ITAPAPTHMA 1

NEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo @AapUaKo aVTO TEAEL VIO GUUTANPOUATIKN TapakoAoVONoT. Avtd Oa emttpéyel To Yp1yopo
TPOGOLOPIOUO VEWV TANPOPOPLOV AGPAAEING. ZNTEITAL OO TOVE EMAYYEALATIEG VYEIOG VO AVOPEPOLY
omotleconmote mhavoloyovpueveg avemBounteg evépyeleg. BA. mapdypaeo 4.8 yio Tov Tpdmo avapopdg
OVETBOLNTOV EVEPYELDV.

1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX

Kauliv 20 puxpoypappdpro /80 pikpolitpa evésio dtdAlvpo

2. MOIOTIKH KAI ITOXOTIKH XYNGEXH

Kd&Be 06om 80 pikpoAritpa mepiéyel 20 PKpoypoppLaplo Tepmoapotiong®.

Kd&0e puoiyyio tov 3 ml dieddpotog nepiéyet 750 pikpoypoppdpio tepmapation (Tov aviieToryovy o
250 pikpoypappdpta ava ml).

*H tepimaparion, thPTH (1-34), n onoia mopackevdletor and otehéyn £. Coli e v teyvoroyio Tov
avacvvovacpévov DNA, eivor tavtoonun pe v 34 N-tehikn apivolikn aainiovyia g evooyevong

avBpomvng mapabopuovng.

Mo tov mpn KoTdAoyo TV €KdOX®V, PA. mapdypapo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoyo didhopa.

Aypopo, dlonyEC EVESIIO SLGAVUAL.

4. KAINIKEYX TIAHPO®OPIEX

4.1 OepamevTiKég EVOEiSELS

To Kauliv gvdeikvotal yio yprion o€ evijAikec.

Evoeikvoton yio ) Bepamneio TG 06TEOMOPMONG O LETEUUNVOTAVGLOKES YOVOIKES KOl GE GVTPES LE
avénuévo kivévvo yia kdtaypoa (PAéme mapdypoaeo 5.1). ZTig LETEUUNVOTOVCIOKEG YOVOIKEG EXEL
amoderyBel onuovTikn pelmwon otn cuXVOTNTO ELPAVIOTIC TOV CTOVOLAK®Y KOl LT GTOVOLAK®OV
KOTAYUATOV, 0AAG Ol TOV KOTOYHAT®V TOV 16)10V.

Evdeikvuton yio ™ Bepomeio TG 06TEOTOPMOTG OV GYETICETOL IUE TAPATETAUEVT] KO CUGTNHOTIKY|
Oepameio pe YAVKOKOPTIKOEDN OE YUVOIKEG KOl AVTPEG Ue avénuévo kivovvo yia katoyua (BA.
Tapaypaeo S5.1).

4.2 Aocoloyia Kol TpOTOg YOpYNONS

Aocoloyia

H ocuvvictdpevn 66om tov Kauliv eivon 20 pkpoypoppdpia anaé nuepnoimg.

Ot aoBeveic mpémel va Aapfavovy copminpopato acPeotiov Kot frrapivng D, edv €gouv dtatpopn
YOUNANG TEPLEKTIKOTNTAG OTAU OVOTEP®.

H péyiotn ocuvolikn didpkeia tng aymyng Le tepumapotion npénet va givor 24 unveg (BA. mapdypago
4.4). H 24unvn Oepamneio pe tepumopotion dev mpémel vo emavaingbel otn didpreia {ong Tov acevn.



Metd v 0AOKANP®ON TNG Ay®YNG LE TEPUTOPATION, 01 acbeveig LTopovv va cuVEXICOVY e GAAN
Bepameio yio TNV 06TEOTOPOOT).

E1dixoi wAnBoouoi

Hliwuévor
Agv amonteitol TpocopoY TG d00TG TOL PUPHAKOV GYETILOUEVT He TNV NAkia Tov acBevovg (BA.
Topaypoo 5.2).

Neppixn ovoiertovpyio.

H tepumaparion dev mpémet va ypnolponoteiton o€ acbeveic pe coPapn veppikn dvoiettovpyia (PA.
napaypapo 4.3). Xe acOeveic e pETpla veppikn dvcAeltovpyio, 1 TEPUAPATION TPETEL VOl
YPNOLUOTOLEITOL [ TPOGOYN. Agv amatteitar 1010itePN TPOCOY| O€ ACHEVEIG LE IO VEPPIKN
dvoiettovpyia.

Hrorixn dvalerrovpyia
Agv vrapyovv dabéoyua dedopéva og acbevelg e nrotikn dvciertovpyia (BA. mapdypapo 5.3).
Emopévmg, n yopnynon g tepumopationg Oa mpénel vo, yiveTor e TPocoyn.

THoudrotpios minboouog kot véor épnpor we avoixtés empooels

H aoc@dAeia kot 11 0moTeAeGHATIKOTNTO TNG TEPMAPOTIONG 0€ Tadld Ko eprifovg NAKiag KATw Twv
18 etv dev €yovv texunpbel. H tepumapation dev mpémel va Yp1oUYLOTOLEITOL GE TALOIATPIKOVS
aoBeveig (MAkiog pkpdtepng Tov 18 et@v) N ot éonPovg acheveic pe avolktég EmMEPHOELC.

Tpomog yoprynong

To Kauliv Oa wpénel va yopnysitan dmoé nuepncing pe vrodoplo, £vecTn 610 unpod 1 6TV KOAd.

Ot aoBeveic TpEmel v EKTAOEVOVTAL BT YPNOT TOV COGTAOV JLOSKACIDV £VESTG (PA.

mopaypapo 6.6). T 0dnyieg Yo T0 POPUOKEVTIKO TPOIOV TPV TN XOPNYNOT, avaTpéEte oty
Tapaypaeo 6.6. Yrdpyovv eniong odnyieg ypfong mov copmepAapfdvovtal 6To Kovuti g mévag, ot
omoieg KaBodnyouv Tovg acbeveic oyeTikd pe v opbn ypnom e méEVAC.

4.3 Avtevoeiterg

. YrepevoaicOnoio otn dpacTiki] ovcia 1 6€ KATO0 omd To £KO0Y0 TTOV OVOPEPOVTOL GTNV

Tapaypapo 6.1.

Kvnon kot Onraopodg (PAEre mopaypdpovg 4.4 kot 4.6).

[Ipodmapyovca vrepacfectiaipia.

Yofapn veppikn SveAettovpyid.

AAAeg petaforikég mabnoelc Tov 06TV (TEPIAUUBOVOUEVOD TOV VIEPTAPAOVPEOEISIGUOD Kot

¢ vooov Paget tov 00tdv) ektdg ™C TPOTOTaBoDS 06TEOTOPWONG | 0CTEOTOPWOOTG

0PENOLEVG O€ Bepomeia [LE YAVKOKOPTIKOELON].

. Mn-gpunvedoIEG AVENCEIG TOV TIUMOV TNG OAKOAKNG QOOPATACNC.

. IIponyovuevn eEmtepikn axtivoPforio 1 aktivobepameio LEGH EULPLTEDLATOC, GTO GKEAETO.

. Acbeveig pe kakonBeleg okeAETOD 1| OGTIKEG PLETACTAGELS Oa TPEMEL VoL EEAPOVVTOL TNG
Oepaneiog pe tepmapation.

4.4 E01kéc Tpog1domon|oElg Kol TpoPuAdselg Katd T ypion

Iyvniooipémo
[Mpokeyévou va Pektiwbel 1 yvnrloodtra Tov PloAoyIKOV QApUOKELTIKOY TPOIOVI®MV, TO OVOUQ
Kol 0 oplOUOg TOPTIONS TOV YOPTYOVLEVOL (PUPUOKEVTIKOD TPOIOVTOG TPEMEL VO KATAYPAPETOL LE

GO VELL.

AoB£oTI0 6T0 TAAGLLO. KOl GTO 0VPO.




Ye aofeveic e PLOIOAOYIKEG aPYIKEC TILEC aoPeTTion, £xovv Topatnpndel HikpEg Kot TopodIkeg
OLENGELS TV GUYKEVTPMGEMY TOL AoPecTiOn TAAGLOTOC, LETA TNV €veoT NG Teputapations. Ot
GULYKEVTPMGELS TOV 0GPECTION 6TO0 TAAGUE POAVOLY TIG HEYIOTEG TYHEG GTO YPOVIKO SLAGTNHO Ao

4 €w¢ 6 MdPEG KL EMOTPEPOVV GTIC APYIKES TILEG OTO ¥POVIKO dtdoTnia amd 16 £wg 24 dpec petd amod
KkdBe d60M NG TepUTapOTiONG. Emopévag, og mepintwon oipatoroyikng e&étaong tov acbevoig, yia
pétpnon acPectiov TAdouaTog, Oo TPEMEL TO dety o aipotog va AneOel TovAdyioTov 16 dpeg Hetd v
7O TPOGPOTY £VECT] TEPUTOPATIONG. ALV AMALTEITOL TAKTIKOG EAEYYOC TOV EMUMEI®V AGPECTION KATA TN
SlgpKELn TNG AYWYNG.

H tepumapation evoéyetar va TpoKaAEseL LUKPES AVENCELG OTIV amEKKPLoT acPectiov ota ovpa, OAAN

1 CLYVOTNTO EUPAVIOTIC VITEPOUCPESTIONPING OV OIEPEPE OO QLTI TNG OUADUG EAEYYOV- EIKOVIKOD
QOPUAKOV, OTIG KAVIKEG OOKIUEG.

OvpoMbBioon
H tepumapartion dev €xel pehetnOei o acbeveig pe evepyn ovpolbioon. H tepumapation npénel va
Yopnyeitar pe mpocoyn o€ acBeveic pe evepyn M wpoceatn ovpoibioon Ady®m mbavotnrag

EMOEIVOONC TNG KATAGTUONC OVTHC.

Opfootatikn vrdTao™

e Bpoyuypovieg KAMVIKEG OOKIUES LLE TEPUTAPOTION Exovv ovapepOel LeplOVOUEVO TEPIOTATIKA
napodikng opboctatikng vdtaong. Tvmikd, Eva tétoto cupPav pmopel va epeavicbel evtog 4 wpdv
a7to TN XOPNYNOT TG 0O0NC Kot KATOTLY OVOUEVETOL VO, ATOOPAUEL 0P’ EQVTOV EVIOC LEPTKAOV AETTMOV
é¢nc wpov. H mapodu opbootatikn vadtacn, 1 onoia pmopel va peovicdel PHeETE T Yoprynon
OPLOLEVOV aPYIKOV d0CEMV, TapépyeTan Otav o 0c0evig tebel o op1lovtia Béon (Eamidoet) Kl ogv
eumodileTon M TEPALTEP® CLVEYION TNG AYOYNG TOV GUPLAKOL QLTOV.

Neppikn dvociertovpyio

Ye acbeveic pe PETPLO VEPPIKT SVGAELTOVPYIC, TO PAPUAKO TPETEL VO YOPTYEITOL LE TPOGOYN).

ITAnOvopdc vedtepwv svniikwy

H eumepio o mAnbuopd vedtepwv evniikov, TEPIAUUPAVOUEVOV KOL TOV TPOEUUNVOTAVCIUKMDY
yovoukav, gival mepopiopévn (PA. mapdypapo 5.1). H Bepaneio Oo mpémer va Eexvd pdvo dtav m
EKTIUNOT TOL OVOUEVOLEVOL OPEAOVG EVOAVTL TOV KIVODVOL, DITEPEYEL ONLLOVTIKE GE ALTOV TOV
TAnBucuo.

Ot yuvaikeg o€ avamopayoytk nhikioa 6o wpémel va ypnoipomomcovy o a&ldmotn pébodo
OVTIGUAANYTG KOTA TN SdpKELD priong TS Tepumapations. Edv vrap&el eykvpocivn, | xoprynon g

TEPUTOPATIONG TPEMEL VO OLOKOTEL.

Awdpkeo Oepomeiog

e HEAETEG e apovpaiovg TapaTnpnOnKe avénon g cuxVOTNTOC 0CTEOCUPKMLUTOG LE TN
HoKpoypoOVia yoprynon tg tepumapationg (PA. mapdypago 5.3). Méypt mepattépm KAVIKE oTotyeio v
elvar daBéoa, 1 CUVIGTOUEVT JIAPKELD TNG OY@YNG Ogv TpEmeL va vrepPaivel Tovg 24 pnved.

"Exdoyo

To papuakevTKd Tpoidy avtd mepi€yel Ayotepo and 1 mmol vatpiov (23 mg) avd 66om, givar owtd
mov ovoudlovpe «ehevBepo voTpiov.

4.5 AMNAEMOPAOELS e GAAG QUPUOKEVTIKG TPOTOVTA KoL GAAES popPEg ahinAemiopaong



e pio perén pe 15 vyeic eBelovtéc, ot omoiot ELaPav nuepnoia d6om dryo&ivig péypt tnv emitevén
oTabepng KATACTOONG, | XOPNYNON OGS HO0TNG TEPMAPATIONG OeV EMNPEUCE TIG KOPOIUKESG EMOPATELG
¢ dryo&ivne. [Tapdia avtd, £xovv avagepOel LEPOVOUEVEG TEPITTMOGELS OOV EVOEYETAL |
vrepocPectiopio va mpodiabétel Tovg acbeveig oe Tolikd daKTLAIIGHO. Emeidn, n tepurapation
aVEAVEL TAPOOSIKA TIG GUYKEVIPMOGELS TOV 0GPESTION TOV TAAGUOTOG, 1| TEPUTUPUTION TPEMEL VAL
yopnyeital e mpocoyn o€ acbeveig mov Aapfavovy daKTLAITION.

H tepumapation éxer e&etaohel oe pappaxodvvapkég peréteg oAnAeniopacng pe vopoyrmpobelalion.
Agv avapépOnioy onuUovTIKEG KMVIKEG AAANAETIOPACELS.

H ovyyopfiynon g parolipaivne, 1 g Oepameiog vToKoTAGTOONS OPUOVAY, LLE TEPUTAPATION OV
EMNPENCE TIG EMOPACELC TG TEPUTAPATIONG OTO EMIMEI TOV AGPESTION TOV TAAGUATOG 1] TOV 0VP®V 1
oTo KAWVIKG avemfounta coppdapota.

4.6 TCovipétta, komon kol yolovyia

IMuvaikeg og avomopoy®ytkn NAMKio/AVTIGOAANWT OTIC YUOVOIKEC

O yuvaikec oe ovomapoywywkn niwio Bo mpémer va ypnotpomomcovy afidmioteg pefddoVg
OVTIGVAANYTG KaTd T S1dpKeLn xprong TS tepimapations. Edv vadpéel eykvpooivn, n yopnynon tov
Kauliv mpénel va diokomet.

