

3. Hog va ypnoyponomcere 1o Insulatard
AOG1 KoL TOTE TPEMEL VA TAPETE TNV IVGOVAIVY] GOG

ITavtote va maipvete TV WGOVAIVI GOG Kol va TPOGOpHOLETE TN dOOT) GOG ALGTIPH COLUPOVA LE TIC
odnyieg Tov yutpoL cag. Edv éxete appifoiricg, pwtiote ToV YiaTpd, TOV QOPUAKOTOLO 1) TOV
VOGOKOLO GO,

Mnv aAAGCeTe tVGOLATVI EKTOC KL €AV GOC TO £XEL TEL 0 Y10TPOG o0c. Edv 0 yiatpdg oag, oag €xet
petata&el amd €vo TOTO N EUTOPIKO GKEVACHO VGOVAIVIG 6€ AAAO, 1| OCT GOC UTOPEL VoL YPELNGTEL VO
TPOGOPLOGTEL b TOV Y10TPO GG,

Xpnon o€ Too16 kKo @1 poug
To Insulatard pmopei va ypnoipomomOei og maidid kot prBoug
Xpnon o€ e101kég opades a60evarv

Edv éxete petopévn veppikn  nratikn Asttovpyia 1 €dv giote avm tov 65 eTdv, ypetdletor va
eLEYYETE TO GAKYOPO TOV OUUATOG COG TTLO TAKTIKA Kot Voo su{ntdte T aAloyég o1 660m TG
WGOLAMVNG LLE TOV Y1ATPO GO,

g ko Tov yivetal 1 éveon

To Insulatard yopnyeiton pe éveon kéto omd to dEppa (VTOdOPL). AV TPEMEL TOTE VO KAVETE TNV
éveon amevbeiog og AEPa (evoopréfia) 1 o po (svdopwikd). To Insulatard FlexPen ivor katdAinio
OTOKAEIGTIKG V1o VIOdOpLa Eveon. Edv embupeite va AdPete tnv éveon veovAivig e S1opopeTIKo
TpOT0, GupPovievbeite Tov Y0TPO GOG.

e kdBe éveon, alhdlte ) B€om ¢ £veong eVTOG TNG CLYKEKPLUEVTG TEPLOYNG TOL SEPLLOTOG TTOV
ypnowonoteite. Avtd umopei va PEIDOEL TOV Kivouvo avamtuéng eE0YK®UATOY 1 OVOUAIAIDY GTO
dépa, PAEne Tapdypapo 4. Or KahOTtepes BEGELG Yo va KAvVETE TNV £veon elvat: 1) KO Gog, Ot
YAOLTOL GOC, TO EUTPOG PEPOG TOV UNPDOV 1 TV Bpaytdovev coc. H tveovAivn cag Ba dpdoet
YPNYOPOTEPQ EAV KAVETE TNV EVEDT OTNV KOLMA oag. [Tavta Oo Tpémel vo LeTPATE TOKTIKA TO GAKYAPO
G710 aipo cag.

og va yeiproteite To Insulatard FlexPen

To Insulatard FlexPen givat pio avaA®GIUn TPOYEUIGUEVT GUOKEVT TOTOV TEVOC, 1| OTTOI0 TEPLEYEL
avOpdOTVY vooLAIVT ¢ 1oopovikn (NPH).

ABdote Tpocektikd Tig Odnyieg yia Tov Tpdmo xpnong tov Insulatard FlexPen mov
ovumeptAapBdvovtol oe 0uTo T0 PUALO 00N YLDV. Od TPEMEL VAL YPTCIUOTOLEITE TN CLGKELT] THTOV

névag onmg meptypdpetar otig Odnyieg yio tov Tpdmo xpriong Tov Insulatard FlexPen .

Noa decparilete OTL pNOLUOTOIEITE TAVTIQ T COCTH GLGKELT] TOTOV TEVOS TPV EVEGETE TNV
WWGOLAIVY Gag.

Eév napete peyaridtepn 6061 tveovriviig amwd Ty Kavovikni
Edv mépete moA0 peydAn mocoTnTo IVGOVAIVIG, TO GAKYOPO TOV CIIaTOC GOg YIvETAL TTOAD YOUNAO
(vmoyAvkoupio). Biéne Iepidnyn tov cofapdv Kot TOAD cuYVOV OVETIBOUNTOV EVEPYEIDY GTNV

Tapaypapo 4.
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Edv Egyaoete va TAPETE TNV LVGOVAIVY GOG

Edv Egydoete va mdpete TV VGOLAIVN GOG, TO GAKYOPO TOL AipaTog pmopel va eBdcel € vTEpPOAKA
vynAd enineda (vepylvkayio). BAéne Emdpdoeig and tov dafntn oty topdypoapo 4.

