INAPAPTHMA I

NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

TachoSil vrdéeTpOE, [LE GVYKOAANTIKO 1GTOV

2. MHOIOTIKH KAI IOXOTIKH XYNGEXH
To TachoSil mepiéyet avé cm?:

Ivodoyovo avBpdnivo 5,5 mg
Opouptvn avBpomvny 2,0 [U

IMo tov 77PN KaTdAoyo TV ekddY®V, BA. Topdypaeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
YTOGTPOLO L€ CUYKOAANTIKO 1GTAV.

To TachoSil givol vTOAELKO VAOGTPOUA LE GVYKOAANTIKO 16TV, H dpactikr TAevpd Tov
VITOGTPDOUATOS, TTOV EIVOL EXKOAVUUEVT] LE V®OOYOVO Kot Bpoufivn, eivar onuetopévn e kitpvo

XPOLLOL.

4. KAINIKEYX MAHPO®OPIEX
4.1 OgpamevTikég gvoEilerg

To TachoSil evdeikvutotl og eviikec Kot Toudtd amd v niikio tov 1 unvog yo vrootnpiktikn Oepamneio
OTN XEPOLPYIKN Yo PEATIDON TNG AUOGTOOTG, Y10 TPOAYMYN TNG CLYKOAANGNG IOTMV KOl Yo
VTOGTAPIEN PAPDOV GTNV AYYEIOYELPOVPYIKTY OOV 01 GUVIHDEIS TEYVIKEG EIVOL OVETOPKEIC.

To TachoSil evdeikvutol 6g EVAAIKES Y10 VTOGTNPIKTIKY GTEYAVOTOINGON TNG OKANPNG UNVIYYOG,
TPOKELUEVOD VO ATTOTPOTEL LETEYYEIPNTIKT S10PPOT] EYKEPAAOVAOTLOIOV VYPOD UETA OO

vevpoyelpovpykn enéuPaocn (PA. moapdypago 5.1).

4.2 Aocoloyia Kol TpéTOg YopyNoNs
H ypnon tov TachoSil nepropiletar og Epneipoug yeypovpyoc.

Aogoloyio

H mocotta TachoSil mov mpénet va epapuoletal Tpémel TAvVTa vo TpocavatoAiletal Tpog TV
voKEipevn KAvikn avaykn v tov acfeviy. H mocotta TachoSil mov npénel vo epappoletan
e€aptaron omd 1o péyebog TG EMPAVELNG TOV TPUVLLOTOC.

H epappoyn tov TachoSil npénet va e&atopkevetar amod tov Bepdmovta yeipovpyo. Xe KAVIKES
UEAETEC, Ol OTOMIKEG HOGELG EXOVV TLUTIKA KVupavOel amd 1-3 povadeg (9,5 cm x 4,8 cm). 'Exet avaeepbei
epappoyn uéxpt 10 povadwv. Ia pukpdTepa Tpad AT, T.). OTIV OOV EXEUPOTIKY XEPOVPYIKN
GUVIGTOVTAL TO, LUKpOTEPOV peyEBovg vootpmpata (4,8 cm x 4,8 cm 1 3,0 cm x 2,5 cm) 1 10 TTpo-
ToMYpEVO VOGTpOLe. (Tov Baciletar o€ vdoTpmua 4,8 cm x 4,8 cm).

Amonteitanl 60oTdC YEPIoUOG KOt EQOPOYN TOV TPpoidvToc. Exyovv avapepbel kdmolec mepmtdoelg
ovppvcev (PA. Tapdypago 4.4) Kot TPOPANUATOY TPOGKOAANGNC TOV TPoTdvTog (PA. mapdypao 4.8
KoL Topdypopo 6.6).



Tporog yoprnynons

IMa ypion eni g PAGPNG wovo. No pn ¥p1GILOTOIEITOL EVOYYELNKA.
BA. mapdypago 6.6 yio Aemtopepéotepec 0dNyies.

4.3 Avtevositag
To Tachosil dev npémetl va epapudletor evoayyeloKa.

Yrepevaroncia oTig SpacTIKEG 0VGiES 1} OE KATO10 Ol TO EKO0YO TTOV AVOPEPOVTUL OTIV
TopAypao 6.1.

4.4 E1dwkéc mpogidomonoelg kot mpo@uidiers katd  ypion

Iyymlacétra

[pokeévov va Bedtibel n yyvnAaotdtto TV POAOYIKOV QOPUOKEVTIKOV TPOIOVI®Y, TO GVOUA
KoL 0 aplOpOC TOPTIOAG TOL YOPTYOVLEVOL PAPUAKOL TPETEL VO KOTAYPAPETOL LLE GOPTVELX.

Cevikée TpopuAdéelc
INa ypnon eni g PAafng povo.

Na un ypnoonoteiton evéayyelokd. ATenTikég yio tn {1 OpouPoepPorikéc emmiorég umopei va
EUPAVIGHOVV €GV TO GKEVAGLO EPUPLOCOEL EVOUYYELOKAL.

Agv &govv Anebel 101Kd oToyein yio TN XpHoN AVTOD TOL TPOIOVTOG GTN XEPOVPYIKT OVAGTOUMCEWDY
TOV YOGTPEVTEPTKOD.

Agv givor yvootd eav 1 mpdoeatn axktivobepaneio emnpealel v omoteAespotikotnTo ToV TachoSil,
OTOV AVTO YPNCUOTOLEITAL Y10 T1 GTEYOVOTOINGOT TNG OKANPNG VLYY,

Avtidpdoels vrepevaicnociog

Onwg pe 0mo100MToTE TPAOTEIVODYO TPOIOV, OAAEPYIKOV TOHTTOL AVTIOPAGELS LITEpEVALGONGiag gival
duvatéc. Inueio avtidpacemy vepevaicincioc tepiAapuPfdvoury Kvnopod, Kvidmon YEVIKEDUEVT,
aicOnpa cveEigng tov Bdpaka, cuptypd, vedtacn Kot avaeviasio. Edv avtd ta copntdpota
enQavicodv, 1 yoprynom TPETEL VoL SIUKOTEL AUECHG,.

ZUUQUGELS

[N va amopevyBel  avantuén copevoewy 16ToL o€ un emBountd onueio, Pefarmbeite 611 o1
TEPLOYEG 10TOV EKTOC TNG EMBVUNTAG TEPLOYNG EPAPLLOYNG £XOVV KAOOPIOTEL EMAPKADG TPV OO TN
yopnynon tov TachoSil (BA. mapdypago 6.6). [TepintdGEI COLLPLONC GTOVS YACTPEVTEPIKOVG 10TOVG
IOV 00N YNOOV GE YUOTPEVTEPIKT ATOPPUEN EXOVV OvapEPDEL LLE TN XPTOT TOV TPOIOVTOC KATA TN
SteEayyn XEPOVPYIKNG EMEUPACTC GTNV KOIALOKT XDPA, KOVIQ GTO EVIEPO.

e mepintmon kotomAnéiog, To leyvovo cuvion wTpikd péTpa Yo ) Oepameio g katamAnéiog
TPEMEL VOL TNPOVVTAL.

Metadidouevot mopdyovtes

Ta cuvnOn pétpa yro TpOANYT AOUDEEDY TOL TPOKVTTOLY OO TN (PO POPLOKEVTIKMY TPOIOVI®V
ToPOcKELALOUEVOV aTO ovOpOTIVO aipa 1] TAAC U TEPIAAUPAVOVY ETIAOYT TOV BOTMV, EAEYYO TMV
LELOVOUEVOV dMPEDV Kot dEEOUEVOV TAAGLOTOS Yo €101K0VG deikTeg AoumEemv Kot vrapén otadinv
TOPOYOYNG OTOTELEGLOTIKAV Y10l TNV adpavoroinon/aropdkpoven tov wov. [lapd tavta, étav
XOPNYOHVTOL PUPUOKEVTIKE TPOTOVTO TOPACKEVOCSUEVA amd ovOpdTIvo aipa | TAdoua, 1 TlavoTTa
UETAS0ONG AOUMIDV TAPOYOVTIWV OEV UTOPEL VO ATOKAEIGOEL EVTEADS. AVTO 1GYVEL EMiONG YU
AyvOOTOVG 1 OVOKOTTTOVTEG 100G Kot GAAa Tafoydval.




