ITAPAPTHMA 1

NEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
TachoSil vToéoTpOUA LE CLYKOAMTIKO 10TOV

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH

To TachoSil mepiéyet avé cm?:

Ivodoyovo avBpomvo 5,5 mg
®poufivn avlpomvn 2,0 IU

"o tov AP Katdhoyo Tov ekdoymv, BA. Topdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Yrdotpopa pe CUYKOAANTIKO 10TAOV.

To TachoSil gival vEOAEVKO VITOGTPOUO e GLYKOAANTIKO 10T®V. H dpactikn mhevpd Tov
VIOGTPAOATOC, TTOV VOl ETKAAVLUEVT [E Vv@d0YOVo Kot Bpopfivn, etvar onpewwpévn pe Kitpvo

XPOLLOL.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpomevTikég gvocilelg

To TachoSil evdeikvutat og eviiAikeg kot Toudid omd Ty nAkio tov 1 unvog yio vrooTpIkTIKy Oepomeio
OT1) YEWPOLVPYIKN Yl BEATIOON TG APUOGTOONG, VIO TPOOY®YN TNG GLUYKOAANGTS IGTMV Kot Y10
VROCTAPIEN PAPADV TNV AYYELOXEPOVPYIKT OOV Ol GUVNBELS TEXVIKES ELVaL VETOPKEIC.

To TachoSil gvdeikvutol o EVIAMKES Y10 VTOGTNPIKTIKT GTEYOVOTOINGCT TNG OKANPNG HAVIYYOS,
TPOKELUEVOD VO, OTOTPOTEL LETEYYELPTTIKY OL0PPOT) EYKEQOAOVMOTIOIOV VYPOD UETA atd
vevpoyepovpyiky enépPacn (PA. mapdypogo 5.1).

4.2 Aocoloyio kou TpOTOG Yopiynong

H ypnon tov TachoSil mepropiletan og Eumeipovg yeipovpyos.

Aogoloyia

H mocoétta TachoSil mov mpénet va epappoletarl Tpémet TAvIo Vo TPOosavaToAileTal TPog TV
vrokeipevn KAy avaykn yw tov acBevr). H mosodtta TachoSil mov mpénet va epappoleton
e€aptdron amd To néEyefog TG EMPAVELNG TOV TPOUOHATOG.

H epappoyn tov TachoSil mpénet va e&otopukevetat amd Tov Bepdnovia xeipovpyo. Xe KAVIKEG
HeAETEG, ot aTopkég SO0l £xouv TVTIKA KupovOel and 1-3 povéadeg (9,5 cm x 4,8 cm). ‘Eyet avapepbel
epappoyn péxpt 10 povadmv. o pikpdtepa TpadpaTa, T.). GTNV 1|OCOVA ETEUPATIKT XEPOVPYIKN
GLVIGTMVTOL TO LKPOTEPOV peyEBovg vootpopata (4,8 cmx 4,8 cm 1 3,0 cm x 2,5 cm) 1 0 TTpo-
ToMypévo vrootpopa (ov Baciletar og vrdoTpoua 4,8 cm x 4,8 cm).

Tpormog yopnynons

Ta ypnon ent g PAGPNG novo. Now pun xpnoLLomoteitol evoaryyeLloKd.
BA. mapdypagpo 6.6 yio Aentopepéctepeg odnyiec.



4.3 Avtevositeg
To Tachosil dev mpénet va epappodletor evoayyeloKa.

YrepevaoOnoio oTig dpUcTIKEG 0VGIES 1] GE KATOL0 0o Ta £KO0Y0 TTOL AVOPEPOVTUL GTNV
Topaypopo 6.1.

4.4 E1d1kéc mpoe1domom6els Ko TPpopuAdEels Katd Tt ypion

Iyymloowdma

Ipokeévov va Pertiodel 1 yvnAacOTNTA TOV PLOAOYIKAV QUPUAKEVTIKOV TPOIOVI®V, TO OVOLO
Kot 0 aptOpog TaPTIdS TOL YOPNYOVUEVOD PAPUAKOV TPETEL VO, KATOYPAPETOL LE CAPT|VELX.

TMa ypron ent g PAGPNg povo.

Na pn ypnotponoteiton evdoyystokd. Anentikés yio ™ Con Opoppoeuforikés emmlokés pnopel va
epeavicBolv edv to okedacpa epapprochel evoayyeloKd.

Agv €yovv Anebei e1d1kd otorygia yio T ¥pHoN ATV TOV TPOIOVTOG GTI| YELPOVPYIKN OVAGTOUDCEDY
TOV YOOTPEVTEPIKOD.

Agv glvar yvootd gdv n tpdoeotn aktivobeponeio ennpedlel v amoteieopaticotnta Tov TachoSil,
OTAV OVTO YPTCYLOTOLEITAL Y10 TN GTEYOVOTTOINGT TG OKANPNG UAVLYYAS.

Onwg e omotodNmote mpmTEVOVYO TPOidV, HALEPYIKOD TOTOV AVTOPACELS LITEpELAIGHNGlOG etvar
duvatéc. Inpeio avidpdoemv vepeLIcHNciog TEPIAAUBAVOVY KVNGLO, KVIOMON YEVIKEDUET,
aicOnpoa cvoEEng Tov Bmpaxa, cuptyud, vrdtacn kot avaeviatio. Eqv avtd to copntodpoto
EULOAVIGOOVV, 1) YOPNYNON TPETEL VAL SIUKOTEL AUECWC,.

T va amopevyBet ) avamtuén GLHEVGE®V 16TOV 6 U embovuntd onpeia, PePormbeite 6TL o1
TEPLOYEG LOTOV EKTOG TNG EMOVUNTIG TEPLOYNG EQOPHOYNG EXOVV KUDAPIOTEL EMOAPKDG TPV OO TN
yopnynon tov TachoSil (BA. wapdypao 6.6). [lepmTOOEIC GCOUPVONG GTOVE YUGTPEVTIEPIKODS 16TOVG
OV 00N YNOOV GE YUOTPEVTEPIKT OmO@pacn Exovv avagephel e T xpPHON TOL TPOIOVTOC KOTA TH)
Steaywyn yelpovpykng eEUPacNG 0TV KOAMOKN XD, KOVTH GTO EVTEPO.

e mepintwon katamin&iog, To i.oyvovTo LV WTpkd pétpa yio t Ogpomeio g katamAn&iog
TPETEL VO, TNPOVVTOLL.

Ta covnOn pétpa yio TpOANYN AOUAEEDY TOL TPOKOTTOVV OO T YPNOT POPLAKEVTIKMY TPOIOVTIMV
TAPACKEVALOUEVOV 0 avOpdOTIVO aipa 1| TAACLO TEPIAAUPBAVOLY ETIAOYT TOV S0TMV, EAEYYO TOV
UELOVOLEVOY dOPEDY Kot SEEQUEVDV TAGGHOTOS Y10, €101KOVG dgikTes AotumdEemv Kot Vapén otadimv
TOPAYOYNG ATOTELEGUATIKOV Y10 TNV adpavomoincn/anopdkpoven tav wv. [apd tadto, 6tav
YOPNYOLVTOL PUPLAKEVTIKE TPOIOVTA TAUPACKEVAGHEVA OO ovOpOTIVO aipo 1] TAGGH, 1) TBovOTTO
HETAS00NG AOLWOIDY ToparyOVImV dev pmopeil va amokielchel eviedms. Avtd 1oyveL emiong Yo
AyVOGTOVG 1 AVOKOTTOVTES 100G Kol GAL Tofoyova.

Ta AapPoavopeva pétpa OempovvTal ATOTEAEGHATIKA Yia 100G [e mepifinua 6nwg HIV, HBV kot HCV
Kot yio Tov yopig mepifAnua 16 HAV. Ta Aapfoavopeva pétpo pmopet va eivat tepropiopévng a&iog
KATé TOV 1OV Y0pig mepifinua 6mng o mapPoioc B19. H holpwén and mapPoié B19 propsei va sivat
cofapn yio €yK0OVG Yuvaikes (ufpuikn Aoipumén) Kot yio GTOMO e AVOGOAVETAPKELN 1] CLENUEVT
gpvBpomoinon (T.y. ALULOAVTIKY ovopia).

