Dviro oonyLOV ypnong: IIAnpogopiss yro Tov ypriot

Tormis® 2,5 mg diokia
Topaoceuion

AW PaoTe TPOCEKTIKA OLOKANPO TO QPVAAO 0ONYLOV YP1 OIS TTPLY UPYICETE VU TAIPVETE AVTO TO

QPAaPROKO, O10TL TEPLAGUPAVEL GNUAVTIKEG TANPOPOPIES VIO GOC.

- DdoraEte avTO TO PUALO 0INYIOVY YpNoTS. Towg ypelaotel va to dfdcete Eovd.

- Edv éxete mepartépw amopieg, pOTAGTE TOV YOTPO 1] TOV QOPLOKOTOLO GOC.

- H ocvvtayn yo autd 10 approako xopnynonke amokAEIoTIKA Yo oG, AV TPEMEL VO SMGETE TO
QAPUOKO GE GAAOVG. MTopel Vo Toug TPoKaAETEL PAGPN, OKOUO KoL OTAY TO. GUUTTOUATO, TNG
acBévelog Toug givar idlo pe ta O1Kd Gag,

- Edv mopatmpnoete Kamolo avemtBOunTn eVEPYELQ, EVIUEPDGTE TOV YIALTPO, 1 TOV QOPLUKOTOLO
60G. AvTo oyveL Ko Yo kdOe Thavr) avemBountn evépyeilo Tov SEV AVAPEPETAL GTO TAPOV
@OALO 0dN Y10V YpNong. BAéne mapdypapo 4.

T epLéyeL 10 TapoOv UALO 00N YLOV:

Tt givar to Tormis® kot mota sivo ) yprion Tov

T npémet vo yvopilete mpv whpete To Tormis®

Ié¢ vo wépete To Tormis®

[MBavég avemBOunTeC evépyeleg

I[Iée va puAdooets To Tormis®

[Tepieyduevo g cLGKELOGING KO AOTES TANPOPOPIES

oukrwnE

1. T givan To Tormis® kon owa givan 1 ypiien Tov

H topaocepion sivar £va, dtovpntikd apuoko (mpokaiel avénon g mapaywyns ovp®V) Kol aviKeL GE
pio opdda appdkmv mov ovopdovtal «dtovpNTKd VYNANG 0pOeNS: COVAPOVOLIOES, OULYEIS».

Ta Siokia Tormis® 2,5 mg evdsicvovton yio ) Oepameio. TG VIEPTACTC.
2. T\ npéner va yvopilets Tpw mapete To Tormis®

Mnv mépete To Tormis®:

- elote aAhepykol 6N TOpOGEUION 1 OTOL0ONTOTE GALO OO TOL GLGTUTIKO CVTOV TOL PAPLLALKOV
(avagpépovtatr otV Tapdypamo 6)

- elote oAhepykol 6€ TOPOUON PAPLLOKO TOL OVOUALoVTaL GOVAPOVLAOLPIES. AVTd
¥pNoyoroovvtat yio tnv Bepamneio tov Safntn (VYNAd cdiyapo 6to aipa). AvTd To PAPLAKO
weptlapfavovy yYAwpompomapion, YAPevichapidn, yamiion kot toAfovtapion

- éxete veppkd mpoPAnuata (cofapn veppikn avemdpkeLo)

- €YETE NIATIKA TPOPAT LT

- éxete YaUNAn aptmpiokn wieon (vndtaon)

- éxete mpofAnuata Kapdlokoy TOALOD

- maipvete ovTPloTiKd Tov ovopdlovTol KOUVOYAVKOGIOES) 1| «KEQPOAOGTOPIVES) (Yo piat
Moipwén). Ta eappoke avtd tepthopfdvovy otpemtopvkivn, yevtapvkivn, cephalexin kot
KEPTPLAEOV.

- elote éykvog 1 Onralete. Agite v evomnta « Komon kot Oniacpog.

[Ipogdomou|oeic Kot TPOPUVAGEELS
— Edv éyete coPapn nratiky voco, dedopévon OtL 1) xpromn g Topacepidng o propovoe vao
00N Y1NOEL GE KM
— Edv éyete younid eminedo vatpiov 1 koliov oto aipla 1 xopumAd ¢yKo aipotog
— Edv éyete kdmolo kapdohoyikd mpoPAnua, 0Kd v Aapufavete Bepomeia pe yAvkosideg g
OOKTLAITIONG, KOOMG 0 Kivduvog eppdviong appubpuiog evoéyetatl va ovénbei
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— Edv éxete ovpucn apbpitida 1 cakyapmddn dafnm
— Edv éyete veppkn avemdpkelo 1 kdmolo tpoPAnpa ovpnong
— Edv éyete younin apmpilokn wieon (vrdtoon)

Edv dev giote olyovpotl WANGTE LE TOV YIOTPO 1] TOV POPLOKOTOLO GOG TPy whpete To Tormis.

