OYAAO OAHI'TQN XPHXHX: IAHPO®OPIEX I'TA TON XPHXTH

Duspatalin® 200 mg kowyéxio TepoTeTapivng amodEcuevens, cKANpa.
Ydpoyrwpikn pepumePepivn

Awfdote TPooeEKTIKG 0AGKAN PO TO PVLAO 001 VIOV (PTG TPOTOV OPYICETE VA TAIPVETE AVTO TO

PappaoKo.

- DvraEte avtd To EOAAO 0ON YLDV Yprione. Towg ypelaotel va to dwufdoete Eavda.

- Edv &yete mepartépm amopiec, pmTNOTE TO YATPO 1] TO POPLAKOTOLO GOG.

- H cvvtayn v avtd to oapproako xopnynonke yo cog. Agv mpénet vo, SOCETE TO PAPLOKO OE
dAAovg. Mropei va Toug TpokaAécel PAGPN, akOpa Kot OTOV TO GOUTTOUATAE TOLG vl 1010
Le ta S1kd Gog.

- Edv xdmola avemBountn evépyela yivetal cofapn, 1 oV TOPATNPNCETE KATOL AVETLOOUNTY
EVEPYELDL TTOL OEV AVOPEPETOL GTO TOPOV PUALO 0ONYIOV, TAPUKOAEICOE VO EVILEPMDGETE TO
TP M TO PAPUOKOTOLd UG,

To wapdv ULAO 00N YLOV TEPEYEL:

T eivar to Duspatalin kot oo givae n xpnon tov

T npénel va yvopilete mpv Tapete To Duspatalin

Io¢ va mapete o Duspatalin

[MBovég avemBOunTeg evépyeteg

Iog vo puidooeton To Duspatalin

[epreydpevo e cuokeLACiag Kot AOUTEG TANPOPOpPIES

o U WN

1. T eivan To Duspatalin ke wow givan 1 xpiion tov
T givan To Duspatalin

To dvopo Tov eapuakov cag sivar Duspatalin 200 mg, ko dxKio TopATETOUEVIG OTOSEGUEVOTS,
okAnpd. To Duspatalin mepiéyet pio @apuakevTiky ovsio Tov ovoudletat VopoYA®PIKN pepmefepivn.
AVt aviKel o€ Hol OpAd0 PAPUAK®Y TOV OVOUALOVTOL GTOGHOAVTIKA, TO. OTTOi0 SPOVV GTO
VROYAGTPLO 1] GTO EVIEPO GOG.

To évtepo givar évog pakpOg Puikdg COANVAG 0md TOV 0010 TEPVAEL 1] TPOPT] MOTE VoL YIVEL 1| TEY).
Edv to évtepo apyioel va cuomdtol Kot cuoeiyyetal mhpo Toly Eviova, Ba £xete movo. To pappoko
avTo Agttovpyei avakoveiloviog 0md T0 6TAGIO Kol TOV TOVO.

Mo givor n xprion Tov Duspatalin

To Duspatalin ypnotpomoteiton yio Thy ovokod@Lon TOV GUUTTOUATOV TOL GLVIPOUOL EVEPEDIGTOV
eviépov. Ta copTTOUOTO CVTA SLOPEPOLY OO ATOWO GE ATOWO OAAY pmopel vo TeptAaudvouy:

. TOVO GTNV KOG Kol KPOLITES

. aicOnon ouraviopuov Kot vrapén aepimv

o duappota, SLEKOIAMOTNTA T} GLVOIVAGHO KOL TV dVO

. UiKpd, okANpa Kompava ov Holdlovv pe ofolovg 1 Ampideg

To Duspatalin ypnoponoteiton exiong yio v avokodQLoT] oo GTOCUOVS Kol TOVO TOV GTOUAYOL 1
TOL EVIEPOL TTOL TPOKAAOVVTAL OO GALEC LOTPIKEG KOTAOTAGELS.
2. T npéner vo yvopilete Tpv mapete To Duspatalin

Mnyv wapete To Duspatalin

o o€ mepinT®on aAlepyiog oTNV VOPOYAW®PIKY HeUTEPEPiv 1} O 0TO100NTTOTE GALO amd Ta
OVOTOTIKG 0VTOD TOL PAPUAKOL (aAVOPEPOVTAL OTNY TaPaypapo 6).
. O€ MEPIMTMOCELG TUPUAVTIKOD EILEOD, TOPPLPING.
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Mnv ndpete o Duspatalin edv ta ntapandve ioydovy oe £6dc. EGv dev giote oiyovpot, pothote 10
Y1TPO 1 TO PUPLOKOTOLO GOG TPOTOV TAPETE AVTO TO PAPUAKO.

Ipocs&te Wraitepo pe T yprion tov Duspatalin gav
Avtipetonilete KOTOOTACELS EVIEPIKNG ATOVIOG | TAGYKETE AMO EAKMOTN KOAITIOA.