Ta AapPavopeva pétpa Bempobvtol AmoTELEGUOTIKE Y1 1006 pe mepifinua 6nmg HIV, HBV kot HCV
Kot Yo Tov yopic mepifinua 10 HAV. Ta Aappavopeva pétpao pmopet va givor meploptopévng asiog
KaTd TV 10V Yopic tepiPAnua 0nwc o mapPfoidc B19. H Aoipmén and mapPoié B19 umopei va givat
coPapn yuo eykvoVg Yovaikes (EpPpuikn AoipmEn) Kot yio dTopo e avosoavVETApPKELO 1) avENIEVN
gpvBpomoinon (.. APOAVTIKY ovaLpLict).

4.5 AMMAETIOPAGEIS NE GALN QUPUOKEVTIKG TPOTOVTH KUl AALEG HOPPES UAMAETTIOpAGTS

Agv &yovv mpaypatomoinoel peléteg AAANAETIOPAGEWV.

Me mapdpota £m¢ cuyKpiotua Tpoidvta 1 dStaAdpota Opoupivig, T0 GLYKOANTIKO UTopEL va
HeTOLGImOEL LETA £KBECT GE SLHADUATO TTOL TTEPIEYOVY AAKOOAT, 1dd10 1 Papéa pétaria (T.y.
avTIONTTIKA StoAvpaTa). TEToEg OVoieg TPEMEL VAL AMOUAKPVUVOVTOL GTO UEYOADTEPO duvaTO Pabld TPV
TNV EQPOPLOYN TOV GUYKOAANTIKOV.

4.6 TCovipétnTta, kdnon kot yorovyio

H acepdiero Tov TachoSil yia ypron otov dvBpwmo katd tnv kimen 1 Tov Onhoaoud dev Exet amodeydet
o€ eheyyopeves KAMvikég peiéteg. Melétec o melpapotdlma sivol avemapkels yio vo EKTIGOVY TV
AGQAAELD GYETIKA UE TNV AVOTOPAY®YN, TNV oVATTLEN TOL EUPpvov, TNV Topeia TS KONGNE Kot TNV
TEPL- KOL PETAYEVVITIKY OVOATTTLED.

Emopévac, To TachoSil Ba propodce va yopnyndei oe eykvovg kot OnAalovceg yovaikeg povov eav
GOPOS YpedleTal.

4.7 Emopaceig 61Ny IKavOTNTO 061YN01G KUL YEPLGROV UNYAVIHLATOV
Agv vréipyel cueyETIoN.
4.8 AvemOopnreg gvépysieg

Yrepevarotnoio 1 aAlepyikéc avtidpaoelg (mov umopei va meptiapupdvouv ayygooidnua, aicdnua
KooV Kol VOYHOU ot BEon epapproyns, Ppoyyocmaco, piyn, E&own, YEVIKELUEVT] KvidwOoT),
Ke@aAaAyia, e£avOnua, vTotaot, Anbapyo, vavTtia, avnovyia, Toyvkapdic, aicOnua coceryéng tov
Ompaxa, popunkicon, ELeto, cuptypd) umopel vo epeovicdodv o€ Gmavies TEPUTTMCELS o€ acbeveic Tov
vrofdrlovtol og Bepameio e GLYKOAANTIKA OO VAOEG/ AUOCTUTIKA. € LELOVOUEVES TEPMTMOCELS,
aLTEG o1 avTIdpdoslg pmopel va eEedtyBotv o soPapn avagpura&io. TEétoleg avtidpdoelg pmopet
Wwitepa vo mapatnpnovv, edv 1o okedooU ePapUOCETOL ETUVEIANUUEVA ) YOpTYEITOL OE acBeVEiC
7oV &iva Yvwotd 0Tt givol vITEPELAIcONTOL GE GLGTATIKA TOV TPOIOVTOC.

Avocoyovikotnto,

AVTIGOLOTO KOTO GLUGTOTIKOV TPOTOVTMOV [LE GUYKOAANTIKO 0Td VASEG/ ALOGTATIK®OV TPOIOVI®V
umopel va epeavicfodv ordvia.

Qo1600, og o KAvikn perétn pe to TachoSil og yepovpyicn ratog, oty onoia gpgvvidnie N
avartuén avticopdtov and tovg acbeveic, 1o 26% twv 96 acbevav mov eEetaonkay Kot
vrofAndnkav ce Bepaneia pe TachoSil avéntuée aviiomparta Evavtt Tov KoAloyovov aidyov. Ta
OVTIGMOUATO, EVOVTL TOV KOAAOYOVOL 0AOGYOL TTOV avOmTOYONKOY GE LePIKOVS acBeveic LeTd T yprion
tov TachoSil dev NTav avidpacTikd pe 1o avOpmdrivo kKollayovo. Evag acBevig avéntuée avtiodpoto
£VOVTL TOL avOpOTIVOL V®O0YOVOD.

Agv vmp&av averBounta coppdvta Tov vo uropov va amrodofohy oty avATTuén avVIICOUATMV
£VaVTL TOL avOpOTIVOL V®O0YHVOL 1 TOL KOAAAYGVOL aAGYOV.

Yndpyovv ToAD meplopicpuéva dtabéoipa dedopéva avapoptkd e v enavékdeon og TachoSil. Avo
VIoKeipeva enavekTEONKaY e pia KAVIKN HeAETN Kot eV avEpepay Kavéva avemfounto copfav
OVOGOAOYIKNG aITIOAOYIOG. 26TOGO, 1| KATAGTOGT CLTMV OVOPOPIKA LLE OVTICMUATO, EVOVTL TOV
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KOAAOLYOVOU 1] TOL V®OOYOVOL OEV EIVaL YVOOT.

®popPoepPorkég emumhorég pmopet va epeavicBovv edv 1o okedacpa epapuocel evdayyestaxd (PA.
mopaypapo 4.4).

"Exovv avapepbei Kamoleg mepmMTMGEIC VTOAEILUATOS TOV TPOTOVTOG TOL UIMOPEL VaL EXEL TPOKOAECEL
avtiopoon o€ EEVO COUM LLE TI HOPPT) KOKKIMUUTOC.

Mo v acedieia omd 100¢ PA. mapdypapo 4.4.

[Iepiinwn tov TPoik 0cOALELNC

Ta otoyyeio acedreiag Tov TachoSil yevikd avtavakhovy Tov TOTO TOV HUETEYYEIPNTIKMOV ETTAOKDOV
oV oyeTilovTal LE TIG YEPOLPYIKEG PLOUIGELS OTIG omoieg dteENyOncay ot dOKIUEG Kot e TV
VTOKEIEVT VOGO TV 0CHEVADV.

Yroyeio and okt eAeyyOUEVES KAWVIKEG HeAETEC TToL denyOnoav amd tov Kdtoyo g Adeiag
Kvihogpopioag (KAK) éxovv cuykevipmbei og eviaio chvolo dedopEvav. ZTIC EVINIEG AVOADGELS,
997 acbeveic vmopAnOnkav oe Oepameia pe TachoSil kot 984 acbeveig voPAnOnkav oe Bepaneio
ovykplong. [a Adyovg mpakticos (c0yKpion He cuviOn XEPOLPYIKT Kot GUVHOT CUOGTOTIKY
Oepameia), Toplomoinom dev frav duvatr| 6Tig dokyég Tov TachoSil. ' o Adyo avTod, ot peAETES
de&nydnoav g avoikTég PeETeG.

Koatdrloyoc avemQountwv VEPYELDV GE TIVAKQ

Ot ax6rovBeg avemBounteg evépyeteg £xovv avapepBel pe to TachoSil katd v epnepio petd v
KukAogopio Tov eapudikov. H cuyvémta 6Amv Tewv cOpBAvIoV oL avagEpovTol TapuKaTo EYEL
Katnyopromon0el mg un yvootn (dev umopet vo extiun et pe Pdon ta dabécipa dedopéva).

Koatnyopia/opyaviké cvotypa YoyvotnTe pn Yveooti

Awotapoyég TOV 0VOGOTONTIKOD GUGTIHLOTOC Avaeuloktikn katarinéio, YrepevoioOnoio

Avyyelokég SlaTopayEs Opoupwon

TaoTpevIEpIKEC SierTapaytc Evtepucn andepatn (og x’apoupyucsg enepPdoeig
KotMag)

evikég Sratapoayég Kol KATOAGTAGELG OTN ZOUPVCELG

0éom yopnynong ZyMUOTIOHOG KOKKIOUATOG oo EEVO oD

[Ip6PAnua TposkdAANGNE TOL TPOTOVTOG
[IpofAnpato pun TpocKOAANGNE TOV TPOIOVTOG

"Exovv avagepBel kGmoleg TEPITTMOGELG UM TPOGKOAAN GG TOL TPOIOVTOG LLE T HOPOT] OTOVGIOG
TPOGKOAANOTG TOV TPOTOVTOG/ OMOVGING ATOTEAEGUATIKOTNTOC. ATOTEITOL GMGTOC YEPICUOC Kot
€QapUoyn Tov mpoidvtog (PA. Tapdypapo 4.2 Kot mopdypaeo 6.6).