4.5 AlMAremopaoceic pe GAA0 QUPUUKEVTIKA TPOIOVTO KUl GALES POPPES aAINAETiIOpOONG

Agev &yovv mpaypatonondel peréteg aAANAETIOpACE®Y.
3



Me mapdpota Emg cuykpicia Tpoidvta 1 dteAdpata Opoppivng, To GuyKoAANTIKO PTopEl va
petovotmOel petd ékbeon oe SLOADUATA TOL TEPLEXOVLY OAKOOAN, 10010 1 Papéo pETorha ().
avtionmTikd dtodvpata). TEToleg ovoieg Tpémel vo, amopuaKpOVOVTOL 6To HeYaADTEPO duvatd Padud mpwv
TNV EQAPLOYT TOL GUYKOAANTIKOV.

4.6 CovipoétnTa, KOnon ko yorovyio

H acedieia tov TachoSil yia yprion 6tov avOpmo katd TV eyKLposvvn 1 Tov OnAacpod dev €xet
amodetyOel o eEleyyoueveg KhMvikég peéteg. Meléteg o melpapotolmo eival ovemapKeig yio va
EKTIUNOOVV TNV AGPAAELN GYETIKG, LLE TNV AVOTAPAY®YT, TNV AvOTTLEN TOL EUPpoV, TNV TopEia TG
KONONG KOL TNV TEPL- KL LETAYEVVITIKY| OVATTUED.

Emopévac, to TachoSil Ba propovee va yopnynbei oe eykdovg kot OnAalovceg yovaikeg povov edv
capdC ypedletar.

4.7 Emdpdoeis otnv IKavOTNTO 001]YN6NS KOL (ELPLCROD UNYAVAV
Agv vmapyel cuoyétion.
4.8 AvemOopnTeg gvépyeleg

YrepevaroOnoia 1 oAAepyKES avTidpaoels (Tov pmopet va meptappdvouv ayyelooidnpa, aicOnuo
KOGOoL Kot VOYpoU otn Béom epappoyns, Ppoyxdomacpo, piyn, £Eayn, yevikeopévn kvidmon,
kepararyio, EavOnua, vedtacn, AMbapyo, vavtio, avnovyia, tayvkopdio, aicOnua cOGEYENG TOL
Odpakoa, popunkiaomn, EUeTo, cuptynd) propel va epeavicBov 6g GIAVIEG TEPIMTAOGELS GE 0ohevels TOv
vroPdArovtal og Bepaneia e GLYKOANTIKA OO WVAOSE/ AUOCTATIKG. LE HELOVOUEVES TEPITTMOGELS,
avTEG oL avTidpdoels pmopei va e&elyBovv oe coPoapn avaeviaio. Tétoleg avidpdoelg pmopet
wuitepa vo Topotnpndodv, edv 1o okevAGHO EPOPHOLETAL ETOVEIAUUEVE 1] YopTYEiTAL GE 0I00EVEIG
7oV glvat Yvootd 0Tl lvat vIepELAIcHNTOL 68 GLOTUTIKA TOV TPOTOVTOC.

Avoc0oyovikOTNnTO

AVTIGOHOTO KOTO GUGTATIKMY TPOIOVTAOV LLE GUYKOAANTIKO Ot0 VMOEC/ ULUOCTOTIKOV TPOIOVIMV
pmopet va epeavicBovv oravia.

Q061600, o¢ (o kKAMvikn pehétn pe to TachoSil og yeipovpykn Hmatog, oty onoio gpevvionke M
avanTLEN OVTICOUATOV 0o ToVg acbeveic, 1o 26% tv 96 acBevdv Tov e&eTdcdnKay Kot
vroPMbnkav oe Bepamneio pe TachoSil avéntuée avtiodpata Evavit Tov KoAlaydvov oldyov. Ta
OVTICOUOTO EVOVTL TOV KOALOYOVOU 0AOYOL TTOL avamtuynKay oe pepikovg acbeveic Letd ™ ypnon
tov TachoSil dev Ntav avTdpactikd pe to avBpanivo kKoAlayovo. Evag acBeviig avéntule aviicopota
£VOVTL TOL avOpOTIVOL VOI0YOVOU.

Agv omp&av overtBopunTo cuUBAvVTo oV Vo LIopovV Vo, arodofody 6Ty avantuén avTIcOUATOY
£VaVTL TOL avOpOTIVOL V@d0YOVOL 1 TOL KOALXYOVOL OAGYOL.

Ynrdpyovv mold neplopiopéva dtabéotpa dedopéva avapopiid pe tnv enavékBeon og TachoSil. Avo
vrokeipeva emovekTédniay o€ pio KAVIKN LeAETN Kot Ogv avEépepay KavEva avemidopnTo coppay
OVOGOAOYIKTG OtTioAoYiog. QoTdG0, 1) KATAGTAGT OVTMV AVOPOPIKE LUE AVTIGMOMATO EVOVTL TOV
KOAMOyOVOL 1 TOVL V®S0YOVOL SEV ElVaL YVOGTY|.

OpopPoepfolikés emmAokec pmopel vo epeavicBovy dv 1o oKELOO U EPAPUOGOET evdayyelaxd (BA.
mopaypapo 4.4).

"Eyxovv avapepBel Kdmoleg mepmTdOELG VTOAEILLOTOG TOV TPOTOVTOG TOV UTOPEL VaL £XEL TPOKAAETEL
avtidpaon o€ EEvo o e TN LopPT] KOKKIDLOTOG.

INo v aopdieto and 1006 PA. Tapdypago 4.4.



Iepiinyn Tov TPOPik AGQAAELNG

Ta ototyeia aopdiretog Tov TachoSil yevikd aviavakiobyv Tov TOTO TOV LETEYYEPNTIKOV
EMMAOKOV oV oyetilovtal LE TG XEpovpykes puBuicels otic omoieg deEnydnooav ot Sokyég Kot
He TNV vrokeitevn voco Tmv aclevov.

Yrotyeio amd oKTd EAEYYXOUEVEG KAVIKEG LeAETEG TTOV dleEnyOncay amd tov Kdtoyo e Adetog
Kukhopopiog (KAK) éxovv cuykevipwbei o gviaio cOvolo dedopévov. X1 eviaieg avoldoels,
997 acbeveic vropAndnkav o Oepameio pe TachoSil ko 984 acbeveig vmoPpAndnKay o
Bepomeia oVyKprong. [a Adyoug TpaKTikovg (GUYKPLOT e GLVION XELPOVPYIKN Kot GLuVION
awpootatikn Bepaneia), TvpAomoinomn dev frav duvarn otig dokipég Tov TachoSil. T to Adyo
VT, o1 peAéTeg SteENyOnoay ¢ avolKTég PEAETEC.

KatdAoyoc ovemtQOUNTOV EVEPYELDY OE TTIVOKO

Ot akdrlovBeg avemBounteg evépyeteg £xovv avapepbei pe to TachoSil katd v gumeipio petd TV
KuKAopopia Tov appdakov. H cuyvémra dhov Tov cuppdvtov mov avagEpoviat TopaKaTo et
KatnyopromomBel mg pun yvowot (dev pmopet va extiun el pe Pdon to Stabéoipa dedopéva).

Katnyopia/opyaviké chotnpae XoyvotnTa pun Yveoti)

Al0Topoy€g TOV 0VOGOTOMTIKOD GUGTHLLOTOG Avaguiaktikn kotomAngio, YrepevaicOnoio

Ayyelokéc dlotapayEs Opoupmon

P P —— VTePIKN amdepoén (o€ YEIPOVPYLKES emeppaoelg
KOWAaG)

Ievicég droTopor £ Kol KATAGTAGELS TNG ZUpEUCELS

000V YoPNYNoNG ZyMUOTIoPOG KOKKIMUOTOG 0o EEVO GO

Avapopd mBavoroyodUeveV avemBOuNTOV EVEPYELDY

H avapopd mhovoloyoOUeEVOV OVETIBOUNT®V EVEPYELDY LETA OO TN YOPNYNOT) GOELNG
KUKAOQOPIOG TOV PUPLOKEVTIKOD TPOTdVTOG eivarl onpavtikr. Enttpémel ™ cvveyn
TOPAKOALOVOINGT TG GYEONG OPEAOVG-KIVOUVOD TOV PAPUOKEVTIKOD TPOiGVTOC. ZnTeital and Tovg
EMOYYEALLATIEG TOV TOUEN TG VYELOVOULKNG TTEPIBOAYNG VO AVOPEPOLY OTTOLEGINTOTE
mOavoLOYOVLEVES OVETIBOUNTEG EVEPYELEG HEGM TOL EOVIKOD GUGTNLOTOG AVOPOPAG TTOV

avaypapeton oto [Hopdaptnua V.