Afyn Grrov eappaxkev

To Duspatalin dgv avapévetat va emnpedost GAlo papuoka Tov Toipvete. Qo1060, TopaKaAeichs va
EVNULEPDOGETE TO YIOTPO N TO PAPLOKOTOLO GOG GV TAIPVETE 1| EYETE TAPEL TPOGPATO AAAL PAPLLOKOL,
QKOO KO QUTE 7TOV XOpNYRONKAV Y0pig cuVTOYN 1 QUTIKA PAPLOKO.

Kinon kol Oniaocpog

ZntoTE TN GLUPOVAT TOV YLOTPOD 1] TOL POPUOKOTOOD GOC TPOTOV TAPETE OTOLOONTOTE PAPLOKO,

€dv glote €ykvog 1 Inialete.

o  Evnuepmote 10 yatpod cog v iote £ykvog 1 umopel va, peivete éykvoc. To Duspatalin de
cuviotdrtol kotd T ddpKea TG eykvpooHvng. O yotpdg 6ag Pmopel vo 6ag GUUPOVAEVGEL Vil
otapatnogte T Ay Tov Duspatalin 1, avti avtov, vo mépete kdmoto GALO @AappaKo.

e Evnuepmote 1o yratpd cag eav Onralete 1 mpokettar va Eekvioete 10 Oniacud. To Duspatalin dg
ocuvietdrtol yio untépeg mov Onralovv. O yiatpog cag umopel va cog {NTHoEL Vo GTOUATIOETE TO
Oniaopo M va cog cupPfoviedoet va ndpete kdmolo dAlo edpuoxo, edv OEhete va Onidoere.

Odnynon kot EPGROS PNYAVRATOV
Av106 TO PappaKO deV ival TOAVO VO ETNPEAGEL TNV IKOVOTITA GOG VoL 00T YEITE 1] VO P OLUOTOIEITE

gpyoieio N pnyoavipoTa.
3. Mo va mapete To Duspatalin

ITavrote va maipvete to Duspatalin avotpd cdupova pe tig 0d1yieg Tov yratpod cac. Eav éxete
apPPoAiec, pMTAGTE TO YATPO 1 TO PUPLOKOTOLO GOG.

ANy TOL QUPPAEKOV

o Kotameite to koywdakio oAOKANpa e apKETT TOcOHTNTA VEPOD (TOVAGYICTOV GO TOTHPL VEPOD).
Mn Opopportilete | poGATE TO KOWAKLA.

o [Ipoorabnote vo maipvete o, Kayakid cog mepimov v idlo dpa Kabe uépa. Avtd Oa cag

BonBnoet va Bopdote va ta Taipvete.

Iléco vo mapete

Evijlikeg (ovpmepriopfavopivaov Tov nAKLOPEVOVY)

o H ovvnOng doon givar éva kayakio tov 200 mg 600 popég kabe pépa.
. [Tapte €va kaydxio To TP Kot Eva Kayakio 1o fpadv.

Howretpikoc Taindvopog

Ta koydxia TapoteTapuévng anodéopuevong 200 mg uepmefepivne dev cuviotoviol yio xp1on o€
o1 Kot eprPoug KaTm TV 18 eTdv, AdY® OVETAPKAOV GTOLEI®V Y10 TV 0CQAAELD KOL TNV
OTOTEAEGLLOTIKOTNTO.

Eav napete peyorlvtepn d6on Duspatalin amd v kavovikiy

Edv mapete peyahvtepn 66om Duspatalin amd tnv kavovikr], evnuep®oTe KATO10 YoTpd 1| ANyaiveTe
670 vocokopueio apéomc. I1apte T GLOKELAGIN, TOV PUPUAKOL Kot 0V TO TO PVALO 0dNYIOV pali cag.
TnA. Kévtpov AnAnnpudceov: 210 7793 777, Abfva.

Eav Egyaoete va mapets To Duspatalin

. Edv Eeydoete va mhpete puo 060, Topaieiyte T xopévn 66omn. Kotomy ndpte tnv emduevn
d6om ™ cvvnBiouévn dpa.
. Mnv mépete SuTAn 666N Yid Vo oVOTANPAOGETE TN dOCT OV EEXACATE.
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Edv éxete meplocdTepEg EPOTNOELS GYETIKA LIE T YPTOT] AVTOV TOV TPOIOVTOG PMTHGTE TO YITPO 1 TO
POPULOKOTOLO GOC.