Alha @appoxa kar Tormis®

Evnuepaote tov yotpd 1 1oV @oppokonold cag edv maipvete, Exete Tpdo@ata mdpel ) pnopel vo mdpete
GAAO APULOKO, OKOUT KOl VT 7TOV OV GaG £XovV yopnynoel e cuvtayn.

[NopoakareicOe va evuep®GETE TOV Y1OTPO 1 TOV POPLOKOTOLO GOG EGV TOIPVETE OTOLOONTOTE OO TO!
TOPOUKOATO QAPUOKN KOODS EVOEYETAL VO OAANAETIOPAGOVY LE TNV TOPACEUION:

Dapuoxa TV OTolwV 1 ETIOPOoH UTopel vo, avénbsi :
- Kopdiakég yAvkocideg 6mme 1 dryo&ivn (edppoko mov ypnoiuorolobvtot yio Ty Oepameia
TPOPANUATOV Kapdiakoh puOuov), avTdTepTaotKd (CUUTEPIAAUBOVOUEV®VY TOV OVAGTOAE®Y
TOL UETOTPENTIKOV eVEDILOL TNG ayyelotacivng), Ogopuiiivn (eapuako yia tn Oepaneio Tov
GoBuoTog)

Dapuoxa (e To 0moia 11 cLYXOPHYNON AVEAVEL THY OTEKKPION KOAIOD -
- AXAOTOKOPTIKOELDT|, YAVKOKOPTIKOEWN (LOpoKopTILOVY, TpedvifoAdv Kot de&apedalovn)
- Koboptikd

Dapuoxa v omoiwv 1 ToéIkOTHTO. UTOPEL Vo avénBsi :

- AvTiBloTiKd ¢ Opadag TOV ApIVOYAVKOGIOMOV: 1| VEQEPOTOEIKOTNTA 1)/KoL 1] OTOTOEIKOTN T TOV
QOPUAK®OV 0VTOV Umopel va avEndel

- Zwomhotivn (edppako yio T Bepameio Tov Kapkivov),

- AiBo (ovTIKoTaOAMITTIKO PAPILAKO),

- ZOAKLAIKA,

- ABaxpovikd o&D

- Mn otepoetdn avtipAeypovmdn edppoka (w.y. Povmpopaivn, wwdopebaxivn),

- IIpoPeveoion (dppaxa Kot TS 0LPKNG apbpitidag),

- XoAeotvpapivn 1| dAreg pntives avTadAoyng VIOV (GAPLOKO Yid TN Lel®oN TOV EMITEd®V
YOANGTEPOANG OTO QLijLeL)

- Odpuaxa yo ™ Oepameio Tov dapntn (0nmg petpopuivn, wooviivn) : 1 enidpacn TV
QopudkoVv avTdV propet va petwbet.

Eivar dwaitepa onuovtikd vo eViHEPOOETE TOV YIO.TPO 1| TO QUPUOKOTOL0 GOG EAV TOIPVETE
OTOLOONTOTE OO T AKOAOLOO PAPLLOKLL
o Ddpupoka yo TNV YOAAPOOT] TOV HUTOV G0G (LLOYOAOPOTUE)
o Adpevodrivn (ovopdletat kKot emtvepivn) 1 vopadpevarivn (ovopdleTot Kot VOpemve@pivn).
Avtd ypnoomotovvTol yio Tnv Bepomeion YoUnANG opTnploKig Tieons.
e AvtiPlotikd 0nmwg oTpEmTOpLKiVY, YevVTapvkivn, cephalexin kot keptprag&ovn.

Kinon ko Onioopoc

Edv elote éyxvog 1 OnAdalete, vopilete 0TL pmopel va giote £ykvog 1 oYEJALETE VO OTOKTHOETE TOdi,
{ntote T cVPPoVAT TOL YITPOD 1) TOV PAPHOKOTOLOD GG TPLY TAPETE OVTO TO PAPLLOKO.

To Tormis® Sev mpémet vo. xpnGYLOTOIEITON KATE TN SUPKELD THG EYKVHOGVVIG,

Agv givol yvooTo €dv 1 TOpOcEUOT ameKKPIVETAL GTO avOp®TIVO YA,

To Tormis® avtevdeikvoton katd 1 Sidpketa Tov OnAaco.

