DOPYAAO OAHI'TQN XPHXHX



®viro oonyov xpions: IIAnpoopicg Yo Tov yp1otn
Yardel 20mg/2mL evéoipo didAvpa,
Y ahovpoviko vaTplo

AwPaote TPOGEKTIKA OAOKANPO TO QVALO 0ONYLOV YprioNS TPy apyiceTe va
TOIPVETE QVTO TO PAPRAKO, OLOTL TEPLLAPPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

- DdvrdEte avtd t0 EOAAO odnydV yprons. Towg ypelaotel va 1o dwfdcete
Eava.

- Edv éxete mepartépm amopieg, poToTE TOV Y1IATPO N TOV PAPLOKOTOLO GOG.

- H ocvvtayn v avtd 10 @apuoko yopnyndnke omokAelotikd ywo cog. Agv
TPENEL VO ODGETE TO PAPLOKO G€ AAAOVS. Mmopel va Toug TpokaAéael BAAPT, akoua
Kol OTAV TO CUUTTOWATO TNG AcOEVELEG TOVG givor (1 e T S1KA GOC.

- Edv mopatnprioete kdmolo avemBountn evépysio EVNUEPDGTE TOV YLOTPO 1|
TOV QUPULOKOTOL0 GOC. AVTO 1oyvel Kot yo kdBe mhovn ovemBdunt evépyela mov
JEV aVOPEPETAL GTO TAPOV PUALO 0dNYL®V YpNons. BAEre Tapdypago 4.

T wepréyer To mapov eOALO 00N YOV

Ti elvan o Yardel xou oo eivon i gprion tov
Tipénet va yvopilete npv ndpete to Yardel

i vo mapete to Yardel

[TBavég avemBOunteg evépyeteg

[é¢ va puAidoocete to Yardel

[Tepreyduevo g cvokevaciog Kot Aouég TANpoPopieg

ocoarwnhE

1. Tuveivan 1o Yardel koumowx givon n yprion tov

To oxevacpa TEPLEYEL OPACTIKO GLOTATIKO 1KOVO VO OMTOKATAGTIOEL TIG EKQPVAIGTIKES
N TpoVHOTIKEG PAAPES TV apBPIKOV XOVIP®V, 110{TEP TOV YOVATOG, EMAVAPEPOVTOGS
GTO (PLGLOAOYIKO TNV KIVNTIKOTNTO TOV TACYOVGOV apOpOCEDV.

XPNOOTOLEITOL Y10 TNV OVTIIHLETOTICT TOV TOVOL GTNV 0cteoapHpitida Tov ydvartog
oe aoBevelg mov dev avtamokpivovtal e cuvinpnrtikn Beponeio yopic edpuoxa N o
KOWE oVOAYNTIKO QAPUOKO OTTWG TOPOUKETAUOAT.

2. T npémer va yvopilete mpwv wapete o Yardel

Mnyv napete To Yardel

Y mepintwon aAdepylog 6TO VAAOVPOVIKO VATPLO N GE OTOLOINTOTE GALO Ao TOL
GLGTUTIKG 0L TOV TOV PAPUAKOD (AVAPEPOVTAL GTNV TOPAYPUPO 6).

o Avrtimnktikn ayoyn (kivouvog aplatdpatog).
o [loudud kGt TV 15 eTdV.

IIpogidomonjceis Kot TPOPUAGEELS



AmevBuvbeite otov yiatpo 1| Tov eoppakonold cag tpv tapete to Yardel.

e No ¥pNCUYOTOLEITAL [LlE GVUVEST GE TEPITTMON GOPOPNG NIATIKNG AVETAPKELNGS.

e Nao evietar kbto omd awotnpd donrteg cuvOnkKeg, Ady® Tov KIvdHVov
onNTTIKNG opOHpitidag

e Na agatpeitorl To TAeovalov vypo amd v dpbpwon, av veictatal, Tpv amd
NV £vE00pHPIKN YOPNYN O TOV TPOIOVTOG.

Agv amatteiton waitepn pHOon g 0060L0YinG 68 NAMKIOUEVOVS 0oDEVELS.