Konon
H yopnynon tov Kauliv avtevdeixvotan katd t didpkeia g eykvpooovns.(BA. mapdypopo 4.3).
Oniaoudg

To Kauliv avtevosikvotat kotd tn ddpkela Tov BnAacpov. Agv eival yvootd edv 1 TEPITOPATION
omekKpiveTol 6To ovOpdOTIVO YaAa.

Tovipodma
Mehéteg og KouvEMa €0€1EAV EVPMUOTA OVOTAPAY®OYIKAG ToEKOTNTOS (BA. Tapdypapo 5.3). H

EMOPAON TNG TEPUTAPATIONG 0TIV avdamTuén Tov avBpmdTIVoL guPpvov dev Exet pedetndel. O
evdgyoLEVOC Kivouvog Yia Tov avBpmmo dev eival yvmotoc.

4.7 Emopdocseig 6ty IKavOTNTO 001YN61)G KOl YELPIGHOV UNYOAVIILATOV

To Kauliv dev €yet kapio 1 €xel aoNUOVIN ETIOPOCT GTIV KAVOTNTO 0ONYNOTG KOl XEIPLGLOD
punyovnudtov. Mepovouéva Tepiotatikd mopodikng opbootatikng vrotaong | (dAng Exovv avapepbel
o€ optopévoug acbeveic. Ot acbeveig avtol dev Tpémel va 0dMyodV 1 va xelpilovTotl unyavipoata péypt
va BefaiwBody OTL TO GULUTTOUATO, AVTA EYOVV ATOSPALLEL.

4.8 AvemOOunTeg evépyeteg

[IepiAnyn Tov TPOYIA 0CQAAELOS

O1 10 GUYVE avaEEPOLEVES AVETIBVUNTEG EVEPYELEG OTOVG aoBeVEIC TOV EAaPBav TepmapaTion, Eivol
vavtia, TOVog 6g Akpa, Kepaialyio Kot (oAn.

[Iepiinyn tov ovemBOUNTOV EVEPYEWDY GE LOPOT TTIVOKO,

2T1G KAWVIKEG OOKIUEG TNG TEPUTOPATIONG avaeéptnke 1 Tovddyiotov avemBountn evépyela, oe
1060010 82,8% TtV aofevav e Tepmapation Kot o€ 1060oTo 84,5% TV 00fevOV e EIKOVIKO
QAPLLOKO.



O moapokdto wivokag tepthapuBavet Tic avemBOuNTES eVEPYELEC TOL GYETILOVTOL LE TN ¥PNON NG
TEPIMOPATIONG GE KAMVIKEG OOKIUEG OGTEOTOPMOTG KOl OO TNV EUMELPIN PETA TNV KUKAOQOPIO TOV

TPOIOVTOG.

H axoiovbn opadomoinon €xetl ypnopomomOei yio v katdToén TV avemBounToy EVEPYEIDV: TOAD
ovyvég (= 1/10), ovyvéc (> 1/100 émg < 1/10), oyt cvyvég (= 1/1 000 ¢ < 1/100) kou omdvieg
(> 1/10 000 £mg < 1/1 000).

IMivakog 1. AvemOopunTeg EVEPYELES

Katyopia opyavikoo

GUGTILOTOS KATE >uyvoTnTo Avem@OunTeg evépyeleg
MedDRA
Awtapayés Tov
ULILOTTOUTIKOD , ,
K01 TOV AEUPIKOV FOXVES Avapla
GLGTIUOTOG
Awtapayés Tov
OVOGOTOUTIKOV >mévieg Avagpoura&io
GUGTNLOTOG
Awr;p:xsg TV >UyVEG Y epyoAnocteporoipiio,
RETAPOIGPOD KOL TNG
Opéyng , Y epacPeotionpio ovatepn omod
O ovvés 2,76 mmol/L, vrepovpryoio
, Y epacPeotionpio avatepn omod
RTaviES 3,25 mmol/L
Yoyrarpikég , .
Awarapayéc >UyVEG Kotafioym
Awrapoyés Tov
VEVPLKOV >y vEG Z A1, KeQOoAaAyio, 1o LAY, CUYKOTN
GUGTIULOTOS
Awrapoyés Tov Tayyog
®TOG Kan TOV >UyVEG
Aafopivlov
Kapdwxés Avatapayég Sogvic AioOnpo ToApmv
Oy ouyvég Tayviapdio
Kaopowkéc Awotapayég Sogvéc Yrotaon
Awtapayés Tov Supvec Avomvola
OVUTVEVOTIKOV
GUGTI|LATOS, TOV ’ )
0dpaka Kal Tov Oyt ovyvég Epeoonpa
neco0mPaKIOn
S ovvE (NavTtio, EHETOC, KA 01G0(QAYIKOD TPIUATOC,
Awtapayés Tov XVES YOG TPOOICOPAYIKT TAAVOPOUNOT|
YOGTPEVTEPTKOV
Oy cuyvég Aloppoideg
Awtapayés Tov
0£ppraTOg KA1 TOV >UyVEG Eoeidpwon avénuévn
VT060PLOV 1GTOV
Awrtapoyéc Tov[[IoAD cuyvég [16vog o€ dikpo




HVOGKEAETIKOV

GUGTILOTOS KOl 1:01)21))0/8g Muiicéc kpapes

GUVOETIKOD , Muodyia, apBpadyio, KpApmeg 6T TAATH/TOVOC

16700 Ox ovyveg *

. Oyt GuYVE Axpdrtelo ovpmwv, ToAvovpia,

Awtapayés Tov KL OVLVES EMLTOKTIKT OVPNOT, vePpoAbiaon

VEQPAV KUl TOV

0VPOPOPOV 06V

popop >hvieg (Neppikn] avemdpkelo/ dvaiettovpyia
Konwon, Bwpakikd diyog, eEacBévion,
Mo, Ko Tapodtkd cuuPdpote 6to onpeio g
>uyvEg £veEoNG, TO om0l TEPIAAPAvouY, AAyoC,

Kol EAappa apoppayio oto onueio g éveong
I'evikég Awatapayéc

O10YKWOGON, EPLON LA, TOTIKOVE LOAMTES, KVNGLO

ko Kataostdosig g

: Epvonua g 0o éveong,
0609V Xopiynong Oy ovyvég puunua e veong ne

ovtiopaon g Béomg éveong

£veon): o&ela dVGTVOLa, 0idNUO TPOCHTOV-
GTOLLOTOG, YEVIKELUEVT] KVIDWON, Bmpokikd
lyog, oldnua (Kupimg Tepupepiko)

XTavieg

[T100va aAlepyikd coppdpoto opESmG LETA TNV

Sopotikd Bapog avénuévo,
Oyt cuyvég KOPOLOKO QUOT LT,
OAKOAKT] pOo@atdon avEnuévn

Hapoxivikég
E&etaosaig

*YoPapég TEPITMOEIS OO KPAUTEG GTNV TAATN 1 TOVO €Y0VV avapepBel Héoa 6Ta TPMOTA AETTA TNG
éveonc.

Ieprypaen emheypévev avemBOunTOv EVEPYEIMV

e KAMvikég SoKiEG ol akdhovBec avemBOUNTEG evEPYELeg avapEpOniay e cuyvotnta > 1% dtapopd
o€ OY€0M LE TO EIKOVIKO PAPHOKO: 1Alyyog, vavTtia, mdvoc o€ akpo, COAn, KatdBiwyr, dvcmvola.

H tepmapotion avédvel Tic GUYKEVTPMOELS TOL OLVPIKOV 0EE0G OTO TAUCUA. XTIG KAVIKES OOKIUEC,
1060010 2,8% TV acbevdv e Tepmopation, ELPAVICAV GLUYKEVIPMGELS TOL 0LPLKOD 0EE0G GTO
TAAC AL, LEYOADTEPES TOV AVATEPDV PLUGLOAOYIKADV LMV, GLYKPLTIKA Le 1060610 0,7% tv aclevadv
mov éhafav ewovikd eappako. Iapdia avtd, 1 vIepovPLoILio dEV TPOKAAESE ADENCT TNG OVPIKNG
apBpitdag, apbpadryiog 1 ovpoAiBicong.

AVTIOOUATO KOTA TOV QAPUAK®V, €4V LITAPYOLVY, gival mOovO va Tapatnpndodv copeovae pe dAla
(QOPLOKEVTIKE TPOTOVTA TOV TEPIEXOVY TEPITAPATION. Agv avapépOnkoy avTidpacELS
vepevacOnoiog, AALEPYIKEG OVTIOPAGELS, EMIOPACELS GTIC GUYKEVIPMOOELS 0GPESTION 1| EMOPACELS
oty Octikn [Tvkvotnta (BMD).

Avoopd mBovoAoyoduevev ovemBOUNTOV EVEPYEIDY

H avoeopd mBovorloyoduevomv avemiBountomy evepyeldv LETA amd TN YOpNyNomn AOEL0G KUKAOPOPIog
TOL POPUOKEVTIKOD TPOTOVTOG €ival onpavtikn. Emirpénel ™ cuvey mopakorodnon g oyxéong
0PEAOVG-KIVOVVOD TOV QUPHOKEVTIKOD TPOTOVTOG. Znteital and Tovg emayyeAUATIEG LYEING VO
aVAPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG OVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOV GLGTNILOTOG
avapopds mov avaypdeeton oto IHopdptmua V.

4.9 Ynaegpoocoroyio

Znueio Kol GUUTTMULOTO,



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

H tepumapoation éxel yopnynOel oe anag d6ceic €wg 100 pikpoypappdplo Kot o EToVIAAUBOVOUEVES
dooelg £mc 60 wikpoypappdaplo/muepnoine yo 6 efdouddec.

Ta avopevopeva coppdpata g VTEPSOGOAOYNONG UTOPEL VO TEPILAUPAVOVV: TOPATETAUEV
vrepooPeotiopio Kot Kivovvo opBootatiknig vrotaong. Navrtia, Epetoc, {aAn kot kepaiolyio pmopel
emiong va mapatnpnovv.

Eunepia viepdocordynone, fdon twv avbdpuntmv avoeopmv avembountov coufoudtmy, netd tnv
KLKAOQOPIO TOL TPOiIOVTOC

2116 avBdpUNTEG AVAPOPES LETE TNV KUKAOPOPi TOV TPOIdVTOC, VILAPYOLV TEPIMTMGELS AAVOUGLEVNC
(OPLOKEVTIKNG YOPNYNONG, OTOL TO GLUVOMKO TepleyOuevo (€og 750 pkpoypoppapla) g
TEPIMOPATIONG OE TEVO, £xeL yopnynbel o pia dmaé doo.

AvapépOnkoy mapoducd copuPapato Tov teptiapfdvouy: vavtio, advvapio/An0apyo Kot veotacn. Ze
UEPIKEG TEPIMTMOGELG OV AVOPEPONKAY aveETBOUNTA COUPANOTA [LE TNV VTEPOOGOAGYNON. Agv
vpEav avaeopés Bavitmv oyeTilOueveg Ue TNV vIEPOOGOLOYN o).

Avtiugetdmion e vtePOOCOAOYINC

Agv vdpyet €101k6 avtidoTo yia Vv tepumapation. H avripetmnion g vroyialdpevng vmepdocoroyiog
TEPMAUPAVEL: TOPOSTIKN SLOKOTY| TG YOPTYNOMNG TNG TEPUTAPATIONG, EAEYYO TOV TIL®V AGPECTION GTO
TAAGLOL KOl EPAPHOYN KOTAAANA®V LIOCTNPIKTIKOV UETPOV, OTMG 1 EMAPKNC EVLOATMON).

5. DOAPMAKOAOTI'TIKEYX TAIOTHTEZX

5.1 DoPPUOKOOIVVOUIKEG 1O10TNTEG

Doappakobepamevtiky katnyopio: Opoidotaot acfeotiov, mapabopudveg kot avdroya, kwduwodg ATC:
HO5AAO02.

To Kauliv givar Blo-opogtdég pappokevtikd mpoidv. Aentopepeic mAnpopopieg eivar dabéoipeg otov
dwktvokd témo tov Evpwmaikov Opyoaviopod Dapudkov: http:/www.ema.europa.eu.

Mnyavioudg dpdonc

H evdoyevng mapabopudvn (PTH), pe mv 84-apvolikny adiniovyio avtig, €ival o TpoTopykog
PLOUGTAG TOL HETOPOMGLOD TOL OIOPECTION KOl TOL POGPOPOV GTO, OGTA KOl GTOVG VEQPOLG. H
tepuapation (rth PTH (1-34)) eivor 1o dpactikd tunipa (1-34) tng evéoyevoidg avlpdmivig
mapabopuovng. Ot puoioroyikég dpdoetg g PTH meptiapfdvouy ) di€yepon g 0GTIKNG
TOPOYWOYNG, UE AUECEG EMOPAGELS OTO KOTTAPOA OCTIKNG Tapoywyns (00teofAdoTES), KaOMG Kot
€UUECEG EMOPACELG ALEAVOVTAG TNV EVIEPIKT ATOPPOPNOT TOV acPecTiov Kal av&avovtog v
EMOVOTOPPOPNOT TOL ACPESTION AT TO VEPPIKA COANVAPLO KOL TV OTEKKPLIGT] TOV PWGPOPOL Omd
TOLG VEQPPOVG.

DopurokodvvouKeEe EmOPAOELS

H tepumaporion sivor évag ooteomapaymykods mapdyovtog yioo ™ Bepaneia g ooteomopmong. Ot
dpaoelc TG TEPmaPaTiong 6To okeAeTd £0PTOVTOL OO TOV TPOTO TG CLGTNLOTIKNG Yopnynons. H
NUEPNOIE. YOPNYNOT TNG TEPIOPATIONG ALEAVEL TV EvamODEST VEOL 0GTOD GTIC EMUPAVELEG TOV
J0KIOMOOVG Kot PAOIDOOVE 06TOD PECH OLEYEPONG KOTA TPOTILNOT| TG 0GTEOPAAGTIKNG
dOpACTNPLOTNTOG EVOVTL TG OCTEOKANCTIKNG OPUCTNPLOTNTOG,

KAwikn omotelecLaTikOTNTO Kol 0GQOAELD

Hoapayovisc k1vodvov



http://www.ema.europa.eu/

Ot ave&dptnrol Topdyovteg Kivouvov, yio Topadetyua, xoauni BMD, nlwia, drapén mponyoduevov
KATOYUATOV, OIKOYEVEIOKO 10TOPIKO KOTAYUAT®V TOV 16YI0V, DYNAY OCTIKY EvaAlayn Kot YOUNAOS
deikng nalog copatog Bo mpémel va AneOovY VoYM Le oKOTO VO TPOGOLOPIGTOVY O YUVOIKEC Kot Ol
dvtpec pe ovénpévo Kivouvo 06TEOTOPOTIKMY KATAYLATOV OV UTOPOVV VO EMOPEANB0VV amd avn
1 Oepameia.