001 yN 01 KO LEPIGROS PNV LATOV
To Tormis® pmopei va ETNPEAGEL THY IKAVOTHTE GOG Y10 031 YNGOT KO XEPIGUO IOV LETMV, E10UCE
oV AAUPAVETAL TOVTOYPOVO LE OAKOOA.



To Tormis® mepiéyer haxtoln. Eqv éxete eviiuepm0ei omd tov yrotpd cag ot éxete ducavetio oe
oplopéva odkyapa cupPBovievteite Tov YoTpd Gog Tpv mhpeTe To TOrmis.

3. Mg va wapete To Tormis®

[Tédvtote va TaipVvETE TO PAPLOKO AVTO QVCTNPA COUPMOVE, JLE TIS 00T YIES TOV YILTPOL 1 TOL
Qapuakonolol oag. Eav éxete appiforieg, p@mote Tov YoTpo 1| TOV QOpUOKOTOLd Oag.

H Sidpxeto ¢ Oepameiac pe Tormis® opiletor amd tov y1atpd. ZvinteicTe e ToV Y10Tpd Gag TPV
OTOUOTNOETE 0VTY T Oepameia. Alapopetikd, N KaTdoTaor cog Urtopel va emdevmbet.

Ta Siokio Tormis® mpoopifovat yio amd Tov otopatog yopriynon. Ta diokia 0o mpémet va
rappdavovtor o Tpwi. Kotorivere 1o diokio, ympic vo 10 poonoeTe, ue Alyo vepo.

H ocvvietdpevn doon givat:

Evijlkec:

Yréproon: H ouvnOng apyixn d6on v amod 2,5 mg émg 5 mg nuepncing, n onoia pmwopet vo avénoel
ot péytotn 86om tov 10 mg. Ze vreptocikong acdeveic, To Tormis® umopei vo ypnoipomomOei oe
oLVOLOCUO UE AAA OVTIDTTEPTAGIKA QApUOKAL.

HMxiopévor:
IMa Toug NAMKIOPEVOLS, CLVIGTMOVTAL TO, GLV|OT 0GOLOYIKE GYNLLATAL.

owoné:
Agv vtapyovv d100€cLa OEOOUEVA Omd TN YPNOT TOPUCEUIONG O€ TaNd1d, ETOUEVMG OEV GUVIGTATOL 1)
YPNOM TS GE QLTIV TNV NAIKIOKT OLLAdCL.

Eav éxete v evivmoon mog 1 Spdon tov Tormis® eivan iSaitepa 1oyvpy 1 iaitepa advvopm,
EVNLEPDOTE TOV Y1OTPO 1 TOV QPOPLAKOTOLO GOC.

Edv napete peyordtepn 66on Tormis® amé tnv kavoviki

Edv mapete kot AdBog mepiocotepa diokial, 1 €bv kémotog dArog 1| Eva modi Adfet To eapuakd Gog,
EVNLEPMOTE TOV YIATPO N TOV POPUAKOTOLO GaG Gpecsa 1 emkovaviote pe 1o Kévipo Aninmpidceny
(tmA.: +30 210 7793777) avapépovTog T0 PAPHOKO KOl TV TOCOTNTO OV EYETE TAPEL LVVIGTATOL VoL
éxete pali oag ) cvokevacio Kot o Tapov VAo Odnyudv Xprong.

To countdpate VIEPSOGOA0YING TOL HITOPEL VAL ELPAVIGTOVV Eval ALENUEVT ATTEKKPLOT) OVP OV,
vvnAla, cOyyvon, advvopio kot (aAn.

Eav Eeydoete vo mapete To Tormis®

Edv Eeydoete va mapete pio d6om t cuvin dpa, Tapte v 6001 apécwg Lok to Boundeite v
10 quépa. Eav pio pépa Egxdioete va mpete éva diokio Tormis®, amhd cvvexiote T mdpevn pépo
pe 1o endpevo dokio wg cuvnbwg. Zvveyiote va maipvere 10 PAPHOKO cag T cvviin opa. Mnv
népete HUTAN dOON Yo VO OVATTANPADGCETE TO S10KI0 OV EEYACATE.

4. MBavég avemBOunTeg evépyereg

Onwg 6Ma To pApLOKa, £TOL KOL 0VTO TO QAPLOKO UTOPEL VO, TPOKAAEGEL OVETIOVUNTEG EVEPYELES, OV
Kot 6gv Tapovclalovial e OAOVS TOLG aVOPOTOVG.