Avogopd mhavorloyobuevav avemBiuntov vepyeLmv

H avagopd mBavoloyoOUeEVOV avemBOUNTOV EVEPYEIDV LETE amd T YOPNYNOT AOELNG
KUKAOQOPLOG TOL POPUAKEVTIKOV TPOTOVTOG eivan onpavtiky. Emitpénet tn cvveyn mapakoiovonon
™G OXEONG 0QPELOVC-KIVOUVOL TOV POPUOKEVTIKOD TPOTOVTOC. ZNTEITOL 0O TOVG EMOYYEAUATIEG TOV
TOUEN TNG VYEIOVOUIKNG TTEPIBaAYMC Va. avapépovy 0molecdnmote mhavoloyobueveg avemounteg
gvépyeleg LEG® TOL E0VIKOD GLGTHUATOG OVAPOPAS TTOL avaypdpeTal oto [apdptuo V.

4.9 Ynepoocoroyia

Agv avapépOnke kopio TepiTT®ON VIEPOOGOAOYING.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

5. DOAPMAKOAOTI'IKEY IAIOTHTEX
5.1 DoPPOKOOIVVOUIKESG LOLOTNTES
Doppoakodepamevtikn katnyopio: Tomkd aipootatikd, kodwog ATC: B02BC30

To TachoSil mepiéyel wvwdoyovo kot Opoufivn mg EnpavOéy emicdAvppo Gty ETEAVELL
VIOGTPOUATOG Od KOAAOYOVO. Xg EMAPT] LE TO PUCIOAOYIKA VYPE, .Y, oipa, AEUPO 1) PLGIOAOYIKO
0p0 TOL CLGTUTIKG TOV EMKAADUUATOG SLOADOVTOL KO LEPIKDS OLO(EOVTOL GTNV EXLPAVELD, TOV
TPOOHOTOG. AVTO akoAovBeitan amd Ty avtidpacn wmdoyovov-0poufivig mov Eekivael To TEAKO
GTAJ10 TNG PLOIOAOYIKNG TNENG TOV aipaTog. To W®d0YOVO LETATPENETAL GE LOVOUEPT] VADOOVG TTOV
avtopata todvuepifovrar o€ OpoUPo Ao WMOES, TOV KPATAEL TO VTOGTPOLLN KOAAUYOVOL YEPA TNV
EMPAVELD TOL TPOVLOTOS. TO VMOEG SUMAEKETOL TOTE LE TOV vOoyeVH mapdyovto XIII,
MUOVPYDOVTOG EVOL COLYTO, UNYOVIKE oTABEPO SIKTLO LE KOAEG GUYKOANTIKES 1010TNTEG Kot
EMOUEVOC TTAPEYEL EMIONG OTEYAVOTNTAL.

Kiwicég pedétec mov amodeikviovy v apdotacn denydnoav e chvoro 240 acbevav (119 og
TachoSil, 121 o€ argon beamer) mov vToPANONKAY GE LEPIKN YELPOVPYIKT EKTOUN NTATOG Ko 185
acBevav (92 oe TachoSil, 93 o cuvnOn yelpovpyikn Bepameico) Tov VIOPANON KAV GE YEPOVPYIKN
EKTOUN EMUTOANG VEPPLIKOV Oykov. Mio dAAN eleyydpevn pedétn o 119 aoBeveig (62 og TachoSil, 57
G€ QLOOTOTIKO TAEYH) OEdEIEE GUYKOAAN O, UOGTAOT KOl VTOGTHPIEN POQOV GE acBEVELS TOV
vofAnOnkav oe Kapdiayyelokr yeipovpykn. H cuykdAANoN 16TdV 68 ¥E1povpyIKn TveEDUOVOG
gpevvninie o 800 eleyyopeveg doKIEG o aobeveic Tov vofAnOnKav G xelpovpykn Tvedpovog. H
TPDTI ELEYYOUEVT] KAVIKT LEAETN TTOL EPEVVOVCE TN GLYKOAANGT] IGTAOV GE YEPOVPYIKT| TVELLOVOG
ATETLYE VO TEKUPUDGEL TNV VIEPOYN GE GXECT] LE TN GLVAON ay®YN LETPOVUEVT] LE TN S1opLYT 0EPOL
AOY® TOL OTL TEpLdpPave peydin opdada acbevav (53%) yopig dtapuyn aépa. Opme, n dedtepn
UEAETN TTOL EPEVVOVGE TN GLYKOAANOT 10TOV € 299 acbeveig (149 oe TachoSil, 150 oe cuvion
YEPOLPYIKN Oepameiar) Le amodedeyLEVT DLEYYEIPNTIKN dLapLYT aépa EOE1EE TNV LITEPOYT| TOV
TachoSil o cOykpion pe ™ cvvnOn aywyn.

H amotehecpatikotnto tov TachoSil dokipudotnke 6g o ToXoomomuévn, EAEYYOUEVN LEAET oE

726 acBeveic (ek TV omoiwv 362 vrofAndnkay o Oepaneio pe TachoSil kot 364 NTov PapTLPES) TOL
voAnOnkav og yepovpykn exépuPacn ot Pdon Tov Kpaviov, g Bepomeios GLUTANPOUATIKY TG
GLPPUPNG YLOL T GTEYOVOTTOINGT TG OKANPNG UNVIYYOC, otny ool (LeAétn) M EkPaocT avagopikd e
TNV OTOTEAEGHOTIKOTNTO LETPNONKE LETEYYEPNTIKA G EMPERAIOUEVES SLAPPOEG EYKEQUAOVOTIOIOV
vypo¥ (ENY) 1 wevdounviyyoknieg, 1 og amotuyio g Oepaneiog KoTd T S1GpKEN TNG YEPOVPYIKNAG
emEUPOONG. T VTN TNV UEAETN, OV UTOPECE VO, TEKUNPLOOEL | OVEOTEPOTNTO GE GUYKPION UE TNV
TPEYOVON TPUKTIKN (1 omoia TEPILAUPOVE GUPPAPT], UNVIYYOTAQGTIKT, Kol tV®OT KOl TOAVUEPT
GTEYAVOTOINTIKA 1] GLVIVAGHOVS AVT®OV). Ot apBpol TOV VTOKEWEV®V TOL OVIILETAOTIGOV EVOL
ouupdv éxPaocng mov apopovce TNV anotehecuatikotnTo Tav 25 (6,9%) kot 30 (8,2%) Yo tovg
aoBevelg mov voPAnOnkav og Bepamneio pe To TachoSil kot yio Tovg acBeveig mov voPAnONKY oE
Bepoameio pe TNV TPEYOLGO TPOKTIKY| AVTIOTOLYO, EYOVTOG MG amoTEAESHA AOYo Thavotitov 0,82 (95%
CI: 0,47, 1,43). Q61600, Ta S1UGTNHATO EUTIGTOGVVNG 95% TMOV AMOTELEGUATMV Y10, TOV AOYO
mavotnTev vréde&ay 0tL o TachoSil giye TOPOUOLN OTOTEAEGUATIKOTITO, LLE TV TPEXOVOA,
TPOKTIKY. Xe avt TN peAétn agoroynOnkav 600 teyvikés epapuoyng tov TachoSil: epappoyn tov
TachoSil enti Tng oxAnpng unviyyog kot epappoyn tov TachoSil oe apeodTepeg TIg TAELPES TNG
oKAnpng unviyyas. Ta arotedléopata dev vmootipiEay t devtepn puébodo. To TachoSil Bpébnke va
elvar KoAQ avekTd Kot aGQAAES Yo Xp1on oG BEpUmEin. GUUTANPOUOTIKY] TNG GVYKAEIONG TNG OKANPNG
UVLYYOG GT VEVPOYXELPOVPYIKT).