4.9 Ynegpdocoroyia

Aev avopéplnke kapio epintwon VTEPSOGOAOYING.

5. ®APMAKOAOTI'IKEX IAIOTHTEX
5.1 DopRUKOIVVOUIKEG LOLOTITES
Dappaxobepamevtikny katnyopio: Tomkd apootatid, kodikog ATC: BO2BC30

To TachoSil mepiéyel vadoyovo kot Opopfiivn wg Enpoviév emkdioppo 6Ty ETPAvELd
VIOGTPOUATOG OO KOAAAYOVO. Xg EMAPT] LLE TA PUGLOAOYIKA VYPA, T.Y. aijto, AELPO 1] PLGLOAOYIKO
0pO T CLGTOTIKA TOL EMIKOAVUILOTOS SLOADOVTOL KOl LEPIKMG OL0YEOVTOAL GTNV EMLPAVELL TOV
TpodpaTog. Avtd akolovbeitatl omd Ty avtidpact wmdoydvov-0popfiving Tov EeKivaet To TeEAKO
GTAd0 TN PVOLOAOYIKNG THENS TOL alipLoTog. To V@doYOVO HETATPETETAL GE LOVOUEPT] VDOOVG TTOV
avtoparta Tolvpepiloviar oe BpopPo and WMSES, TOv KPATAEL TO VIOGTPMLLE. KOAAXYOVOL YEPH
oTNV emMEAvew Tov Tpadpatos. To wddeg damiékeTon TOTE Le ToV gvdoyev Tapdyovta XIII,
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

dNUIOVPYDOVTAG EVO GOLYTO, UNXOVIKE oTafePO SIKTLO [E KAAEG GUYKOAANTIKEG IO1OTNTEG KO
EMOUEVOG TTaPEYEL EMIONG OTEYAVOTNTA.

Khvikéc peréteg mov anodeikvoouvv v adotacn dieEnydnoav oe chvoro 240 acbevorv (119 oe
TachoSil, 121 og argon beamer) wov VTOPANONKOV GE HEPIKT| YEPOVPYIKT EKTOUT NTOTOG KoL 185
acBevav (92 o TachoSil, 93 oe cuviOn yepovpykn Bepameio) ToOL VIOPANONKAY GE YEPOVPYIKY
EKTOUN EMTOANG VEPPLKOV OYKOV. Mia GAAN eheyyouevn puerét o 119 acbeveic (62 og TachoSil, 57
GE OLOOTOTIKO TAEYLA) amEdEEE CLYKOAAN O], ALOCTACT] KOl VITOSTHPLEYN pae®dV o€ 0ceveic Tov
vroPAnOnkav o kapdiayyelokn xelpovpykn. H cuykdAinon 16Tdv e XEpovpyikn| TveEDIOVOS
gpevviinke oe dvo eheyydpeves dokiég o aobeveic Tov voPAnOnkav e yeypovpyiky mvevpovos. H
TPDTN EAEYYOLEVT KAVIKT] LEAETT] TOL EPEVVOVGE TT) GVYKOAANGN 1GTAV GE YEPOVPYIKT TVEDLOVOG
OTETVYE VOL TEKUNPLUDGEL TNV VIEPOYN O€ GYECT] LE TN GLVION ay®YN LETPOVUEVN UE TN SLoPLYR 0P
AOY® TOV OTL TEPAAUPave peydin opdda acBevav (53%) yopic dtapuyn aépa. Opmg, n devtepn
UELETT TTOV £PELVOVGE TN GLYKOAAN OGN WoTdV o€ 299 acbeveic (149 oe TachoSil, 150 oe cuvion
YEPOoLPYIKN Bepamein) e 0modedetyévn dleyyelpnTiKy dlapuy aépa E0e1EE TNV LITEPOYT| TOV
TachoSil og cVykpion pe ™ cuvHON oyy”.

H amotehespatucotta tov TachoSil dokipudotnke o€ po tuyoomompévn, eeyyopevn Herém oe

726 aoBeveis (ek TV omoimv 362 vrofAnOnkav o Oepancia pe TachoSil kot 364 rav paptupeg) Tov
vroPAOnkav ce xelpovpyikn enépPacn ot Pdon Tov Kpaviov, og Bepameio. GLUTANPOUOTIKY TNG
GLPPAPNG Yl TN GTEYAVOTTOIMON TNG OKANPNG UNVIYYHG, 6TNV omoia (LEAETN) 1) EkPoom avapopKd L
TNV OTOTEAEGULATIKOTNTO LETPNONKE peTeYYElpNTIKA ¢ emPBeParmpéveg Stoppoés eyKeporovaTiaiov
vypov (ENY) 1 yevdopnviyyoknieg, 1 ¢ amotuyio e Bepaneiog Katd T S1GpKELD TNG EWPOVPYIKNG
eméuPfoong. Xe auth TNV LEAETN, eV PUTOPECE VAL TEKUNPLODEL 1) AVOTEPOTNTO GE GOYKPLOT LE TNV
TPEYOVoa TPOKTIKY (1] 0Toia TEPIAAUPOVE GUPPAPT], LNVIYYOTAOGTIKY], KOl VDO KOl TOAVLEPT
GTEYOVOTOUTIKA 1] GUVOVAGLOVS AVTMV). Ot aplOpol TmV VTOKEWEVMV TOV OVTLUETOTIGAY EVOL
cupPav €xPoong mov apopovse TV amoteAecpaTIKOTNTA Tay 25 (6,9%) Kot 30 (8,2%) yio Ttovg
acBeveic mov vmoPAnbnkayv oe Bepancia pe To TachoSil kot yua tovg aobeveig mov vroPANRONKaV o
Oepomeia e TV TPEYOVOO TPAKTIKT OVTIGTOLYO, £XOVTOG MG AmoTéAespa AdYo mhavotitev 0,82 (95%
CI: 0,47, 1,43). Qotdc0, 10 SI0GTHUATA EUTIOTOSVVNG 95% TOV amoteAesud Ty yio Tov Adyo
mBovottov veédeiEay otL to TachoSil giye mapdpOLo ATOTEAEGHOTIKOTNTO LE TNV TPEYOVGT
TPOKTIKY. Xg avTh TN perétn agtoloyndnkav dvo teyvikés epappoyng tov TachoSil: epappoyr| Tov
TachoSil enl g oxAnpng pviyyos Kot epappoyn tov TachoSil oe appdtepeg TIc TAEVLPES TNG
okAnpng unviyyoc. To amotedéopata dev vmootipiéov ) dgvtepn néBodo. To TachoSil Ppénie va
glvor KoAd avextd Kol 0o@oAég yio xpfon og Bepameion COUTANPOUATIKY TG GVYKAEIONG TG OKANPNG

LVLYYOG GTN VEVPOYELPOVPYIKY.

Toudratpkdc TAnBvoudg

Y7dpyovv meplopiopéva H£doUEVA Yol TNV DTOCTNPIEN TG OMOTEAEGLOTIKOTNTOS KOl TG OLGOAAELOS
tov TachoSil otov maudroTpicd TAnBvopd. Te kKAvikég peléteg, cuvolikd 36 moudiatpikoi acheveig
niiag 0-13 etcdv vrofAndnkav oe Bepamneia pe To TachoSil 6t yelpovpykn Hratog. Mia perétn
SloKomnKe Tpdwpa LeTd TV évioén 16 and Tovg 40 acbeveic Tov elyov TPOYPAUUOTIOTEL. X o GAAN
perérn, 8 mondud evtdyOnkav oe oxedlacud cuykplong kot 12 akoun mwoudid evidydnkav e avoktd
oyxedloouo.

Agv vmapyovv £ykopa SESOUEVA Y10 TNV 0lVOGOYOVIKOTNTA.