Edv otopaticeTe vo TAIPVETE TNV IVGOVAIVY] GOG

Mn dlokdyeTE TN AW TG IVGOLAIVIG 6a¢ Y®pic va To £xete culntnoel pe Evay yiatpd, o omoiog Ba
G0G TEL TL TPETEL VO, KAVETE. AVTO Bl Ltopovoe v 00NyNGEL 6€ TOAD LYNAG emtineda Gakydpov Tov
aipartog (coPfapn vrepyrvkopio) kot o ketobéwon. BAéne Emdpdacelg and tov dwafimm oy
Toapaypapo 4.

Edv éxete meplocdtepeg pMTNGELG GYETIKA LLE T YPTOT CQVTOV TOL PAPUAKOV, POTHGTE TOV Y1ATPO,
TOV QUPLOKOTOL0 1] TOV VOGOKOUO GOlG.

4, MBavég avemOBOUNTES EVEPYELEG

Onwc 6Ma Ta paproKa, £T61 Kol 0VTO TO PAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv TOPOVGLALoVTaL GE OAOVE TOVG AVOPMITOVC.

Mepiinyn Tov cofapdv Kot TOA cVYVAV OVETIOOUNTOV EVEPYELOV

To yopnié caxyapo aipatog (Vroyilvkaipio) ival (o ToAD Guyv ovemBouuntr evEpPyeLa.
Evdéyetar va ennpedoet mepiocotepovs and 1 otovg 10 avBpdmovg.

To younid caxyapo Tov ainatoc uropei va cvuBel, edv:

. Evéoete modd peydin mocotnTa tvoovAivg.
. Tpote TOAD AMyo 1 Topareiyete Eva YO,
. AockeioTe TEPIGGOTEPO GO TO PUGIOAOYIKO.
. [Mivete owonvevpotmon, BAéne To Insulatard pe owvorvevpot®onov mapdypopo 2.

[poe1domomMTiKG GUUTTAOUATO TOL YAUNAOD GOKYAPOL ainatog: Kpvog 1dpdtag, kpvo yAopud dépua,
TOVOKEPOAOG, TOOG Kapdlokog pubudg, aicnua acbeveiag, aicOnuo peyding teivag, Tpocwpivég
OAAaYEG oTNV OpOoT, LTVNALL, AoLVNOIGTN KOO Kot advvapic, VEVPIKOTNTA 1| TPEROVAO, aicOn o
dyyovg, aicOnuo cVYYLoNC, SVCKOAIN GTI GLYKEVTPWOOT).

To moAD YaunAd GAKY0PO GTO aipla UTOPEL Vo 001 YNOEL O€ andAeln, TV acdncemv. Edv dev
Oepamevfov Ta mapateTapEva, TOAD YOUNAGL ETITEdD COKYAPOL OiLATOC, UTOPEL VO TPOKAAEGOVY
eyKePoAK PAAPN (Topodikn 7 Loviun) axoun kot 0aveto.Mmopel vo avavinyeTe omd TV amdAELN
TV ooV ToAD TayvTEPQ GV Gag Yopnyndel éveon e TNV oproOvn YALKOYOVT| 0O dTOpo
eKTAOELIEVO 0T ¥pNon TG. Edv cag yopnynet Eveon yAvkaydvng, Oa mpémel va mapete YAvkOln
Cayapodyo Tpdyepo eaynto apéomsg Lo EavaPpeite Tig aioBnoelg coc. Edv dev avtanokpifeite ot
yAvkayovn, Oo Tpémel vo eicoybdeite oe vosokopEio.

T1va kévete av arcBovleite younio 10 GAKYPO OiPaToc:

»  Edv aweBavbeite younio to oaxyopo aipatog, Tapte diokio YAukolng 1 €va yeopo Heyoing
TEPLEKTIKOTNTOG G€ Lhyapm (.. YAVKE, UToKOTA, YOUO PPoLT®V). METPNOTE TO GAKYOPO TOV
alpatog cogc, edv stvar duvatd kot Egkovpaoteite. [Tavrote va €yete pali cog dokio YAvkoing 1
TPOPLO [LE VYNAT TEPIEKTIKOTNTO GE GAKYOPOL, TPOANTTUKA.

»  Ortav t0 counTdpoTe TOV YounAod cokyapov aipatog Exovy eEapavicdel 1 0tav to enimedo Tov
GaKydpov Tov aipatodg oog £xel otabeponombetl, cuveyiote tn Bepamneia e tvoovAIVT, MG
ouvnBwg.

»  Edv éygete younio caxyopo aipotog mov cog tpokaiei Mmobupia, €6V ypeldoTnKE Vo KAveTe
€veon yAokayovng 1 edv giyate TOALA TEPIGTATIKA YOUNAOD GUKYAPOL OiLATOG,
ovpPovievbeite Evav ylotpo. H mocdtnta v 0 ypdvog yopnynong g tvooviivng, To eaynto 1\ m
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doknon pmopel va ypelalovral Tpooapuoyn.

