ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY IMTPOIONTOX



1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

GRANUPAS 4 g yaotpoavOektikd kokkio

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH
Ka0e paxeliockog mepiéyel 4 g Tapa-aptvoSaAKVALKOD 0&£E0G.

I'a tov mAnpn KatdAoyo tv exddymv, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Taotpoaviektikd koxkia

Ot kdkKot glval puKpot, £xovv VIOAELKO/AVOLYTO KAPE YPMU Kol SIAUETPO 1,5 mm mepimov.

4. KAINIKEX ITAHPO®OPIEX
4.1 OegpamevTiKég EVOEIEELg

To GRANUPAS evdeikvutat yio xprion 610 TA0G10 KATAAANAOL 00GOAOYIKOD GYNUATOS GLVIVAGLOD
Yo TNV TOALAVOEKTIKY QLUATIOON o€ eVAMIKES Kot TodtaTpikovs aobeveic nikiog 28 nuepmv Kot
Gvo, 0€ TEPIMTAOGCELS OTIG OTOIEG Y10 AOYOLG avOEKTIKOTNTOG 1 avoyNG OV gival epiktn 1 obvBeon
OTOTEAEGHLATIKOD SOGOAOYIKOV GYNUATOG Bepameiog.

Idwitepn mpocoyn mpémer vo diveton oTIG emionueg KATELOLVINPLEC YPOUUUES CYETIKA HE TNV
KATOAANAN ¥p1oN TOV AvTIPOKTPLOK®V TOPOYOVIOV.

4.2  Aocoloyia Kol TPOTOS YOPYNONS

Aocoloyia

Evijlixec

4 g (évag QuKEAOKOG) TPELS POPES TIV NUEPDL.

To ovvictdpevo ypovodidypappo givar 4 g ava 8 dpec. To GRANUPAS umopei va Aapfdvetor pe
TPOON.

H péyrom nuepnowa d6om sivan 12 g. H ouvnOng didpketa Bepameiog sivon 24 pnveg.

AmevoioOnromoinon

H anevoisOnromoinon emituyybvetor apywd pe tm yopnynon eedmaé do6ong 10 mg mopo-
apvocaAtkvuAtkov o&éog (PAS). H docoioyio dumhacidleton otadtokd avd 2 nuépeg £o¢ 6Tov ovth
OVTIOTOYEl 0€ GLUVOAIKA 1 YPOUUAPLO KoL, OTN GLVEYEWN, KOTOVEUETOL COUPOVO LE TO oLVNOEg
ypovodldypappa yoprynons. Eav exdnimBei ma avénomn g Beppoxpaciog 1 deppatikn avtidpaon,
N avénomn g S00MGg LELDVETOL KATH Vol EMITESO 1| AVASTEALETOL Y10 VO KOKAO. Ot avTIdpAcELS PHETA
amd cuVoAKN doon 1,5 g eivor omavies.

THaudropixog mAnBoouog

To Bértioto docoloyikd oynuo. Yy o Toudld dev eivar yvwotd. Ta meplopiopéva dabéoiua
(QOPLOKOKIVITIKA O£d0UEVE DTOSEIKVHOVV OTL OEV VITAPYEL CNUAVTIKT dtopopd PeTa&h evnAiKmv Kot
TOOUDV.

IMa ta Bpéon, ta modid Kot Tovug epnPovg, N docoroyia Tpocapuoletar 6to Papog Tov acbevn Kot
avtiotolyet oe 150 mg/kg v nuépa, o€ 6o docelc. ['a ™ pétpnon d6cewv KPOTEP®Y T®V 4g TOV
YOPNYOVVTOL G IO UIKPNG NALKIOG O1aTIOETAL SOGIUETPIKO KOVTAAL.



H acedrewn kot n amoteleopatikotnto tov GRANUPAS ota veoyvd dev €xel texunpiwbei. Agv
vIapyovv drabécipa dedopéva.

Tpomog yoprynong

Amo tov 6TdHOTOG XPTION.

To mepieyduevo ToL PakeAoKOL TPooTifeTaL 68 £va TOTHPL YVUO TOPTOKAAL 1} TopaTOoXVUO. Ot KOKKOL
dev doAvovtal, opwe o6tav kabildvovv, apkel 1 avaxivinon tov yvpod HEGH GTO TOTHPL Yo TNV
enovaldpnon tove. O youdg npémel va katavaiwbel apéonc yopic va mapapeivouv Kaforov KOKKoL
010 ToTNpt. O1 KOKKOL OV TOPAULEVOLY GTOV TLOLEVA TOL TOTNPLOL TPEMEL VO KatamoBoOv apeca
TPocOETovVTog LKp] TocOTNTA VYPOV. Ot HUKPOTEPES OOGELS TOV YOPTYOUVTIUL OTA TOLOLE LETPMOVTOL
LLE TO JOGIUETPIKO KOVTAM Kot TASTOALOVTOL TAV® GE TOVPE UHAOD 1] YIHOVPTL.

To @oapupokevTiKd TPOioV Tpémel vo AapuPdvetor apécmg UOALC avaueyfel pe yopd TOPTOKGAAL,
TOLLOTOY VO, TOLPE UNAOV KOl Y100PTL, KO EVOGM 01 KOKKOL TAPAUEVOLY OKEPALOL.

O kokKkol dev mpémel va oLVOAIPovTal 1 Vo LACOVTAL, €POGOV OUTO UTOPEL Vo KATACTPEYEL TV
TPOGTATEVTIKY] YOOTPO-AVOEKTIKN ETUCAALY.

4.3  Avtevositelg

YmepevaroOnoio ot dpactiki ovcion 1| o€ KOmow omd To £KOOYO MOV AVAPEPOVIOL OTINV
Topaypaeo 6.1.

YoBapn| veppikn vococ. AcBevelc pe cofapn veppikr] dvchettovpyia dev mpémet vo Aapupdvovv 1o
TOPO-OUIVOGOAKVAIKOD 0&fog. AcBeveic pe cofopn veppiky vOGo GUGGMPEHOLY TOV OVEVEPYO
OKETVAKO PETABOAITN TOL TOPA-OUIVOGOAKVALKOD 0&£0G.

4.4  E101kéc TPoELd0TONGELS KUl TPOPVAAEELS KATA T1| Y p1oN

"Hmo £o¢ pé€tpla veppikn dvciettovpyio

Agdopévov OTL o1 HETOPOMTEG TOL TAPU-OUIVOGOAIKVAIKOD 0EE0C ameKKPpivovTal G €M TO TAEIGTOV
UEC® OTEPALATIKNG S1ONoNGC, TPEmel vo diveTar Wdwaitepn mPocoyn o€ aobevelc e Mo Emg PETPLL
veppikn dvoiettovpyia (BA. emiong mapdypago 4.3)

Tootpud €hkog

To mopa-opvosaAikvAKoD 0&€0g TPENEL v, YopnyEiTal Le Tpocoy| o€ acbevelg pe TEnTIKO EAKOG.