O1 TPOEUUNVOTOVGIOKEG YOVAIKEG LE 0GTEOTOPMOOT] OPENOUEVT o€ Bepameio pe YAVKOKOPTUKOELON
npémel va avtipetonilovtal o¢ acbeveic 6e vYNAO Kivduvo Yo KdToypa, GV Exouv oM Eva
TPOVTAPYOV KATAYLLO 1] £V GLVIVACUO TAPAYOVIMV KvOHVOL oL TOVG Tonobetel 6 LYNAO Kivdvvo
v Katoypo (T, YounAn ootikn mukvotnta [m.y., T score <—2], cuoTnUOTIK) Kol LVYNAN 060N
Oepameiog pe yAvkokopTikoedn [T.y. > 7,5 mg/nuepnoing yio tovAdylotov 6 pnves], vynin
VTOKEIUEVT] SPACTNPLOTNTO TNG VOGOL, YOUNAG EMITEON PUVAETIKOV GTEPOEOMV).

Metepunvomovoioxy 0Greonopwor

H miotikn dokyun mepihapupave 1.637 peteppnvonavciokés yovaikeg (Léong nikiog

69,5 e10v). Katd v €icodo otn perétn, evevivta toig ekotd TV actevav elyov 1on éva
TEPLOCOTEPO, GTOVOLAIKA KOTAYUATO, Kot Katd uéso 6po, n omovoviky BMD rrav 0,82 g/cm?2
(1oodbvaun pe T-score = -2,6). Oleg o1 acBeveig érapav 1.000 mg acPestiov TRV nuépa Kot
tovAdyiotov 400 IU Brrapivng D nuepnoiong. To aroteléopata and tn Oepameio, didpkelag €mg
24 unvov (péong duapkelag: 19 unvav) pe tepmapation, £0€1EaV GTUTICTIKG OTLLOVTIKY] Lelmon TV
kataypdatov (BA. Iivaxa 2). T va emtevydel TpoAnyn evog | TEPIGGOTEP®V VEOV GTOVOLMK®DV
Kataypdtwov, 11 yovaikeg énpene vo Adfovv Oepamneio pe tepmapation, pe péon SLOPKELD oywYNg
19 unvav.

Mivakag 2. ZoyvotNTo KOTAYPRATOV GE PNETERPUNVOTOVGLOKES YUVUIKES

ToyvoTNTO KOTAYPRATOV GE PHETERUNVOTOVCLUKEG YOVUIKESG
Ewovikd @dappaxo|Tepumapation Yyetiog kivouvog
(N =544) (%) (N = 541) (%) (95% CI)
VS. EIKOVIKO (QAPLOKO
Néo omovovkd Kataypa (> 1)* 14,3 5,08 0,35
(0,22, 0,55)

IMoAamhé 6TOVILALKE Koty paTor 49 1,18 0,23
=10 (0,09, 0,60)
Mn-cmovovikd gvBpavotdTnTog 5,5% 2,6%" 0,47
KoTdyuoTo! (0,25, 0,87)
Kvpua un- emovovikd evbpavototntod3,9% 1,5% P 0,38
Kkatdypoto ¥ (1oyio, Kkepkida, Bpayidvio (0,17, 0,86)
TAELPE Kol AeKavn)

Yvvtunoeig: N = apifuog acbevav mov tuyatomolovvtan o€ kdbe opdda Oepaneiag CI = Opua
Epmotosvvng.

*H enintoon t@v omovOuhk®v kataypdtov alloloyndnke oe 448 acOeveic vmwd oymyn HE EKOVIKO
eappoko kot o€ 444 acbevelg VIO ayOYN LE TEPITOPATION 7OV ElYOV apPyIKES KOl akOAOVOEG
OKTIVOYPOPiEG GTOVOVAIKTG GTAANG

Pp< 0,001 GUYKPITIKA pE TO EIKOVIKO QAPLOKO

YExet amodeyfel onuovtiki peimwon otn cuyxvotnto ELPAvVIoNS TOV KaToyUAT®Y TOL 10Yi0v

p< 0,025 GUYKPITIKA LE TO EWKOVIKO (PAPLLOKO.

Metd v oAoKANp®OT TG ayyng ddpkelog 19 unvav (péon ddpketa aymyng), 1 BMD giye avénbel
OTNV OGPLIKY HOipa TNG OTOVOLAIKNG GTNANG Kot 6to oAkd 1oyio, katd 9% kot 4%, avtictoiya,
CULYKPITIKA pE TO €kovikd eappoko (p< 0,001).

ATOTELEGLOTIKOTNTA LETA TNV OAOKANpwon NG Oepoameiag: Metd tnv oAoKANp®o™N TG Ay®yNG LE
TEPIOPATION, 1.262 HETEUUNVOTOVCIOKEG YOVOIKES GO TNV OPYIKN TIAOTIKY UEAETT), CUUUETEIYOV GE
po emakOAovdn peAETn TEPOUITEP®D KAVIKNG TOPOKOAOVONONG LETE TNV OAOKANPWON TNG OPYIKNG



ayoyng. O TpOTUPYIKOS OKOTOG TNG ETUKOAOVONG VTG LEAETNG TAV 1] GLAAOYT DESOUEVAV YL TNV
ac@AaAela TG TepImapationg. Katd ) didpkelo avtig g mepiddov mopakorlohinong, ot acbeveic
umopovoay va, AABouv GAAY YKEKPLUEVT] AY®YT Y10 TV 0GTEOTOPMGT] Kol 0EI0A0YHONKE 1) TEPALTEP®
peimon Tov KivdHvov EUPAVIONG KATAYUATOV.

Metd v mépodo péong diaprelag 18 unvav amd v OAOKANPp®GN Kot S10KOTT TNG APYIKNG Oy®YNG UE
tepumapation, mapotnprnke o onuoviikny ehdttoon katd 41% (p=0,004), cuykpitikd pe eKovVIKO
QAPUOKO, OTOV aplOud TV 0oOevdv e EUPAVION €VOG VEOL CTOVOLAIKOD KOTAYUOTOC.

e pia LeAETN avolKTNG EMoNLavongs, 503 PETEPUNVOTOVGCIUKES YUVOIKEG LE COBOPT] 0GTEOTOPMOT KOt
UE KATay o e00panotoTnNToS EVIOG TV TeEhevTainy 3 etdv (83% siyav AdPel moiaidtepa Oepaneia
00Te0mOpmonG) Aafav Bepameio e Tepumapation g kol 24 pnveg. Xtovg 24 pnveg Bepameiag, n
HEON avénom amd TIC OPYIKES TIUEG TNG 00TIKNG TVKVOTNTAS BMD 1Tng 0o@uikng poipog g
OTOVOVAIKNG GTNANG, TOL OALKOD 1010V Kol TOV avyEva Tov pnptlaiov ootov ftav 10,5%, 2,6% kot
3,9% avtiotoya. H péon avénon meg BMD and toug 18 émg tovg 24 prfvec nrav 1,4%, 1,2% ko 1,6%
GTNV 0GPVIKT LOIPa TNG GTOVOVAIKNG GTHANG, GTO OAIKO 10%I0 KOl GTOV QUYEVO TOL UNPLeiov 06ToD
avtioTtotyo.

Mia Toyotomompévn, SITAG TVQAT], EAEYYOUEVT LE CLYKPLTIKO TTapdyovTa perétn Odong 4, didprelog
24 unvov, meptéhafe 1.360 LETEUUNVOTOVGIOKEG YOVOIKES, LE EYKATESTNIEVT] 00TEOTOPWOT). 680
dtopo TuYalomOONKaY o€ TEPITOPATion Kol 680 ATopo TLYNOTOWONKAY GE OO TOV GTOUATOC
ploedpovatn 35 mg/efoopadiaine. Katd tnv eilcodo otn perétn, n Héon nAKio T@V yovokav ftov
72,1 & Ko giyov KoTd PEGO OPO 2 TPOVTAPYOVTO GTOVOLAMKA KaTAyuatd. 57,9% Tmv acbevav eixe
naraidtepa AdPet Oepaneia pe dStpwopovikd kot 18,8% érafav cuyypdvag yAVKOKOPTIKOEWY], KATA TN
dudpxeta g perémne. 1.013 (74,5%) acBeveic ohoxinpmaoay toug 24 pfveg mapaxorovdnong. H péon
(d1dpeon) abporotikn 866M YAvkokopTiKoeWdmy Ntay 474,3 (66,2) mg, 610 GKEAOG TG TEPUTAPATIONG
kot 898,0 (100,0) mg o0 okélog g proedpovatne. H péon (diaueon) tpdoinyn Brrapiving D yia to
okéhoc ¢ tepmapariong nrav 1.433 ITUMuépa (1.400 IUMuépa) Kot yio To 6kEAOG TG PLGESPOVATNG
Nrav 1.191 TUMmpépa ( 900 TUMpépa). Ta toug acBeveic mov elyav aktivoypapieg omovOvAKng
oTANG Katd v &vtaln Tovg ot UEAETN Kol KATO TN SIUPKELN TNG TEPLOGOV TapakoAoVONoNG M
EMINTOON VE®V 6TOVOVAMKOV Kotayudtov fray 28/516 (5,4%), otovg acbeveic vid tepumapotion Kot
64/533 (12%) otovg acBeveic Vo proedpovdrn, pe oyeTkd kivovvo (95% CI) = 0,44 (0,29-0,68), p<
0,0001. H cvvoAikn emITTOON KAWVIKOV KOTOYUAT®V GUYKEVIPOTIKG (KAIVIKG GIOVOLAIKA Kol
pn-omovovAikd katdypata) fitav 4,8% ctovg acbeveicvmd tepurapation kot 9,8% otovg acbeveis vd
ploedpovatn, avoroyia kvovvov (95% CI) = 0,48 (0,32-0,74), p = 0,0009.

Ooteomopwan o€ Gvopes

Evtaydnkav o khvucn doxpn 437 dvtpeg aobeveig (Léong nhwciog 58,7 etdv) pe vroyovadiopo (o
omoiog opiletal ¢ M KaTAoTOoN KATd TNV omoia ol TpOIvES TIUEG eEAehBepNC TeaTOGTEPOVIC ElvaL
yopunAég M ot tnég FSH wat LH givon avénuéveg) M pe 1diomadn ooteomopmaot). Ot apyikés LEGEC TILEG
BMD T-score 611 6movovAkn GTHAT Kol 6ToV avyéve unptaiov ntav - 2,2 SD kot - 2,1 avtioTtotya.
Kotd v évtaén om perém, 35% tov acBevov eiyav omovovikd katdypoto kot 59% eiyav un-
OTIOVOVAIKA KOTAYLOTOL.

‘Olot o1 acBeveig Erafav 1.000 mg acPeotiov nuepncing kat tovAdyistov 400 TU Brropivng D
nuepnoing. I[Mapatnprdnke tayxéwg onuoavtikn avénor otnv BMD g oc@uiknig poipag g
OTOVOLAIKNG GTAANG, €VTOC 3 unvav Bepameioc. Metd v mtapodo 12 punvov Bepanciag, 1 BMD
avENONKe 01N 6TOVOLAKY GTAAN Kot 6T0 1)io Katd 5% wat 1%, aviictorye, cuyKplTikd pe E1KoVIKO
Qappoko. QoTO00, CNUAVTIKY ETIOPUCT GTN GLYVOTNTO KATOYUATOV OeV SlOmIGTOONKE.

Oateomopwan opellouevn o€ Oepomeio pe YAVKOKOPTIKOELON

H amoteleopatikdtnto g TEPITOPATIONG O€ AvTpeg Kot yuvaikeg (N=428) mov Adpfovay
TOPATETOUEVT] KOl CLGTNUATIKY Bepameia [Le YAVKOKOPTIKOELTN (150d0VauN Le 5 mg 1] LeyaADTEPT
TPedVILOVNG Y1o. 3 UAVES TO AyOTEPO) TOPOLGLACTNKE 0TN 18-Unvn apyIKn AGcT, TUYCLOTOMUEVNG,
OUTAG TOPANG, EAEYYOUEVIG LE GLUYKPITIKO PAPUOKO UEAETNG, CUVOMKNG dldpKelog 36 Unvov
(aAevdpovarn 10 mg/muepnoimg). Eikoot oktd 101¢ ek0Td TV 0cfevav siyav éva 1 TePoGOTEPQ
OKTIVOYPOQPIKA GTOVOLMK(G KoTayuato otny apyf ¢ Oepameiag. Olot ov acbeveic Elafav doom
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acPeotiov 1.000 mg nuepnoiong kot 800 TU Prrapivng D nuepnoinc.

H pelétn avt mepirapupave petepuinvonanctokes yovoikeg (N=277), TpOogUVOTaLGLOKES YUVOIKEG
(N=67) xar avtpeg (N=83). Ztnv apyn g Oepaneiag, o1 LETEUUNVOTOVGCIOKES YOVOIKEG Elyov PEOT
niia ta 61 £, péon BMD 1tng oceuikng poipog g omovoviikng oting T score - 2,7, péon doon
TpedvILovNg 1oodvvaun pe 7,5 mg/Mmuepnoiong kol 34% siyav €va 1 TEPLOCOTEPL AKTIVOYPAPLKE
OTOVOVAIKA Katdypota. Ot TPOEUUNVOTOVGIOKEG YUVaikeg elyav péon nAtkia ta 37 €, péon BMD
NG 0GQLIKNG poipag g omovovAkng otqing T score - 2,5, péon do6om mpedvilovng 160dvvVaun Ue
10 mg/mpepnoing kot 9% siyav &va 1 TEPIGGOTEPA AKTIVOYPAPIKE GTTOVOLAKE KaTdypoata. Ot Avpeg
glyav péon nikia 57 €, péon BMD g oo@uikng poipog tg omovovikng otqing T score - 2,2,
péon d6om mpedviLovng ioodvovaun pe 10 mg/muepnoing kot 24% siyov éva 1 tepiocoTepa
OKTIVOYPOUPLKA GTTOVOLALKA KOTHYUATA.

To e&nvta evvid 101¢ €kaTo TV 0as0evdY oAoKANp®oay T Bepameio TN 18-punvne apytkng eaons. to
TéAOG TG 18- unvng Bepamneiag, n tepimopation avénce onuovtikd tnv BMD g oopuiknig poipag g
omovOVAIKNG otANg (7,2%) o€ cOykpion pe v aievopovarn (3,4%) (p<0,001). H Oepomeio pe
tepmapation avénoe v BMD 1ov olkov wyiov (3,6%) oe cuykpion Le v aievopovat (2,2%) (p<
0,001), kaBdg Kot Tov avyéva Tov pnpraiov 0otov (3,7%) oe cOykplon pe v aievopovdrn (2,1%)
(p<0,05). Ze acbeveig mov EhaPav Beparneio pe tepumapation, 1 BMD g ocpuikig poipag tng
GTOVOVALKNG GTHANG, TOL OAIKOD 16Y10V KOl TOV 0YEVOL TOV UNnploiov 06Ttolh avéndnkay emmpocsétwg
010 odotnua petald 18 ko 24 unvaov katd 1,7%, 0,9% xoir 0,4%, avtictoyyo.