Ileite ot0 KOWOVIKO GOC TEPPAAAOV OTL £xETE SLAPNTN KO TOLEG PIOPEl vaL €Ivoil 01 GUVETELEG,
cuumeprropfavorévou Tov Kivdvvov Amobupiog (andielog Tov aictncemv) eottiog younion
caxydpov aipatog. Evnuepdote Toug 0Tt edv MmoBuuncete, TPEMEL VO 0OG YUPIGOLY GTO TAGL KOl VL
KOAEGOVV OUECHG 1TPIKT PorBeta. Aev TPEMEL va GOg dODGOLY KATOLO GOyNTO 1 TOTO, EMELDN LITOPEL
VoL TVIYELTE.

O1 oofapéc alhepykéc avtidpacsig oto Insulatard 1 og kGmolo amd ta cLoTUTIKA TOV (ovoudletat
GLOTNHOTIKTY AAAEPYIKT ovTidOpaon) elval pua TOAD Grdvia, avemBounTn evépyeld, aAAd Umopel
EVOEYOUEVMG Va lvar omeldnTiky yio T (1. Evoéyetatl va emnpedoel Aydtepovg and 1 atovg 10.000
avBpomTovg.

Avo{ntote apécmG 10TPIKT GUUPBOVAN:

. Edv ta onuédia g adrepyiog eEoaniwbodv 6e GAia onpeia TOL CONOTOS GOG.

. Edv Eapvikd dev voumbete Kahd kot apyicete vo: WOpOVETE, €l0TE APpOTOC (TAOT Yol EUETO),
€yete duokoiio otV avomvon, £xete Tayvmaipio 1 aicBdveote (aAdoal.

»  Edv mopotnproete omolodnmote and autd to onueio, avalntiote OUESMG LOTPIKT GUUBOVAN.

Agppotikég alhayég 6to onueio yopnynong g £veong: Edv kdvete éveon tvooviivng oto 1010
onueio, 0 MmmONG 16TOG popel vo vootel cuppikvaoot (Mmoatpodia) 1| Thyvven (AmobmepTpopia)
(evdéyeton va gppoviotet og £mg 1 ota 100 dropa). EEoykdpata kdtm and to déppa eviéyeton emiong
VO GYNUOTIOTOOV OO T1 GLCCMOPELON UG TPMOTEIVIC TOL OVOUALETOL AUVAOEIDES (SEPLLOTIKN
OULAOEID®OT, 1] GLYVOTNTA ELPAVIONG OVTNG TS OvTidopaong dev ival yvwotn). H tveoviivn
EVOEYETOL VAL NV EIVOIL TOAD OTOTEAEGUATIKY EQV 1] £VEST] YIVETOL OE TTEPLOYN LE EEOYKMDUATAL,
cuppikveon N Tdyvvon. ' vo amoTpEYETE TNV EUPAVICT] AVTOV TOV OEPLATIKOV QAAAYDV,
ouVIoTATal Vo EVOAAAGoETE KABE popd To onpeio yopNynong g Eveong.

Kotaloyog Aoty avemBountov evepyslov

Oy ovyvég avemBOUNTES EVEPYELEG
Evdéyetar va ennpedoovv Ayodtepoug and 1 otovg 100 avBpmdmovc.

Inpdove airepyiog: Mmopel va epLeavioToVV TOTIKEG AAAEPYIKES avTIOpAoELS (TOVOS, epuBpdtnTa,
KVio®oT, AEYLOVT], LOADOTES, 0idNUa Kot KVNoUOS) 6Tn B€om g éveong. ZuvnBwmg, vToxwpPohy PETE
amo Alyeg efoopndadeg Ayng s tvooviivig cag. Edv dev e€apaviotoiv 1 edv eamimbolv og dAla
oNUElR TOL CONNTOG GAG, ANOTE OUECHG LE TOV Y1TPO cag. BAéne emiong ZoPapéc adliepykég
aVTIOPAGELC, TAPATAVE®.

AwpnTicn apgipinotposidonadero (Lo acHévein Tov patiov mov oyetileton pe To dapnTn, n omoia
umopei va 0dnynoel g andieio g dpaong): Edv ndoyete and dwafntikn apeipinotposidonddeio kot
TO EMIMES O TOV GOKYAPOL TOV QUHATOG oag PEATIOVOVTAL TOAD YpIyopa, 1 apePANcTpocdotadsio
umopel va emdevaobei. Potiote tov yuotpd cag yi” avtd.