Hnrotwn dvoiettovpyio

To mopO-OUIVOCOAIKVAIKOD 0EEOC TPEMEL VO yopnyeital pe mpoocoyn o€ acbevel pe MmOTIKN
dvoiettovpyia.

Hratwkn toéikdnro

To mopa-apvocoMkoAkd oE0  umopet va  mpokoAécer nmotitida. To 7POTOH GLUTTOWATO
gkdniovoviar GuvAlg &viog TPV Pnvav omd v évapén g Oepameiag pe v gueavion
eEavOnnaToc, Tov amoteAel Tn GLYVOTEPT avemBOUNTN EVEPYELD, TUPETOD KoL, AlYOTEPO GLYVA, LE TNV
EUQAVION YOOTPEVIEPIKMOV dloTapoy®dv Ommg avopetia, vavtio 1 didppota. XTnV TEPITTOON AL 1M
Oepamneio SrokdTTETOL APECWG,

YrepevoucOnoio




O aoBevnic mpémel va TapaKoAoVOEITOL TPOGEKTIKA KOTA TOVG TPMTOVS TPELG UNVEG TNG OBepameiog, M
omoio. mpémel v SlokOmMTETOL OUECHG HE TNV mp®TN évoeldn eEavOnuatoc, mopetod N GAANG
TPOEOTOMTIKNG £VOEIENS dvoaveEiag.

IMa v mpocappoyn g docoroyiag e okomo v anevaicnromoinon, PA. Tapdypagpo 4.2.

YroOvpeocdioudc o acheveic mov £yovv coppoivviei pe tov HIV

To moapo-aptvosaAKVALKO 0&0 umopel va oYeTIoTEL Le avénuévo Kivouvo voBupeoedioov o€
aocBeveic mov €govv cuppoAivvoei pue Tov HIV. H Aettovpyia tov Bupeoeidovg Oa npémel va
napakolovbeitar oTovg acbeveig mov Exovv cupporvviet pe tov HIV pwv v évapén g Bepamneiag,
KO TOKTIKG KOTé TV S1APKELDL 0VTNG, KUPI®E OTAV TO TAPO-OUIVOGAAKVAIKO 0ED yopnyeitat
TauTOYpova pE atbBetovapidn/(tpobetovauion).

O aoBeveic Tpémel va. EVUEPDVOVTOL OTL TA KEADQN TOV KOKK®V EVOEYETAL VO €IVOL OPOTA OTO
KOTPAVA TOVC.

4.5 Almiemopdocseig ne GALo QUPRIKEVTIKG TPOIOVTO KoL GAAES POPPES arAnAemidpaong

Agv &govv mpaypotonomn el peréteg aAANAETMISPACE®V.
2 Biproypaeio vrodeikvdovtar ta akdAovOa:

Buopivn B12

To mapa-aptvosaAKLAIKO 0&D pmopel va peldaoel TV amoppoenon g Prrapivng B12 n onoia, étav
eCavtieiton, mpokoiel KAWIKA onuoviikés ovopoiieg ota gpvbpoxkvttapa. Ot aocbeveig mov
Aappavouv Bepameia d1dpkelag ave Tov €vOg PNVO TPEMEL v EAEYYOVTOL Yo TN Ol0THPNON TOV
emmédwv g Prrapivine B12.

Avyo&ivn

To 7opa-OUIVOGOMKVAIKO 0ED UTOPEl VO, PEIMGEL TN YOOTPEVIEPIKT OTOPPOPNCT NG Otyo&ivg,
OVOOTEALOVTOG TNV OTOPPOPNTIKY| TKAVOTITO TOV EVIEPIKMV KVTTAP®YV. L€ TEPIMTMOOT GLYYOPNYNONG
TPEMEL VA TapakoAovBovvTaL Ta enineda d10EIvG 6TOV 0pd TV acHEVHV.

ABovapuion

H ovyyopnynon mopo-opvocaitkviikod 0&Eog Kot ablovauiong umopel va, gvigivel Tig avemdounteg
EVEPYELEG TOV TOPO-OLUIVOCSUATKVAIKOV 0EE0GC, 101MG TIG YOOTPEVTIEPIKES dATUPUYES, TEPIAAUPAVOUEVOD
TOV IKTEPOL, TNG MTOTITIONG, TNG VAVTIOG, TOL €UETOV, TNG OLIPPOLS, TOL KOWAMOKOD GAYouS M TNg
avope&ioc. Eav ot o¢ dvo avemBounteg evépyeteg elvarl coPapés, N yopynon ablovapidng mpénet vo
SlKOmTETOL.

Awpovolvdpopuivn

To ev AOY® QOPUAKEVTIKO TPOTOV LELDVEL TN YUSTPEVIEPIKT ATOPPOPTGT) TOV TOPO-CLUIVOCSUATKVAIKOD
0&€0g, Kol Yo ToV A0Y0 auTO dgV TPEMEL VAL YOPTYOUVTOL TOVTOYPOVA.

Avtipetpoiikd

Xe po LEAETN aAANAETIOpaoN G HETAED PaPUAK®OY GE VY ATOWA KATA TNV oTtoio yoprynonke oynua
aoPeotiov mopo-apvocaitkvikov o&éog (PAS-Ca) og cuvovaoud pe tevopoPipn, mapotnpnonke ott
n ékBeon oty Tevoeofipn NMtav KOTA TPOGEyylon 3 POpES YAUNAOTEPN UETA amd CUYYOPNYNON UE
moAhamAég d0oelg PAS-Ca tov 4000 mg oe ovykpion pe T yopnynon Movo tevoeofipng . O
unyovicpdg e aAinienidpaocng avtng eival dyvaootog. Agv vdpyovv dabécipa KAvikd dedouéva
OAANAETIOPAGEWDY Y10 TOV TPOGOIOPIGUO TNG CLUGYETIONG QLTINS TNG CAANAETIOPAUOT|G GTO GUYKEKPIUEVO
oyfua PAS, mop' 6Aa avtd wiaitepn tpocoyn Ba mpémetl va emidetkvietol OGOV apopd Tov eVOEXOULEVO



KIVOUVO UEIOUEVIC OMOTEAEGUOTIKOTNTOG TNG TEVOQOPIpNG HE TNV  GLYYXOPNYNON HE TOPO-
OUVOGOAKLAKO 0ED.

4.6 TovipétnTo, KONON KAl Yorovyia

Eyxvpocvuvn

Agv dwtiBevion 1 eivor meploplopéva T KAVIKG OedOUEVOL GYETIKA HE TN YPNOTN TOPO-
OULVOGUATKVDALKOD 0&E0¢ og £yKvo Yuvaika. Meiéteg o {ma KatédelEay avamapaymyikn TtoEkotnTa
(PAéme mapdypago 5.3).