Howora kar Epnpor
To @dppako dev yopnyeitan 6€ ToLd1d KAT® TOV 15 €TMDV.

Al pappoxa ko Yardel

Evnuepaote tov yiatpd 1 ToV @opUOKOTold Gog AV TaipveTe ,EXETE TPOGPATA TAPEL
N Umopel vo TapeTe GAAL QAPLLOKAL.

Agv damotddnke péypt onpepa aAANAeniopacn pe GAAL PApLOKaL.

Kinon kon Onrhaopog

Edv eiote éyxvog 1 Onhalete, vopilete 6t umopet va eiote £yKvog 1 oyedtdlete va
AmOKTNGETE TOdL, {NTNGTE TN GLUPBOVAN TOV Y1ATPOD 1] TOL PAPLLOKOTOLOV GOG TPV
TAPETE AVTO TO PAPLAKO.

Yta mepapotolma n VaAeKTiv, dpacTtikn ovcia Tov Yardel dev éyel enidpaon ot
YOVILOTNTO KOL GTT) YEVIKT] IKOVOTNTO AVATopoy®yNs. Agv Tapovstaletl o0te
euPpvotoé&ikdtra 0vte TEPATOYOVO Spdom. [Tavtwg cuvieTdtat va un yopnyeitol To
(QAPLOKO GTY OLAPKELD TNG KUNGEWS AGY® EAAELYEWMS OEOOUEVOV OO TNV EPOAPLOYN
1OV € avOpOTOVS KOTA TN TEPI000 AVTN.

Eniong yw tov 1610 Adyo, 0ev GLVIGTATOL 1] YOPNYNON TOV GTN YUVAIKO KATA TNV
nepiodo Tov OMAAGHOV.

Odnynon Kot (ePoPog puNyavnRaTov : To eaploKo dev ETOPA GTNV KAVOTNTA
00MNYNOEMS KO XEIPIGLOD UNYAVNLATOV.

To edppaxo avtd mepiéyel Aydtepo and 1 mmol vatpiov (23 mg) avd povédo
doomngc, etvarl avtd mov ovopdlovpe «elevbBepo vatTpiovy.

3. g va wapete To Yardel

[Téavtote va maipvete T0 EAPLOKO OVTO AVGTNPA GUUPOVA LE TIG 0OMYIES TOV Y1OTPOV
N Tov PapuaKonolov cac. Edv éxete appiPoiries, potmote Tov yiatpd 1 Tov
QOPHLOKOTOL0 GOG.

H yopnynon etvar mévrote evooapBpikr). To papuako mpoopiletar poévo yio eVAAIKEG.
Ov evéoeig mpémer va yivovior KAt® omd ovotnpd donmieg ovvOnkes. Elvan
amopoitnro Otov yivetor m €veon va  yivetor avappOPnon  TPOKEUEVOL  Va
efacpariotel  OTL M oyun g Pehdvog  dev  eivan  péoa  oe  ayyeio.
H docoloyia eivar: 1 evdoapOpikny €yyvon 20 mg/2mL v efdouddoa, emi 5
ePoopadES Kat' avdToTo Op1o.

Eav mapete peyorvtepn 6o Yardel amd tnv kavovikn Agv £xovv mapatnpndel
HEYXPL GNIUEPD PAVOUEVO OPEIAOLEVO GE VITEPOOGOAOYIOL



MBavéic avemOounteg evépyereg

Onwg 6 ta papuaKa, £T61 Kol aVTO TO PAPHOKO UTOPEL VO TPOKOAECEL
AVETOVUNTEG EVEPYELES OV KO OEV TOPOLGLALOVTAL GE OAOVS TOVG AVOPAOTOLG.
Tomwkég evépyeleg GLVOEOUEVEG UE TOV TPOTO YOPNYNOEMS:  TOVOL, (QAEYULOVI,
0Opapbpog.