Houdortpikodc TAnfvoudc

Y7apyovv TePLopIGUEVA SESOUEVA Y10 TNV VTOGTNPIEN TG TOTEAEGUATIKOTITOC KOl TG AGQAAELOG
tov TachoSil otov madiatpikd TAnbvopd. e KAvikég pedéteg, cuvolikd 36 modatpikoi acbeveig
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niwiog 0-13 etddv vroPAndnkav o Oegpaneia pe To TachoSil ot yepovpyikn frartog. Mio perétn
drokdmn ke Tpoémpa petd v évtaén 16 amd tovg 40 acbeveic Tov giyav TPOYPAULATIOTEL Xe Lol GAAN
UEAETN, 8 madid evdyOniay o€ oyedGHO oVYKPIoNG Kot 12 akdun moudid evtaynkav oe avolkto
oyedoouo.

Agv vréipyouvv £YKupol SEGOUEVE YO TIV 0lVOCOYOVIKOTNTA.

5.2 @ opPoKOKIVITIKES 1O10TNTES
To TachoSil mpoopiletar yia yprion novo oty meployn g Prapnc. Evayyeiaxn yoprynon
avtevdeikvotar.

Emopévac, evoayyelokég @aploKoKivnTIKES LEAETEC Ogv £yvay 6ToV AvOpwTo.

Ta cuYKOANTIKE amd vmddec/aipootatikd petaforilovtat pe Tov 1610 TpOTO OTWS TO EVOOYEVES
WOOES, LLE VOOIOAVOT| KAl QAYOKOTWOOT).

e perétec og {da, to Tachosil Proamoucodopeital HETA amd YOpyNoT| G EXUPAVELN TPAVUATOG LIE
Ay vroleippoto va mapapévouy petd and 13 gfdopddes. [IAnpng amotkoddunon tov Tachosil
mapatnpNOnKe ce peptkd {oa 12 pRveg PHETA TN YOPNYNGT TOV GE TPAVIN GTO NTAP, EVA HIKPA
vroAgippoTo akopo Topatpiinkay oe dAha {ma. H anotkodounon oyetiotnke pe omonon tov
KOKKIOKLTTAP®V KOl GYNUOTIGUO topPOPTIGLUOD KOKKIDAOVE 10TOD EVOMUUTMOVOVTOG TO
amowodopovpeva vroieippata tov Tachosil. Aev mapatnpiOnkov ctoyyeia Tomikng Svcavetiog og
pekéteg oe {oa.

Amd Vv gumepio otov GvOpmmo, £Xovv LTAPEEL LEPOVOUEVEG TEPITTAOGELS OOV TO. VTOAEILLOTA
TAPOTNPNON KAV MG TVYOL EVPTLLATA YMPIC CNUEIN AEITOVPYIKNG SVGAEITOVPYING.

53 Ipoxivikd dogdopéva 1o TV acParero
Meréteg ToEIKOTNTOG LE EPATa yopNYNoN o€ dapopeTikd €idn {hmv dev £xovv deitet onueia o&Emv
TolIK®V dpdoemv.
6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotdroyog ekdoymv
KoAlayovo ardyov
AABoupivn avBpamivn
Pioorapivn (E101)
Ndrpro yAwprovyo
Ndtpro kirpwcd (E331)
L-apywivn-vdpoyrmpiki.
6.2 AcvpfatotnTeg
Agv gpappoletat.
6.3 Avbpkera Cong
3 ypdvuo.
Mo to pUALo Tov Pakehickov avorydei, To TachoSil mpénel va ypnoponombel apéowmc.

6.4 Iowitepeg Tpouraéels kata T @OLAEN TOV TPOIOVTOG

Mn puAdooete og Beppoxpacio peyarvtepn tmv 25°C.
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6.5 @01 KOl GVOTATIKE TOV TEPLEKTT

Kdafe vroctpopa pe cuykodntikd 1otd@v cuckevaletat oe koywéAn PET-GAG copayiouévn ue
emualoppévo euALo PE. H kuyéhn cuokevdletan oe pakelicko and @OALO aAovptviov Tov
TEPLOUPAVEL GAKKO OmOENPOVTIKOD Kol GUOKEVALETAL GE UVOSITAOVILEVO KOVTI.

2VoKEVOGIES

Yvokevooio pe 1 vmootpopa 9,5 cm x 4,8 cm

Yvokevocio pe 2 vrootpopata 4,8 cm x 4,8 cm
Yvokevooio pe 1 vmootpopa 3,0 cm x 2,5 cm

Xvokevacia e 5 vrootpopota 3,0 cm x 2,5 cm
Yvokevaocia pe 1 mpo-tvitypévo vootpopa 4,8 cm x 4,8 cm

Mmnopel va U1 KoKAOQopovv OAEG Ol GCLCKEVAGIES.
6.6 Idwitepeg TPpoPUAAEELS OmOpPIYNG KOl AAAOG YEIPLOROS

To TachoSil dwatiBetat £Toylo mTPOg PN OT GE GTEIPEC GVOKELUGIES KOl TPETEL VA, TUYYAVEL OVAAOYOL
YEPIGLOV. XPNGILOTOIEITE LOVO UM KOTEGTPOUUEVEG CLOKEVOGIES. ATOE 1 GuoKevacio avorydet,
ueténetrta amooteipwon dgv gival dvvarr. O e®Tepikdg PakeAIcKOG amd PUALO 0AOLUVIOV PTOpEL va
avolyBei o un oteipo ydpo. H ecmtepikn oteipa koyéin npénet va avorybei oe oteipo yopo. To
TachoSil mpémet va xpMoomoteitol apécmg LETA TO AVOLYLLE, TOV ECOTEPIKOV GTEIPOL KOAVILOTOC.

To TachoSil ypnoonoteitor oe oteipeg cuvinkes. Ilptv TV ePappoyn N EMPAVELD TOL TPADLOTOC
nmpénetl vo KaBapileton .y, omd aipo, amoAvpavtikd kot iAo vyYpd. Metd TV amopdKpLVGT TOL
ovpparikov, erinedov TachoSil amd v oteipa cvokevacia, to TachoSil Tpénel va TpodypaiveTor e
@VO10A0YIKO 0pO Kot UETA Vo, epoppoleTol apécmg. H kitpvn, dpaotikn TAELPE TOL VTOGTPOUATOC
€QapUOlETAL GTNV AHOPPUYOVCH/EKPEOVGO. ETPAVELD KOl KPOTIETOL EXTAV® GE OVTY UE EAAPPA TTiEDT
v 3-5 Aemtd. Avti 1 dwdikacio kabiotd duvarh v gdkoAn tpockoiinon tov TachoSil otnv
EMPAVELD TOL TPOVLOTOG.

Metd v amopdkpuvon tov tpo-tvlypévov TachoSil and v oteipa cvokevacia, To TachoSil Tpémet
va epapuoleTar apécms SLOUEGOL TPOKApP Y®Pig Tpoliypavor. Evad Eetvdiyetal To vdooTpopa, 1
Kitpwvn, OpacTIK) TAELPE TOL VIOGTPDOUOTOG EPAPUOLETAL GTNV QUUOPPAYOVGH/EKPEOVTA, ETLPAVELQ
APNOWOTOLDVTAG T.Y. Kabapiopévn AaPido Kot KpaTETol EXAVM GTNV EMPAVELY 0VTY LE VYPO eMiBeLLOL
ue ehappd micon yio 3-5 Aemtd. Avti 1 dadikocio kabioTd dvvatny TNV €0KOAN TPOGKOAANOT TOV
TachoSil otV empdveia Tov TPAVLLOTOG.

[Tieon aokeitan pe vypavBévta yévtia 1 pe eAa@pd vYPO emidecpo. Ady® NG 1GYLPNG CLYYEVELNS TOV
KoAAay6vou e to aipa, to TachoSil propet eniong va KoAhdel og yeipovpyikd epyaleia, yavtio 1
TOPOUKELEVOLS 16TOVG KOAVUUEVOLGS [E aipto. Avtd pmopet va amopevydel pe tov Kabapiopod
YELPOVPYIKDV EPYOLEIDV, KL YOUVTIOV KOl TOPOKEILEV®V 10TMV TPV TNV £papproyn. Eivar onpavtikd
Vo oMUELDET 0TI € TEPITTMON OVETOPKOVS KOOUPIGHOD TV TOPUKEIUEVOV IGTMV, EVOEYETAL VO,
wpoxAnfodv coppioels (BA. mapdypoapo 4.4). Metd v nieom tov TachoSil endvw oto Tpadpa, T0
YAVTL T O ENMIOEGOG TPEMEL VOL ATTOLLOKPVVOVTOL TPOCEKTIKA. 1ol var amopevyBei 1 ehappd petaxivion
tov TachoSil and tn 8éon tov, npénet to TachoSil va kpatiétar ot B€om oL and ™ pio dKpn, Ty UE
pio Aafida.