GRANUPAS dev mpémel va ypnolomoteital KoTd T SGpKEWD TNG EYKVUOGVUVIG TNG EYKLVUOGVVIG,
KaODG Kol G€ YOVOAIKEG TNG OVATOPUY®YIKNG NAKING 0PIg TNV XPNON OVIIGVAANYIG.

>m Brloypapio yivovtal avapopig Tng XPNOTG TOL TOPA-OUIVOGUAMKVALKOD 0£E0G G€ £YKLO Yyuvaika
Tévto. 6 GLVOLACUO HE GAAD QOPUOKEVTIKE TPoiovTa. Agdopévov OTL OV VITAPYOVV EMOPKELG KoL
3eOVIMG EAEYYOUEVEG LEAETEG GYETIKA LE TN YPNON TOL TUPU-UUIVOGOAMKVALKOD 0EE0G 6TOV AvOpmTO,

TO TOPO-OLUVOGOAIKVAIKOD 0&€0g mpémel va yopnyeitor 6e eykvovg povo €pdoov eivor amoldTmg
ovoykodo.

Oniacpdg

H mopa-apvocsolkolikd o&0  amekkpivovial o100 avOpdOTIvo  yaAd. YTAPYOLV  OVETAPKELG
TANPOPOPIEC GYETIKA LLE TNV EMDPACT] TNG TAPO-AUIVOGSAAIKVALKOD 0EE0C oTaL veoyEVVNTA/ PpEQn).

GRANUPAS d¢gv mpénet v ypnoIHonoleital KoTd TNV didpKelo Tov OnAacov.

Tovipdétta

Agv vrapyovy d10EcILo dESOUEVE GYETIKG IE TNV EMIOPACT] TOV TOPA-CAUVOGOUAKVALKOD 0&E0G G
YOVILOTNTAL.

4.7 Emidpaon 6tnv IKavOTNTA 001]YN01|G KOL YELPIGROV U} AVOV

To mapo-apIvOGOAIKLAMKO 0ED £xEl OOHUAVIN EMOPACT) OTNV IKOVOTNTO OONYNONG KOl YEPIOUOD
UNYavaov.

4.8 AvemOuunTEG EVEPYELES

Tepiinwn e e1kdVAC 0SOALELNC

Ot cuyvotepeg avemBOunTeg evépyeleg oyetiCovioy e T0 YaoTpevteptkd cvotnua. Ot deppratikég
avTdpdoelc vepevatcnciog NTav emiong cvyvés, kabdg Kot 66e¢ oyeTilovTal e TO VEVPIKO
GUOTN O

Koatdloyoc ovemBountmv EVEPYELMY GE LOPEON TIVOKO,

Ot avemBOunTeg evépyeteg mov £xovv avapepbel mapatiBevtotl mapakdTm, ava Katnyopio 0pyovikon
GLOTHUOTOC Kot ovd cvyvotnta. H cuyvotnta daxpivetar otig €€ng konyopieg: IIoAd cuyvég (>1/10),
ovyvég (=1/100 émg <1/10), oy ovyvég (=1/1.000 £mg <1/100), omdvieg (>1/10.000 éwg <1/1.000),
oAV omdvieg (<1/10.000), pun yvooTég (0ev mopovv va eKTunBovv e Bdon ta dtabéoia dedopéva).
T'a k6B opadomoinom cuyvoTNTOS, Ol AVEMIBOUNTES EVEPYELEC TAPOVGLALoVTOL KATH oelpd pBivovcag
coPapoTnNToC.

Katnyopia opyavikoo Yoyvétnto

CUOTHRETOC ERpEVIONG AvemO@opntn evépyera

Opoufonevia, TOPEVPO, AEVKOTEVIM, ovaLuia,
UEOULOCQAIPIVOLLLIC, AKOKKIOKVTTUP®ON

Aratopoyés Tov aupomoinTIKoD

, , [ToA¥ omdvieg
KOl TOV ASUQIKOD GLOTHUOTOS




Arwozapoyés Tov uetofloliouod
Kou TS Opéyng

Xrhvieg

YrobBvpeoediopog*

IToA) omavieg

Yoy lvkoio

Arotopoyés 100 Vevpikov
OVOTHUOTOS

[ToAb omdvieg

[T6vog otovg TéVvovTEeC, KePaladyia, 0QOaAUIKES
avVOUUAIES, TEPLPEPIKN VEvpomahela, LaAn

Yuyvég Z4&An, atBovoaio cHVOpPOLLO
. Kotmaxoé dhyogs, épetog, vavtia, Topumaviopoc,
2UYVEC . ‘o
d1dppota, LoAUKA KOTpova,
A10T0p0oyEG TOV YaTTPEVTEPIKOD O Zuyvég - Avc?p egie, —
2HvOpoo SvGaTopPPOPNONCH, TEMTIKO EAKOG,
Xravieg YOO TPEVTEPIKT] OLLOPPOYia, TKTEPOG, LETOAAIKY
yevon
Arazopoyés Tov ITaTOg KoL TV Mn yvootéc Hrotitsa
YOANQPOpV
ot o dippaos s | o B vespeseiabngle, Bapusc
TOD VILOIOPIOV 1GTOD Srivie Kvidwon
Arozapayic tov veppoy K [ToA¥ omavieg Kpvotaiiovpio

WV 0VPOPOPDYV 00DV

Hoparxiivikés eletaoeig

[ToAb omdvieg

Mewwpévo eninedo tpodpoufivng,
NTATOKLTTOPOALGT. AVENUEVT] AAKOAIKY|
POOPATACT] OILOTOG, TPOAVOUUIVAGES, ATMAELD
Bapovg

*BA.katotépo : [leptypaen T@V GLAAEYLEV®OVY OVETIOOUNT®OV EVEPYELDY

TIeprypa@n TV cLAAEYUEVOV OVETIODUNT®Y EVEPYELDY

YroOvpeoediouoc

O vroBvpeocdiopodg og acbeveic mov £govv cuppoAvvlei pe Tov HIV givar éva modd cuyvo
eawvdpevo, Kot cvppaivel 610 >1/10 Tov atdpmv, Kupimwg 4Tav T0 TaP-OUIVOSAAMKVAIKO 0ED
yopnyeitar tavtoyYpova pe adsiovauion/(tpobetovapion).