21006 36 UNVEG, 1 OVAADOT] TOV GTOVOLAIKOV aKTVOYPapldv amd 169 acbeveic otnv opdda tng
aAevopovatng kot amd 173 acBeveic oty opdda g tepumapationg £deiée 6t 13 acheveic otnv opdda
g aievopovatng (7,7%) mapovciocay Evo VEO GTOVOLAKO KATayo o cUYKplon e 3 acbeveig otnv
ounada Bepaneiog g tepimapationg (1,7%) (p=0,01). Emnpdcbeta, 15 amd tovg 214 acbeveig otnv
opada g arevdpovang (7,0%) mapovsiacav pn omovoviikd kdrayuo ce cuyKplon pe 16 amd tovg
214 aocbeveic omnv opdda g tepurapations (7,5%) (p=0,84).

2TIC TPOEUUNVOTAVGIUKES YOVaikeg, 1 avénoT g BMD omd Tig apytkég TIEG 0TI TEMKES TIUEG HETA
™ 18-unvn Bepameia, NTov onuavtikd peyoardtepn oty opdoa Bepaneiag pe tepurapotion o
oUYKPLON LE TNV OHAd TNG AAEVOPOVATNG, GTNV 0GQVIKT poipa TG 6ToVOLAIKNS oTNANG (4,2% évavtt
= 1,9%, p<0,001) ka1 Tov oAko¥ woyiov (3,8% Evavtt 0,9%, p=0,005). Ilapora avtd, dev
TOPOVOIACTNKE KOUIOL OTUOVTIKY €midpacT oto Padud Kotayudtmy.

5.2 D oppPIKOKIVITIKEG 1010TITES

Kotavoun

O oyxog katavoung sivar wepimov 1,7 I/kg. O ypoévoc nulong g tepumapationg eivar mepinov 1 dpa
UETE TNV VTodOpLa £vEDT], KAOMDC TO SIACTNUO CVTO ATOLTEITAL Y10 TV ATOPPOPNCT) TOV PAPUAKOL OO
70 onpeio ¢ Eveong.

Buoustooynuotiopndg

Agv &xovv deaybel edcég peréteg yio to PHETAPOAGUO 1 TNV OMEKKPLIOT TNG TEPMAPOTIONG OAAL O
TEPLPEPIKOG LETAPOMGTUOGTNG TapaBopovg Bempeitan OTL TPOYUATOTOEITOL KUPIWE GTO AP KoLl TOVG
veQPOUC.
Amofol

H tepumopotion amofariietol péow TG NTATIKNG Kot TG eE@-Nmatikng kdbapong (tepimov 62 1/hr otig
yovaikeg kot 94 1/hr otoug dvopeg).

Hluxiopévor

Agv €xovv avoeepBel POPLOKOKIVITIKES SLOPOPES TG TEPTAPOTIONG OYETILOUEVES e TNV MAKiO TOV

11



aocBevoig (Mhkiog amd 31 émg 85 etddv). Agv amanteiton TPOSAPHOYN TNG 00GNG G NMKIMIEVOLG
aoBeveic.

53 Mpoxivikd dedopéva Yo TNV AGPAAELN

H tepumapotidn dev ftav yovoToEikn o€ GEPd HEAET®V Kol SOKIHAGIDV EAEYYOVL. AEV TPOKAAEGE
TEPUTOYEVEST) GE APOLPAIOVE, TOVTIKLA, ] KOUVEALD. AEV TOPOVCIACTNKAY GNLOVTIKESG EMOPACELS KOTA
TNV €YKLUOCUVI] 0povPaicV Kol TOVIIKIOV TTov EAafav nuepnioto docoroyio tepimapationg 30 €wmg
1 000 pwpoypappdpro/kg. Tapdra avtd, mapatnpndnke euPpvikn amoppdenon Kot Ueimon Tov
apBpol TV vEoyvmVY, 6€ KOUVEALD TTOL EAaPay KATA TNV €YKLUOGUVN NHEPTOLL OOGOAOYIN
tepmopariong 3 éog 100 pikpoypappdpiokg. H eufpvoto&ikdtnto mov mapatnpndnke oto Kovvério
Uopel va GUVOEETOL e TNV UeYOADTEPT gvanctncia Tovg otig emdpdoelc s PTH oto acBéotio og
GUYKPIOT LE TA TPOKTIKAL.

e apovpaiovg PETA amd YopnyNon, oxedov kaf’ oAn v didpketa TG LoNG TOVS, NUEPTOLOG EVEST|C
mapatnpnOnke pio 6060eEAPTOUEVT] ADENCT OGTIKNG TOPAYOYNS KOl AVENUEVY] GUYVOTNTO
00TEOCUPKAOUATOG, TOOVDS AOY® €VOG emyevvnTiKoL pnyavicpotd. H tepmapation dev avénoe
oUYVOTNTO ELPAVIONC AAAOL TOHTTOV VEOTANGI®DY GTOLS 0POLPAiove. AOY® TV JPOPOV TN
QLGLOAOYIO TOV 0GTAOV GTOVE 0POVPOALIOVS KOl GTOVE OVOPDOTOVS, 1 KAVIKT OMILAGia TV EDPNUAT®OV
QUTAOV Y10 TOV AvOp®mo eivar TOavMOG EAAYLOTY. AV avaQEPONKOY EVPNUATO VEOTANGIOG TOV 0CTMV
o€ mofnkextounBévteg mBNKovg pHetd omd aymyn ddpkelag 18 pnvaov ovte katd T SdpKelo
mapakolovOnone Ty 3 eTdv petd tnv dlakont g Oepomeioc. EmmAgov, dev avaeépOnkay evpruota
0GTEOCOUPKDOUATOG OTIC KAVIKEG SOKIUES 1] OTIG OOKIUEG TTEPULTEP® TOPAKOAOVONONG TV acBevmdv
HETE TNV OAOKANp®OT| TNG apyIkng Oepameiog.

Mehéteg og {a £yovv dei&el 0TI 1 coPapd LEWUEVT] NTOTIKT POT| OUATOG LELDVEL TV £kBeomn TG
PTH o7o xvping cvotnua amoddumong e (nratikd kovttapa tov Kupffer) kot cuvenmg v kdbapon
¢ PTH (1-84).

6. OAPMAKEYTIKEX TAHPO®OPIEX
6.1 Katdroyog ekdoymv

O&6 0&EV-aryOLLOPPO

Mowvvitoin

Metaxpecdin

Avodpo 0&1Kd vaTplo

Apoutd vopoyrAwptkd o&D (Yo ) pvOuen tov pH)
Noazpiov vépo&eidto (yia tn pvOuon tov pH)
"Yowp yia evéoiuo

6.2 Aovupatotnreg

Eletyel peketdv oyeTikd e T SuUPATOTNTO, TO TOPOV QUPUOKEVTIKO TPOIOV OEV TPEMEL VAL
OVOPETYVOETOL LE AL QUPLOKEVTIKG TPOTOVTAL.

6.3 Ardpxero Lomng
24 pnmveg

Meléteg yMUIKNG, PLGIKNG KOl UIKPOPLOAOYIKNG 6TafepOTNTAS TOV TPOTOVTOG KATA TN Yp1or, EXovV
dei&et 0T dratnpeiton £mg 28 Muépeg, otovg 2°C - 8°C. Metd T0 TPOTO AVOLYUd, TO PUPHOKEVTIKO
poidv umopel va euhayBel yio 28 nuépeg, Katd uéyioto, pHEYPL To TEA0G NG dldpkelag LmNG TOv, GTOVE
2°C émg 8°C. Metd v gloaywyn Tov euotyyiov oty méva, 1 01dTaén Tévag Kot puotyyiov Ba mpémet
VO QUAACOETAL GTO YUYEIO APESHG LETA TN XpNoT. Na un euAdooete TNy TEVA UE TN Peldva
TomofeTNUEVT ETAV® GTNV TTEVO. MNV apalpECETE TO UOGIYYL0 OO TNV TEVO UETA TNV TPMTN XP1OT).
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To guoiyylo péoa otnv méva umopel emimAéov vo tonobetn el oto BOANKN TOV TOPEXETAL LLE TV TEVA,
Y10 VO TPOCTATEVETAL OO TO PG,

Toyév dAlot yxpdvot kot cuvOnKeg GOAAENG KaTd TN O1dpKeL TG XPNONG ATOTELOVY gVBVVI TOL
xpHo™.

6.4 Idwitepeg Tpo@uraterg katd ™ VALY TOV TPOiIdVTOg
dvlaocoete o Yyoyeio (2°C — 8°C).
Mnv katoyvyete. DVAAGGETE TO PUOTYYI0 6TO EEMTEPIKO KOVTL Yi0l VO TPOCTATEVETUL GO TO POG.

T 116 cLuVONKeg SraTPNONG LETA TO TPMTO AVOLYLLO, TOV POPUOKEVTIKOD TPOidvTog, PA. Tapdypapo
6.3.

6.5 ®V61 KOl GVGTATIKA TOV TEPIEKTN
®voiyyo 3 ml (yvddwvo @uoiyyio USP Tomov 1), Euforo, nopa (Bpopofovtiiio) kot

GTEYUVOTTOMTIKOC 016KO0G (OTEYOVOTOMTIKA TOPEUFOCUATO AAOVLIVIOU KOl EAUCTIKOD) O TAAGTIKO
01oK0 COPAYIGUEVO HE KAAV L KOl GUCKEVAGIEVO G KOLTI.

Kabe puoiyylo nepiéxel 3 ml evésiov S10ADUATOG TOL aVTIGTOLXOUV € 28 dOCELS TV
20 wikpoypappdpio (avé 80 pupolitpa).

Meyébn cvokevaciog:
Kauliv 1 guoryyiov 71 3 guotyyimv.

Yvokevaocio euotyyiov kot tévag Kauliv:

1 ecmtepikd kovti Tov Puaotyyiov Kauliv (mov mepiéyel 1 puoiyylo) kot 1 ecmtepikd KovTi TNG TEVOG
Kauliv (mov mepiéyer 1 méva).

Mmropel va, unv KukAo@opovv OAEG 01 GLCKEVOGIEC.

6.6 Iownitepes TPOPLAGEELS amoppLYNS KoL GALOS YELPLONOS

Xelpiopoc

Ta euoiyya Kauliv mpémet vo ypnoiplonotodviol amoKAEIGTIKA UE TV EMOVOYPTCLLOTOWGLUN TEVOL
TOALOTADV dO0ce®mV. Agv mapéyovial PEAOVES LE OVTO TO QAPLOKELTIKO TPOTOV.

Kd&Be puoiyyo kot méva mTpémel va xpnoytoroovvtal and Evov povo acbevr. H méva pmopet va
ypnowomoindet pe ferdveg piag ypnong twv 32 G 4 mm.

M véa, amooTtelp@pévn BeAdva mPEMEL va, YpNoIoTToleiTal Yoo KABE EVEST TOL QUPLAKOL.

H nuepounvia AMENG mov avoypdeetol 6Ty €TIKETO TOV QLGLYYIOV TPETEL TAVTA VO, EAEYYETOL TPV
amo TNV €1oayyn Tov euotyyiov oty wéva Kauliv. [a v aropuyn eoappokevtikov Aabov, Ba
TpENEL va, SacPaAileTor 6Tt 1 nuepounvia Evapéng xpnong evog puaotyyiov Tponyeital tovAdyiotov 28

NuéEPES TG nuepopmviag ANEng tov.

[Ipwv amd ™ pnom oG TEVOS Yo TP®TN Popd, 0 acbevig Ba mpémel vo dloPdost Kal va KOTOVONoEL
TIC 00MYieg OYETIKA UE TOV TPOTO YPNoM NG MEVAG, Ol omoieg mapéyovror pall pe v méva.

Apéomg petd amd kdbe veon, N TEVA TPENEL VAL PLAAGGETOL 6TO Yuyeio. MeTd tnv TpdTn ¥pno, T0

Quoiyylo dev mpémel vo apaipedel and v wéva 610 ddoTnpa Tov 28 nuepov yprions. Mnv
ypnowomnoteite o Kauliv €dv givorl kateyuyuévo 1M edv €xel katayvyOsi.

13



To Kauliv dev mpénet va petapépetan og cvpryyo. Ta ddewo puotyyla dev pénet va Eavayepilovrat.

To Kauliv dev mpémet va ypnopomoteitol edv 1o dtdhvpo epgaviletal 00AO 1| xpOUATIGUEVO 1) TEPLEYEL
TUYGV 0PATE CLMPOVIEVO COLOTIOW.

H nuepounvio g mpdtng éveong Ba mpénel va, avaypapetol 610 eEOTEPIKO KOVTL TOV PUGLYYioL
Kauliv (PA. mapeyouevo kevo ydpo oto kovti: «IIpdtn ypron»).

H enavaypnoorotodpevn tévo Kauliv dia0étel emioyéa 066MG Le NYNTIKA KATK KOl OTTTIKOVG OEIKTEG
Y10 Vo, SIS PAAIOTEL OTL €€l puBuoTel | oot d6o1 Yo TNV Tpoetoacia (P) kot yia t poOuon g
doon¢ (D).

Amdppyn

Kd&Be aypnoyonointo opuokenTikd Tpoidv 1 VIOAEUUA TPETEL VO, OTOPPINTETAL COUPMVA UE TIG
KOTA TOTOVG 1GYVOVGEG OYETIKES OLOTAEELS.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
Strides Pharma (Cyprus) Ltd.

Themistokli Dervi, 3

Julia House, 1st Floor,

1066, Nicosia,

Kvompog

8. APIOMOZ(OI) AAEIAY KYKAO®OPIAX
EU/1/22/1710/001 [1 ¢votiyyo]

EU/1/22/1710/002 [3 ovuoiyyw]
EU/1/22/1710/003 [ovokevacio @uotyyiov kol mEvog)

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia mpdtng €ykpiong:

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtopepeic TAnpopopieg yia 1o mapov Tpoidv ivar drabéoipec 6tov diktvokd Tomo Tov Evpmmaicod
Opyoaviopov Doppdkov: http:/www.ema.europa.eu.
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IMAPAPTHMA 11

IMAPAXKEYAXTHX THX BIOAOT'IKQX APAXTIKHX
OYXIAX KAI HIAPAXKEYAXTHX(EY) YIIEYOYNOZX(OI)
I'TA THN AITIOAEXMEYXH TQN HAPTIAQN

OPOI'H NIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHYX THX BIOAOT'IKQX APAXTIKHY OYXIAY KAI
IMAPAXKEYAXTHX(EYX) YHEY®OYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

Ovopa kot d1evbuven Tov TopacKeLAoT TS BLOAOYIKAOC dPACTIKNC OVGIOG

Onesource Specialty Pharma Limited (Unit-1)
Plot n0.293 Bommasandra Jigani link Road,
Jigani Industrial area,

Anekal Taluk, Bengaluru — 560 105,

Ivdia

Ovopa kai dievfvvon Tov TOPUCKELOGTH OV £ival LIEVOLVVOC Yo TNV ATOOEGUEVCT] TOV TOPTIOMV

Fairmed Healthcare GmbH
Maria-Goeppert-Strasse 3
23562 Luebeck

Tepuavia

B. OPOI'H HEPIOPIZEMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DQoppoxevtikd Tpoidv Yo 1o omoio amouteiTol TP cuvTayn.

I. AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY KYKAO®OPIAX
. Ex0¢cg1g meprLodikig mapakorovOnong g acedaisriog (PSURS)

Ot amortioelg yio v vroPoAn twv PSURS yio 10 v Adym @appoakeutikd mpoidv opiloviatl otov
KatdAoyo pe Tig nuepounvieg avapopdg e Evoong (katdloyog EURD) mov apatifeton oty
napdypoeo 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kar kébe emaxdiovdng
EMKOLPOTOINGONG OTWS OMNUOGCIEVETAL GTNV EVPOTAIKT SIKTVOKY TOAN Y10 TO. PAPUOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHZH TOY ®APMAKEYTIKOY INPOIONTOX

. Yyéowo owoyeipiong Kivovvou (XAK)

O Kdaroyog Adetag Kvkhopopiag (KAK) Ba die&aydyet T amaitodUeVES OpacTnPLOTNTES KOt
TapeUPAcELS PUPUAKOETOYPOTVIONG OTMC Tapovctalovtol 610 cuppwvnéy XAK mov
napovctdletor oty evotnta 1.8.2 g ddstog kukAopopiog Kol omolesdmoTe EmaKOAOVOES
eykekpipéveg avabempnoeig tov TAK.

‘Eva emkoiporompévo XAK Oa mpémetl va katatebei:
e  Metd ano aitnua tov Evpondikod Opyavicpod Ooapudakav,
o OmoTedNMOTE TPOTOTOLEITAL TO GUGTILLO A EIPIONG KIVOUVOL, EIOIKA (OC UTOTELEC O AMYNG
VE®V TANPOQOPLDOV TOV PTOPOVV VO EMPEPOVY CTUAVTIKN OAAAYT] OTT GYECT] 0QELOVG-KIVOVUVOL
N ®G ATOTEAEGLLA TG EMITEVENG EVOG OTUAVTIKOD OPOCT|LLOV (PUPLLOKOETAYPVOTVIGN 1|
€A1 TOTOINGT KIVOUVOU).
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IHAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI I'TA ®YXIITIO

1. ONOMAZXIA TOY ®APMAKEYTIKOY IMPOIONTOX

Kauliv 20 pixpoypappdpio /80 pikporitpo evéstuo dtdivua
TEPITOPATION

2. YYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Kabe 660om 80 puxpoiitpa mepiéyet 20 LIKPOYPOUUAPLO TEPUTAPUTIONG.
Kd&Be puoiyyo mepiéyetl 28 60ce1g tov 20 pikpoypappapiov (avé 80 pikpolitpa).

| 3. KATAAOI'OX EKAOXQN

O& ko 0&L-TayoUOpPPO, AvLOPO 0EIKO VATPLO, UAVVITOAY], UETAKPEGOAT, VO®P YO EVEGIUM, OPULO
VOPOoYA®PIKO 0D (Yo T pvOon tov pH) kot vatpiov vépo&eidio tov vatpiov (Yoo T pOOUIGN TOL
pH) BA. @OALO 0dNy10V ¥pNoNG YO0 TEPULTEP®D TANPOPOPIES.

| 4. DPAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéowo didivpa

1 puaciyylo
3 puoiyyla

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Awpdaote T0 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT.
Y7modopia yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

No puAdocetor og Béon, v omoia dev PAEmOVY Ko dgv TTpoceyyilovv Ta TandLd.

7. AAAH(EY) EIAIKH(EY) TIPOEIAONIOIHXH(EIYX), EAN EINAI AITIAPAITHTH(EY) |

Xpfion novo pe méva Kauliv.

8. HMEPOMHNIA AHEHX

AHZH
Amoppiyte 10 QLGIYYL0 28 NUEPES LETA TNV TPAOTN YPNoN. M1y aaipeite 1o eLGiyylo omd v Téva
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KaTd TN Odpkela Twv 28 nuepdv ypnons. To guolyylo péca oty mévo umopel emmAéov va
tonofetnBel oto BVAOKN TOL TOPEYETOL [E TNV TEVA Y10 VO TPOSTOUTEVETOUL OO TO PG,

[pdT™  ¥PNON: e, eeeeeeeeeeiereenns oeeeeeeeeeeeeenn,
Ouoilyyto 1. e [oveeeeeenieeenenens [
DUGTYYI0 2. e, [oveeeereenreeenenenns sconoonaosananoosocos
Duolyylo 3. e [overeereenreeenenens ssonaoonaosanansosooos

{to keipevo pe ykpila okioon avoaeépetor 6to péyedog g cvokevaciog 3x}

| 9. EIAIKEY YYNOHKEY ®YAAEHX

dvAdooete og yoyeio.
Na punv yoyetat. Pvhdocete 10 UOTYY0 6TO0 eEMTEPIKO KOVTI Y10 VO TPOGTOTEVETOL OO TO PG,

10. TAIAITEPEX ITIPO®YAAEEIX I'lA THN AITOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®PAPMAKEYTIKQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, EO@OXON ANIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Strides Pharma (Cyprus) Limited
Themistokli Dervi, 3

Julia House, 1st Floor,

1066, Nicosia,

Kvompog

12. APIOMOZX(0OI) AAEIAY KYKAO®OPIAX

EU/1/22/1710/001 [1 ¢vuoiyywo]
EU/1/22/1710/002 [3 ¢vuoiyyw]

EU/1/22/1710/003 [cvckevacio @uotyyiov kot mévog)

13. APIOMOX TTAPTIAAX

[Maptida

| 14. I'ENIKH KATATAZEH I'TA TH ATIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. IHAHPO®OPIEX XE BRAILLE

Kauliv
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17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAY (2D)

A160106T0TOG YPOUU®TOS KMok (2D) mov pépet Tov TEPIANQOEVTO LOVOSIKO OVOyVOPLETIKO KOOKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZEQTEPIKO KOYTI I'TA XYXKEYAXIA OYXIITIOY KAI ITENAX

1. ONOMAZXIA TOY ®APMAKEYTIKOY IMPOIONTOX

Kauliv 20 pixpoypappdpio /80 pikporitpa evésio StdAvo
TEPUTOPATION

2. YYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Kabe 660om 80 puxporitpa mepiéyet 20 UIKPOYPOUUAPLO TEPUTAPUTIONG.
Kd&Be puoiyylo mepiéyet 28 60ceig tov 20 pikpoypappapiov (ava 80 pikpolitpa).

| 3. KATAAOI'OY EKAOXQN

O&kd 0EL-aydopPOo, AVvudPOo 0EIKO VATPLO, LOVVITOAT, LETOKPEGOAN, VO®P YO EVECIUO, OPULO
VOPOoYA®PIKO 0D (Yo T pvOon tov pH) kot vatpiov vépo&eidio tov vatpiov (Yoo T pOOUIGN TOL
pH) BA. @OALO 0dNy10V ¥pNoNg Yo TEPULTEP®D TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéowo didivpa

1 guotyyo Kauliv
1 méva Kauliv

Na v moiodvtar EexwpioTd.

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

H ovokevacia guotyyiov kot mévag mpémel va ypnopomolovvtatl ywo v Evopén tng Bepameiog.
Awpdote 1060 T0 PUALO 0ONYIOV ¥pNoTg Tov puotyyiov Kauliv 660 kot Tig 0dnyieg ypnong g mévag
Kauliv pv amd tn ypfon.

Y7modopio yprion

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

No puAdocetar og Béon, v omoia dev PAEmOVY Ko dev TTpoceYYilovv To TandLd.

| 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIYX), EAN EINAI AITIAPAITHTH(EY) |

| 8. HMEPOMHNIA AHEZHE |
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Amoppiyte 10 QuoTYYl0 28 NUEPEG LETA TNV TPMTN YPNoT. Mnv apaipeite T0 QuGiyylo amd TV méEva
KaTA TN O1dpKeLa TV 28 NUEPDY YPHONC.

9. EIAIKEY XYNOGHKEYX OYAAEHX

dvlaocoete o€ Yoyeio.
Na v yoyetor.

10. IAIAITEPEX ITIPO®YAAEEIX I'IA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TOQN
YHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, EO@OXON ANIAITEITAI

11. ONOMA KAI AIEYOYNZH KATOXOY THX AAEIAY KYKAO®OPIAX

Strides Pharma (Cyprus) Limited
Themistokli Dervi, 3

Julia House, 1st Floor,

1066, Nicosia,

Kompog

12. APIOMOX(OI) AAEIAY. KYKAO®POPIAX

EU/1/22/1710/003 [cvckevacio @uotyyiov kot mévog)

13. APIOMOX ITAPTIAAX

[Moptida

| 14. I'ENIKH KATATAZEH T'TA TH ATAGEXH

| 15. OAHI'IEX XPHXHX

| 16. IHAHPO®OPIEY XE BRAILLE

Kauliv guoiyyiov kot mévog

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

A160146T0TOG YPOUU®TOS KMok (2D) mov pépet Tov TEPIANQOEVTO LOVOSIKO OVOyVOPLGTIKO KOOKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAT'NQXIMA AIIO
TON ANOPQIIO

PC
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
KYYEAHZX (BLISTER) 'H XTIX TAINIEX (STRIPS)

DPYAAO IICMATOX

1. ONOMAZXIA TOY ®APMAKEYTIKOY IPOIONTOX

Kauliv 20 pixpoypappdpio /80 pikporitpo evéstuo dtdivua
TEPITOPATION

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Strides Pharma (Cyprus) Limited

3. HMEPOMHNIA AHZHX

AH=H

4. APIOMOX ITAPTIAAX

[optida

| 5. AAAA YTOIXEIA

Ymodopla ypnon {1X}
YA ypfion 3%}
dvAdooete og yoyeio
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA

1. ONOMAZXIA TOY PAPMAKEYTIKOY IIPOIONTOX KAI OAOX(OI) XOPHITHEHY

Kauliv 20 mcg/80 mcL evéoio didAvpa
TEPUTOPATION
Ymodopla yprion

| 2. TPONOX XOPHI'HIHX
| 3. HMEPOMHNIA AHEHX
AHZEH
4. APIOMOX ITAPTIAAX
[Moptida
5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA MONAAA
3mL
6. AAAA XITOIXEIA

dvlacoete o€ Youyelo
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B. ®YAAO OAHI'TQN XPHXHX
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@VYAro ooV rpiong: IIAnpogopiss yio 10 yprjoty

Kauliv 20 pkpoypoppdpro/80 mkporitpa evéoipo didivpo
TEPUTAPATION

VTo QAPUOKO aVTd TEAEL VIO GLUTANPOUOTIKY TopakolovOnoTn. Avtd Ba emiTpédyetl T0 Yp1yopo
TPOGOLOPICUO VEDV TANPOPOPIOV acPAielnc. Mmopeite vo fondioete péow tng avapopdg mbavov
AVETLOOLNTOV EVEPYELDY TTOV EVIEYOUEVMC Ttapovatdlete. BA. T€éhog tng mapaypdeov 4 yio Tov TpoOTo
avapopdg avemBOUNTOV EVEPYELDV.

AWfdoTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYIAV YP1)ONG TPV UPYICETE VA YPNCLUOTOLELTE

aVTod TO QAPROKO, H1OTL TEPLLAPPAVEL CNUAVTIKEG TANPOPOPIES Y10 GUC.

- DdvrdEte avtd TO POAAD 001DV YpRoNS. Towg ypelaotel va to dwafdoete Eavd.

- Edv éyete mepoutépw omopleg, poINOTE TOV YOTPO N TOV PUPULOKOTOLOD GOC.

- H ovvtayn yia avtd 10 edpuaxo yopnynodnike anokAeloTikd Y10, 6oc. Aev TPEMEL Vo SDCETE TO
QAPUOKO 6€ GALOVG. MTopel va Toug TpokaAésel BAAPT, aKOpA KOl OTAV TO CUUTTOUOTO TG
acBévelog Tovg eivon 101 pe T, Skl Gag.

- Edv mapatnpnioete kamoto avemBountn evépyela, EVNUEPDGTE TOV YLUTPO 1] TOV PUPLOKOTOLO
c0c. Avto 1oybvEL Kot Yo KOs Thovn avemBOuntn evEPYELO TOL OV AVOPEPETOL OTO TOPOV
@OAAO odNy1dV ypnonc. BAéme mapdypago 4.

T wepréyer 10 Tapov @OALO 00NYLAOV:

Tt givar To Kauliv kon ol givon n gprion tov

T mpénel va yvopilete mpv ypnoiponomcete 1o Kauliv
I[og va ypnoyomromoete to Kauliv

ITiBavég avemBOuNTEg eVEPYELEC

Iog va puidooete to Kauliv

IIepieydpeva g ovoKeLAGiag Kot AOUEG TANPOPOpieg

S e

1. Th eivan 10 Kauliv xon wowa givar n ypijon tov

To Kauliv mepiéyetl T 0paoTikr] ovoio TEPUTUPOTION TOL ¥PTCLUOTOLELTAL Y10 VO, KAVEL TO, 06T, GOG 71O
SVVOTA Kol VoL LELOVETOL O KIVOUVOG ELLPAVIONC KATAYUAT®V J1EYEIPOVTOC TO GYNUATIGUO TOV 0GTOV.

To Kauliv yoprnyeiton yio ™ Oepaneia g ooteondpwong o€ evihikes. H ooteondpwon eivor pio
acBévela 1 onoia TpokaAel advvapio Kot evfpavotdtTnTa TV 0otdV. H acbévela avtn eivar diaitepa
oLV NG o€ Yovaikeg PETA TV EUUNVOTOVGT], dALA uTopel va eppavicbel kot otovg avtpec. H
00TEOTOPMOT elval emiong ovyvi kot o€ acBevelg mov Aappdvovy eapuake to omoio ovoudlovton
KOPTIKOGTEPOELDN.

2. T wpéner va yvopilete mpv ypnoypomonjoere 1o Kauliv
an xpnopomouoete To Kauliv

o€ Tepinton aAepyiog 0TV TEPUAPATION 1) GE OTOL0ONTOTE AAAO OO TAL GUGTATIKA OVTOV
TOL POAPUAKOL (CVOPEPOVTOL GTNV TOPAYPAPO 6).

. gdv &yete avénuéva enimeda acPectiov 610 aipa cog (TPodTapyovca vIEPUCPecTiOin).