Evollaxtikd, m.y. o€ mepintoon eviovotepng apoppayiag, to TachoSil pmopel va epappodletar ympic
npoiypavor, evd emiong méletal ehaepd 6To Tpadpa Yo 3-5 Aemtd.

H dpactikn tievpd tov TachoSil Tpémet va epappoletor pe tpdmo mov va exteivetar 1-2 cm wépa amd
TIG AKPEG TOV TPOvaToG. Edv ypnoomombel mepiocdtepo amd éva vadoTpOU, 0VTA TPETEL VO
oAAniemikaAivmrovron pepikmg. To TachoSil uropei va komel 610 cmotd péyedog kan va Aapet to
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KATdAANA0 oyApa av eivor ToAD peydlo.

21 vevpoyelpovpyiki, to TachoSil mpénet va epappdleton emmpdobeto Tpog TNV TPOTAPYIKN
o0OYKAELON NG GKANPNG HNVLIYYOS.

To mpo-tvAtypévo TachoSil pmopet va ypnoipomon el Kot yio avolKTi XEPOVPYIKY KAl 6TV HOGOVA
EMEUPATIKN YEPOVPYIKY, EXEWN Umopel va Tepdoetl Stapécov Topt 1 Tpokdp 10 mm 1y peyaddtepov.

Kda0e aypnoponointo eapuakenTikd Tpoiov 1| DITOAEWLLO TPETEL VA, OTOPPITTETOUL GOUPOVE, JE TIG
KOoTd TOTOVG 1oYDOVGEG GYETIKEC SLUTAEELS,
7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Corza Medical GmbH
Speditionstral3e 21
40221 Diisseldorf
Teppavia

8. APIOMOZX AAEIAY KYKAO®OPIAX

EU/1/04/277/001-005

9. HMEPOMHNIA ITPQTHY Er'KPIXHE/ANANEQYXHY. THX AAEIAX
Huepounvia mpotnc £ykpiong: 8 lovviov 2004

Hpepounvia tedevtaiog ovavéwong: 30 Arpidiov 2009

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aemtopepeig mAnpoeopieg yio To TapoOV POPUAKEVTIKO TPoioy givar StaBécieg 6ToV SIKTLOKO TOTO
tov Evponaikod Opyavicpod @apudkov (EMA) https://www.ema.europa.eu/.




ITAPAPTHMA 11

MMAPAXKEYAXTHX TQN BIOAOTI'TKQX APAXTIKQN
OYXIQN KAI MAPAXKEYAXTHEI'QI'OX YIIEYOYNOX
I'TA THN AITIOAEXMEYXH TOQN ITAPTIAQN

OPOI H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAT AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H TEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

10



A. TTAPAXKEYAXTHX TQN BIOAOTI'IKQX APAXTIKQN OYXIQN KAI
IHHAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopuo kot d1e06vven Tov TOPUCKELAGTN TOV BLOAOYIKOC dPOCTIK®OV
0VGLHOV

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

Marburg

ITepuavia

‘Ovopa kot 51evfuven Tov TOPUCKELAGTN TOL Eival LTEVOVYVOC Y10, TNV ATOOEGUEVGT] TOV
ToPTIO®V

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

A-4020 Linz

Avortpia

B. OPOI H HEPIOPIZXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTikd Tpoidv yo To omoio amatteitan TEPLopiopévn wrptkn cvvoyn (PA. Hapdpmpa I:
[TepiAnyn tov Xapoktnpiotikdv tov Ilpoidvtog, mapdypapog 4.2.)

. Enionun anodéopevon naptiowv

XOoppovo pe 1o dpbpo 114 g odnyiog 2001/83/EK 6mwg tpomomomOnke, m emionun
OTOOECUEVOT] TOV TOPTIOMV TPAYLUTOTOLEITOL OO KPATIKO EPYACTNPLO 1 0d EPYUCTNHPIO TOV
£yel oprobei yio Tov okomd avTo.

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢cg1g meprodkng mapaxorovdneng g ac@direlas (PSURS)

O Katoyog Adeiag Kukhopopiog (KAK) Ba katabétet PSURs yio 10 ev Adym mtpoidv cOppova
LE TIG OTOTNGELG IOV 0pilovTal GTOV KATAAOYO e TIg NUepounvieg avapopdg g Evoong
(xatdhoyog EURD) mov mapatifetar 1o apbpo 107y mapdypapog 7 tng odnyiag 2001/83/EK
Kot KaOe emoKOAOLONG ETKALPOTOINONG OTMG OMUOGIEVETAL OTIV EVPMIAIKT SUKTVAKT TOAN Y10l
o PAPLOKOL.

A.  OPOI'H HEPIOPIZMOI ZXETIKA ME THN AZ®AAH KAI
ATIOTEAEXIMATIKH XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyéoro owayeipiong kKivovvovu (ZAK)

0O Karoyoc Adetog Kukhogopiag (KAK) Oa die&aydyet Tig omattodpeveg dpactnplotnteg

Ko ToPEUPAGELS PUPUAKOETAYPOTYNONG OTMG TOPOLGLALovTaL 6TO GLUEOVNOEY TAK

7oV TOPOoLGALETOL oTNV evOTNTA 1.8.2 TG Ad€10¢ KUKAOPOPING KOl OTOIEGONTTOTE
emokoloveg eykexpiuéveg avabempnoelg tov XAK.
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Emunpocheta éva emkaiporompévo XAK Oa mpémet va katatedet:

e Metd and aitnua tov Evponaikod Opyavicpod Oappdkmv,

o OnOTEINTOTE TPOTOMOLEITOL TO GVGTN A OLOYEIPIONG KIVOHVOV, EIOIKA (G OTOTEAEG A ANYNG
VE@V TANPOPOPLOV TOV PTOPOVV VO ETLPEPOVY GTLLAVTIKT OAAXYT) GTI GYECT] OPEAOVG-
KWVOOUVOL 1] MG AOTELEC LA TG EMITEVENG EVOC GNUAVTIKOD OPOGTILLOV
(poppoakoemaypOTVNON 1 EANYLGTONTOINGCT KIVOUVOL).

Edv n vroPoAn wog EITTA ko 1 emkaiporoinomn tov XAK cupnintovv, dbvavral vo kototedodv
TAVTOYPOVAL.

12



IHAPAPTHMA 111

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

KOYTI

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

TachoSil vrécTpOUL He GULYKOAANTIKO 1GTMV
wmdoyovo avOpmmvo/Opoufivn avBpmmivn

[2.  XYNOEXIH IE APAXTIKH(EX) OYXIA(EX)

Kd0e vmootpopa meptéyet avd cm’
Ivwdoyovo avOpdmivo 5,5 mg
®poufivn avBpdmivny 2,0 TU

[3. KATAAOIOr EKAOXQN

KoAlaydvo addyov, arfovuivn avOpomvn, prpoerafivn (E101), vatpro yrAmptovyo, VATplo KItptkod
(E331), L-apywivn-vdpoyropik.

| 4. PAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Y7ROGTpOULO LE GLYKOAANTIKO 10TMV

1 vrootpopae 9,5 cm x 4,8 cm

2 vrootpopata 4,8 cm x 4,8 cm

1 vrdotpopa 3,0 cm x 2,5 cm

5 vrootpopota 3,0 cm x 2,5 cm

1 mpo-toAypévo vdéotpopa 4,8 cm x 4,8 cm

| 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

IMa ypion ent g PAGPNG.
AwpBdote To POAALO 0ONYLDV XPHONG TPV TN XPNON.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TITAIAIA

No puAdocetal og Béon v omoia dev PAETOLY KO OV TPOGEYYILovY Ta TOUdIAL.

[7. AAAH(EZX) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EYX)

MOoAg To PUALO TOL POKEAMGKOV 0voLyDEl, ¥pNOLUOTOIEISTE APECHS. MMV EMAVOTOGTEPMCETE.
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| 8. HMEPOMHNIA AHEHX

EXP

| 9. EIAIKEYX XYNOHKEY OYAAEHX

Mn pvrdocete o Beppokpacio peyaivtepn tov 25°C.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHZIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQON ITIOY TPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

Kd&Be un ypnoponombév mpoidv 1 vrdieyipo TpEmel vo omoppLpbel cOUP®VA LE TIC KATO TOTOVS
1OYVOVCES GYETIKEG OLUTAEELS.