5.2 DopRoKOKIVITIKEG 1010TNTEG
To TachoSil npoopiletar yia yprion povo oty mepoyn g PAapns. Evayyeiokn xopnynon
avtevdeikvoTaL

Emopévac, evdayysiarés pappoxokivntikés peréteg dev éytvav otov avlpmmo.

Ta cvykoAMNTIKA amd wddec/opoctatikd petofoAilovrar Le Tov 1610 TpOTO OTMG TO EVOOYEVES
WAOOES, [l WmOOALGN KAl POyOKVTMOON.



e peiéteg oe {ma, to Tachosil Proamotcodopeiton PeTd amd yOPNYNOT) O EMPAVELN TPAVIATOC LE
Ayo vodeippoto va Topapévouy petd amd 13 gfdopddes. [IAnpng amowodounon tov Tachosil
mapatnpnOnke o pepwkd {do 12 pveg PeTd tn yopynot| Tov o€ Tpadio 6TO NP, EVO LUKPH
vroieippoto akdpa wapatnpndnkay oe dAia {oa. H amowoddunon oyetictnke pe omnon tov
KOKKIOKLTTAP®V KO GYNLOTIGHO OTOPPOPNGLULOV KOKKLDIOVS 1GTOV EVEMUATMOVOVTOG TO.
amowodopovpeve vroleippoto tov Tachosil. Aev mapatnpnbnkav ctotyeia Tomikng Svoavesiog o€
peléteg oe {oa.

And v gumepia otov avBpwmo, £xovv vdpEel LELOVOUEVES TEPUTTMGELS OOV TO VITOAEILLOTA
mapatnpHOnKaY Mg TUYaio EVPNLHAT YWPIg onpeia AeLTovpYIKTG SucAettovpyiag.

53 [poxivika dedopéva yio TNV 0oQarELQ
Merétec ToEIKOTNTOG LE EQATOE XOPNYNON G SLOPOPETIKA €10 (hmv dev €xovv deilel onueio o&émv
TOEIKMV dPAGEMV.
6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katdloyog ekdoymv
KoAlayovo ardyov
AAPovpivn avBpodmivn
PiBogprapivn (E101)
Napro yrmprodyo
Ndazpio kirpuco (E331)
L-apywivn-vdpoyrmpiki.
6.2 Aovpfatétnreg
Agv gpappolerar.
6.3 Avdpxera Long
3 ypovia.
MoAig to VAL Tov pakeliokov avoydei, o TachoSil mpénet va ypnoyomomBel apéownc.
6.4 Idwitepeg mpouraters katd ™ @OLaEN TOV TPOiGVTOG
Mn pvAdcoete og Oeppokpacio peyardtepn tov 25°C.
6.5 D61 KOl GVGTATIKA TOV TEPLEKTN
KaBe vrootpopa pe cuykoAintikd wotdv cvokevaletat oe kKOyéAN PET-GAG copayiopévn pe

emkaivppévo @oAro PE. H kuyédn cuckevdletar o gakeroko and ¢pOAL0 aAovULViOV TOL
mepAApPAvel GAKKO AmOENPAVTIKOD Kol GLOKEVALETOL O AVOOUTAOVIEVO KOVTI.

2VOKELOGIES

Yvokevaocia pe 1 vrootpopa 9,5 cm x 4,8 cm

Yvokevacio pe 2 vrootpopata 4,8 cm x 4,8 cm
Yvokevaoio pe 1 vrootpopa 3,0 cmx 2,5 cm

Zvokevacia pe 5 vrootpopartae 3,0 cm x 2,5 cm
Yvokevaocia pe 1 mpo-tudtypévo vadotpopa 4,8 cm x 4,8 cm
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Mmropei vo un KokAoQopovV OAEG Ol GUGKEVAGIEG.
6.6 Idwitepeg TpouAGEEIS amoppryns Kot GAlog yEIPLoNOG

To TachoSil diatiBeton £Too TPOC PO G OTEIPEG CLGKELOGIES KOl TPEMEL VAL TVYYXAVEL OVAAOYOV
YEPIoUOV. XPNGILOTOLEITE LLOVO U1 KOTECTPAUUEVEG cLoKEVOoies. Aol 1) cuokevaoio avorydet,
peténerto anooteipmon dev eivat dvvarr. O e0Tepkdc POKEMOTKOG ammd VA0 OAOLULVIOL UTOPEL VO
avoryfel oe un oteipo yopo. H ecotepikn otelpa kuyéin tpénet va avorybel oe oteipo ympo. To
TachoSil mpénet va ypnoponoeitat apécms HETA TO GVOLYLLO TOV ECOTEPIKOV GTEIPOL KOAVULOTOS.

To TachoSil ypnoylomoteitat o€ oteipeg cuvOnkes. [pv TV epaproyn 1 ETPAVELL TOV TPOVLLOTOG
npénel vo. kaBapiletor m.y. amd aiplo, amoAvHaVTIKE Kot GAAe VYpd. MeTd TV amopudKpuven Tov
ovppatikov, eninedov TachoSil and v oteipa cvokevooia, To TachoSil Tpénel va Tpoiypaiverol o
(QLGLOAOYIKO 0pO Ko HETE va epapuoletar opéows. H kitpvn, dpacTiki TAELPAE TOV VIOGTPDUOTOS
epapuoletat otV AoppayoHca/eKPEOVGO ETLPAVELD KO KPOTIETUL EMAV® GE OVTY LE EAAPPA TTieon
v 3-5 demtd. Avti N Swdkacio kabiotd duvarn v gvkoin tpockoiinon tov TachoSil oty
EMPAVELD TOL TPADHOTOC.

Metd v amopdkpuven tov tpo-toAtypévov TachoSil and v oteipa cvokevacia, to TachoSil mpénet
va e@aproleTol apécmg daUEGOL TPOKAp Y®Pic Tpolypaveon. Evd Eetvliyetal To vocTpmLLa, 1
KiTpVN, SPACTIKY TAELPA TOV VTOGTPMLOTOG EPAPUOLETOL OTIV ALLOPPOAYOVCH/EKPEOVGO. ETLPAVELQ
YPNOOTOIDVTOS .Y KaBapiopévn AaPida Kot Kpatiétot emdve oTnv emPaveld ovt He vypo emifepa
pe erappd migon v 3-5 Aemtd. Avti 1 Swodikacio kabioTd duvary TV EVKOAN TPOGKOAANGT| TOL
TachoSil otnv enedvelo Tov TPOOHATOG.

[Tieon aokeiton pe vypavOévTa yavtia 1 pe eELo@pA VYPO ETOEGHO. AOY® TNG LOYLPNG CLYYEVELLS TOV
KoALay6vov pe to aipa, to TachoSil pmopet emiong va koAAdel o yeipovpykd epyaeia, yovria 1
TOPAKEILEVOVG 16TOVG KAAVUUEVOVG LE aipo. AvTd pmopel vo amopevydel pe tov kabopiopd
YELPOVPYIKDY EPYUAEI®V, KOL YOVTIDV KOl TOPOKEILEVOV 1GTAV TPV TV epappoyn. Eival onuavtico
vo onuelndel 6TL o€ mepinTton avenapkoVs KoBuPIGHOD TOV TAPUKEIIEVOV 10TOVY, EVOEYETAL VO,
TpokAn0odv cupevcels (PA. mapdypoago 4.4). Metd v mtieon tov TachoSil endvo 6to Tpavpa, To
YOVTL 1] O EMIOECHOG TTPENEL VO ATOLLOKPUVOVTOL TPOGEKTIKG. [l val amopevyBei | eAappd petakivnon
tov TachoSil and ™ 0éon tov, Tpénet to TachoSil va kpatiétar 6t BEom Tov arnd ™ pio dxpn, Ty, Le
pio Aafida.

EvaAlaxtikd, m.y. o nepintmon gvrovotepng arpoppayiag, to TachoSil propel va epappoletar yopig
mpoliypavon, evd emiong wiEletat eEAappd 6T TpOdH Yo 3-5 AemTd.