Yuyvég (umopei va emnpedoovy péxpt 1 ota 10 dropa)

Oy ouyvég (umopel va emnpedoovy péypt 1 ota 100 dtoua)

Yrdvieg (umopei va ennpedcovy uéypt 1 ota 1.000 dtoua)

Mn yvootég (n cuyvotnta dev pmopel va extiun et pe Paon to dtbéoipo dedopuéva)
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YoPapég avemBOUNTEG EVEPYELEG
2ToUaTAOTE VO ToipVETE TO PApHOKO Kot (ntote AMEZQY wtpikn) cupPovin, av éxete Tig &ng
avemBOUNTES EVEPYELEG !

AL0TOPOYEG TOV OLUOTOUTIKOD KOl TOV AEUPIKOD GLGTHLOTOC
Soyvotnra ayveot : Opouforevia, Asvkonevia, avapio

Alotapoyég TOV aVOGOTOMTIKOD GUGTHOTOG

[ToAb omdvieg : AAAepyIkég avTIOPAGELS TOV dEPUOTOG () kKvnouoe, eEavOnua), avtidpaon
poTogvoicnciog

Suyvotnta ayvootn : ZoPapéc depuatikéc aviidpaoels (my ovvdpopo Stevens-Johnson, To&ikn
EMOEP KT VEKPOAVOT))

Awtopoyég Tov peTafoAlopod g Opéyng
Yuyvég 1 MetoPolikr] aAkGA®GOT, SUTAPUYES VYPDV Kol NAEKTPOAVTIKES (TTY LTOYKALO,
VIOVOTPLOLLia,)

Alotapoy€g TOL VEVPIKOD GUGTHLOTOG
Yuyvég : kepahadyia, (oAn
Sovyvotra ayveot : Eykepaium oyaytio, topoucnecio, cuyyLTIK KOTAGTOOM

Awotapoyés g dpaong
2oyxvomnta ayveotn : PAGPRN, xepotépevon g dpaong

Awotapoyég Tov MTOG Kot Tov Aafupiviov
Xuyvomta ayvootn : Epfoés, képwon

Koapdiokég oratopayéc
ZoyvotnTa AyveoTn : o0&V EREpayLo Lookapdiov, wwyaipia Tov puokapdiov, otnddyyn, cuykonr,
voTOON.

Ayyelokég dratapoyés
Zoyvotnrta ayveot : Epfoin

AwTopoyés ToL YOOTPEVIEPIKOD GUGTNLLOTOS KOl

2uyvEG 1 YOOTPEVTEPIKEG dtoTapayés (T ammAgl TG 6peEng, dvm kothokd dAyog, vavtia, ELETOC,
duppota, SLGKOIAOTNTA)

ZoyvotnTa AyveoTn @ ENPocTopi, ToyKPELTITION.

Awotapayég Tov TaTog
Oyt ouyvés : AbEnon tev NIOTIKOV evEOU®V (TTY Y-YAOLTOUVAOTPAVGPEPATT) QVENUEVT))

Awropoyég Tov dEPIOITOG KOl TOV LITOSOPIOL 1GTOD

[ToAb omdvio : Adhepyucég avTidpaoels Tov d€ppatog (Ty kKvnouds, e&avinua), avtidpaon
potogvacinoiog

Zoyxvotnta AyveoTtn : ZoPapic depraTikég avTdpaoelg (my ovvopopo Stevens-Johnson, To&wm
EMOEPUIKT VEKPOLVLON)

Al0TOpOaYEG TOL HVOCKEAETIKOU GUGTHOTOG KOL TOV GUVOETIKOD 1GTOV
Xvyvég : Mvikol onacpol

A0TOPOYEG TOV VEQPOV KOl T®V 0VPOPOP®V 000DV
Oyt ovyvéc : Emioyeon ovpmv, dtathpnon g ovpodoyov kOGNS
Yravieg : avuénuévn ovpia aipatog, avénuévn kpeatvivn aipotog.



evikég Sratapayéc Kot KATAGTAGELS TG 0000 YOPYNONG
Yuyvég 1 KOTwoT, e£0cOévion

E&etdoeig
Oyt ouyvég : AvEnuévo ovptkd o&Y aipatog, avEnpévn YAvKOn aipatog, ovénuéva Amide aiplaotg
(1, TpryALKEPIDIQ, YOANGTEPOAN)

Addeg mOAVEG aVETOOUNTES EVEPYELES

Aipa

o A¥UENON TOV ETMESMV OPIGUEVEOV OVGLOV GTO AilLd GOG, GVUTEPIAAUPBavOUEVEOY TNG YALKOLNG, TOV
oVPIKOV 0EE0C KO TOV ATTIOI®V.
O yotpog pog Lmopel var KOvVeL EETAGEIC OiaTog amd Kapow €1¢ Kapov yia va Peformbeite 6t1 T0
Tormis Aettovpyei pue ac@dieia yo €6dg.