4. IIBavéc avemOBOpnTES EVEPYELEG

Onwg 6ha Ta eAppOKa, £TGL KOL AVTO TO QAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEC EVEPYELEG OV
Kol 0gv Tapovotdlovtal 6 GAoVG Tovs avBpOTOLG,.
Ot ax6lovBeg avemBountes evépyetes pnopel va ELEAVIGTOUV LE AVTO TO PAPLOKO:

Yropoatiote va moipvete To Duspatalin ko dgite apécwg kKamolo yrotpo, €0V TOPOTNPIOETE

0TTOLONTOTE OO TIS aKOLOVOES coPapég avemOBOUNTES EVEPYELES - PTTOPEL VA Y PELACTEITE

EMELYOVOU LOTPIKI] UVTIHETAOMLON:

. Avckolia oty avamvor], TPNELLO TOL TPOGMTOV, TOL AULLOD, TOV XEE®V, TG YADGGOS 1) TOVL
Aoipov cog. Mmopel va éxete o cofapn aAlepyikn avtidpaor (vrepevaicincia) oto
QOPLOKO.

AlLrec avemBOunTES evEpyarIeg meprhapfdvovv:
o Mmopei va £xete pio pkpoTepNS onuaciog aAiepyikn avtidpacn (vrepevaistncio) oto
Oapuoko: m.y. deproTikd eEGvOnua, epubpd dépua pe Kvnouo.

Ava@opd avemOOuNTOV EVEPYELAV

Edv mapotnprioete Kdmoo avemBOpunTn evépyeia, EVIUEPMGTE TO YAULTPO 1] TO PUPLOKOTOLO Gag. AVTO
woyveL Kot Yo Ka0e mbav| avemBountr evEPYELN TOL OEV OVAPEPETOL GTO TOPAV PUAAO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounTeg evépyeleg amevbeiog otov EBvikd Opyaviouo
Ddoppakov, Mecoyeiov 284, GR-15562 Xoiapyde, ABnva, Tni: + 30 21 32040380/337, ®a&: + 30
210 6549585, Iototomnog: http://www.eof.gr. Méow g avapopdg avemBountov evepyelmv punopeite
va fonbnoete 6T GLALOYN TEPIGGATEPMY TANPOPOPLDY GYETIKA LE TV OACQAAELN TOV TOPOVTOC
POPUAKOV.

5. Iag va puidssete To Duspatalin

o To @appoko avtd TPETEL VO, UAACGETAL GE EPN TTOL dEV TO PAETOLV KL OEV TO OTAVOLV Ta,
TOLO14L.

o  dvAdooete og Beppokpacia pikpodTepn 1M ion tv 25°C. PLALGGETE GTNV OPYLIKT GLCKELOGIA.

e Na pn xpnNOUOTOIEITE OVTO TO PAPUOKO PETH TNV NUEPOUNVIA ANENG TTOL AVOPEPETAL GTO KOLTI
Kol oTig Tovieg koyelav. H nuepounvia Aféng eivar ) televtaio nuépa Tov puiva wov
avayPAPETOL EKEL.

o  Mnv metdTe PAPLAKO GTO VEPO TNG OMOYETEVONC 1] OTO OKLOK( amoppippota. Potiote 1o
(OPUOKOTOLO GOG Y10 TO TMOG VO TETAEETE TO PAPHLOKO TTOV OEV YPTCLUOTOIEITE Tl AVTE TO, LETPAL
6o BonBncovv oty Tpoctacia Tov mepPdAlovtog.

6. Iepreydpeva TG GLOKEVAGLAG KOL AOUTEG TANPOPOPIES

T agpréyel o Duspatalin

- H dpaoctikn ovoia givar 1 vdpoyropikn pepmefepivn. Kdbe kaydkio mepiéyel 200 mg.

- Ta dAha cvotatikd givor:
"Exdoya: magnesium stearate, polyacrylate dispersion 30 %, hypromellose, talc purified,
methacrylic acid — ethyl acrylate copolymer (1:1) dispersion 30 %, glycerol triacetate.
Melavt exktdnmong: shellac, propylene glycol, strong ammonia solution, potassium hydroxide,
iron oxide black E172
YHvBeon kevol koyakiov: gelatin hard, titanium dioxide E171.

Epg@avien tov Duspatalin ko mepieyopeve. TS 60GKEVAGIOG
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To kKoyakia stvar adiopavr, Aevkd, okAnpd koydkio CeAativing peyébouvg No. 1, pe 10 TuTomomuévo
exkTOmOpo, 245. Awatifevtat og touvieg koyehomv ard PVC/Aluminium mov mepiéyovv 30 7 60 koyakia.

Mmropei vo, un KuKAOQOPOUV OAEG 0L GUOKEVOGIES.
Kéroyog Aderag Kvkrhopopias ko Ilapaokevaotig
Kéroyog Aderag Kvkrhogpopiag

BGP ITPOIONTA M.E.ILE.

Ay. Anuntpiov 63,

174 56 Ahpog

TnA.: 210 9891 777

Hopockevaotiig
Mylan Laboratories SAS, Chatillon sur Chalaronne, I'oAAia

To wapdv ULA0 00N YOV Yp1oNGS EYKPIONKE Y10 TEAEVTOIO POPE OTIC!

28-06-2019
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