Oidnpo tTov apdpdcemv: Otav apyicete va Taipvete vGOLAIVN, 1 KaTaKpdTnon veEPoD UTopel va
TPOKOAEGEL 010N L0 YOP® GO TOVS AOTPAYAAOVG GOG Kot AAAES apBpmdacelc. Ducloloyukd, avTd
vroympel cvvtopa. Edv dev voympnoetl, potinoTe ToV Y10Tpd GOg,.

oAb omavieg avemBOUNTEG EVEPYELES
Evdéyetar va enmpedoovv Ayotepovg and 1 otovg 10.000 avBpmdmovg.

Awtapayés g 6paong: Otav Eekvate Yo TpdTn Qopd TN Bepameio e WGOLAIVY, UTopel va
dwtapaybei n 6pacn cag, aALE 1 evOyAnon eivatl cuvnOmg TpocmpPv.

Enddvvn vevpornadsia (movog e€outiog PAAPNC TV vedpwv): Edv ta enineda tov cakydpov 61o aiua

o0 PeATiOvVovVTaL TOAD YPIYOPQ, UTOPEL VO VIDGETE TOVO GUVOEONEVO LLE TO VEVPO GOG. AVTO
ovopaletot o&eio emmOvVN vevpomadeio Kat givot cuvniBwme Topodik.
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Ava@opd avemBounTOV EVEPYELOV

Edv mapoatnprioete kdmola avemBountn evépyela, EVUEPMOTE TOV YIOTPO 1 TOV QUPLOKOTO0 N
TOV/TIV VOGOKOUO G0G. AuTd 1oy0eL Kot yio, kKAOg mhovi avemBOUnTn eVEPYELN TOV OV UVAPEPETOL
GTO TTOPOV PUALO 0dNYIOV YpnoNs. Mropeite emiong va avaeépete avembBounteg evépyeteg angvbeiog,
HEG® TOL €6VIKOD GLOTNLOTOG AVaPOPAS TOV avaypdeetal oto [apdptnua V. Méowo g avapopag
AVETOVUNTOV EVEPYEIDV UTOPEITE VO fONONGETE GTI GLALOYT TEPIGGHTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELD TOV TAPOVTOG PUPHAKOV.

Emopaoceils ané tov owapntn
Yynio cdxyopo aipatog (vrepylvkoipio)

To vynAd caKYoPOo TOL aiNaToS Uropel vo cvuPel, eqv:

. Agv €yete evEGEL APKETY] IVGOVALVT).

. Eeyboate vo eVECETE TNV IVGOLAIV GOG 1] GTALATHCOTE VO TOIPVETE IVCOVALVT.
. AopPavete emavenuuéva Ayotept WGOLAIVT 0td aVT ToL YPEIGLETTE.

. "Eyete Aolpwén 1/kat mopeto.

. Tpote TEPLOGOTEPO O’ OTL GLVNHOWG.

. Aocxeiote Mydtepo an’ 11 GuVHOMG.

TTpog1domom Tk CLUTTOULATO TOL VWNAOD GAKYAPOV OULLOTOC:

Ta wpoedonomTikd coprtopata epeovilovial otadiokd. [eptiapufavovv: avénuévn ovpnon,
aicOnpa diyog, anmAeio 6peéng, aicOnua acbeveiog (vavtio 1 gpetdg), aichnpa vavniiog 1 KOTOONG,
eEayeig, Enpo déppa, ENpocTopia Kol avaTvVoTn Le PPoLTMIN oopn (aKeTOVN).

T1va kévete gbv oncBavBeite VYNAS To GdiY0PO AiLATOC:

»  Edv éyete k@mo1o amd autd T0 GUUTTONATO: EAEYETE TO ENITEDO TOV GOKYAPOV GTO CiLLOL,
eAEYETE T OVPO. GOG Y10 KETOVEG, €AV LTOPEITE, KOl GTI GVVEXELN 0vO{NTHOTE AUECHOC LOTPIKN
Bonbeua.

> Avutd pmopel vo eivol CUUTTOUOTO UIKG TTOAD GOPapNg KATAGTOONG TOL OVOUALETOL SN TIKT
Kketo&éwon (cuocmpevon 0&€og oto aipla eEattiag TG SIAoTUoNG TOV MIMV OO TOV OPYUVIGUO
avTi TV cokyapwv). Edv dev ) Oepoanedoete, pmopet vo KataAnEel o S1ofnTikd KMo Kot
telMkd og Bdvaro.

5. Iog va uhacoete To Insulatard

To @appako avtd TPEMEL VO PUAACOETAL GE PEPN TTOL OgV TO PAETOVV Kot dgv TO POAVOLVY Ta A1
Na pun ypnoionoteite 0vtd T0 PAPUOKO UETE TV Nuepounvio ARENG oL avaypapeTaL GTNV
emonpaven tov FlexPen xat 6to xovti petd tv ‘“AHZEH’. H nuepopunvio Anéng eivor n televtaia

NUEPQ TOV UNVO TTOL OVOQEPETOL EKEL.

pw an6 To mpdTO Gvorypa: PvAidcoetar 610 Yuyeio otovg 2°C - 8°C. AwtnpnoTte To Lokl omd
T0 otoryeio YHEnc. Mnv 1o KatayHyETE.