H Spactikn mhevpd tov TachoSil mpémet va epappoleton pe tpdmo mov va ekteivetat 1-2 cm mépa omod
TG Akpeg Tov Tpadpatoc. Edv ypnoylomomBel mepiocdtepo amd £va VTOGTPOLL, AVTE TPETEL VL
oAnremkarivmtovior pepikds. To TachoSil propel va komet 6to cwotd péyedog Kot vo AdPet To
KATAAAN A0 oo edv ival TOAD peydiro.

21 vevpoyetpovpyikn, to TachoSil mpémet va epappodleton emmpdcheta TPog TV TPOTUPYIKT
GOYKAEION TNG GKANPAG HIVIYYaG.

To mpo-tvArypévo TachoSil propel va ypnoiporomBel Kot yio avoikTr EPOoVvPYIKH Kol 6TV HoGova
EMEUPOTIKN YELPOVPYIKY, ENEWON pmopel va TepAGEL SLopEcOL TOPT 1 Tpokdp 10 mm 1 peyadvtepov.

KdBe axpnoylomointo eoppakevTikd Tpoiov 1 VITOAEYULLA TPETEL VO, ATOPPITTETOUL GOUPOVA LLE TIG
KATA TOTOVG 16 HOVOEG GYETIKEG OUTAEELS.



7. KATOXOX THX AAETAX KYKAO®OPIAX
Corza Medical GmbH

Speditionstraf3e 21

40221 Diisseldorf

Teppavia

8. APIOMOX AAEIAY KYKAO®OPIAX

EU/1/04/277/001-005

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHX THX AAEIAX
Hpepopnvia mtpdng éykprong: 8 Tovviov 2004

Hpepounvia tedevtaiog avavémong: 30 Amptiiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepr] TANPOPOPLOKE CTOLYEID Y10 TO TOPOV POPLOKEVTIKO TPOIOV EIvol S100EGIL0 GTOV SIKTVOKO
1610 T0v Evpomaikod Opyaviouov dopudakmv (EMA) http:/www.ema.europa.eu/.



ITAPAPTHMA 11

IMAPATQI'OX TQN BIOAOT'TKQXE APAXTIKQN OYXIQN
KAI TAPAT'QI'OX YIIEYOYNOX I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI H HEPIOPIZEMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NIEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEEZMATIKH XPHXH TOY ®PAPMAKEYTIKOY
IMPOIONTOX
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A. TTAPATQI'OX TQN BIOAOT'IKQXE APAXTIKQN OYXIQN KAI
HAPATI'QI'OX YIIEYOYNOX I'TA THN AITOAEXMEYXH TQN
IMAPTIAQN

‘Ovopo ko d1evfvven Tov ToPaywyod TV BLOAOYIKOC SPUCTIKMOV OVGLHV

CSL Behring GmbH
Emil-von-Behring-Strasse 76
35041

Marburg

Teppavia

‘Ovouo kot 61e00vven ToV ToPayeyoD OV £ival LTEHOLVOC Y10 TNV ATOSECUELOT TOV TAPTIOWY

Corza Medical Distribution GmbH, Austria Branch
St. Peter Strasse 25

A-4020 Linz

Avortpia

B. OPOI H IEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DappaKevTIKd TPOIOV Yo T0 0oio amatteitan meplopiopévn watpikn cvvtoyr (BA. apdptnua I:
[epiinun tov Xapaxmmpiotikdv tov [Ipoidvtog, Tapdypopog 4.2.)

Enionun anodéopgvon maptidwv

Youpova pe 10 GpBpo 114 g odnyiog 2001/83/EK omwg tpomomombnke, m emionun
OTOOEGLEVOT] TMV TOPTIO®V TPUYUATOTOEITOL OO KPATIKO EPYAGTIPLO 1 amd EPYASTIPLO TOV
€xet optoBel yuo Tov oKoTd AVTO.

I AAAOI OPOI KAI ATIAITHZEIZX THX AAEIAY. KYKAO®OPIAX
. Ex0éoe1c meprodung mapakorovdnong g aocparerag (PSURSs)

O Kéroyog Aderag Kukhogopiog (KAK) Oa katabétet PSURS yio 10 ev Adym mpoidv cdupova
LLE TIC AmOTNOELS TOV 0pilovTal 6TOV KATAAOYO UE TIC NHepoUnVieg avapopdg g Evoong
(xatdhoyog EURD) mov mapatiBetar 6to apbpo 107y mapdypapog 7 e odnyiog 2001/83/EK
Ko k60e emaxdAovONG enkAPOTOINGTG OTMG SNUOGLEVETOL GTNV EVPOTAIKY SIKTLOKT TOAN Ylo
TO POPLLOKO.

A.  OPOI'H INIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEXIMATIKH XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 oraysiprong Kivdvvoo (XAK)

0O Kdaroyog Adetag Kuichopopiag KAK) Oa die&aydyet Ti omattodpeveg dpaotnploTnTeg

Kot TOPEPPAGELG PAPUAKOETOYPVTVIONG OTMS TAPOLSLALOVTaL 6TO cLHE®mVN OV ZAK

ov mapovoldletol otny evotnta 1.8.2 g Adeltg KLUKAOPOPIOG KoL OTOEGINTOTE
emakoOlovbeg eykekpéveg avabempnoels tov TAK.

1"



Emumpocbeta éva emkaporompévo XAK Oa mpénet va Kototedel:

e Metd and aitnua tov Evponaikod Opyaviopod appdxoy,

o Omotednmote Tpononoleital To GUGTNHA StaxEipLoNG KIVOUVOV, EWIKA MG ATOTELEGHA ANYNG
VEDV TANPOPOPLOV TOV UTOPOVV VAL ETLPEPOVY CNUAVTIKT GAAAYT OTI GYECT 0QEAOVG-
KWOOVOL M ¢ AOTEAESA TNG EMITELENG EVOG GNAVTIKOD OPOCT|LLOV
(pappokoemOypOTVON 1] EAOYIGTOTTOINOT KIVOHVOV).

Edv 1 vroPoin wog EIMITA kot emkoponoinon tov LAK cuunintovv, dvvavtor va katatedodv
TOVTOYPOVA.
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ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

TachoSil vrécTpwpa e GULYKOAANTIKO 1GTOV
wwdoyovo avOpdmvo/Opopfivn avBpmmivn

[2. TYNOEXH XE APAXTIKH(EX) OYXIA(EX)

K&0e vndotpopa teptéyet avé cm’
Ivodoyovo avBpomvo 5,5 mg
®popfivn avBpodmivn 2,0 TU

[3. KATAAOIOX EKAOXQN

KoAlayovo ardyov, aABovpivn avBpomivn, pioerafivn (E101), vatpio yhoptovyo, VATPLo KITPKO
(E331), L-apywivn-vdpoyrlmpikr.

| 4. OGAPMAKOTEXNIKH MOP®H KAI TIEPIEXOMENO

YTOoTpmLL [LE GUYKOAANTIKO 1GTMV

1 vréotpopa 9,5 cm x 4,8 cm

2 vrootpopota 4,8 cm x 4,8 cm

1 vootpopa 3,0 cmx 2,5 cm

5 vmootpopate 3,0 cm x 2,5 cm

1 mpo-tvlrypévo vrdotpopa 4,8 cm x 4,8 cm

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

INa xpnon ent g PAGPNGS.
Awfdote To PUALO 0ONYIOV YPNONG TPV TN XPNON.

6. EIAIKH ITPOEIAOITIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IIPEIIEI NA ®YAAXIETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN IIPOXEITIZOYN TA TTAIAIA

Noa puAdocetal og 0¢on v omoia dev fAEmovv Kot dev Tpoceyyilovv To mandid.

[7.  AAAH(EX) EIAIKH(EX) TPOEIAONIOTHZH(EIZ), EAN EINAI ATTAPAITHTH(EX)

MoMg T0 POALO TOV PakeLicKOV avoLydel, ¥pNoILOTOLEIoTE AUESMG. MMV EMTOVATOGTEIPMOETE.
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8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEY YYNOHKEX ®OYAAEHX

Mn puAdocete o Bepprokpacio peyardtepn tov 25°C.

10. IAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TQN
YIHOAEIMMATQN ITOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

KdaBe pn ypnoyomomBév mpoiov 1 vdreppa tpénet va amopprpdel cOUP@Va LE TIG KaTd TOTOVG
1000VOEG GYETIKEG OLUTAEELS.