. eqv €xete coPfapn TANGN GTOVS VEPPOLG,.

. €0y glyote Kapkivo TV 00TMV 1| €4V dAL €10 Kapkivov £xovv KAvel LETAGTAGT GTA 0GTA GG,

. eqv €xete ouykekpléveg achéveleg Twv oot@v. Edv éxete Kamown acbévela Tov 06TOV,
EVNUEPDOTE TO Y1ATPO GOC.

. eqv &xete avebnynto avEnuéva enimeda aAKOAKYG POCEATACNS 610 aipa oG, T0 0moio

onuaivel 6Tl pmopel va £ETe TN vooo TV 0otV Paget (vOG0g e un @uo1oAoyikég HETOPOAES
TV 06T0OV). Edv dev gilote BEParot, potiote 10 Yiatpd cog.
. edv éxete vmoPAndei oe mponyobuevn aktivobepaneia, 6To 00TA GOG.
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. gdv elote éykvoc 1 ebv OnAdlete.

IIposgidomoun)oels Kol TPoPuAdEeLs
H ypniion tov Kauliv pnopei va avénoet v mocotnta Tov 0oBecstiov 610 aiflo 1 oTo 0VPa. GO,
AmevBuveite otov yiatpd cag mpwv ndpete to Kauliv:

. edv €yete ouveyeig vavtiec, EUeTove, SUOKOIMATNTO, LEIMUEVT EVEPYELD 1| LVTKT] 0OLVOLiOL.
Avtd umopei va givan evoeigelg 6T vdpyel TEPIGGOTEPO AGPESTIO OO TO KOVOVIKO GTO Oipla
ooC.

. edv €yete mETPEg ot VEQPA 1 €dv glyote mETPEG GTO VEQPAL.

. €qv €yete TpofAUOTO OTO VEPPA oG (LETPLO VEQPIKN dtaTapayn).

Mepikoi acBeveig pmopei va aioBovBodv (dAn 1 Tayvkapdio PHETA omd TIg TpdTEG dOGELS Tov Kauliv.
Kotd tigc ipmrteg 060¢€1g va kdvete tnv éveon Kauliv kdmov 6mov uropeite vo kabicete M va Eanidoete
apéomc Loag arcbavleite {aan.

Agv mpénel va vepPeite ™MV GLVIGTOUEVT 24UnVvi SIAPKELD TNG BEPOTEVTIKNG AyWYNC.

[Ipwv amd v eloaywyn evog puatyyiov oty méva Kauliv, onueidote tov apBpd maptidag (Iaptidn)
TOV QLGLYYIOV KOl TNV MUEPOUNVIDL TNG TPATNG EVECNG GTO MUEPOADYIO KoL TAPEYXETE AVTES TIG
TANPOPOPIEC KATA TNV ava@opd TUYOV avemBOuntov evepyeimv. H nuepopnvia g tpdng €veong
0o pémel vo avaypdoetal oto €mTepikd Kovti Tov Euotyyiov Kauliv (BA. mapeyduevo kevd ymdpo
oto kouti: «IIpdtn ypion») (BAéme mapdypoapo 3).

To Kauliv dev mpénet va yproponoeitonr o€ £pnpovg vwd avamtusn.

Hoowd ko £pnpor
To Kauliv dev mpénel va ypnoiponoteitarl o€ mondid kot pnPouvg (MAkiag kdto tov 18 eTdv).

Alha @dppoxa kot Kauliv

Evnuepadote Tov yiatpd 1| TOV QUPUAKOTOL0 GAG GV YPNCLOTOLEITE, £YETE TPOGPATO YPT|GLLOTOLGEL
N UTOpPEL VoL YPTCLUOTOCETE AALD PAPLLAKAL.

Av10 givorl onuovTikd 10Tt opiopéve eappoka (m.y. oryo&ivn/daKtudition, Eva EAPUOKO TOV
yopryeitar yio T Bepameio KopIOKOV TaONcEMV) UTopel Vo AAANAOETIOPAGOVY LE TNV TEPUTOPATION.

Kinon kot Onrhaopog

Mnv ypnowonomoete o Kauliv gdv giote éyxvog i) v Onidlete. Edv giote yovaika og
ovomapoy®ykn nhkio Oa tpémel va xpnolLonoleite pio. 0Elomotn HEB0d0 avTIGLAANYNG KT T
duapketa yprong Tov Kauliv. Edv peivete €ykvog evocm ypnoiponoteite to Kauliv,  yoprynon tov
Kauliv npénel va dwokomel. Znmote ™ cVUPovAn Tov Yitpol 7 TOV QApPUAKOTOL00 GG TPOTOD
TOPETE AVTO TO PAPLLOKO.

Oofynon Kol YEPIoROS PNYUVHATOV

Opiopévor acBeveig evdéyetarl va gppavicovv LaAn petd v éveon tov Kauliv. Edv vidoete (dAn,
unv odnyeite kou un yepilecte unyaviuota, Eog 6tov Befoiwbeite O6TL T GLUTTOUATO OVTH EYOLY
OTOOPAEL.

To Kauliv wepiéyel varpo
To eapuaxo avtd mepiéyel Aryodtepo omd 1 mmol varpiov (23 mg) avd ddon, eival avtd mov
ovopalovpe «ehevBepo vaTpiovy.

3. Iag va ypnopononjoete To Kauliv

IT&vtote Vo YpMCLLOTTOLELTE TO PAPLLOKO OVTO AVGTNPE COLPOVO LE TIC 0ONYiEG TOL YLaTpoL cag. Edv
€xete apPlPoAleg, pOTNOTE TOV YOTPO 1 TOV PUPULOKOTOL GOC.

H cuvictdpevn d6on eivar 20 pkpoypoppdpto (ov avtictoyyovv oe 80 wikpoAitpa) pic opd tnv
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NUEPA, YOPTYOVLEVT] LE VTTOSOPLL £VECT) GTO UNPO N OTIV KOIALEL.

INa va cag Pondnoet va Bupdote va ¥pNGUYLOTOIEITE TO PAPLLOKO GOC, VO TO EVIETE TEPIMOL TNV 1010
opa kibe nuépa. H éveon Kauliv umopei va, yopnyn0ei kotd 11¢ dpec tov yevpdtov. Na gviete 1o
Kauliv ké0e nuépa. yio 660 ypovikod ddotnua cog £xel vwodei&el o yrtpdc coc. H cuvolikn didpkeia
¢ Oepamneiag pe Kauliv dev Oa mpénel va vrepPaivel toug 24 punves. H 24unvn Oepamneio pe Kauliv
dev mpénet va, emavainedel ot diapreia {ong Tov achevn.

O yatpdc cag o oag cuotoet va ypnoonotoste 1o Kauliv pali pe couminpopoto acfectiov kot
Brrapivng D. O yatpdg coc Ba cog mel oo eivar 1) KOTAAANAT TOGOTNTA TOV TPEMEL VO TOAPVETE
KaBnuepva.

To Kauliv pmopel va yopnyn0ei pe 1 yopic eaynro.

Ta uociyywa Kauliv eivar oyediacpéva yia yxpnon wovo pe v méva, moAlomidv docewv Kauliv kot pe
ovppatég Berdveg mévag. H méva kou o Beddveg éveong dev mapéyovion pe 1o @uoiyyo Kauliv.
[pwv and v TpdTN XpNoT, EI0AYAYETE TO PLGTYYI0 otV TEvVa (1 oroia dwatifetar Eeywpiotd). [
™V opO1| xpNon avToV TOL PAPUAKOL Eival GNUOVTIKO Vo akohovBeite ToTA TIg AeTopepeic Oonyleg
Xpnong g mévag cag mov mapsyovion poll pe v méva.

Xpnowonoteite véa Pelova Eveong yio KAOe Eveotn dOTE Vo AmoTpEYeTE TVYOV LOAVVOT) KOl
amoppinTETE [IE ACPAAEL TN PEAOVA LETA TN YPTOT.

Mnv puAdcceTe TOTE TNV TEVA LLE TPOGAPTNLEVN TN PEAOVAL.

Mnyv popaleote v id10 TEVa Pe GAAL GTOUOL.

Mnv ypnoiponoteite v méva Kauliv yio va yopnynoete omotodnmote GALO QAPLOKO (TT.Y. IVCOVALVY).
H méva givon oyxedroouévn yio yprion uévo pe to Kauliv.

Mnyv Eavoayepnicete To Quoityylo.

Mnv HETAPEPETE TO PAPLOKO GE GLPLYYOL.

[pénet va kavete v éveon Kauliv apéomg poig PBydrete tnv méva oag e TO TPOGOPTNIEVO
Quoiyylo and to Yuyeio. No QUAGCCETE TNV TEVA GOG LLE TO TPOGAPTNLEVO PLGLYYLO GTO WYLYELD
apéomc petd amd kabe Eveon. Mnv agaipeite To guoiyylo amd v méva peTd omd kdbe ypnon. To
QLGiyylo péca oty méva pPmopel emmAov va Tomobetn0el 6To BOANKA TOL TOPEXETAL LIE TNV TEVA Y10,
Vo TPOOTATELETOL ad TO PG Kb’ OAn v mepiodo Oepameiog didpkelog 28 NuUEPDV.

IpogTownacio g Tévag ya yprion

- INoa va dwuoodicete ) cwath yoprynon tov Kauliv, dwopdalete ndvra tic Odnyieg Xpnong g
névag Kauliv mov meptlopfavoviol 6to kouti g mévoc.

- [TAévete ta YEplo 6OG TPV XEPLOTEITE TO PLGTYYLO T} TNV TEVAL.

- EMéyEte v nuepopnvio ANENS TOL vy pAPETOL TNV ETIKETA TOV PLGLYYIOL TPV EIGOYAYETE TO
euoiyylo oty méva. Befarwbeite 6T1 amopévouy Tovddyiotov 28 NuUEPES PLEXPL TNV TLEPOUNVID
Ménc. Ecaydyete to guoiyylo oty wéva Tpv amd Ty TpdT XPNoT, 0N TEPTYPAPETOL
AETTOUEPAOG OTIG 0dNYiEg TNG TEVAG. Znuewmote Tov apBpd maptioag (ITaptida) ot kdbe
QLGIYYL0 KO TNV NUEPOUNVia TNG TPDTNG Eveong o€ Eva nuepoidyto. H nuepopnvia g mpdtng
éveong Ba mpémel emiong va avaypdeetar 6to E@TePkd KovTi Tov Puotyyiov Kauliv (PA.
TapeYOUEVO KEVO ywpo oT1o Kouti: «IIpmtn ypnon:").

- Metd v elcaymyn €vOg VEOL QUGTYYIOV Kot TPV amd TNV TPAOTN £VECT] LE OLTO TO PLGIYY1O,
TPOETOACTE TV TEVA, SOUPOVOL LE TIC 00NYieg oV TapEyovTon otig Odnyiec Xpnong g
névag. BePawbeite va mpoegtodoete v méva mpv and Kabe 6661 cOLPOVA LE TIC 0ONYieS
7oV TapEyovtal otig Odnyieg Xprong tng mévag,.

Xopnynon éveong Kauliv

- Ipwv amd ™ yopiynon tov Kauliv, kabopicte T0 dEpHa GOC GTO GNUEID OTTOL CKOTEVETE VO,
TPAYUOTOTOGETE TNV €veon (UNpog N Koia), cOUPOVO, LE TIG 0dNYiEG TOV YIATPOL GUG.

- Kpamote amald pio troyn Kabapod dEpUaToc Kt ieaydyete T Perdva gvubeila péca oto
déppa. [Tiéote To KOVUTE KO KPATAOTE TO TATNUEVO UEYPL T EVOEEN TNG YOopNyNnong 60omng va
emotpéyel oty 0éon Evapénc.
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- Metd v éveon, apnote T PeAOVA LEGO OTO dEPLLA Y10, OEKN OEVTEPOAETTA, (DGTE VL
SlooQOMOETE TN ANYT 0AOKAN PTG TNG dOONG.

- MOMG OAOKANPDOGETE T YOPYNON TNG EVESNC, TOMOBETNOTE TO EEMTEPIKO TPOGTATELTIKO
Kamdkl g Peldvac otn Pehdva TG TEVOC Kl TEPIOTPEYETE TO KATAKL OPLOTEPOCTPOPO, Y10 VL
AQOIPECETE TN PEAOVA TNG TEVOG,.

- Enavoatonobetote 10 kKamdxt 6ty méva 6oc. APNOTE TO PLGIYYIO0 TPOGUPTIUEVO GTNV TEVA.

Eav ypnoipomonoete peyorvtepn d6on Kauliv amwé tnv kavovik

No evUepDOETE TOV YIUTPO GO N TOV PUPUOKOTOLO 6aG, Qv TApeTe Katd AdBog mepiocdtepo Kauliv
oamd avtd oL ca¢ £xel VITOJEIEEL 0 Y1OTPOG coC. Ta OVAUEVOLEVO GUUTTMOUATO TG VITEPOOGOAOYING
neptAapPavoovy vavtia, peto, (AN Ko ke@alodyia.

Eav Eeyaoete va ypnopomonjoete to Kauliv

Edv Eexdoete o éveon 1 0V UTOPEGETE VAL YPTCULOTOGETE TO PAPUAKO GOg TN GLVIH O PO,
YOPNYNOTE TO QPAPLOKO GUG OUESMG LOAG TO BuunOeite TV 1010 nuéEpa. MnV XPMCILOTOGETE SITAN
d00M YO VO OVOTTANPAOGETE T 8601 oL Egydoate. Mnv Kavete Topandve and pio Eveon tnv idla
nUépa.

Edav otapoatiosete va ypnoponoreite 1o Kauliv

Edv oxépteote va dakdyete tn Oepamneio pe Kauliv, mapakaieiote va 1o cvlntioete Ue to ylorpod
cag. O yiatpdc oag Ba cag supPfovievoet kKot Bo amopacicet yio tdéco dtdotnuo 0o Tpénet va
Aappdvete Ogpancio ue Kauliv.

Edv éxete mepiocdtepeg epmTNCELG GYETIKA LLE T YPNOT) AVTOV TOV PAPIAKOD, PMTIGTE TOV YO0TPO 1
TOV QUPULOKOTOLO GOG.

To Kauliv dev cuvictdrot yio ypnon amd ToeAodg 1 dropa pe TpofAiuoto dpacng ympic t Pondeia
OTOLOL EKTOOEVIEVOL BTNV 0pON ¥p1oN TNG TEVOC.

4. IMBavéic avemOounteg evépyeleg

Onwc 6Ma o pdppoka, £ToL KOl LTO TO PAPLLOKO UTOPEL VO TPOKAAEGEL OVETIOOUNTES EVEPYELES, OV
KoL 0ev TaPovotdlovtal 6e OAOLS TOLS OVOPHOTOVG.