Katd ™ ypion 1 6tav @épetar og e@edpkd: Mnv 1o yiyete 1 kotaydyete. Mmopeite va 10 €xete
pali oag kot va o puAdoocete og Beppoxpacio dwpatiov (kKatm amd tovg 30°C) yia 6 gfdopddes to

TOAD.

Na Tomobeteite TAVTO TO KOTAKL TG CLOKELTG TOTOVL TEvag oto FlexPen 6tav dev 10 ypnoiponoleite,
Y10l VO TO TPOGTATEYETE OO TO PG,

Amoppiyte T Peldva peTd amd kabe Eveon.
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Mnv metdite @APUAKO GTO VEPD TNG OMOYETELONG 1| 6T OlKIAK( aroppippata. Potote tov
(OPLLOKOTTOLO GOG Y0l TO MG VO TETAEETE TAL PAPLLAKO TTOL JEV YPTCILOTOLELTE Tl AvTd Ta péTpa Oa
Bonbnoovv oty mpooctacia tov teptPdAiovTog.

6. Iepreydpevo. TG GVOKEVOGING KOl AOTES TANpOPOpPiES
Tvgpréyer To Insulatard

- H dpaoctiki ovcia ivar 1 avBpmdmivn tveovrivn. To Insulatard sivar éva evoudpnua avBpmdaivig
oopavikng tvooviivng (NPH). Kabe ml mepiéyet 100 IU avOpomivng tveovrivng. Kabe
TPOYEUGUEVT] GLVGKELT TOTOV TEvVaG TtepExel 300 1U avBpmmivng tvoovivng og 3 ml evéoipov
EVAL®PNLLATOGC.

- Ta GAAo cuoTaTiKd ivar YAoPLovyog YEVSAPYLPOS, YAVKEPOAT, LETAKPETOAT], POIVOAT,
OOCPOPIKO SVATPLO SLHOPIKS, VOPOEEIDIO TOL VaTPion, VIPOYA®PLKO 0EL, BELKN TPpOTALIVY Kot
VO®P Y10 EVESLLAL.

Ep@avion tov Insulatard ko wepreyopevo TG cvokevooiog

To Insulatard givot éva gvéotpo evaidpnpo. Metd tnv enavoidpnomn to vypo Oo mtpénel va eppoviCetot
OLOOLOPPO AEVKO Kot HOAO.

Meyébn ovokevacieg g 1, tov 51 tov 10 Tpoyspcpévov cuokevdv TOToL Tévas tmv 3 ml. Mmopsi
VO 1INV KUKAO(QOPOVY OAEG Ol GUCKEVAGIES.

To gvondpnpa etvor BoAo, AeVKO KoL VIATUCO.

Kartoyog Adsrag Kvkhogopiog ko Ilapackevaosti

Kdaroyoc Adswoc Kvkrooopiog

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

TMopaockevooTnc

O mopackevaotng avayvopiletol amd Tov apldpd g Taptidog Tov PPioKeETOl TUTOUEVOS GTO TAGL
oV €EMTEPIKOV KOVTIOV KOL GTIV ETIKETAL:

- Edv o devtepog ko o tpitog yapoaktipog eivar S6, P5, K7, R7, VG, FG 1 ZF, tote
napaokevactng eivar 1 Novo Nordisk A/S, Novo All¢, DK-2880 Bagsvaerd, Aavia

- Edv o devtepoc ko o tpitog yopoaktipog eivar H7 1 T6, 10te mapackevaotig eivar  Novo
Nordisk Production SAS, 45 Avenue d’Orléans, F-28000 Chartres, I'aAAio

To wapov @UALO 00NYIOV YprioNS avaBewp1Onke Yo TELEVTAOIO POPE GTIG
AlLreg TNYEG TANPOPOPLAOV

Aemtopepeic TAnpopopieg yia 10 pappoKko avtod gival dabécyeg oto duktvako TOmo tov Evponaikon
Opyaviopot Qoppdxev: http://www.ema.europa.eu.

TINvpiote amd TNV GAAn TAeVPd Yo TApoPopics oyeTIKA pE TOV TPOTO Yp1iong Tov FlexPen.
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Odonyieg Yo Tov Tpémo ypriong Tov Insulatard gvéopo evadpnpo o FlexPen.

AWPacTe TPOGEKTIKG AVTEG TIG 001 YiEg TPV va ypnoipomorjoete To FlexPen cag. Edv oev
aKOAOVONGETE 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 ALATOG.