XOopaKTNPIOTIKEG  GUOTNUOTIKEG — eVEPYElEG:  vmepBepuia,  YELOOOVOUPUAOKTIKES
avTOpaoels. Xe TePInT®MON VIOPKTOV eVOLiEewV ot omoieg vTodnAdvouy pia o&eia
QAEYLOVAOON (PAOoT OQEINOUEVT] GE VTTOTPOT UG PabdTEpNG YPOVIOG PAEYUOVAOOVG
KOTAGTOONG, 1 YOPNYNON VOAEKTIVIG TPOKOAECE GE OMAVIEC TEPITTAOGCELS, IO
emOEivon TG KAVIKNG EKOVOG,.

Ao v Kukhoeopia TG varektivg péxpt onpepa Exovv evtomioel Kot ovapepOel
TOAD omavieg mepmtmoelg vrepevauctnoioc (2 mepumtwoelg oe 1.000.000 mepimov
vroPAn0éviov o aymyn aclevov).

AvaQopd avemBOUNTOV EVEPYELOV

Edv moapatnpnoete kdmola avemBountn evépyela, EVNUEPDOTE TOV YLOTPO, TOV
(QOPUOKOTOLO 1 TOV/TNV VOGOKOUO GOC. AVTO 1oybEL Kot Yo KAOe mbavn avemBoun
EVEPYELN IOV OEV AVOPEPETAL GTO TTALPOV PVAAO 0ONyLdV Ypnongs. Mnopeite emiong va
avaeépete avemBounteg evépyeteg amevbeiog otov EOvikd Opyaviond @apudxkmv
(Meooyeimv 284, 15562, Xolapydg, www.eof.gr).

Méow g avapopdsg avemBountmv evepysimv pmopeite va fondnoete ot cLALOYN
TEPICCOTEPMV TANPOPOPLAV CYETIKA LLE TNV AGPAAELN TOV TOPOVTOS POPUAKOV.

5. Ildg va. purdocete To Yardel

To @dppoxo avtd mpémel va. PUAAGGETAL GE PEPT TOL Oev TO PAETOLYV Kot OV TO
@BdavouV ta TodLd.

Nao unv ypnowonoteite avtd 10 @OPUOKO HETE TNV muepounvio ANENg mov
AVOPEPETOL GTO KOVTL.

Noa un xpnoionoleite ovTd TO PAPUAKO €AV TOPATNPNCETE OTOLOONTOTE OPOTO
onueio aAlloiwong.

Mnv metdte T0 APUAKO GTO VEPO TNG OMOYXETELONG 1 OTA OKIOK(G OTOPPILLUATA.
Potote tov QappoKomold cog Yoo TO TAG VO TETAEETE TO QAPUOKO TOV Ogv
xpnowonoteite m. Avtd to pétpa 6o PonbBioovv oty  mpoctacic  TOL
nepPaArovToc.

Na purdaccetal og Oeprokpacio pikpoTepn 1y ion Twv 25° C

6. Iepreydpeva TG oVOKEVOGIOG KOl AOUTES TANPOPOPIES

Tvrepiéyer o Yardel

H dpaotikn ovsia ivar varovpovikd vatpro. Ta 2 mL tov evéoipov dtoAdpaTOg
nepéyovv 20 Mg vaAoVPOVIKOL vaTpiov.

Ta dAAa cvotatikd etvat:

XAwprovyo vaTplo

A16O6EIVO dHOPIKO POGPOPIKO VATPLO
O&vo dmoeKaDIPIKO POGPOPIKO VATPLO



Evéoyo vowp
Epngavien tov Yardel kot agpieydpeve g cvokevaciog

TvaAva dypopa eroiidta Kot oteipeg yodiveg dypmueg cvpryyec tomov I tov 2mL
EVEGILOV SLOAOHOTOG

Kartoyog Adsrog Kvkhogopiog kat Ilapackevaotiig
Libytec ®oppokevtikny A.E. é.1. Libytec A.E.

A. Bovhaypévng 24

16777, EAAnviko

TnA. 210 960 9 960

[Hopaokevaotng
Ibsa Farmaceutici Italia srl, via Martiri di Cefalonia nr 2, Lodi, Italy

To mwapdév @OALO 0dNYIOV Yp1ioNg avabewpOnke Yo TeELEVTAIO QOPE GTIS
04/10/2019