20VOpOoUO SVGOTOPPOPN GG

Aocbeveig mov Aappavouv Bepaneio pe ToPA-OUIVOGOAKLAIKO 0ED UTopel va EKONADCOVY
GUVOPOLO SVGATOPPOPNONG, TO 0010 Eival cLVNOMC OTEAEG. TNV TAPT LOPPT TOV TO GHVOPOLO
TEPLOUPAVEL GTEATOPPOLN, AVAOUUAO GYAIO TOV AETTOD EVIEPOV OTMOG ATOTVTMVETOL LECH
OKTIVOYPOPIKNIG OMEIKOVIOTG, ATPOPIO, ACYV®V, LELOUEVT XOANOTEPOLN, LEW®UEVT amoppopnor D-
Evhoing kot owdnpov. H amoppdenon tpryAvkepidimv mapapével oe KO TEPIMTOOT PUCIOAOYIKN.

Toudrapucdc TAnOvopude

H ocvyvomto epnpdvionc, o TOmog kot 1 coPapdTnTa TV aveTIBOUNTOV EVEPYEIDV GTO TSN
avopévetol 0Tt Oa eivar OOIEG PE QVTEG TOV PO TP ONKOY GTOVE EVIAIKEG.

Avaopd movoroyoduevav avemfounTmv EVEPYEIDV

H avagopd mboavoroyoduevov avemBOunTov evepYEL®Y PETH amd TN YopNYNoN Gdelog KukAopopiag

TOV QAPUAKELTIKOD TPOiOVTOG eivan onpavtiky. Emitpénet n ovveyn mapakorlobnon g oxéong
0PEALOVE/KIVOVVOL TOL PUPUOKEVTIKOD TPOTOVTOG. ZNTEITOL 0Td TOVG EMAYYELUATIEG TOL TOUEN TNG
VYELOVOUKNG TTEPIBOAYNG VA, AVOPEPOLY OTTOIECONTOTE TOUVOLOYOVUEVEG AVETIOVOUNTES EVEPYELEC
LEG® TOV €BVIKOV GLOTNLLATOG AVAPOPAS OV avaypapeTat 6o [apdpmua V.

4.9 Ynmepdoooloyia



Agv &govv avapepbel mepioToTiKd VIEPOO0GOLOYiNG 6TOV GvOpmMo. Xe TEPINTMOOT VITEPSOGOAOYING,
GULVIOTATOL 1 TOPAKOAOVONOT TOV 0GOEVOVS Y1t TUYOV GTUELD ) CUUTTOUATO AVETIOOUNTOV EVEPYELDV
KkaOdc kot 1 dpeon Evapén KOTAAANANG CUUTTOUOTIKNG Depomeiog.

5. DOAPMAKOAOI'IKEX IAIOTHTEX

5.1 ®@oppokodvvopIKES 1O10TNTEG

Dopuokobepamevtiky Katnyopio: AvTipvkoBoaktnplakd, eappakae yuo T Bepaneio. TG ELUOTIOONG,
Kmdwog ATC: JO4AAO1

Mnyavioudc dpdonc

To apwvocaAiikviikd o&H dabétel Paktnproctatiky dpdon katd tov Mycobacterium tuberculosis.
AvVooTEAAEL TNV EULPAVION PBOKTNPLOKNG AVOEKTIKOTNTOG OT GTPENTOHVKIVY KOl 6TV 150Viaion.

O unyovicpdg Opdonc Tov  TOPU-OULVOCSOAIKDAIKOD 0&Eoc Tpocopoldlel UE  eKeivov  ToV
GovApovauid®mvy, ol omtoiec avtaywvilovior to mapa-apvoPevioikd o&H (PABA) ce 0,1 apopd
ovvbetdon owdpomvpdivig (DHP), éva onuavtikd évivuo ot Proocvvleon tov QuAAIKOV 0&E0g.
Q061660, TO TAPO-OUIVOCAAKVAIKO 0ED QaiveTan 0Tl amotelel in vitro acBevn avactoréa tng DHP,
av&avovtag v ThavoOTNTA Vo £XEL SLPOPETIKO GTOYO.

52 ®@oppoxokivTIKEG 1010TNTES

Amoppdonon

To GRANUPAS eivor yootpoovOekTtikd oOKEDAOUN KOl, ©OC €K TOVTOL, 1 OEEdvVIOoyn EmMKAALYM
gUmOdilel ™MV 0mOdOUNCN TOV KOKK®V GTO GTOUG)L, TPOAOUPBAVOVTOC £TCL TOV GYNUATIOUO HETO-
apvoQavoANg (Lo Yvootng nratotoéiving). Ot pikpoi KOKKOL £Yovv oyedoTEL KATO TETOLOV TPOTO
moTe, o€ avtifeon Le To pHeYAAn cmpatidla, va unv TopepmodifeTol 1 S1EAELON TOVG KOTA TN YOOTPIKY
KEVAOON. YO TIG 00VOETEPEC CLVONKEC TOV EMKPATOVV GTO AEMTO EVTEPO 1| LEGO GE OVOETEPEC TPOPEC,
N o&edvtoyn emtkaivym S10ADETOL EVTOG EVOG AETTOV.

Koatd ™ yopnynomn tng 8060mG, 0l KOKKOL TPEMEL Vo TOMODETOVVTIOL o€ OEWVN TPOPN (DOTE Vo
StucpaAiletarl 1 Tpootacia TG 0EEAVTOYNG EMKAALYNG TOVG,.

Emedn o1 k6KKol TPooTaTtehovial amd EVIEPIKY EMKAALYT, 1N amoppoenon Eekivd povov agoTov
gykataielyovv to otopdytl. To porokd KeEAOEN TOV KOKK®V dgv SlooTdVToL Kot gival opotd ot
KOTPOAVAL.

X QUPUUKOKIYNTIKY UEAETN €pdmas d0ong (4 ypaupapiov) o vylelg evijlkeg eBehovtég (N=11), o
apykds ypdvog Yo v emitevén 2 pg/mL apvocalikviikod 0&Eoc 6Tov opd NTav 2 dpec, pe €6POg
TioV petaly 45 Aentodv kot 24 opov. O pésog xpdvog yio v enitevén g péYotng Tipns nTav 6
wpeg, ne evpog 1,5-24 dpec. H péon péytotn tiun ntav 20 ug/mkL, pe edpog 9-35 pg/mL: n i tov
2ug/mL datnpndnke yio péco ypoévo 8 wpmv, ue gdpog 5-9,5 dpec, evd n Ty tov 1 pug/mL
dtnpnonke yuo péco ypdvo 8,8 mpav, pe evpog Tdv 6-11,5 dpeg.