O1 o ovyvEG avemBOUNTEG EVEPYELEG EIVOL O TOVOG GE GKPO (TOV UTOPEL VO, EXNPEACEL TEPIGGOTEPO.
ond 1 ota 10 dropa). Alheg cuyvéc avembBounteg evépyeleg (mov emmpedlovv £w¢ kot 1 ota 10
dtopa) meptiopBdvovy aicOnua adiabeciog, kepaioryio kot (oAn. Edv aicBavieite (aAn (advvapia)
petd v €éveon oag, Oa wpénel va kabicete 1 va Eamhmoete puéypt va aucbaveite kodvtepa. Edv dev
VITOYWPOVV TO, CUUTTOUATO QVTE, VO EVILEPDGETE TO YITPO GOG TPOTOV GLVEYICETE TNV AYWOYT CUG.
"Exovv mpoxidyel mepmtdoeig Mmobopiog Hetd t ypnon Tepumapatione.

Edv aeBavbeite ducpopia yopm omd 1o onueio g éveone, 6mwc epuBpdtnta dEPROTOC, TOVO,
SOYK®OOoN, KVNOUO, LOA®TEC N e a@Ppd atpoppayio (Tov umopel vo eUQOVIoTEL GUYVE), 0VTH
OVOUEVETOL VO OTOOPALEL EVTOC LEPIKMOV NUEPDV 1) EBdoNAdmV. Xe avtifetn TEPINTOOT EVIUEPDOTE
TO Y10TPO GOLG.

Yroviog (umopet va emnpedost €éoc 1 ota 1 000 droua), ot acbeveig umopei vo ekdnAdcovv
OAAEPYIKEG OVTIOPAGELS, ILe OVGKOALD AVOTVONG, S1OYK®GT TPOSMTOV, e£AvON I Kot Bwpakikd GAyoc.
O1 avtidpdcelg avtéc cuvimg epeavifovtal 6 GOVIOUO YPOVIKO SIACTNU LETA TNV EVECT]. X&
OTAVIEG TEPIMTMOGELC, EVOEYETOL VO, ELPAVICTOVY GOPapéc Kat mBavd ameintikéc yio ) Lo,
OAAEPYIKEG OVTIOPAGELS, CUUTEPIAAUPOVOUEVNG TG AVAPLALEIOG.

AAlec avemBOunteg evépyeleg mepthappdvouv:

Yuyvég (umopet va emnpedoovy émg 1 otovg 10 yproteg)
. avEnuévo eTImEd YOANGTEPOANG GTO TAAGLLOL

. KOTAOAYM

. VELPIKOC TOVOG GTO TOOL
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. advvopio

. aiocOnua 6t yupiCovv 6A

. oKavOVIoTOL KOPILOKOT TOALLOL

. dvomvola

. avénuévn epidpwon

. LOiKéC KpApTES

. OTMAELD EVEPYELOG

. KOTWOoN

. Bmpokikdg mOvog

. vrdToon

. aioOnua kavoov (eEr®@dvVN 1 Kot aictnon akpipmg KdTm arnd To Bdpaia)
. éuetog

. KAAN GTO GOANVO OV HETAPEPEL TO PAYNTO OTO GTOUAYL (KA GTO O1GOPAYIKO T L)
. YOUNAG emimeda arpocealpiving 1 apBpod epvbporvttdpov (ovaipio)

Oy ovyvéc (umopel va ennpedoovv €oc 1 otoug 100 ypnoteg)

ToLKapSioL

. U1 PLGOAOYIKOG KAPILOKOS TOVOG

. SVoKOALN GTNV AVATVOT

. opLoppoideg

. OKPATELDL OVPMV

. EMTOKTIKT AVAyKn 00pNoNG

. oavénon couatikov Bapovg

. TETPEG OTA VEQPU

. TOVOG GTOVG LDEG Kal TOVO oTig apbpdoelg. Opiouévol acbevelg eppavicay coPapég Kpaumeg M
TOVO OTNV TAGTN Kol YPEWCTNKE va. gloayfodv 6To VOGOoKOoElO.

. avénuéva emineda acfectiov oTo aipa

. avénuéva enimeda ovpikod 0&Eoc 6To aipLo

. avénon evog evibov mov ovoudleTal OAKOALIK QOGETACN

Yrdvieg (umopet va emmpedoovy émg 1 otovg 1 000 ypriotec)
. LEMUEVT] VEQPIKN AEITOVPYia, TEPIAAUPOAVOUEVTG TG VEPPIKNG OVETAPKELNG
. olonua, xupimg ota y€pta, oTo OO, KOl OTO KAT® GKPO

Ava@opd avemOopunTov gvepysi®dv

Edv mapatnpnoete kKamowo avemBOUnTn evEPYELD, EVILEPDOTE TOV YIOTPO 1 TOV QUPLOKOTOLO GOG.
AvTd 1oyveL Kat yio kéBe mhav avemiBountn evépyela Tov dEV AvaPEPETOL GTO TTAPOV VAL
odnyumv ypnone. Mmopeite emiong va avapépete avemBOunTeg evépyeleg amevbeiog, LEGH TOV
€0VIKoV GUGTNUATOG AVOPOPAS OV avaypapetorl oto [lapdpmua V. Méow tng avapopdg
avETBOLNTOV EVEPYEIDV UTOpPElTE Vo, fonONCETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDY CYETIKE
LE TNV ACPAAELN TOV TAPOVTOG PAPHUAKOL.

5. Hog va purdocete To Kauliv

To @dpuoKo avtd TPETEL VO GUAACCETAL G UEPT] TOV dEV TO PAETOLV Kot OV TO POAVOLY T, TAdLd.
No prn p1oUOTOLEITE 0VTO TO PAPUOKO PETA TNV MUEPOUN VIO ANENG TTOL OVAPEPETOL GTO KOVTL Kol
o010 Quoiyyo petd t AHEH/EXP. H nuepounvia Anéng eivor 1 tedevtaio nuépa Tov pive Tov

OVOPEPETAL eKel.

dvlaocoete o yoyeio (2 °C — 8 °C). Mnv KatonyvyeTe.
dvidocete T0 PLGIYYI0 0TO EEMTEPIKO KOVTL Y10 VO, TPOGTUTEVETOL OTO TO PG,

Mmropeite va ypnoytonoteite to Kauliv émg 28 nuépeg petd tnv mpmtn £veon, EpOGOV To PuGiyylo/Mm
TEVOL LLE TTPOGOPTNUEVO TO QLGTYY0 PUAAcGeTAL oto Yuyeio (2 °C émg 8 °C). To guoiyylo/m méva
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umopet emmiéov va torobetn el 6to BOANKN TOL TAPEYETAL LE TV TEVA Y10 VO TPOGTOTEVETOL OO TO
Gwc.

Mnv tomobBeteite Ta PLGTYYLA COC KOVTA GTNV KATAWVEN TOL Yuyeiov GOg, MOTE VO, ATOPVYETE TNV
Katdyovén tovg. Mnv ypnowomnoteite To Kauliv €dv xatd AdBog €xel katayvydet.

Kd&Be puoiyylo mpémel va omoppintetol HeTd TO ¥POVIKO SIACTNUN TOV 28 NUEPDY amd TNV TPOTN
YPNOT, OKOUN KOl €AV TTEPIEXEL EVOTOUEVOVGO TOGOTNTA POPLAEKOV.

To Kauliv givon éva drovyég ko dypopo dtdiopo. My ypnowonoteite to Kauliv edv mopotmprioete
TUYOV UOPOVUEVO COUATIOW 1 TO dtdAvpa epeavifetol BoAd 1 YPOUATICUEVO.

Mnv metdte eApUOKO 6TO VEPH TNG AMOYETELONG 1| OTA OIKLAKA Omoppippata. Potiote tov
(QOPUOKOTOLO GOG Y10 TO TMG VO TETAEETE TO PAPHOKO TTOV EV YPMOIUOTOLEiTE T AvTd T péTpa O
BonBnoovv oty Tpoctacia Tov mepPdAiiovtog.

6. Mepreyépeva TG GLOKEVAGLOG KUl LOUTES TANPOPOpPieg

T tepiéyer To Kauliv

- H époaotikny ovsia givar ) teputapation. Kabe 06on twv 80 pikpolitpmv mepiéyet
20 wkpoypappdpio tepmopationg. Kabe ouoiyylo tov 3 ml mepiéyet 750 pukpoypappdpio
tepmapationg (avtictoyyovv oe 250 pkpoypoppdpto ave ml).

- To dAha cvotatikd givat: dvodpo 0&ikd vatplo, o&ikd 0EV-TayOLOPPO, LOVVITOAT,
UETAKPEGOAT, 0patd VOPOYA®PLKO 0D (Yo T pvBLon Tov pH), vatpiov vpoéeidio Tov vatpiov
(Y ™ pOOon tov pH), Vowp Yia evéoipa. BAéme evdmrta 2 «To Kauliv mepiéyel vatpion.

Epg@avion tov Kauliv kot wepieyopevo TG 6V6KevOGiog
To Kauliv givon éva dypopo kot dtovyéc evéotpo dtdvpa. Atatibetal og éva guoiyyro. Kabe puoiyylo
meptéyel 3 ml SoAVpATOG, EMOPKNG TOcOHTNTA d0cEV Yoo 28 Mpépeg Bepameiog.

Meyén cvokevaoiog:
1 puoiyyo 1 3 puoiyylo o€ TAAGTIKO SIGKO COPAYIGUEVO LE KAAVUUO KOl GUGKEVOCUEVO GE KOVTL.

Yvokevaocio euotyyiov kot tévag Kauliv:
1 ecmtepkd Kovti Tov Euotyyiov Kauliv (mov mepiéyet 1 uoiyyo) kot 1 ecmtepicd KovTi TG TEVOG
Kauliv (mov mepiéyel 1 méva).

Katoyog Adsrog Kvkhogopiag
Strides Pharma (Cyprus) Limited
Themistokli Dervi, 3

Julia House, 1st Floor,

1066, Nicosia, Kbmpog

MopookevaoTtig

Fairmed Healthcare GmbH
Maria-Goeppert-Strasse 3
23562 Luebeck

I'epuavia

Mo omoladnmote TANPOPOPIOL GYETIKA UE TO TAPOV POPUOKEVTIKO TPOIOV, TOPUKUAEISTE VO
amgvBuvbeite otov tomikd avtimpdécowmo tov Katdoyov tng Adelog Kvkhopopiog:

Belgié/Belgique/Belgien Lietuva

Strides Pharma (Cyprus) Limited Strides Pharma (Cyprus) Limited
TIf: +357-2255000 TIf: +357-2255000
k.sangeetha@strides.com k.sangeetha@strides.com
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Boarapus

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Ceska republika
Strides Pharma (Cyprus) Limited
TIf: +357-2255000

k.sangeetha@strides.com

Danmark
Zentiva Denmark ApS
TIf: +45 787 68 400

PV-Denmark@zentiva.com

Deutschland

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Eesti

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

EAMGoo

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Espaiia

Zentiva Spain S.L.U.
Tel: +34 91 111 58 93
PV-Spain@zentiva.com

France

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Hrvatska

Zentiva d.o.o.

Tel: +385 1 6641 830
PV-Croatia@zentiva.com

Ireland

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

island

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Luxembourg/Luxemburg
Strides Pharma (Cyprus) Limited
TIf: +357-2255000

k.sangeetha@strides.com

Magyarorszag
Strides Pharma (Cyprus) Limited
TIf: +357-2255000

k.sangeetha@strides.com

Malta

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Nederland

Zentiva, k.s.

Tel: +31 202 253 638
PV-Netherlands@zentiva.com

Norge

Zentiva Denmark ApS
TIf: +45 787 68 400
PV-Norway(@zentiva.com

Osterreich
Strides Pharma (Cyprus) Limited
TIf: +357-2255000

k.sangeetha@strides.com

Polska

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Portugal

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Romania

ZENTIVA S.A.

Tel: +4 021.304.7597
PV-Romania@zentiva.com

Slovenija

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

Slovenska republika

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com
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Italia Suomi/Finland

Zentiva Italia S.r.1. Zentiva Denmark ApS

Tel: +39 800081631 Puh/Tel: +358 942 598 648
PV-Italy@zentiva.com PV-Finland@zentiva.com
Kvmpog Sverige

Strides Pharma (Cyprus) Limited Zentiva Denmark ApS

TIf: +357-2255000 Tel: +46 840 838 822
k.sangeetha@strides.com PV-Sweden@zentiva.com
Latvija

Strides Pharma (Cyprus) Limited
TIf: +357-2255000
k.sangeetha@strides.com

To mapdv OALO 0dNTIOV YprioNs avadepOnKe Yo TELEVTAIN POPE GTIC

Alreg TNYES TAPOPOPLOV

Aemtopepeic TAnpopopieg Yo 1o @apuaKko avto eivar dtabéoipeg 6to dikTLaKd TOTO TOL Evpomaikon
Opyaviopov Poppdkov: http://www.ema.europa.eu
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Odnyieg xpiong
TIévo Kauliv

Hopoxaieiote 6TOS 0KOAOVONGETE TPOGEKTIKG AVTES TIS 00N YiES fripa Tpog Pripa Tpry
xpnorpomonoete Ty néva Kauliv.

H néva Kauliv dgv Tpémet va p1nGLHOTOLEITOL Y10 07TOLOVONTOTE GALO GKOTTO EKTOG A6 GVTOV TOV
oUVIOTATOL OTT6 TOV ETOyYEApATIO VYELOG GG,

Mépn g névag Kauliv

Ko mévag EEWTEPIKG xemdnL Trc Bekiw
TEVDG
Eowteped nepifhnpa g
Behdvag

4mm/32 G Behdva
Ymoboyeag duotyyiou

Xapti anokdhAnong

MeTahhikd ko

3 mL Quoiyywo Kauliv

Eowtepwed Epfoho Kahuppa duoryyiou

. I ‘@}"Im_

Kohdpo perapacng
Mpoc T niow

EmExtaon koupmod
aneAeuBepwong

Koupri anehevBepwang - p——
L

anehevBepwaonc yua
Pedmuspivo kpaTpe

MNpooappoyeas emhoyEa
Goang
Npooapudleral oTov
emthoyea Hoong yux mo
evKokn poBuion

Emhoyéac Soang

0 = B¢on évapéng
P = Apywr mhipwon
D = Adon

ENAEIZEIYX XPHXHX

H méva Kauliv givar por emavoypnoiloTotovevn cuGKEDT TOTTOV TEVAG YloL TV ODTOXOPTYNOoN
VTOdOPLOV evécemV TepUTapOTioNG. o mepiocdtepec mAnpopopieg, avatpéete oto «Tt givor to
Kauliv kot oo givon 1 gprion tov» ato pOAA0 odnyimv xpnong tov Kauliv. H néva Kauliv npénet va
xpnotponoteitar povo pe to euoiyyo Kauliv kou Beldveg mévag piag ypnong 32G tov 4 mm.
KdbBe puoiyylo mepiéyet 28 d6ceig tepimapartiong. Xopnynote pia gpdanas d6on (D) tov 20
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pikpoypappopiov (rtov avtiototyel oe 80 pikpoAitpa) Kabe pépa.