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAETIAY KYKAO®OPIAX

Corza Medical GmbH
Speditionstrafle 21
40221 Diisseldorf, I'eppavia

| 12. APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/277/001 1 vréotpopa 9,5 cm x 4,8 cm
EU/1/04/277/002 2 vrootpodpota 4,8 cm x 4,8 cm
EU/1/04/277/003 1 vréctpopa 3,0 cm x 2,5 cm
EU/1/04/277/004 5 vrootpopata 3,0 cm x 2,5 cm
EU/1/04/277/005 1 mpo-tuArypévo vtootpopa 4,8 cm x 4,8 cm

[13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAZEH I'lA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. INAHPO®OPIEX XE BRAILLE

H attoAdynon yio va unv meptineBei n ypoer Braille eivon anodektr

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAE (2D)

A16d166TATOG YPARU®TOS KMdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVASIKO OVOYVOPLOTIKO KOOKO.
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18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO TON
ANQOPQIIO

PC
SN
NN

17




EAAXIXTEXZ ENAEIZEIX ITOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DOAKEAIZKOX AITIO PYAAO AAOYMINIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IMPOIONTOX KAI OAOX(OI) XOPHI HEHX |

TachoSil vrdéoTpopa pe cLYKOANTIKS 10TOV
wmdoyovo avBpmdmivo/Bpoufivn avBpmdmivn
T yprion e g PAGPng

| 2. TPOIIOX XOPHI'HXHX

Awfdote To PUALO 0OMYIDY XPHONS TPV TN ¥PNoN

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

| 5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

1 vrdéotpopa 9,5 cm x 4,8 cm
1 vwootpopa 4,8 cm x 4,8 cm
1 vréotpopa 3,0 cm x 2,5 cm
1 mpo-tvAtypévo vootpopa 4,8 cm x 4,8 cm

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX IIOY ITPEIIEI NA ANAI'PA®ONTAI XTIX XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEX

KYYEAH IIOAYAIOYAENIOY TEPE®OAAIKOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY NPOIONTOX

TachoSil

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Corza Medical GmbH

3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

S. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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®VYiro ooNYIOV ypione: IIAnpoopics yra Tov yprjotn

TachoSil vrocTpONE e GVYKOAMTIKG IGTAOV
wodoyovo avOpdmvo/Opoufivn avBpmmivn

AWPaoTe TPOGEKTIKA OLOKANPO TO GVAAO 03N YOV YPNGNS TPLV UPYICETE VU YPNGLUOTOLEITE AVTO
70 @appoxo, S16TL TEPLAApPavEl SNUAVTIKES TANPOPOPIES Y10 GUG.
- DuAdGETe avTd 10 POAAO 0dNYIOV YpNons. Towg ypelaotel va to dafdoete Eavd.
- Edv éyete mepartépo amopieg, pmtiote T0 Y1aTpd oG,
- Edv mapatnpioete kamola avemBOunTn evEpPYEL, EVIUEPDOTE TOV Y10TPO G0G. AVTO 1oYVEL
Kot yio KOs mbovi| avemBOpnTn evEPYELD TOV OEV AVOPEPETAL GTO TAPOV GUALO OdT YLDV
xpnons. Biéne mapdypapo 4.

T TEPLEYEL TO TO.POV GVALO 00N YIAV:

Tt elvan To TachoSil kot moa givar 1 gpromn Tov

T npémer va yvopilete Tpotov ypnoiponooste to TachoSil
Ié¢ va ypnoporooete to TachoSil

ITBavég avemBounteg evépyeteg

og va puidcoetar To TachoSil

[Mepieyodpeva e cLEKEVOGTIAG KAl AOTEG TANPOPOPIES

S

1. Th givon To Tachosil ko Towa givan n ypiion 100

I dpa to TachoSil;

H «itpwvn mhevpd tov TachoSil mepiéyet ta dpaotikd cuoTatTikd: vwdoyovo kot Opoufivn. H kitpivn
mhevpd Tov TachoSil eivar emopévag 1 dpastiky Thevpd. Otav 1 SpACTIKT TAEVPA EPYETAL GE ETAP
pe To vYpa (0TS aipto, AEUPO 1 PUGLOA0YIKO 0pd) To mdoydvo kot 1 Bpopfivn evepyomotovvtan Kot
oynuotifouv éva diktvo amd wmdec. Avto onpaivel 6Tt to TachoSil KoAAdEL 6TV EXPAVELN TOV 1GTOV,
70 aipo THYyvLTaL (TOTKN aOGTAGT) Kot 0 10TOG GuyKoAAdTat. Xtov opyaviopd to TachoSil o
SdrovBei ko Oa eEapovichel eviehmg.

[Tow givon ) xpriom tov TachoSil;

To TachoSil ypnoyomoteitot katd T dGPKEL YEPOVPYIKNG ETEUPACTC Y10 VO GTAUATHGEL TV TOTIKT
opoppayio (AOGTOCN) KO Yol VO GUYKOAAGEL TIG EMPAVELEG IOTMV GE ECOTEPIKA OPYAVO., GE
eVIAKeg kat TondLd amd v nAkio tov 1 unvoc.

To TachoSil gvdeikvutat emiong o€ ViAIKEG, KATA TN SIEPKELN VEVPOYXEIPOVPYIKADV EXEUPACEDV, Y10
NV Voo TPIEN TG GTEYUVOTTOINGNG TG OKANPNS UAVLIYYOG KOL TNV 0TOTPOTN SlopPoNg
EYKEPUAOVOTLOIOV VYPOV HETE TNV emépPaon.

2. Tvrpéne vo yvopilete Tpiv va ypnoiporouiceete To Tachosil

Mnyv ypnoporomjcete 10 TachoSil

- o€ mepintmon aAlepyiog o€ wwdoyovo avlpdnivo, oe Opoppivn
avOp@TIVN 1| G€ 0TO10INTOTE GALO OTTO TO GLGTUTIKG CLTOL TOL PUPUAKOV (CVAPEPOVTOL GTHV
TapAypapo 6).

Iposrdomonicelg Kol TPOPUVAGEELG

To TachoSil mpoopiletat yo Tomkn gp1on HLOVO Kot dev TPENEL VOl EQAPUOLETOL LEGH GE OLLOPOPO
ayyeio. Mropei va eppavicBoiv Bpoppot aipartog ebv to TachoSil epappocdei axovscimg péca oe
opopdpo ayyeio.

Etvon mBavo va eppavicete aliepykr| avtidpaon petd v epappoyn tov TachoSil. Mropel va
mapovclacete kvidmon 1 eEavonua 6poto pe kvidmtikd eEavinua, Bopakiky dvceopia 1 aicOnuo
21



cLoPLYENG Tov Bdpaxa, cuptyud N YOUNAn aptnplokn tieon. [lpénet va evnuepdoete 10 Y1aTpd GOG
OUECOC EAV TOPUTNPTCETE OTOLOINTOTE OO OVTE TO CUUTTAOLOTOL.

Metd ) yepovpyk enépfoocr oty Kook xdpa Kot ebv to TachoSil cuykoiinfet og
TAPAKEILEVOVG 16TOVG, VITAPYEL TOHOVOTNTO dNOVPYING OVAMIMV 1IGTMV GTHV TEPLOYT GTNV OToln
Tpoypatomoteitat 1 xeypovpyiky enépfoot. Ot 0vA®OEIS 16TOL EVOEXETAL VO TPOKAAEGOLY TN
GLYKOAAN GO ETLPAVELDY TOL EVTEPOV, YEYOVOG TTOV LITOPEL VL 001 YNOEL TNV 0md@pasn TOV EVIEPOV.