Koatavoun

To mopo-avosaAkoAKd 0&D KOTAVEUETOL GE J1APOPOVG 1GTOVG Kol VYPE, TEPIAAUPBAVOUEV®DY TMV
TVELUOV®V, TOV VEPP®OV, TOV NTOTOC KoL TOV TEPLTOVAIKOD VYPoV. Ol GUYKEVIPAOOCELS GTO TAELPITIKO 1)
670 apBpikd VYPO eival oyedov ioeg pe ekeivec 6to TAGoH. EKTOC 00 TEPUTTOGEIC PAEYLLOVIG TMV
unviyyov, 1o @Appoko Ogv OATEPVE TOV OLUATOEYKEQOALKO @payud Tov ocbevov Otav 1
GLYKEVIPMGT] TOL TOPU-OUIVOGOAMKVAIKOD 0EE0C 0TO €YKEPAAOVMTINIO VYPO avtioTolEl o€ epimov
10 g 50% 1ng ovykévipmong oto midopa. Aegv gival yvootd edv damepvd TOV TAAKOLVTIOKO
Qpayurd. Mikpég TooOTNTEG TNG OVGING KOTOVELOVTOL GTO YAAQ KOL GTT| OATN.



To 1060010 6écuevonG o€ TPWTEIVES TOL TAACHOTOG avEpyeTal o€ mepimov 50 éwg 60%, 1 de KvnTiky
Katavopn topovctalet didpketa nuiong 0,94 mpeg kot dyko Kotavoung g taEemg tov 1,001 L/kg.

Buougtaoynuoatiopdg

To moapa-aUIVOCAAKVALKO 0ED AKETVMMOVETOL GTO NTOP KOl LETUTPEMETAL GTOV AVEVEPYO LETOPOAITN
N-0KETVA-TOPA-OUIVOGOAKVALKO 0&D TTov dev dlabétel Paktnprootatikny dpdor. Kabott n nulon g
ovciag ovtig oto TAGGHN gival mepimov 1 ®dpa, N GVYKEVTPWOT Oev UETOPAALETOL OTUAVTIKG O
aocleveic pe nmmotikn dvcAertovpyic. H ovykévipoorn tov petaforitn evdéyetar va avénbel oe
TEPUTAOCELS VEQPIKNG OVETAPKELNG.

Ov peiloveg petaporiteg tov PAS mapdyovior pécom ovlevéng: oe yAvkivn pécm Ttov TOpO-
apvocalkvrovpikov o&éog (PASU) og m0cootd €m¢ kon 25% tng 60omc, kot oe N-akeTOA0 HECH
o0 N-0KeTLA-TOPA-AUIVOGOAIKVAIKOD 0EE0C (Ac-PAS) oe mocootd fmg ot 70% tng 6d6omg.
ABpo1oTiKd avTIGTOL(0VV G€ TOG0GTO PEYAADTEPO TOL 90% TV GUVOAIK®Y peTafoitdv Tov PAS mov
aviyvehovToL 6T OVPO.

Amnéxkpion

Ye perétn epamaé d60MG TaPA-OUIVOSOAKLAKOD 0&€og mov yopnyndnke vd poper GRANUPAS
nulon oto mAdopa frav 1,62+0,85 odpeg.

To Tapa-aUvoGaMKLALKO 0&D Kal Ol HETABOAITEG TOV OmEKKPIVOVTOL HECH GTEPOUATIKNG Odnong
Kol coAnvaplakng ékkptone. o ond tov otopatog do6on Twv 4 g uetd amd 24 ®pec T0 TOGOoTH
afpoloTIKNG AMEKKPIONG TOV TOPU-OUIVOSAAKVALKOD givar 84%, TOV TOPU-OUVOGOAKVALKOD 0&€0g
21%, Ko g aKeTLVAMMUEVNS HopPrg Tov 63%. H dadwkacio akeTviinong dev kabopiletal yeveTikd,
OTMG 1GYVEL GTNV TEPITTMOOT TNG 160VIaidng.

5.3 Ipoxivikd dgdopéva Yo TNV 0.6QALELN

Ta un xhvikd oedopévo dev OmOKOADTTOLV 10laiTeEPO Kivouvo yioo Tov avBpomo pe Pdom Tig
SLUPATIKEG LEAETEG PUPLOKOAOYIKNG OICQAAELNG KO TOEIKOTNTOC ETOVALUUPOVOUEVOV dOGEDV.

Ta dwbéopa dedopévo amd peAétn euPpuikng ovamtvuéng mov dievepyndnke e apovpaiovs, GTo
mhaiolo tng omoiag Ta {da EAafoav apvocalikvikd vatpro (3,85 émg 385 mg/kg) Ntav mepropiopéva.
OoTtikd eAdeippota Topoatnpnonkay pwovo pe ) d6omn tov 77 mg/kg, evd pe TIg VIOAOUTEG OOGELS
mapotnpnnke avénuévo Bapog tov euPpvov. Mapatnpndnkav eniong diieg Svomiaciec, ®GTdG0, deV
glvar yvootq n oakpfg evon Teov &v Adym evpnudtov. H édewyn oyxéong 600mG-amdKplong
VITOJEIKVVEL OTL TOL €V AOY® €LPNUATO deV TAPOVSLALOVV KAIVIKT] GLVAQELN, EMIONUAIVETOL OLmG OTL
T TopatPHONKOV pE SOCELS YUUNAITEPES A0 TIC KAIVIKG TPOTEWOUEVES DOGEIC. LTOL KOVVEALQ, TO
OUIVOGOAKLAKO VATPLO deV mapovcioce enidpacn oy euppuikn avantouén. Qo1600, 0L dOGEIS TOV
a&toAoynOnKav NTaV YOUNAITEPES OO TIG KALVIKA TPOTEWVOUEVES OOGELS.

To apvocaiikvAikd vatplo dev NTov petorraéloyovo oto otéreyoc TA 100 tng dokiung Ames. Xe
KOAMEPYEIES OVOPOTIVOV  AEUQOKVLTIAPOV in-vitro Jdev  TapatnpnOnke KAUGTOYOVOG Opdom
UYPOUATIKOV, YPOUATIOK®OV, 100YPOUATIKOV Opavcewv 1 petabéoelg ypopatwdiov ota 153 7
600 pg /mL, wotéco ota 1500 kot oto 3000 pg/mL mwapatnpnbnke docosEaptdpevn avénon tov
YPOUATIOWK®OV TopekkAicemv. Eyer dwevepynfel in vivo pelétn yovoto&ikotntog (Sokipacio
UIKPOTTUPVOV) LE TO TOPU-CUIVOGOAIKVAMKO o0&V, To amoteAéopata €6si&ov OTL TO TOpO-
OUVOCAAKVAIKO 0EL BewpnOnke OTL dev mpokdAese Kapio KAAGTOYOVO EMIOPAOT) GE TOVTIKOVS GTOVG
omoiovg yopnynonke oe un to&ikd emineda (eetdomray 24 dpeg petd amod 2 nuepnoteg dooelg 312.5
¢wg 1250 mg/kg).