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

Corza Medical GmbH
Speditionstral3e 21
40221 Diisseldorf, I'eppavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/04/277/001 1 vrdéotpopa 9,5 cm x 4,8 cm
EU/1/04/277/002 2 vrootpdpata 4,8 cm x 4,8 cm
EU/1/04/277/003 1 vmootpopa 3,0 cm x 2,5 cm
EU/1/04/277/004 5 vrootpopota 3,0 cm x 2,5 cm
EU/1/04/277/005 1 wpo-tuAtypévo vdotpopa 4,8 cm x 4,8 cm

| 13. APIOMOX ITAPTIAAX

Lot

| 14. TENIKH KATATAEZEH I'lA TH ATAOGEXH

| 15. OAHIIEX XPHZHX

| 16. HAHPO®OPIEX XE BRAILLE

H oitioAdynon yio va unv tepiinebdsi n ypoen Braille givor amodektn

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

A16d100T0TOG YPOUU®TOS KOdKAS (2D) Tov pépet Tov TepANPBEVTO LOVASTKO OVaYVOPLOTIKO KMOKO.
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18. MONAAIKOX ANATNQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

GAKEAIZKOX AIIO ®YAAO AAOYMINIOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHEZHX

TachoSil vrécTpOUL Le GLYKOAANTIKO 1GTMV
wmdoyovo avOpmmvo/Opoufivn avBpmmivn
I xprion et g PAaPng

[2.  TPOIIOX XOPHIHIHZ

Awfdote To EOALO 0dNYIOV YPNONG TPLV TN YPNOT

| 3. HMEPOMHNIA AHEHX

EXP

4.  APIOMOZX IIAPTIAAX

Lot

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

1 véotpopa 9,5 cm x 4,8 cm
1 voéotpopa 4,8 cm x 4,8 cm
1 voéotpopa 3,0 cm x 2,5 cm
1 mpo-tvAlypévo vtootpoua 4,8 cm x 4,8 cm

6. AAAA XTOIXEIA
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EAAXIXTEX ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYINIOY BLISTER 'H XTIX TAINIEX

KYYEAH ITOAYAIOYAENIOY TEPEOOAAIKOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

TachoSil

| 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Corza Medical GmbH

| 3. HMEPOMHNIA AHEHX

EXP

| 4. APIOMOX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonyOv ypiong: [Iinpogopisg yia Tov yp1otn

TachoSil vrécsTpONA pPE GVYKOAITIKG LGTOV
wwmdoyovo avOpmmvo/Opoufivn avBpmmivn

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 00N YAV (PN GNG TPLV UPYICETE VA (P CLULOTOLEITE AVTO

T0 QappoKo, 16T TEPLLAPPAVEL SNUAVTIKEG TANPOPOPIES Y10 GOC.

- DuAGETe avTo TO EUALO 03N YLV Yprions. Towg ypelaotel va to dafdoete Eavda.

- Edv éyete mepartépm amopiec, poTNGTE TO YIUTPO GO,

- Edv mapatnpioete kamowo avemBountn evépyela, EVUEPDGTE TOV YATPO GOC. AVTO 1GYVEL
Kot Yo kéBe mBovn avemBOUNTI EVEPYELD TTOV OEV AVOPEPETOL GTO TAPOV GUALO 0ONYLDOV
xpnons. BAéme mapdypoago 4.

T epréyerl 1o mapoév OLA0 00N YLOV:

1. Tt etvon To TachoSil kot o ivat 1 gpron Tov

2. T pémerl va yvaopilete mpv ypnopomomioete 1o TachoSil
3. I1og va ypnoiponomoete to TachoSil

4. ITBavég avemBOUNTES EVEPYELEG

5. IIog va puAdooete to TachoSil

6. IIepieyoueva g cuoKevLAGiag Kot AoUTEg TANPOPOPie

1. T givon To Tachosil ko wora givor n prion Tov

[Tog dpa o TachoSil;

H «itpwn mhevpd tov TachoSil mepiéyet ta Spaotikd cvotatikd: wmdoyovo kat OpouPivn. H kitpivy
mievpd tov TachoSil etvat emopévag n dpactikn whevpd. Otav 1 dpacTikn TAELPE £pyeTol o€ ETOON
HE Ta VYPA (OTTmG aipto, AERPO 1 PLGLOAOYIKO 0pd) TO v@doYOVO Kot 1] Bpopfivn evepyomotohvTan Kot
oynuotilovv éva diktvo amd wmdeg. Avto onuaivel 0Tt To TachoSil koAAGEL GTNV EMEAVELN TOV 1GTOV,
TO aliplol TAYVLTOL (TOTKT OUOGTOGCT]) Kot O 16TOG GVYKOAAATOL XTov opyavioud o TachoSil Ha
StovBel ko Ba e€apavicBel eviedmg.

IMow iva  ypom tov TachoSil;

To TachoSil ypnoponoleitor Katd ™ SIEPKELL YEPOVPYIKNG EXEUPACTG Y10 VO GTAUATAGEL TNV TOTIK
apoppayio (QUOGTAOT) KOl Y10l VO GUYKOAANGEL TIG EMPAVELES IOTMV GE ECOTEPIKA OPYAVA, GE
EVIALIKEG Kol Toud1d oo TV nAKio Tov 1 unvog.

To TachoSil evdeikvutol emiong 6€ EVAAIKESG, KATE T1 SUPKELD VEVPOYEPOVPYIKADV EXEUPAGEWDV, Y10,
TNV VIOGTAPLEN TNE GTEYAVOTOINGNG TG OKANPNG UNVIYYOC KO TNV GToTPOTH d10ppons
EYKEPAAOVMTIOAOL VYPOL UETE TNV ETEUPOOT.

2. Tuvapémer va yvopilete npty ypnoponouioete 10 Tachosil

Mnyv ypnoiponomjcete 7o TachoSil

- o€ mepintoon oAdepyiog og wwdoyovo avBpmmivo, og Bpoufivn
avOp®OTTIVN )| 6€ OTTO10OMTTOTE GAAO GO TO GLGTATIKG CVTOV TOV PAPUAKOV (AVAPEPOVTUL GTNV
TapAypapo 6).

Ipocidonomosig kot TPoPLAGEELS

To TachoSil mpoopiletar yio TOTKN YPION LOVO KOt OV TPEMEL VO. EPAPUOLETAL LEGO GE OUOPOPO
ayyeio. Mmopei va eppavicBovv Bpoppor aipartog edv to TachoSil epaprochel akovcimg péca oe
OLLOQOPO ayyeio.

Eivon mBavo va gpeoavicete aAlepyikn avtidpaon petd thv epappoyr tov TachoSil. Mropet va
TOPOLGLACETE KVidwomn 1 eE4vOnua 6010 e kvidwTiko e&avonpa, Bwpaxikn dvseopia 1| aicOnua
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oVoP1YENG Tov Bdpaka, cuptyrd 1 younAn aptnplokn wieon. [pémel va evnuepdoete 10 yoTpd cog
OUECHG EGV TOPOTIPNGETE OMOIOOMTOTE OO CVTA TOL CUUTTOOTOA.

Mertd ™ yepovpyikn enéuPacn oty Kotkokn xdpo kot v to TachoSil cuykoAinbei o
TOPOKEIEVOVG 1GTOVG, VITAPYEL TOOVOTITA SNUIOVPYING OVAMIDY IGTMV GTNV TEPLOYN OTNV Omoia
Tpoypatonoleital 1 xepovpyikn enépPfoct). Ot 0LAMOIELS 1GTOT EVOEYETOL VO TPOKAAEGOVV TN
GLYKOAAN G ETPAVELDV TOV EVTEPOV, YEYOVOS TTOL UTOPEL VO 00N YNGEL GTNV OTOPPAET TOV EVIEPOV.

Orav dppoxa mapackevdloviol and avipodmivo aipo 1 TAdcud, AdpPdvovol opiopéva HETPa Yol
v TPOANYM AomdEewv mov petadidovrol otovg acheveic. Avtd TepAapPAvouy TNV TPOCEKTIKY
EMAOYN 00TOV OiIATOG Kot TAGCHATOG, Yol va, eEac@orleTot 0Tl amokigiovtal SOTEG TOL VILAPYEL
Kkivduvog va givar popeig AodEEMV, Kal ToV ELEYY0 TNG KABE dWPEAS Kol TV SEEAUEVAOV TAAGLLOTOC
v onpeia 1wv/aAopméemy. Ot Hapaymyol avtdv Tov Tpoidvtev tepthapupdvovy eniong otddio otnv
ene€epyocio TOV OilOTOC 1) TOV TAACUOTOG TO OO0 UITOPEL VOL AdPAVOTIO GOV 1 VO, ATOUOKPHVOLY
Tovg 100¢. [Tapdria avtd o PéETPa, OTAV YOPTYOHVTUL QPAPLOKO TUPOCKELOCUEVO, aTd avOpMOTIVO aiijla
N TAdopa, 1 ThavoTTa PETAO00NG AoUmEE@Y dev UTOPET VoL amoKAEIGOEL EVTEADG. AVTO 1GYVEL
€MioNG Y10 AYyV®GTOVG N AVOPOIVOLEVODG 100G 1 GALOVE TOTOVG AOUDEE®V.