To FlexPen cag givot pio Tpoyepiotévn cuekent| THTOL TEVOS IVGOLAVNG e ETA0YN dOGNC.
Mropeite va emié€ete dooelc amd 1 g 60 povadeg oe moldamidota tng 1 povadoc. To FlexPen éyet
oyedtotel Yo ypnon e avardoiues fedoveg NovoFine 1 NovoTwist pe pqKog oyl LeYaADTEPO amd
8 mm. Q¢ TPoANTTIKO HETPO, VO LETAPEPETE TAVTOTE Pall COC Lol EMITAEOV GLGKELT] IVGOVLAIVYG, O
nepintwon mov 1o ypnoiponotovpevo FlexPen cog yobel § mabet PAGHN.

Insulatard FlexPen ) Belovo (mapadsrypa)
Ivéiwo  dustyyo Emdoyéogs 'Epforo-
opaipidio 360mg

Komdkt mévog Asixeng Meyaro eEnTeptd FGFUTSPIKO Behdva l[p()GI(LTXZ}JTlK()
T KéAvppa Berovag KGAvppo K0Pt
- 1
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Perdvog ‘
12 povédeg
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KXipoko vroremodpevng 66omg —l‘ 1= (o . =" | 1
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DpovTidoa T1G GVGKEVNS TVTOV TTEVHG

Merayepioteite to FlexPen cag pe mpocoyn.

Edv cag néoet, mabel BAAPN 1 cuvOAPE], vTapyEL 0 Kivovvog dlappong TS veoviivig. Avtd umopel
va TpokaAEcel avakpiPn docoloyia, 1 omoia pmopel va 0dNYHGEL 6 TOAD LYNAG 1 TOAD YOUNAd
eMinedo caKYAPOL TOL AiLATOG.

Mropeite va kabapicete To ewtepikd tov FlexPen cog oxovmilovtdc to pe poprokenTikd HaKTpo.
Mnv to Pubilete, pun To TAEVETE N} U] TO MTOUVETE, Y10Tl VITAPYEL KIVOUVOG VO KATAGTPOQEL 1] GUGKELT
TOTOL TTEVAG,.

Mnyv Eavayepilete to FlexPen cag. MOMG 00€10GEL, TPETEL VO OTOPPITTETAL.
IpogTowalovtog To Insulatard FlexPen cog

A

EAréyETe TO Gvopa KOl TO YPpONE 6TV ETIKETA TG GVGKEVNS TVTOV TEVAS 60G Yo vo. fefarwbeite
OTL TEPLEYEL TOV GOGTO TUTO IVGOVAIVIG. AVTO €lval 1310TEPO GNUOVTIKO EAV TAIPVETE
TEPLOGOTEPOVG TOL EVOC TOTTOVG VGOVAIVTG. Edv mhpete évav AavBoaopévo TOTO WGoLAIVNG, TO ERTITEDO
COKYAPOL TOL OiUATOG GO UTOPEL VO, YivEL TOAD DYNAS 1) TOAD YaUNAD.

Kafe gopd mov ypnoiponoleite po véa néva
Apnote v voovdivn va etdoel og Beppokpacio d®UATION TPV TN (PNCUOTOINGETE.
AvT1o Ponbdet va yivel mo e0koAa 1 eravoidpnon. Bydite to kamdkt tng mévag (PAEne A).

IIpw andé v Tp®OTY oag £veon pe va véo FlexPen, mpémel va emavolmpr)GETE TV LVGOLAIVY:
Metokivnote TNV Téva Tive KOTo ikoot popég petald tov dvo Bécemv, OT®S paiveTal TNV gKoVa,
MGTE TO YLOAVO Gpatpidto vo kvnOel amd T pia oty GAAn dkpn tov euetyyiov. Exavalapete péypt
va Yivel 1o vyYpd opoIOHOPEA AEVKO Kot BOAO.
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INo ka0 £veon mov axorovOel, petaxviote TV méva TAVE-KATo peta&d Tmv 6v0 Bécewny
TovAdyiotov 10 popécg, Léypt To vYPO va Yivel opoldpopea AeLKO Kot BOAO.

No deoporilete TdvToTe OTL EYETE EMAVOLMPTOEL TNV VOOVAIVY TP 0d KAOE Eveot). AVTO HEIDVEL
TOV KivOuVo EUPAVIOTG TTOAD VYNAOD 1} TOAD YOUNA0D EMTEOL Ccakydpov 6To aipo. MeTd v
EMAVOLDPTON TNG LVOOVAIVIG, OAOKANPOOTE OAN TOL ETOUEVA GTAJLO TNG EVESTC YWPIC KaBvoTEPNON.