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Koatdaroyog ekddymv



Kolhoedég 610&€1010 TOL TLPITIOV

XePakikdc difovturecTépag

Svpmodvpepég pebakpuAtkod 0&éog — akpvAkol atbviecstépa (1:1) Awwomopd 30%
YrpopeAroln

MiKpoKpUGTAAMKT KOTTAPIVN

TéAxnc

6.2 AocvpupoatétnTeg

Agv epappdletar.

6.3 Awdpkero ong

2 xpoOVIQL.

O1 pakeliokol puhdccovtol o Beppokpacia kdtw tov 25°C £wc Kot 24 dpeg PeTd TO TPMTO Gvotyua.
6.4 Iowitepeg Tpo@uiatels kKatd T POAAEN TOV TPOIOVTOG

Mn evAdocete o€ Beppokpacio peyarvtepn tov 25°C.

Mo 11g cuvbnkeg dlatnpnong HeETG TNV(TO) TPAOTO GAVOLYLO TOL QPAPUOKELTIKOD TPoidvTog, BA.
Tapaypapo 6.3.

6.5 @Yon Kol GLOTATIKA TOV TEPLEKTN

dokediokolr omd  yopTi/younAng muKVOTNTOC TOAVOUOVAEVIO/POALD  GAOLUIVIOV/GUYKOAANTIKO
TOPAYOVTO/YOUNANG TUKVOTNTOG TTOALOIBVAEVIO.

Méyeboc cuokevaociog tav 30 pakerickwv. Awatifeton fabpovounuévo dootuetpikd Koutdt.

6.6 Iowitepeg TPOPULAGEELS OTOPPIYNGS KOl AALOG YEPLONOG

O pakeliockog dev Ba Tpémel va xpNGLOTOLEITOL EGV Elval SOYKOUEVOG 1 AV 01 KOKKOL £YOVV YAGEL TO
aVOLYTO KOQE PDLLO TOVG Kol £X0VV OMOKTNGEL GKOVPO KaPE 1 Lo ypdua.

Kd&Be aypnoyomointo QoprokeuTikd Tpoiov 1| VIOAEIUUO TPETEL VO TOPPITTETOL COUPOVO UE TIG
KaTé TOTOVS 15YVOVGEG OYETIKEG OLUTAEELS.

7. KATOXOZX THX AAEIAY. KYKAO®OPIAX

Eurocept International BV

Trapgans 5

1244 RL

g OAlavdiog

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/13/896/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepopnvia tpdng €ykpiong: 07 Ampiiiov 2014.
Hpepopnvia tekevtaiog avavémong: 18 AsképuPprog 2018.



10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepn TANPOPOPLAKY GTOLXEIN VIO TO TOPOV QOPUOKEVTIKO TPOIOV ival Stafécio oTov SIKTLOKO
om0 Tov Evponaikod Opyavicpov Gapudkov: http:/www.ema.europa.eu.
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ITAPAPTHMA 11

IHAPAXKEYAXTH X(EX) YHHEYOYNOZX I'lA THN AITOAEXMEYXH TQN
IHAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHZH TOY ®APMAKEYTIKOY ITIPOIONTOX

11



A. TIAPAXKEYAXTHX (EX) YIIEYOYNOX I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

‘Ovopo kat d1evfuven Tov Tapay®wyoL oV eivol VTELOVVOC Y10 TNV OTTOOEGUEVCT TOV TAPTIO®V

Eurocept International BV
Trapgans 5

1244 RL

™™g OMovdiog

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoxevTikd TPOIOV Y10 TO 0MOT0 ATOLTELTAL LTPIKT) GLVTOYT.

I AAAOI OPOI KAI AITAITHZEIX THX AAEJIAY KYKAO®OPIAX

o Ex0fce1g Teprodiknig mapakorovdneng g aocpaielag

Ot amoitnoelg yio Tnv voPoAr] ekBEce@v TEPLOSKN G TAPAKOAOHONGNC TG AGPAAELNG Y1 TO €V AOY®
QOPUOKEVTIKO TPOidV opilovtal 6ToV KaTtdAoyo LE T nuepopunvies avoaeopds g Evoong (katdioyog
EURD) mov mopatifetal oty mapdypago 7, tov dpbpov 107y, tng odnyiag 2001/83/EK kot kébe
EMOKOAOLONG EMKALPOTOINGNC OTME SNUOCIEVETOL GTIV EVPMOTOIKT SIKTVOKT TOAN Y10l TO QEPULOKOL.

O Karoyog Adetag Kvkiopopiag Oa vrofdaiiel Ty Tpdtn £kBeon meplodikng mapakolovbOnong g
aoQUAEING Yio TO TTPOIOV PECH GE 6 UVEG 0l TNV EYKPLOT).

A.  OPOI'H IIEPIOPIEMOI XXETIKA ME THN AX®AAH KAI AITOTEAEXMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong Kivovvov (XAK)

O Kdroyog Adstoc Kukiopopiog Oa die€aydyet TIG amattovpeves SpaotnplotnTeg Kot TapeUPacel
QOPUOKOETOYpOTTYNON G, OTWE Tapovatdovtol 6to cupenvniéy ZAK mov tapovcialetal oty
gvotra 1.8.2 g adetag KukAOQOPiog Kot 0TolecdNmote ET0KOAOVOES EYKEKPIUEVEC OvaDEDPNTELS
Tov ZAK.

"Eva emcaipornompévo LAK Ba npénet va katotebet:
e LeTd amd aitmuo Tov Evponaikod Opyavicpod @appakoy,

®  ONOTEONTOTE TPOMOMOLEITAL TO GUGTNE SLOYEIPIONG KIVOUVOL, EOIKE G ATOTELEGLO ANYNG
VE®V TANPOPOPIDOV TOV PUTOPOVV VOl ETMPEPOVLY GNUAVTIKT dALOYT 0T oYéom
0(QELOVG/KIVOVVOD 1) OC OTOTEALEGLOL TNG EMITEVENC EVOG CUAVTIKOD OPOCTLLOV
(pappOKOETOYPOTVIOT T} EAAYLOTOTTOINGT) KIVOUVOUL).

Eév 1 vropoin pog EIITA kot 1 emkouponoinomn tov ZAK cvunintovv, dvvavior va katotedodv
TOVTOYPOVAL.

o EmnapocOeto pétpa ehayrotomoinons Kivovvov
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Koavéva
o Ynoypémon Myng HETEYKPLTIKAV PETPOV

Kopia
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ITAPAPTHMA IIT

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

XAPTINO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

GRANUPAS 4 g yootpoavOekTikd Kokkio
TOPO-CLULVOGAATKLAKO 0ED

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Ka0e paxeliockog mepiéyel 4 g napa-outvosoikvAKoD 0&Eog

‘ 3. KATAAOI'OX EKAOXQN

‘ 4. OAPMAKEYTIKH MOP®H KAI IEPIEXOMENO

laotpoaviektikd Kokkio
30 pokeliokot
BaBpovounuévo doctipetpikd kovtdt

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwBdote To OALO 0INYIDV YPNONG TPV AT TN YOPHYNon.