Zropd) Kol EVTEPO

o YTOUOyIKY SlTOpOYT

o Dleyuovn oV TOYKPENTOC TOV TPOKAAEL TOVO GTO GTOUdYL (TOYKPEUTITION)

e Allayég otov TpOmo mov Asttovpyel To Nrap cog (Paiveton pe e€etdoelg aiplotog).

Aéppa
o Agppotikd eEavOnuata Kot poyodpa 6To dEPLUA
o To dépua eivor o gvaicOnto otov NAo (Pwto-gvoicOnocia)

MéTio ko avTid
e ol 6paon
e Bountod oto avtid (epPoic) Kot andAslo aKong.

Adlha

e AfoOnpa povdidopatog | ToovEo ota TOd1N 1 YEPLNL

e Enpooctopio

e Mepikoi dvBpmmor propei va £yovv dueKoAiol GTNV oVPN O

Ava@opd avemByunTOV EVEPYEIOV

Ed&v mopatmprcete Kamoa avemBountn evépyela, EVIUEPMOTE TOV YIATPO, 1| TOV QOPLAKOTOLO GOG.
AvTo 1oybet Kot Yo KOs mBavn avemBountr evEPyELD TOL SEV AVAPEPETAL GTO TAPOV PVUALO 0T YLDV
ypone. Mnopeite eniong va avagépete avemBounteg evépyeteg anevbeiog, péow tov EBvikod
Opyoviopov @apudkmv, Mecoyeiov 284, 15562 Xorapydc, ABnva, TnA.: +30 2132040380/337, DEE.:
+ 30 210 6549585, Iototomog : http:/www.eof.gr

Méom G avapopdg avemBountov evepyeumv pmopeite va fonbnoete otn cuAhoyn tepiocdTEPOV
TANPOPOPIDOV GYETIKA LLE TNV ACPAAELNL TOV TAPOVTOS PAPULAKOV.

5. Tldg va guidcosets To Tormis®
To @dppaxo avtd Tpémel va LAAGGETAL GE PLEPT] OV gV TO PAETOLV Kot dev TO POAVOLY Ta A1

Na pn xpnoyLonoteite avtd T0 PAPIUKO LETE TV NUEPOUN VD ANENG TOV AVOPEPETAL GTO KOVTL LETA
v AHEH. H nuepounvia Aéng eivor 1 televtaio npépa Tou Pive Tov ovapEPeTal eKEL.

Mnv metdite @APLOKO GTO VEPD TNG ATOYETEVONG 1| 6Ta OKlaKd aroppippota. Potote tov
(POPUOKOTOLO GOG Y10, TO TAOG VO, TETAEETE TOL PAPUAKO TTOV JEV YPNCILOTOLETE T AvTd Ta péTpa O
Bonbfoovv oty Tpoctacia Tov TEPIPUALOVTOG.

6. Mepreybpevo TG 6VOKEVAGING KOl LOTES TANPOPOPIEG

T wepréyer To Tormis®



- H dpactikni ovoia givar 1 Topacepion. Kdabe diokio mepiéyet 2,5 mg topacepiong.
- Ta dAlo. ovotatikd (éxdoya) eivor: lactose monohydrate, pregelatinised starch, colloidail
anhydrous silica, magnesium stearate, purified water.

Epoévion Tov Tormis® kon mepieydevo TG 6VGKEVAGIAG

Ta dwokio Tormis 2,5 mg sivail Agukd pe Qakoeldec oy,
Awtifevtol o cuokevacieg Twv 30 diokinv.

Karoyog dogrog kukrho@opiog Kot Tapay®yog

Kartoyog dogrog kvkhogopiag

WIN MEDICA ®PAPMAKEYTIKH A.E.
Owinodog 1-3 & IMapdadpopoc Attikng Odo0 33-35
15238 Xolavdpt, Adnva

TnA.: 210 7488821

Hapaywyoég etnv EALaoa
ELPEN A.E. DPAPMAKEYTIKH BIOMHXANIA
Aew@opoc Mapabdvog 95, 19009 IMiéput Attikng, EAAGS.

To wapdv @OALo 00N YOV yp1ions eykpidnke Tov lovAo 2017