Otav edppoka Tapackevaloviol and avlpomivo aipo 1 TAAG L, AapPAvovTol Oplopéva LETPO Yo
Vv TPOANY AoUdEE®V TToL peTadidovTal 6Tovg aobeveic. Avtd meptlapPdvovy TNV TPOCEKTIKN
EMAOYN SOTAOV QUNATOG Kol TAAGHATOS, Y1 Vo eEac@oiiletar 6Tt amordeiovTotl SOTEG TOL VITAPYEL
Kivovvog vo gival popeic AomEemv, Kot Tov EAeyyo ¢ Kabe dwpeds Kot TV SeEAUEVOY TAUCOTOG
v onpeia 1wv/AoydEemv. Ot Iopaywyol avtdv Temv Tpoidvtov meptlapfdvovy eniong otdadio otV
ene€epyocio Tov a{ploTog 1 TOL TAAGHLATOG T OTTOi0 UTOPEL VO AOPOVOTOLGOLY 1) VO ATOULAKPOVOUY
Tovg 100¢. [Tapdra avtd ta pETPa, OTAV YOPTYOOVTOL QAPLOKO TOPACKEVAGHUEVO A0 OvOp®TIVO Lol
N TAGopa, 1 TOAVOTNTO LETAOOONG AOUMEEWDY Oev UITOPEL Vo OmOKAEIoHE EVTEADG. AVTO 10YDEL
€MIOMG Y10 AYVOOTOVGS 1] OVAPALVOUEVOVG 100G 1 GALOVE TOTTOVG AodEEWDY.

Ta AopPovopeva pETpo BemPOoVVTOL ATOTEAEGHUATIKG Y10l 10VG E TEPIPAN LA OTT®G O 10G TNG
avocoovendpkelag Tov avBpmmov (HIV), o 16¢ e nratitidog B kot o 10¢ g nratitidag C, kot yio tov
yopic mepiPAnua 16 g nratitdag A. Ta Aappavoueve pétpa uropel va eivar meploptopévng a&iog
gvavtiov Tov 1V yopic tepiPAnpa 6mwg o tapPoioc B19. H hoipwén amd mopPoid B19 pumopei va eivar
cofapn ywa £yKvo yovaika (epfpuikn Aoipmén) Kot yio GTope T0 0ToiMY TO (VOCOTOTIKO GUGTILL
€lvOl G€ KOTOOTOAN 1] TOL 07010 £YOVV HEPIKOVS TOTTOVS OVALUIAG, (TT.). OPETAVOKVTTOPIKT] OvVaLiiol 1)
OLLLOAVTIKY OVOILULOL).

Alro pappoxa kor Tachosil
Evnuepmote tov yiatpd cag edv maipvete, ExeTe TPOGPATO TAPEL 1] LTOPEL VO TAPETE AAAL PAPLLOKCL.

3. g va ypnopomomjcete 10 Tachosil

O Bepdmav yotpds oag Ba epoppocet to TachoSil katd ) didpkela xelpovpykng enépfoong. H
mocotta Tov TachoSil mov Ba ypnoylomomBel e&aptdrar amd to péyebog Tov Tpavpatos. O YaTpog
00 tomoBetnoet to TachoSil endve 6710 £6MTEPIKO OPYOVO Y10l VO GTOUATHGEL TV OLLoppayio 1 Yo vo
ovykoAoet Tov 16td. Katd tn dudpketo tov ypdvov mov akorovdei to TachoSil Ba dtoivbei kot
gEapaviletat.

4. IMOavég avemOounTeg evépyereg

Onmg 6Aa ToL PAPLLOKO, £TGL KOL AVTO TO PAPLOKO UTOPEL VAL TPOKAAEGEL AVETIOVUNTES EVEPYELES, OV
Kat dgv mapovclaloviol 6 GAOLE TOLG OVOPMTOVG.

To TachoSil amotekeiton and Tpwteivodya cvotatikd. Ta dpacTikd cuoTatikd Tapdyovtal amd
avBpomvo aipo. Olo to eappoka pe BAon To avOpOTIVO aiplo LTopovV Ol GLYVA VA TPOKAAEGOVY
OAAEPYIKEG AVTIOPACELC. L€ LEPOVOUEVEG TEPITTAOCELS OVTEG OL UAAEPYIKES AVTIOPACELS UTOPEL VoL
e&elyBolv og avapLAaKTIK KoTomAngio.

AvTég o1 ahlhepykéc avtidpdoels punopel va epeavicBovv Witepa ebv 1o TachoSil ypnoponoteiton
emavelnppéva 1 edv giobe oddepykdg e onotodnmote and To cvotatikd tov TachoSil.

Mia kKAvikn pehétn £0ei&e 0Tt pepikoi aoBeveic TopyayoV avTIGOUATO EVOVTL TOV GUGTATIKMY TOL

TachoSil. Qot660, dev avaEépBnkay avemBOUNTEg EVEPYELES OG OMOTEAEGLA TNG AVATTVENG ALTMV
TOV OVTICOUATOV.
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e oplopévong acbeveic, evoéyetal va avamtuyfohv OLVADIELS 1GTOT LETA T YEPOVPYIKY EXEUPOCT) KoL
) ypnon tov TachoSil. Evdéyetar eniong va mpokAndei eviepikr amo@poén kot GAyoc petd amd
YEPOVPYIKEG emepPaoelg otny Kothaxh yopa. O oynuatiolds KOKKIOHToG amd EEvo ochpa et
gvromiotel og mhavog kivduvoe. H cuyvotnta avtov tov Tomov cupfdvimv dev eivar yvootn (dev
glvan duvarn N extipnon g ovyvomrag oo ta dtbéoya dedopéva). O yepovpydc oag Ba
SloPaAicel TOV KaBOPIGHO TNG TEPLOYNG OTNV OTOI0 TPOYLLOTOTOEITAL 1] YEWPOLPYIKY ETEUPOOT KATA
v epappoyn tov TachoSil, dote va petmbel avtdg o kivouvog.

Ava@opd avemBOunTOV evepyELOV

Edv mapoatnpfioete kdmoto avemBountn evEpyeLn, EVIUEPDOTE TOV YI0TPO GOC. AVTO 1GYVEL KOL Y10,
KG0e OV aVETIBOUNTN EVEPYELD TTOV OEV AVOPEPETOL GTO TOPOV PVAAO 0dNYIDV ypriong. Mropeite
emiong va avaeépete avemBounteg evépyeteg amevbeiag, HEcm Tov €BVIKOD GLGTNLATOG OVAPOPAS TTOV
avaypaeetonr oto [Hapdptnua V. Méom g avapopdg avemfoumtmy evepyeldv propeite vo
Bonbnoete 6T GLALOYN TEPLGGOTEPOV TANPOPOPLDY GYETIKG, LLE TNV ACPAAELD TOV TAPOVTOG
POPUAKOL.

5. o va puidooetor To Tachosil
To @dappoko avtd Tpémel vo PLAAGGETAL € PEPN TTOL deV TO PAETOVY Kot deV TO POAVOLV T TOUdLAL.

Noa pn ypnotponoteite avtd T0 EAPULAKO LETE TNV NEPOUNViL ANENG TTOV AVOPEPETAL GTNV
emonuavon petd o "EXP". H nuepopnvia Anéng etva n tekevtaio npépo Tov LRV IOV AVOQEPETUL
exel.

Mn guvAdooete og Beppokpacio peyalvtepn tov 25°C.

Mnv TeTdte QAPUAKE, GTO VEPD TNG OMOYETEVOTG 1| OTO. GKOVTIdI. POTNGTE TO QUPLOKOTO0 GO TG
vo TeTAEETE TaL PAPLLOKA TOV OEV YpNoIoToLEiTe T AvTd Ta pétpa Ba fondncovy oty Tpoctacio
oV TTEPPAAAOVTOG.

6. Iepreydpevo TG GVOKELAGING KU AOITES TANPOPOPIES
T nepréyer to TachoSil

- Ot dpacTucéc ovaisg sivat vmdoyovo avBpdmvo (5,5 mg avé cm?) kot Opopfivy avlpdmivy
(2,0 IU avé cm?).

- Ta dAlo cvotatikd givorl koAlayovo odldyov, aAfovpivn avBpomivn, pipoerafivny (E101),
vaTplo yAwprotvyo, vatplo krrptkd (E331) kot L-apyvivn-vdpoyrompikn.

Epeavien tov TachoSil kon wepreydpevo g cvokevaciog

To TachoSil givatl VTOSTP®LA LLE GVYKOAANTIKO IGTMV TOPACKEVAGHEVO ad KOAAUYOVO, TO 0Toio
glvor KOAUPEVO STV Kitpvi TAELPA e vdoyovo avOpamivo Kot Bpoufivn avOpdmv.