A [évtote va Pefardvecte OTL ATOUEVOLY TOLAAYIGTOV 12 HOVEADEG IVGOLAIVIG GTO QUGTYYL0
TPOKELEVOL VO Yivel opoAn emavaidpnorn). Edv vrdpyovv Ayodtepec amd 12 povddeg,
ypnotpomoote éva véo FlexPen. Ot 12 povadeg sival onueiouéveg otny KAipoko
voAEmOUEVN G 000N G. Agite TN LEYAAN EIKOVA GTNV KOPVOT AVTNE TNG 0dNYiag.

A Mn ypnopoToteite TV TEVA, AV 1] EXAVELOPNUEVY LVCOVALVY dev eppoavileTol opotopopea
Aevkn] ko Ooin.

Hpocappoyn g Perévag

r
AQa1péoTe TO TPOCTATELTIKO YOPTL OO Ui VEQ AVOADGIUT PEAOVAL.

Buwdote ™ Belova ioro kot oerytd endvo oto FlexPen cag.

A@paipéote 10 E6mTEPIKO KAAvppa TG feAOVag Kol amoppiyte TO.

[Toté unv Tpocmadncete va Eavatonobetnoete T0 6mTEPIKO KAALUUO 6T BeAdva. Mmopel va
tpumnOeite pe ™ Perova.

=

A Xpnoomoteite mavrote pia véa Peldva yio kKabe Eveor). AVTo LELOVEL TOV Kivouvo
emUOAVLVONC, AolmENg, S10ppong VGOLAIVIG, PpayrEVEVY BeEAovdV Kot avakplBodc 60GoA0YIaG.
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F. Noa glote TpooekTiKol MOTE Vo, unv Avyicel 1 katactpapet 1 feAdva Tpv T Xpnom.

"EAgyy0g TG pons TNS LVGOVAIVIG

T

IIpw ané kGO éveon, Katd T oVVI|O1 YP1O, UTOPEL VO GVYKEVTP®OOVY PIKPES TOGOTNTES AEPO.
péoa oto Quoiyylo. I'ia Tnv amo@uyn éveong aépa Ko yro Ty £ac@dicn TS 6MGTIG d00oNc:
T'vpiote ToV emAoyén dOONG OTIG 2 LOVADEC.

C

Emdloy 2 |
novadov [

Z

Kpatnote to FlexPen cag pe ™ Peddva vo delyvel Tpog Ta TAVM KOl XTUTNOTE OMOAL TO QUOTYYLO pE
TO OAYTVAO GUG LEPIKES POPEC, £TGL MGTE Ol OTOIEG PVCAAOES AEPA VO GVYKEVTP®BOHV 6TO TAV® GKPO
oL PVotyYiov.

g

H
Kpatdvtag ™ Berdva mpog ta mive, TEsTe T0 EPPoro TANP®S Tpog Ta péoa. O emaoyéag d6ong
emotpépetl 6to 0.

210 GKpo TG PeAdVAG TPETEL VO, ELPAVIOTEL 1o, oTOyOVA tvaovAivig. Edv oyt aAAGETe T Beddva kot
enovardPete ™ dadtkocio aAAG Oyl TEPIGGOTEPO OO 6 POPEC.

Edwv dev eppaviotel pio otaydvo tvGovAivng, 1 GLGKELT ival EAUTTOUATIKY| KoL TPETEL VAL
YPTNOLOTOICETE VEQ.

A [évtote va Pefardveste Tptv amd v £veon OTL 6To AKpo TG Perdvag epeovileTor pio
otayova. Avtd dtuoporilel T pon g tvaovAivng. Edv dev eupaviotel otayova, dev Ba evéoete
KaBOAoL WGOoLAIVI TaPOTL 0 EMAOYENG 0OoNG popet va KivnBel. AvTtd umopel vo LITOSEIKVIEL

pio epoarypévn 1 eBapuévn Perdva.
A [Tavtote va eEléyyete T pon mptv amd v €veon|. Edv dev eAéyEete T pon|, pmopel va AdPete
oA Alyn wGovAivn 1| va unv Adfete KaBoAov tveovAdivr. Avtd pmopei va 0dNyHGEL G TOAD

VYNAO EMiNESO GOKY(POV TOV AILATOC.

Emoy1] g d60m¢g
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0
BepoarwOsite 611 0 emhoyéag 066G givan 6to 0.
IMvpiocte tov emloyén dOoNG Yo va emAéEeTe ToV aplBud TV Hovadwy mov xpeldleoTe yio TNV EveoT).

Mmnopeite va S1opBdcete tn 600m gite ALEAVOVTAG TNV €iTE LELDVOVTAS TNV, YUPVAOVTOS TOV ETAOYEN
d00MC TPOC TN [ia 1 TNV GAAN KoTtevBuvon HEYPIS OTOL 6TO TaPABupo EVOEIENE OO VAL ELPAVIOTEL N
oot d0o1. Otav yupilete Tov emhoyéa doomNg, Tpocélte v unv mécete to oo yroti Oa yvbei
WGOLALIVY.