[Ipénet vo tomoBetnoete éva véo @uoiyylo oty apyn Kabe véag mepliodov 28 nuepmv.

O1 acBeveic Ko o1 ppovtioTéc oL yopnyovv to Kauliv pénet va Aapupdvovv katdAnin exnaidevon
Kot 0dnyieg yio tnv opBn yprion g mévag Kauliv and e€edikevuévo emayyehpotioo Tov Topén g
vyeiog Kot vo cuuBovAedovtal To EUALO 0Ny YpNHoNe Tov guotyyiov Kauliv wpv amd v mpd
xpnon. Etvar onpoavtikd vo Stoffacete, vo KoTovoneeTe Kol Vo, akOAOVONGETE TIG 0dMYieg ¥pNomg g

TEVOC, OTMG TapEYovTal oTIg odnyiec ypnong ¢ mévag Kauliv.

HPOETOIMAXIA THY ITENAY: IPOQTH XPHYH KAI AAAATH ®YXITTON

INUEIOOTE TNV TPATN Mpepounvia éveone kdbe vEov @LGLYYIOL GTO YDPO OV TAPEYETOL GTO KOLTI.
Av16 Bo oag Pondnoet va yvopilete moOTE YpnoIonTOIoDVTOL 01 28 NUEPNOLEG 0OGELS 0vh puaiyylo (PA.
mopdypoeo 2 «IIpogidomomoelg Kot TpoPuAGEEIS» Kat mopdypaeo 3 «IIdg va ypnoUYLOTOMCETE TO
Kauliv» oo ¢OAA0 0dnyimv ypnong tov Kauliv). AxodovOnote Tic 0dnyiec kdbe popd mov eiodyete
éva véo euoiyylo Kauliv ot néva Kauliv cog,.

TOINOGETHXH ®YXIITIOY

— C]IC (T

_

Bydiite 10 kamdkl t¢ wévac.
HePOmoTE TEPIOTPEPOVTOG TO GO TNG TEVAG OO TOV LITodoyéa uaotyyiov (eik. 1).

@ (1D

X Mo B @I S

ELéyEte yio va PePfaiwbeite 0TL To ecmTEPKO EUPoro givor TANP®G cupmtuyrévo (gik. 2). Edv to
eotepkd EuPoro €xel emextabel, avatpélte oy k. 12 v va dgite TdG va 0 EavatvAiEete.

ELéyEte 10 puoiyylo tepimapationg. Eav o didAvpa gaivetar Bolo, ¥pnoomoote Evo VEo GuGiyYlo.
TomoBetnote T0 Puoiyylo Kauliv otov vmodoyéa guotyyiov, e To HETOAMKO KamdKl Tp®dTo (£1K. 3).
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—

Bidwote otabepd tov vTodoyéa puotyyiov Kot To ompa g tévag pall (k. 4).

HPOXAPTHYXH NEAY BEAONAX

&
/

A@aipéote 10 TPOoTATELTIKO YopTl amd pia véa Berdva mévag (Méyebog: 32G tov 4mm).

Buaote ) Belova mévag iowo Tave otov vrodoyéa guotyyiov (k. Sa). H Pelova mévag mpémet va
avtikafictatol yio kabe Eveon.

50 ﬁ ﬂ
i

Tpapnére to eEwTepikd Tpapné&re mpog ta EEm to
KamiKt g Perovag £0MTEPIKO TEPIPANLLA TNG

Y vo, To BydAete Kot Belovag ko amoppiyte To (E1K.
@LAAETE TO. 5B).

APXIKH NNAHPOQYH THY IENAX
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Eival onuavtikd va mpaypatomoteiton apykr tAnpmon g névog Kauliv mpv and kdbe kabnuepvn
YPNOM Y10 VO, APOIPEGETE TVYOV aéPa TOV Umopel va Bpioketan pésa otn Pehdva kot 1o eLGiyylo. (E1K.
60)

PvOpiote Tov emloyéa doomg oto P yia va Tpaypatomomoete apyiki TAnpwon e névag Kauliv (sik.
6p). Edv tov veppubuicete, cuveyiote oty k. 7.

LU

Kpatnote ) ocvokevn mévag Kauliv pe ) Pelova otpappévn mpog ta mwéve. Tatiote kot kpatiote
TOTNUEVO TO KOV ameAeLBEPwONC PG TN Pehdva péypt to PBELOG 6TOV emAoyEa HAoNC Vo deiyvel
oto 0. Zuveyiote va pubuilete oto P kot vo amelevbepmvete PEYPL VO ELPAVIOTEL 10 GTOYOVOL
Tepmapationg oto akpo ¢ Perdvoc (ewk. 7). H méva Kauliv givon mhéov éroyun yia ypfion. (Eav 1o
BéAog dev emotpéyet oto 0 petd To AT TOV KOLUTIOU aneAevfépmang, avatpélte oTic GUUPOVAEC
OPYIKNG TANPOONG TOL SIVOVTAL TOPATAV®. )

ENEXH MIAY AOXHX
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Befawwbeite 611 10 BéN0OG delyverl oto 0 oTov emhoyéa ddong (eik. 8a). Tdpa pvbuicete éwg o D (eik.

3p).

XPNOUOTOIDVTAG TV TEYVIKT TOV GUVICTA O EXAYYEALATIOG VYELOG GOC, ELGAYAYETE AmaAd TN PeAdva
g mévag Kauliv 610 onueio g éveong. Ilatmote 10 Kovpumi anedevbipmong mpog t Perdva TEVOC
Kot Kpatnote 1o otn 0€om Tov péypt To BEAog oTov emhoyéa d6ong va deiyvel oto 0 Kot cuveyiote va
Kpatdte Tatnuévo to Kovumi amedevfépwong yio 10 devteporenta. Katomy apapéote t feldva amd
T0 dépua (gik. 9).

AQAIPEXH THY BEAONAX

— G

Eravotonofemote to emtepikd Kamdikt g Pehdvog mévag Kot Egfdmote T Pehdva mévag (gik. 10).

[Tévta va eléyyete 0TL 1 Perdva TEVOG Exel apaipedel. ATopplyTe TPOCEKTIKA TIG YPNOUYLOTOINUEVES
Bedoveg mévag o Evav EYKEKPIUEVO TEPIEKTY] CLLYUNPADV OVTIKEUEVOV, GOUPOVO. E TIG GUUPOVAES TOV
emoyyeApatio vyeiog oag 1 TOVG TOMKOVG Kavoviopove. Emavatomofetnote to Kamdkl mévog otnyv
nméva Kauliv ko emotpéyte v 610 Yoyeio yio eOAaéN.

AAAATH TOY ®YXIITIOY (KAGE 28 HMEPEY)

Kd&Be puoiyyo mepiéyel apket tepumapotion yio 28 d6ceic. Metd amd 28 nuépeg, omoppiyte T0
YXPTOLOTONHEVO PUGTYYLO Kot ElGaydyeTe £va, vEo euoiyylo (gik. 1 €wc k. 4.). Amoppiyte T0
YPTOUYLOTOINUEVO PUGTYYL0 GOUPOVO UE TIG GLUPBOVAEG TOV TaPEYOVTAL OO TOV EMAYYEAUATIO VYELOG
60.G/TOVG TOTIKOVG KOVOVIGHOVC,
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Mo va aAldéete T0 puoiyylo, feParmbeite 6TL 1 Peddva TEvag Exel aparpedel. Eefidmate tov
VTOJ0YEN PLGLYYIOV OO TO CAOUA TNG TEVOS Kol apalpéote T0 euoiyylo (s 11).

IMvpiote 10 e0TEPIKO EUPOAO TPOG T TO® KPATMOVTAG TO YKPL KOAAPO LETAPAONG TTPOG T TGM TOV
OMOUOTOG TNG TEVAG LETAED TOL avTiyelpa Kol Tov dokTOAOV (giK. 12). [leproTpéyte TO cOUA TNG TEVOC
HEYPL TO E0MTEPIKO EPPOAO Vo cupmTyBel TANPOG (g1K. 2). XN GUVEKELD, EMOTPEYTE 6TO Prina 3 yia
va, TOToBeTAGETE TO ENOLEVO PLGTYY1O.

ZYMBOYAEX XXETIKA ME THN APXIKH ITAHPQYH
Edv xotd ™ didprela g dadikaciog tng eik. 7 to PELog dev deiyvel 6to 0 (LETA TO TTATNLLO TOV
KOLUTTLOU ameAev0EpmONG) Kol 0EV ELPAVIOTEL TEPTAPATION, CVTO UTOPEL VO DTOOEIKVIEL Hid oo TIG
dv0 mbavég KATAOTACELS:
A. H Belova névag mov ypnoomoteite Exel ppasel. Edv vai, apaipéote tn feddva Tévag omd Ty Téva
KOl OVTIKATOGTI|OTE TNV HE U0 VEQ. XTN GUVEXEW EMOTPEYTE GTNV EIK. 5, TNV €1K. 6 Kot TNV €. 7.
B. To kdAvppa tov puotyyiov pumopel va ypelactel va amodecspevtel. Eqv voi, akolovbnote ta
TOPOKATO PripoTo:
a. Enovatomofetiote to emtepikd kamdxt g PeAdvag mévag endvm otn Pedova.
B. Eefidmote Tov vodoyEn Quctyyiov.
v. [oatoTte Kot KpaTHoTE TATNUEVO TO KOVUTL OMEAEVOEPOONG TPOG TO EGMTEPIKO EUPOAO
puéxpr 1o PBérog va deiyver oto 0 otov emhoyéa ddoNC.
0. PvOpiote émg to D ywpig va frdwoete Eavd v wéva. [latnote kot kpatoTte TATNUEVO TO
Kovuni aneAevBépmong mpog 10 ecwTEPIKO EUPoA0 pEYpL To PErog va deiyvel oto 0.
&. Xopic va yvpiote Tpog o oo 10 ecmTEPKO EUPoro, Prdmate otabepd Tov vIodoya
@uotyyiov kot To copa poli. Avtd Ba arelevbepdoet To KAV TOV PLGTYYiOL Kot Oa
amoBdAel AMyn tepimapation. Qoto6c0o, 0gv Oa wpaypatomoinel apyikn TANPWON TNG TEVOC.
oT. EtavaAdfete v €1k, 6 KoL TNV €1K. 7 Y10 VoL TPOYUATOTOIGETE TANPN OPYIKT TANP®ON
g TEVOLG.

HPODPYAAEEIY AYDAAEIAY

e [TAdOvete koAl T ¥EPLOL oG TPV GO TN YPNON.

¢ Otav tomoBetnBei éva puotyylo Kauliv, n méva Kauliv tpénet va puAdocetar o€ yoyeio (2°C émg
8°C) netaéd tov evécemv Yo £0¢ 28 MuUEPES YPNONS ATO TNV MUEpoUnvia TG TpATNS XPNONG.
EmumAéov to puotyylo/m méva propei va tonobetnBei ot O1Kn mov mapéyeTon pe v TéEVA Yo va
TPOGTATEVETAL OO TO PAC.
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H néva Kauliv mpémel va puAdooetat pe 1o BEAOG 6TO0 GiL TNG TEVAG va. delyvel Tpog To 0 yio va
amopevyOei PAGPN oty TEVQ.

EMéyEte to puoiyyo Kauliv. Edv to didhvpo gaiveton BoAd, ypnoiponomote Eva vEo Quoiyylo.
[Tévtote va Peforcdvecte 6T1 Exel TpaypotonomBel apyikn mAnpwon tng névag Kauliv mpv amd
KGOe ¥pNoM, COUPOVO. LLE TIC 00TYiES OV TEPLYPAPOVTOL AETTOUEPDOS oTa Prpata 6 kot 7. H un
THPNON TOV SLOSIKOCIOV OPYLKNG TANP®ONG Le akpifela pmopel vo Exel oG AmOTEAEGO TN
yopnynon avaxpipovc d6onc.

Mnyv eniyeiprioete moté vo pubuicete Tov emloyéa 001G TPOG T ToW, KoBMG KATL TETOl0 UTopEl
va wpokoAécel PAAPn oy méva Kauliv. AmoPdaiiete ™ AavBacuévn 06on ctov aépal.

Mnv eviete meplocoTepeg amd pio d6celg (D) v nuépa.

Edv xatd v aeaipeon g Berovag mévag Ppebdei dtoppon tepumapations, eivar mbavod va pnv
&xete YopnYNOEL TNV TANPN d00T TEPITOPATIoNg. Mnv mpoonadnceTe va. AVOTANPOGCETE TNV
ENAenym TG 0OGNC TEPLTAPOTIONG YOPNYDVTAS Lo deOTEPT Eveon.

H Behdva mpémet vor aparpeitan Kot Vo omoppinTeTal U AoPAAELN OUECHG LETA 0O KAOe Eveon.
Edv n PBerdva pelvel mive oty méva, Lmopel va, @pacel Kot vo ETNPeAceL TRV EMOUEVT] dOOT).
Kivdvvog mviypov — ukpd e€aptipata. No guAdoostal Hokpld amd moudld kAT Tov 3 €Tov.

PYAAEH KAI KAGAPIXMOX

INo va xaBopicete v wéva Kauliv, oxovntiote v pe éva vypo mavi. Mnv v Pubilete o vepo.
Mn ypnoiponoteite GAAN SIOAVUOTO Y10 Vo, KOBOPIoETE TNV TTEVA, T.Y. YNUIKE, LOVINAGKLO
EUTOTIGUEVO [LE OWVOTTVEVL AL

H néva Kauliv wpénetl mévta vo puildcceton 1} vo, petagEpetal pe ) PeAdva mévag va Exel
agaipedel Kol 0 KamdKL TG TEVAG TOToOETUEVO.

Amoppiyte 10 QuGiyylo 28 nuéEPeC LETA TNV MpEpOUNVIO TNG TPMOTNG YPNONG.

[Ipwv amoppiyete Tov eyyutipa TG TEvag, Pefaiwbeite 0T Exete aparpéoel Tn PeAdva TEvaG.
AmoppilyTe TG YPNOUOTONUEVESG PEAOVEG TTEVOG TPOGEKTIKA GE £Val OOYELD AU POV
OVTIKELEVAOV 1] COLOOVA UE TIC GVUPBOVAEC OV cag £xovv doBel amd Tov emayyeAatio vyeiog
G0.G/TOVG TOTIKOVG KOVOVIGHOVC,

Mnyv metdte Perdveg amevbeiog oTo OKIOKG OTOPPILHOTO.

Mnv avokVKADVETE TOV YEUATO TEPIEKTN OLYUNPOV OVTIKEILEVOV.
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