Ta AapPavopeva pétpa Be@pobvtol AmTOTEAEGHOTIKA Y10 100G HE TEPIPAN U OT®G O 10¢ TNG
avocooavendpkelg Tov avBpdnov (HIV), 0 16¢ e nratitidog B kot o 106 tng nratitdeg C, kot yuo tov
yopig mepipAnpa 16 g nrotitidog A. Toa Aappavopeva pétpa pmopet va givon teploptopévng atilog
gvavtiov Tov 1V yopic mepiPAnua 6rmg o tapPoioc B19. H Aoipwén and mapPoié B19 uropei va sivar
cofapn Yo £ykvo yovaika (epppuikn Aoipwén) kat yio 4Topo To 0moimy T0 AVOcOTOIMNTIKO GUGTI LN
glval 6€ KOTAGTOAN N TO 07010 £YOVV LLEPIKOVG TOTTOVS OVOLULING, (TT.). OPETAVOKVTTAPIKY] OVOLLLiC 1)
OLLLOAVTIKT avopLio).

Aldro eappoxa ko Tachosil
Evnuepmote tov yuotpd cog ebv maipvete, Exete mpooOATo TAPEL 1 LTOPEL VoL TAPETE AALD PAPLLOKAL.

3. g va ypnoypononjoete To Tachosil

O Bepamov yatpog cag Ba epappocel to TachoSil katd ) dibpkea xewpovpykng enépPaong. H
mocotta Tov TachoSil mov Ba ypnoyomomBel e€aptdtan amd o puéyebog Tov Tpavpatoc. O yrTpog
0o tomoBetnoet o TachoSil endvem 6To E0MTEPIKO GPYAVO Y100 VO GTAUATCEL TV CLLOpPaLyio 1 Yo Vo
ovykoAcel Tov 16t0. Katd ) didpkela tov ypdvov mov akorovbei to TachoSil Bo dtadlvdel kot
eEapaviletat.

4. MBavég avemBOUNTES EVEPYELES

Onwg 6A0 To pApLLOKa, £TGL KOL 0VTO TO PAPUOKO WITOPEL VO TPOKAAEGEL AVETIBVUNTEG EVEPYELEC, OV
Ko dev Tapovolaloviol 6e OAOVG TOVG avOPOTOVG.

To TachoSil amoteleitar amd TpmTEiVOHYL GVGTATIKA. To dPUCTIKA GLGTATIKG TOPAYOVTUL 0T
avOponvo aipo. OAa Ta pappoke pe faon to avBpmmivo aipo Uropohy oyl GuYVE Vo TPOKUAEGOVV
OALEPYIKEG AVTIOPAGCELS. X€ UEPOVMUEVEG TEPITTOCELS AVTEG Ol AAAEPYIKEG OVTIOPACELS PUTOPEL VaL
eEelyBobv og avapuraktikn kotomAnéio.

Avtéc o1 ahhepykes avTidpdoelg pmopel va gppavicbovv wiaitepa eév To TachoSil ypnoipomoteiton
emovelAnpUUéEVa 1 €dv elcBe aAlepyikodg og omolodNmote Ao T cuotatikd tov TachoSil.

Mo KAviKn pedétn €de1Ee 0Tt pepikol acbeveic mopiyoyay avIIcOUATO EVOVTL TV GUGTOTIKMV TOV

TachoSil. Qo1660, dev avapépnkay avemBOUNTEC EVEPYEIEG OC AMOTELECLA TNG AVATTLENG OVTOV
TOV AVIICOUATOV.
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e opiopévoug acbevelg, evoéyetol va avamtuyfovv oVAMOEIS 10TO1 PETA TN YEPOVPYIKN EMEUPAOT Kot
™ xpnon tov TachoSil. Evdéyetan emiong va mpokAinbel evtepucn amod@padn kot dAyog Hetd and
YEPOVPYIKES eMeUPAoEL GTNV KOWMOKT Ydpa. O SYNUOTICHOS KOKKIMUATOG At EEVO GMLL £EL
evTomioTel ¢ mBavoc kivovvog. H cuyvotnta autod tov THmov cupPaviov oev sival yvoot (dev
glvan dvvan M ekTipnon ¢ cuyvotTag amo ta dbéoipa dedopéva). O yelpovpyodg cag Ba
Ol0GQAAICEL TOV KOBAPIGUO TNG TEPLOYNG GTNV OO0 TPUYHOTOTOEITOL 1] YEPOVPYIKN ENMEUPOOT KOTA
v epapuoyn tov TachoSil, dote va peiwbei avtodg o kivévvog,.

"Exovv avagepBel kamoleg TEpTMOGELG TPOPANUATOV [T TPOCKOAANGNG TOV TPOTOVTOG LE TN LOPPT
OTOVGL0GC TPOGKOAANOTG TOL TTPOIOVTOC/ATOVGIOG OTMOTEAEGLUTIKOTNTOS. ATAITEITOL CWGTOC YEPIGOG
KoL EpapLoyn Tov Tpoidvtog (BA. Tapdypapo 6 «Odnyieg yio T xpHon») KATE TV EQaPLOYT TOL
TachoSil, ®ote va peiwbei avtdg o Kivovvog.

Ava@opa avemOOpuNTOV EVEPYELOV

Edv mapatnprioete Kamoto ovemBOun evéPyeLd, EVILEPADGTE TOV YIOTPO GOG. AVTO 10YVEL KoL Yo
K&Oe mBovI avemBOUNTY EVEPYELD OV OEV AVAPEPETOL GTO POV PUALO 001 YLDV YprionG. Mmopeite
emiong va avaeépete avemBounteg evépyeteg amevbeiag, LEocw Tov EOVIKOD GUGTNUATOG OVAPOPAS TOV
avaypaeeton 6to Ioapdaptnua V. Mécm tng avapopds avemfiuntov evepyeimv UTopeite va
Bonbnoete ot GLALOYN TEPIOGHTEPOV TANPOPOPLDV GYETIKA UE TNV AGPAAELN, TOV TAPOVTOC
POopUAKOL.

5. log va pvrhdccete To Tachosil
To @appoko avTd TPEMEL VoL PUAACCETAL GE PEPT TTOV OEV TO PAETOLY KOl OV TO POAVOLY TO, TAd1A.

No un ¥pNOOTOLEITE OVTO TO PAPIAKO UETA TNV MUEPOUNVID ANENG TOL OVAPEPETAL GTNV
emonuovon petd o "EXP". H nuepounvia AMéng ivatl n teElevtaio nuépo Tov Unva Tov ovapEPETaL
eKel.

Mn gurdooete o€ Beppokpacio peyardtepn tov 25°C.

Mnyv metdte pappaKa 6To vePO NG AOXETEVONG 1] 0T OKloK( amoppipata. Potote 1o
(QOPHOKOTO0 OOG TMOG VO TETAEETE TOL PAPHOKA TOV OEV YPNGLLOTOLEITE Tl ALTA ToL péTpa O
Bonbnoovv oty tpoctacio Tov TEPPAALOVTOG.

6. Mepreyépeva TG GVOKEVAGING KOL AOUTEG TAPOPOPIES
T epréyer To TachoSil

- Ot §pacTiké ovoieg eivar vmdoydvo avBpdmvo (5,5 mg avé cm?) kat Opopfivy avBpdmvy
(2,0 IU avé cm?).

- Ta Gl cueTtatiKd givatl KoAAayovo aidyov, odfovpivny avBpamivn, prpoeiafivn (E101),
vatplo yrmplovyo, vatpio krtpiko (E331) ko L-apywviv-udpoyropikm.