Agv pmopeite va kabopicete peyalvtepn 66om and tov aplfpd Tov Hovadwy Tov X0VV ATOUEIVEL GTO
Quoiyylo.

Emdoyi 5
pHovadwv

Emoyn 24 [ ST
povad v I.,Z,:"— i

A Xpnoylonoteite Tdvtote TOV ETAOYEN KO TOV OgiKTN 0OGNC Y10 VoL deiTe TOGEC LOVADES EXETE
EMAEEEL TPV VO, KAVETE TNV £VEGT] IVGOVAIVIG.

A\ Mnv petpdre to KAK TG GLoKEVHC TOmoL mévac. Bav emAéEete ko evécete AavOacpévn doom,
70 €Mined0 cakydPoL TOV AiPaTOS GOg Pmopel va Yivel ToAD VYNAS 1 TOAD younAd. Mn
YPMOLOTOLEITE TNV KAIHKO DTOAEmONEVG OONG, Yiati deiyvel povo Tepimov T TocoHTN T
WWGOVAIVIC TOV ATOUEVEL GTI GLUGKELT TOTTOV TEVOC.

"Eveon TG tveovAivig

I

Ewsdyete ™ Pehova 610 0EppRa 60c. XPNGLUOTOU|OTE TNV TEYVIKY] EVECE®V TOV 60G oVUPovAEVGE
0 Y10 TPOS 60G 1| 1] VOGOKONO. GO,

Xopnynote ) 00601 TATOVTOS TO EUPOAO TEAEIWDC TPOC Tal pLESA, UEXPIS OTOV O JEIKTNG
gvbuypoppictel pe v évoeitn 0. [pocé€te va Tathoete udvo to EUPoro Otav KAVETE TNV £veon.

T'vpilovtag Tov emhoyéa doomng de Ba evebel tvGovAivn.

¢

K
Kpatnote to éupoiro tedeimg motnpévo Kot apnote T PeEAOVa va TapapEivel KAT® amd To dEPLUA Yo
TovAGyLoToV 6 devteporenta. Avtd Ba dacparicel 6TL Exetl yopnynbei OAN 1 ddon.

Amopokpbvete ) Pelova omd 10 dEPUA, KaToTy anedevbepmaote o EUPoiro.
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[Tavtote va dwucpolrilete 0TL 0 emAoyE€ag 06ong yupilel oto 0 petd amod v éveon. Edv o emhoyéag
d0oong otapartnoel Tpty yupicel oto 0, dev £xel draveundei oAdKANPN 1 661, YEYOVOG TO omoio pmopet
VoL 001 YNGEL G€ TOAD VYNAQ EMimeda GOKYAPOL OiUATOC.

A
Odnynote v Perdva oto peyaro eEmteptkd Kahvppd g xopic va to ayyilete. Apov KoAdyete T
Berdva, méote TeELElWC TO peydrlo eEMTEPIKO KAAVULA TNG PeAdvag kot EefddoTe .

[Tetd&te ™ Pelodva TpoocekTikd Kot Tonobeteiote T0 KOMAKL E0VE OTI GUOKELT] TUTOL TEVOG.

A Aoaipeite Tavrote T Peddva petd omd kdbe Eveon kot puidooete to FlexPen cag ywpic
Belova TpooapUOGUEVT). AVTO PEIDVEL TOV KivOuVo EMPOAVLVONGC, AoTHmENg, Slappong
WGOVAIVIG, PpayUEVaV BELovAV Kot avakplBovg docoloyiag.

Aoutég onNUavTIKES TANPOPOPIES

A O apoyeig ppovtidag mpémel va eival ToAD TPOGEKTIKOL OTOV ¥EPIfoVTOL PN CILOTOMUEVEG
BeAdveg - Y10 VO LEIOGOLY TOV KiVOUVO TPAvUATICUOD atd TG BEAOVEC Kot S10GTAVPOVUEVNS
UOALVGOTG.

A Amoppiyte 10 ypnowonomuévo FlexPen pe mpocsoyn, €xovtog apaipéoet T Peldva.

A Noa unv potpalecte TOTE T GLOKELN TOTOL TTEVOGS 1 TIC PEAdVEG oag pe GALovg avBpdTOovG.
AVT0 10 YEYOVOG UTTOPEL VOL 001 YNOEL GE SLOCTAVPOVLEVT LOAVVOT).

A No unv potpdleote TOTE T GLGKEVT GO TOTOL TEVOS UE AAAoVG avBpmdmove. To eapurakd cog
umopei va dnuovpynoet PAAPN oty vyeia Toug.

A Ddvidooete TAVTO TN GLOKELT KoL TIC PeAdveg oe BEom oL dev PAEmOVV Ko dev mpooeyyilovv
dAro1, 1Bimg To TOdLAL.
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