Amo tov 6TdHOTOG XPNOT.

Mnyv pacdrte 1 cuvOLiPete.

IIposdomoinon: Mnv ypnoiponoteite €dv o pakeriokog etval S10YK®UEVOG 1 01 KOKKOL £XOVV YAGEL TO
VoL TO KOPE YPADLO TOVG KOt £XOVV ATOKTNGEL GKOVPO KOQE 1 LOP YpdLLa

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
MNPOXEITIZOYN TA TTAIAIA

Na puAdooetal og Béon Ty omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TaldId.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAONOIHEZH(EIE), EAN EINAI AMAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEX XYNOHKEY OYAAEHX

Mn puAdooete og Oeppokpacio peyarvtepn tov 25°C.
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10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON YIHOAEIMMATQN
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIJAY KYKAO®OPIAX

Eurocept International BV (Lucane Pharma)
Trapgans 5

1244 RL Ankeveen

g OAlovdiog

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/13/896/001

13. APIOMOX ITAPTIAAX

[Moptida

‘ 14. TENIKH KATATAZEH I'lA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

GRANUPAS 4g

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAZX (2D)

<A163106TATOG YPOUUOTOC KDdUKOS (2D) mov @épet Tov meEPIANPOEVTA LOVOSIKO OVOYVOPLOTIKO
KOO1KO.>

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC:
SN:

17



EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OAKEAIXKOX

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

GRANUPAS 4g yootpoovOekTikd KokKio
TOPO-CLULVOGAATKLAKO 0ED
Amo tov 6TdHOTOG XPTIoN

2. TPOIIOX XOPHI'HXHX

Mnyv poacdrte 1 cuvOAiPete.
AwPaote 10 PUALO 0INYIDOV TPV O TN XPT oM.

|3.  HMEPOMHNIA AHEHZ

AHEH

4. APIOMOX ITAPTIAAX

[Moptida

5. HHEPIEXOMENO KATA BAPOZX, KAT’ OI'KO 'H KATA MONAAA

4¢g

6. AAAA XTOIXEIA

[Ipogidomoinon: Mnv ypnoiponoteite dv 0 PakeAiokog eival S0YKOUEVOS 1] 01 KOKKOL £X0VV YAGEL TO
OVOLYTO KOPE YPADOLLO TOVG KOt £XOVV ATOKTNGEL GKOVPO KOPE 1} LOP YpDLaL.
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonyLov ypnong: IIinpoopics yia Tov ac0evi)

GRANUPAS 4 g yaoTtpoavOekTIK( KOKKiQ
TOPU-OUUIVOGOAIKVATKO 0&D

APAOTE TPOGEKTIKG OAOKANPO TO QVAAO 0ONYLOV PGS TPOTOV UPYICETE VO TAIPVETE VT TO
PappoKo, o10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

. DuAGETe aVTO TO PUALO 0dMYLDV ¥p1ong. Towg ypetaotel va To draPdoete Eava
. Edv éxete meportépw amopieg, p@THOTE TOV Y1OTPO GOG 1] TOV QAPLOKOTOLO GOG.
. H ocvuvtayn v autd 10 0appaxo xyopnynonke amokAEIoTIKA Yo GoG. Agv TPEMEL VO ODCETE TO

0appoko og GAAovg. Mmopel va Tovg TpokoAéael PAAPT, akoOpa Kot OTav To oTUEln TNG
acBéveldg Toug etvar 1d1a pe ta S1KA GoC.

. Edv mapatnproete kdmoo avemBOUNTn EVEPYELD, EVILEPDOOTE TOV YIATPO 1 TOV QOPUAKOTOLO
G60c. AvTo 1oyvEL Ko Yo KAOe mhovn avemBOuntn evEpyela Tov OV AVOPEPETOL GTO TAPOV
@OAAO 0OMy1dV Ypriong. BA. mapdypago 4.

T epréyel 1o TapoOv UALO 00N YOV

T etvar to GRANUPAS kon oo givor 1 yprion tov

T pémer va yvopilete mpv va whpete 10 GRANUPAS
[Mog va tapete GRANUPAS

[MBovég avemBounTeg evépyeteg

ITog va purldocetar to GRANUPAS

[Tepieyopevo g cvokeLOGING KOl AOTES TANPOPOPIES

AN

1. Th eivar 10 GRANUPAS ka1 o givat n yp11o1 Tov
To GRANUPAS 7epiéyetl mopa-apivosaAtkvAkd o0 To 0moio ¥pNoIUOTOLEITUL GE EVAAIKES Kot Tondld

nAiog 28 nuepmv kot Ave Yo T Bepameia TG ovOEKTIKNG PLUATIOONS GE GUVOLOGUO LLE AAAL
QAPLOKO, GE TEPUTAOCELS 0vOeKTIKOTNTAG 1) dvucsaveSiog oe dALeg Bepameiec.

2. Tvpéner va yvopilete apw vo tapete 10 GRANUPAS

Mnyv napere to GRANUPAS

o o€ MEPIMTOOT AALEPYING OTO TOPU-OUVOCAAIKVAIKO 0&D 1| 6€ 0T0100MTTOTE GALO Omd TO
GLGTATIKA CUTOV TOV PAPUAKOL (0VOPEPOVTAL GTNV TAPAYPaPO 6)

. € €xete coPfapn veppikr| voco.

Edv dev glote olyovpot, evUePDOTE TOV Y1UTPO 1 TOV PAPUOKOTOLd GOC TPOTOV TAPETE TO
GRANUPAS.

IIpog1domTou|6ELS KoL TPOPUAGEELS
AmevfBuvbeite 6ToV Y10TPO M TOV POpPUOKOTOLO Gog TpoTov Ttapete 1o GRANUPAS

. €4V €xete TPOPANLOTO GTO AP N LA 1| LETPLOL VEPPIKT VOGO
. €4V €xete €AKOC GTOUAYOV

o €av €yete poAvvoei ue tov HIV

Mowowa

H yprion tov GRANUPAS dev cuviotdral o€ veoyvd (nAikiog kéto Tmv 28 nuepav).

Alro pappoka ko 1o GRANUPAS
Evnuepdote Tov y10Tpd 1 TOV QOPpUOKOTOL0 o0 4V maipvete, £xETE TPOGPOTA TAPEL 1| LWTOPEL VOl
Thpete AAAL PApLOKO.