Epg@avien tov TachoSil ko nepreydpeva g 6uokevaciog

To TachoSil givat VIOGTPOUA LE GVYKOAANTIKO 1GTOV TOPUCKELOCUEVO 0O KOALHYOVO, TO 0010
givan KoAvppEVo 6NV Kitpiyn TAELPA e vadoyovo avBpdmivo kot Opopufivn avOpamv.

To mpoiov givar dS1oPEGILO G S0POPETIKEG GVOKEVAGIES Kt daTiDETOL € GuoKELOTIES PEXPL
5 povadmv:

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

Yvokevacia pe 2 vrootpopota 4,8 cm x 4,8 cm
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Yvokevaocio pe 1 vrootpopa 3,0 cm x 2,5 cm
Yvokevacio pe 5 vrootpopata 3,0 cmx 2,5 cm
Yvokevaocia pe 1 Tpo-tvlrypévo vrdotpopa 4,8 cm x 4,8 cm

Mmropet va pn KokAo@opovV OAEC Ol GUCKEVOGIEC.
Kartoyog Adsrog Kvkhogopiog
Corza Medical GmbH

Speditionstralie 21
40221 Diisseldorf, I'epuavia

Hopaockevactig
Corza Medical Distribution GmbH, Austria Branch

St. Peter Strasse 25
A-4020 Linz, Avotpia

To mapdév pvAiro 0dNYLOV YprioNS avadempi)Onke Yo TEAEVTAIX POPE GTIG

AdLeg TNYES TANPOPOPLOV

Agmtopepeig mAnpoeopieg yio 1o appoKo avtod givorl dtabéotpeg oto diktvakd oo Tov Evpomaikod
Opyovicpov opudkmv: https://www.ema.europa.eu/.

To mapdv pOALO 001 YLDV Ypnomg givar Stabéoipo og dheg Tig emionueg yAwooeg e EE/EOX otov
dktvoko tomo Tov Evponaikod Opyaviopuod Gopuakov.

O T pogopieg mov akorovBobv amevBuvovTal Lovo o€ Y1oTpols 1 ETAyYEANOTIES VYEING:
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OAHI'IEX I'TA TH XPHXH

AwPaote To TOPOV TPLY AVOIEETE TN GVGKEVAGIN:
To TachoSil dwtibeton 6g oTElpE GVOKELOGIES KO EMOUEVAOC EIVOL CTUAVTIKO:

. VO (PNCLOTOLEITE UOVO [UT] KOTEGTPOUUEVEG CUCKELAGIEG TOV OeV £x0ouvV avotyDel (uetémetta
amooteipwon dgv gival dSuvarn).

. VO EYETE UN OTOTTEIPOUEVO GTOUO Y10 VAL 0VOIEEL TO EEMTEPTKO KAAVUULA OTO GAOVUIVIO.

. VoL EXETE ATOOTEIPWUEVO ATOLUO Y10, VO OVOIEEL TNV ECAOTEPIKN OTEIPA GLOKELAGIO.

. va ypnowomnoteite To TachoSil cdviouo petd to dvorypa Tov €EOTEPIKOD KOADULOTOC 0T
aAovpivio.

. va ypnowomnoteite To TachoSil auéome PHeTd 10 Avoryua TG ECOTEPIKNG OTEIPAS GVOKELAGING.

Oodnyieg

Xpnowonomote o TachoSil vd oteipeg cuvbnkeg povo.

Bpeite mowd péyebog TachoSil yperaletat. To péyebog Tov VTOGTPOUATOC UE GLYKOAANTIKO 1GTOV
e€aptaror omd To péyebog Tov TPadIOTOG. AAAG TopaKaAEiGOHE Vo GNUEWDGETE OTL TO VITOCTPMLLOL
TPEMEL VO KOAVTTEL 1-2 cm TTé€paL oo TG AKPEG TOL Tpavpatoc. Eav ypeldletot mepiocotepo amod Eva
VIOGTPMLLO, TO VITOCTPMUOTO TPETEL VO CAANAETIKAADTTOVTOL LEPIKAOC. [ pikpoTepa TpardpaTaL, ..
OTNV OCoVA EMEUPATIKN XEPOVPYIKT, GLVICTOVTAL To. PKpoTEpa LeyEhn (4,8 cm x 4,8 cm 1|

3,0 cm x 2,5 cm) 1 To wpo-tvAtypévo TachoSil (4,8 cm x 4,8 cm). To TachoSil uropei va xomnel oto
KATAAANAO péyeBog kot va AAPeL To KATAAANAO GYILA Yiol Vo, TOpLalel 6TO TPADLLOL.

1. KoaBapiote v emedvelo Tov Tpadpatog polokd tpv tonobetioete To TachoSil endve oto
tpavpa. ‘Evrovn (ceilovca) aipoppayio mpémel Vo GTAUOTATOL YEPOVPYIKAG.

2. Avoi&te v ecotepikn oteipa cuokevacio kot fydite To vrooTpoua. [Ipoiypdvere To
eminedo vrootpmpo TachoSil o puG10A0YIKS 0pd KO TOTOHETNGTE TO GTO TPOVLLO AUECHOG
(edv to Tpavpa glvot TELEIDG VYPAUUEVO ald aipol KO GAAL VYPE, dEV VITAPYEL OVAYKT) VOl
VYPAVETE TO VITOGTPOUO TPV TNV EQOPLOYT).

To mpo-toArypévo TachoSil dev mpénet va mpotiypaivetar Tpv TEPAGEL SIUUEGOV TOV TPOKAP 1
TOV TOPT.

3. KuaBapiote yeipovpykd epyaieia, yavTio Ko mopoaKeilevous 10to0e, v etvar avaykaio. To
TachoSil propet vo KOAAGEL GE YEPOLPYIKA EPYULEIN 1] YAVTLO ] TOPAKEILEVOVG 1GTOVE
KaAVEVOLS Le aipa. Eivol onpavtikd vo onpeimbel 0TL o€ mepintmon avemopkong
KaBaPIGHOD TOV TOPUKEILEVOV 1GTAV, EVOEYETOL VO TPOKAN OOV GUUPVGELC.

4. Edv ypnoyomoteitol Tpokdp yio Tpocfacm 6To Tpadud, TO EGMTEPIKO TOL TPOKAP TPETEL VO,
glvar oteyvo. ZUVICTATOL VO POLPEGETE TO TAV® LEPOG TOV TPOKAP TPV VO TEPAGEL TO TTPO-
tolrypévo TachoSil dtopésov Tov TpoKap.

5. TomoBetote v KiTpivy, dpacstikn whevpd tov TachoSil endvm 6To TpavpA. ZVYKPOTHOTE
1o TachoSil pe ehappd micon yia 3-5 Aentd. Xpnoonomote vypavOEy yavtt | ehappd vypod
emidecpo yuo va dwatnpnoete 1o TachoSil ot 6£om tov. [ nocova emepfotikn yepovpyiky,
TO TPO-TLALYLEVO VTTOGTP®LULO pmopel va. EeTudiyetan pe epyareio otn 0éon epapproyns. To
Eetoarypévo TachoSil mpémel otn cvvéyela va vypaivetal 6Tn BEon epapUoyng LE VYPO
emibepo Kou va kpatiétal otn 0€on pe ehagpd mtieon yia 3-5 Aentd.
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6. ZTopOTNOTE TNV EAAPPA TTiEOT] TPOSEKTIKA HeTd 3-5 Aemtd. [ va e&oopaticbel 6T1 T0
TachoSil dev mpockoArdTol 6To VYpavOEY YAVTLT 6TO PAKTPO, Kot Ogv amoTpofléTal amd To
tpavua, to TachoSil uropei va cuykpateiton amd ™ pio Gkpn m.y. ¥PNOUOTOLOVTOS AdPida.
Agv vtapyel VITOAELUA TOV TPOIOVTOC TTOV Vo ¥petdleTar vo apalpedel, eneldn oAOKANPO TO
VIOGTPOUN dtoAveTol (amoppopdtat). QoTdc0, EX0VV avaEEPDEL KATOEG TEPITTOCELS
VTOAEILOTOG TOV TTPOTOVTOC TOV UTOPEL VoL EXEL TPOKAAEGEL OvTIOpaoT GE EEVO GO, LE TN
LOPOT KOKKUDLLOTOG,

IyynAacyotta

[pokeyévov va PeATibel 1 yyvnAaotldTTa TV PIOAOYIKOV QUPUOKEVTIKOV TPOIOVI®YV, TO OVOLL
Kol 0 aplOuog TOPTIOAG TOL YOPTYOVLEVOD PAPUAKOL TPETEL VO KATAYPAPETOL e CAPTVEL.
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