To mpoidv etvan d100€01p0 G d10POPETIKES GLOKEVAGIES KAl dloTifeTON GE GuoKELATIES LEYPL
5 povéadwv:

Yvokevaoia pe 1 vrooTtpopa 9,5 cm x 4,8 cm

Zvokevaoia pe 2 vrootpoparto 4,8 cm x 4,8 cm

Yvokevaocia pe 1 vrootpopa 3,0 cmx 2,5 cm

Yvokevaocia pe 5 vrootpodpara 3,0 cmx 2,5 cm

Yvokevaocio pe 1 Tpo-toAtypévo voctpmpo 4,8 cm x 4,8 cm

Mmopel var un KokAOPOopovV OAEG 01 GUCKEVOGIES.
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Karoyog Aderog Kukhogopiag

Corza Medical GmbH
Speditionstrafle 21
40221 Diisseldorf, I'eppavia

Mopaokevootiig
Corza Medical Distribution GmbH, Austria Branch

St. Peter Strasse 25
A-4020 Linz, Avotpia

To mapdv eOALO 00NYIAV (priong avabewpnOnke Yo TeAevTaio Popd oTIg

Adrec INYEG TANPOPOPLAOV

AgmTopepn TANPOEOPLOKE GTOLYELD Y10 TO TTPOIOV QVTO givan SoBESILO GTOV SIKTVAKO TOTO TOV
Evponaikod Opyaviopod Goappdkmy: http://www.ema.europa.cu/.

To mapdv OAL0 0dnyLdV ¥priong eivan dabéoipo ag dleg Tig emion e YAowooeg g EE/EOX otov
dwktvokd tomo Tov Evponaikod Opyovicpod ®appdkov.

Ot TAnpogopieg mov axorovBovv amevfivovtar LOVO Ge YLTpovg 1| EXOYYEAUATIES TOL TOHEN VYELOVOLILKNG
mepiBaiyng:
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OAHTI'IEX T'TA TH XPHXH

Awpaote T0 TOPOV TPV GVOIEETE TN GVOKEVUGIA:
To TachoSil dwntibetar e oTEipEg GLOKEVAGIEG Kol EMOUEVOG EIVOL CNUOVTIKO:

. VO XPTCYLOTOLEITE 1OVo N KOTECTPOUUUEVEG CUOKELAGIES TOL deV €xovv avoryDel (LeTémeita
amooteipwon dev etvat duvartn).

. VoL EYETE N ATOTTEIPWUEVO GTOUO Y10 VO, AVOiEEL TO EMTEPIKO KAAV LU 0O GAOVUIVIO.

. VoL EYETE ATOTTEIPOUEVO ATOLO Y10 VO AVOLEEL TNV E0AOTEPIKN OTEPA GuGKEVAGTAL.

. va ypnoylonoteite to TachoSil advroua petda 1o dvotypo tov eEmTEPKOD KOAOULOTOSG 0md
aAOVUEVIO.

. va ypnoyonoteite to TachoSil auéowe petd To dvorypa TG EGMTEPIKNG GTEPAG GUCKELAGIOGC.

Oodnyisg

Xpnowonomote to TachoSil vrd oteipeg cuvOKeg povo.

Bpeite mod péyebog TachoSil ypeidletat. To péyebog Tov VTOGTPMUOTOG LLE GUYKOAANTIKO 1GTOV
eoptaron amd To péyebog tov Tpadpatog. AANG mapakaleiche va onuEIOGETE OTL TO VIOGTPMLLL
TPEMEL VoL KOAVTTEL 1-2 cm wépa amd TG kpeg Tov Tpovpatos. Edv ypeidletor mepiocdtepo amd Eva
VTOGTPMLA, TO VITOGTPMUOTO TPETEL VO AAANAETIKAADTTOVTOL LEPIKAOG. [0 LiKpATEPO TPOOLLOTOL, TT.).
GTNV OGOV EXEPPOTIKT YEPOVPYIKT], CUVICTAOVTAL TO LIKPOTEPO LeYEOn (4,8 cm x 4,8 cm 1

3,0 cm x 2,5 cm) 1 to po-tvhypévo TachoSil (4,8 cm x 4,8 cm). To TachoSil pmopei va konei oto
KatdAnio péyebog kot va AdPet o KatdAANAo oyfua yio va Touplalet oto Tpadua.

1. KaBapiote v emigpdveia Tov Tpadpotog poiokd tptv tonobetioete 1o TachoSil endvo oto
tpavpa. ‘Evtovn (cpvlovca) apoppayio TPETEL VO GTOUATATOL YELPOVPYIKDG,.

2. Avoi&te Vv e0mTEPIKN OTElpa GLoKEVAGia Kot Byddte To vadoTpopa. [Ipovypdvete To
eninedo vrooTpmpa TachoSil e puoOAOYIKO 0pO KoL TOTOOETNOTE TO GTO TPAVLO AUECMG
(edv t0 Tpa O Eival TEAEIDS VYPOUUEVO OO Lol Kot GAND VYPE, OEV VITAPYEL AVAYKT) VO
VYPAVETE TO VTOGTPOUO TPV TNV EPAPLOYT).

To mpo-tvArypévo TachoSil dev npénet vo Tpovypaivetal Tpv TePAGEL SIOUEGOV TOV TPOKEAP N
Tov oPT.

3. KaBapiote yepovpyikd gpyodeio, yavTio Kot Tapakeiplevong 16tovg, eav eivat avaykaio. To
TachoSil propei va koAANGEL GE YELPOVPYIKA epyareio N} YOVTIO 1) TOPOKEILEVOLS 1GTOVG
KoAvppévoug pe aipo. Etvat onpoavtikd va onpeimdet 6Tt o€ mepintwon avenapkons
KaBapIGHOD TV TOPUKEILEVOV 1GTAV, EVOEYETAL VO TPOKANOOVV CUULEVCELS.

4. Edv ypnopomoteiton Tpokdp yio TpocPact 6To TpodL, TO ECMTEPIKO TOV TPOKAP TPEMEL VAL
etvol oteyvo. ZUVIGTATOL VO APOLPEGETE TO TAVA LEPOS TOV TPOKAP TPV VO TEPAGEL TO TPO-
toAtypévo TachoSil dapécov tov Tpokdp.

5. TomoBetnote v KiTpivny, dpacTtikn whevpd tov TachoSil endvo oto Tpavpa. ZuyKpaTHoTE
10 TachoSil pe ehappd wicon yia 3-5 Aentd. Xpnoyomomote vypavOEy Yavti 1| eEhoepd vypod
emidecpo ywa vo dtatnpnoete to TachoSil ot 6£om Tov. o Nocova erepPatiky yeypovpykn,
TO TPO-TLALYLLEVO VITOGTPOLLO UTopel vo EeTuliyetan pe epyaleia otn Béon epappoync. To
Eetvlypévo TachoSil npémel 6t cvvéyela va vypaiveTatl ot Béom epapuoyng Le vYpo
emiBepo Ko vo KpatiEtol ot 0€om e eElappd mieon yia 3-5 Aemtd.
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6. Ztopatiote TNV eAa@pa Tieon TpocekTikd petd 3-5 Aentd. o va eEacpoiicbel 6TL T0
TachoSil dev TpockoAAGTaL 6TO VYPAVOEY YAVTL 1] GTO LAKTPO, KOl OV amoTpuftéTal omd To
tpadpa, to TachoSil prmopei va cvykpateitot amd ™ pio dkpn .. xPNooToIdvVToOG Aafidal.
Agv vmépyet vTOAELO TOV TPOTOVTOG TTOL Va ¥peldletar va apaipedel, Eneidn oAOKANPO TO
vrooTpOuN dtadveTat (amoppopdrar). Qotdco, Exovv avapepBel kamoleg TePMTOCELS
VTOAEILLOTOG TOV TPOTOVTOG TTOV UIOpEL va £XEL TPOKOAESEL AvTiOpao o€ EEVO GMLLOL LE TN
HOPPT KOKKIDHUOTOC.

IyymAacwotn o

[Mpoxeyévov va PBerTiabel n yyvnAactdTTa TV BIOAOYIKOV GOPUOKEVTIKOV TPOIOVIOV, TO OVOUd
Kot 0 0ptBpdg TapTidog ToL YoPTYOVLEVOL PUPUAKOD TPEMEL VA KATAYPAPETAL LE COPIVELML.
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