Eivat 1dtottépmg onpavtikd vo eVIEPDOCETE TOV YLOTPO GO GV TAIPVETE OTOLOONTOTE OO TAL
axoAovOa:
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Avtipupotikd eapuoka 1 abovapion (dAleg Bepameiec katd TG LATIOONS)
Buropivn B12

dryo&ivn (yio kapdtaxn voco)

Suparvorvdpopivn (Yo oAAepYIKEG AVTIOPACELC)

Tenofovir (yio Aopuwnéerg HIV/mmoatitidag B)

Kitnon ka1 Onraocpég

Edv elote éyxvog 1) Onidlete, vouilete 0T1 pmopel va giote £yKvog 1 6e01ALETE VO ATOKTICETE T,
{ntote T GVUPOVAN TOL YIATPOV 1] TOV PUPLOKOTOLOD GOG TPOTOV TAPETE AVTO TO PAPLLUKO.

To GRANUPAS &ev ouviotatal katd tn Slapkela tng KUNong kal Ba pEMEL va XpnoLlonoleital povov
katomv urtdSeléng tou ylatpoL oag. Mnv Onialete otav Aappdvere to GRANUPAS 51011 pukpég
TOGOTNTES TOL POPUAKOV PTOPEL VO TEPAGOVYV GTO UNTPIKO YAAQL.

001 ynon Ko YEPIGROS PNYOVAOV

To GRANUPAS dev eivar mBavo va ennpedoet Ty avotntd cag va odnyeite 1 va yepileote
UNYOVES. TNV TEPIMTMOT) TOL TAPOVGLAGETE OPVNTIKEG EMMTMOCEL O AVTEC TIC OPACTNPLOTNTES, Oat
TPEMEL VOL TO OVOQEPETE GTOV YLATPO 1) TOV POPLOKOTOO GOG.

3. og va wapete to GRANUPAS

[Tavrote va maipvete To QAPULOKO GLTO AVOTNPE COLE®VO e TIG 0dNYies TOL YoTpov cag. Edv €xete
apeBoAiec, pOTNOTE TOV YIOTPO 1) TOV PUPLOKOTOLO GG,

Eviheg

H ovviotodpevn 66on yio evidikeg givor 1 @axelMokog Tpelg popég v Nuépa, Kot 1coduvaypet pe 1
QakeAioko avd 8 dpec. O YoTpOg 00G UTOPEL VO GUGTHGEL APYIKA YOUUNAOTEPT SOGOAOYIN |LE GKOTO
NV TPOANYT TOAVOY aveTOOUNTOV EVEPYELDV.

Mnyv maipvete nepiocodtTepovg 0md 3 pakelickovg v nuépa. H Bepamneia dapkel cuvinBmg 2 ypdvia
(24 pveg).

. [IpocBéote T0 MEPIEYOUEVO TOV PUKEAGKOD GE VOl TOTHPL YV TOUATAG 1] TOPTOKOALOD.
. [Tieite 10 apéong
. Av Topapeivovy KOKKOL 6TO TOTHPL, TPochEéaTe Aiyo akdun yupd Kot TiETE TOV AUECOG.

Xpnon o Bpéen, moudid ko eprovg

H docoloyia yio to fpépn, Ta Todd Kot TOvg €01 fovg vIToAoyileTal amd TOV YTPd Gag fACEL TOV
ocopaTikov Bapovg tov acbevi. H cuvictdpevn cuvolikn nuepnota doon givar 150 mg avd Kiko
ocopatikov Bapovc. H nuepiota avt) mocodtnta dtopeital oe 600 06G6€1g mov AapdvovTot Katd
SLAPKELD TNG NUEPOC.

. Mo ™ pétpnon g d66MG YPNOYOTOOTE TO KOVTAAL TOV ECMOKAEIETAL GTI GUCKELOGIA.
. Mo ™ pétpnon g doong:
O Ol YPOUUESG OTO KOUTAAL VTTOSEIKVOOVV TV TOGOTNTA (G YIAOYPOULAPLOL TOPOL-
OULVOGUATKVAIKOV 0E£0G). METPNOTE TN GMGTH TOGOTNTO GCOUPMVA LLE TN GLVTOYN
TOV Y10.TPOV GOlG.
o TomoBetnote TOVG KOKKOVG ameLOEinG GTO KOVTAAL.
o  XTumoTE AmOAd TO KOVTAAL Lo QOPA TAV® GTO TPATELL Yio Vo amAwBel To
TEPLEYOUEVO TOV Kol TPOGBECETE TEPIGGHTEPOVS KOKKOVGS, EPOGOV YpetdleTal.
. [NoomarioTte TOVG KOKKOVG TAV® GE TOVPE PHAOD 1 GE Y1OLO0VPTL.
o To maudi Gog TPEMEL VAL TO KOTAVOADGEL AUECHG,.

ANy aVTOV TOV QUPRAKOV

. Mnv cuvOAiBete kot pnv pocdte Toug kKOkKovg. Ot kKokkol Oa Tpémel va Katamivovtan
oAoxAnpot. Eivanl onpovtikd va unv drodvete, Opvppatilete 1 Loodte Tovg KOKKOVS, EPOGOV
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VILAPYEL KivOuvog va Unv amoppo®nBody KoTaAANAL Kol VO TPOKAAEGOVY KOIALOKO GAYOG 1

aipoppayio.
. Mnv ypnoionoleite Tov aKeAMSKO av ivol SIOYK®UEVOS 1 €0V 01 KOKKOL £XOVV XAGEL TO
oVOLYTO KOPE YPDLLO TOVG.
. Mmropel va mapatnpnoete KOkkovg ota kOmpavd cag. Eivatr pusloloyikd.

Eav napete peyordtepn 6661 GRANUPAS amé Ty kavoviki
AmevBuvbeite og KAmolov YloTpo 1 QUPLAKOTOL0.

Eav Egyaoete vo ndpete pa 666 GRANUPAS

Mnv mtdpete duTAn dO0T Yo Vo avOTANpMOGETE T d00T oL Egxdoarte. Ilepiuévete puéypt v dpa
AMYMC TG emduevNg 0O6NG, KoL TAPTE TNV KAVOVIKT dOGM.

Edv éxete meplocdtepeg EpMTNGELG GYETIKE LLE T YPTOT CGVTOV TOL PAPUAKOV, POTNGTE TOV Y1ATPO
N TOV POPUOKOTOLO COG.

4. MOavéig avemOBOpNTES EVEPYELEG

Onwg 0Ma Ta eappaKa, £T61 Kol 0VTO TO GAPLAKO UTOPEL VO TPOKAAEGEL OVETIOOUNTEG EVEPYELES, AV
Kot 6gv TOpoVGLAlovTal 6€ OAOVG TOVG AvOPMOTOVC.

Kartd tovg mpdtovg 3 purveg g Bepanciog cag e 1o GRANUPAS, Ba npénet va tpocéyete yio
omoladNmote £voelsn aAlepykng avtiopaong (Yo Tapdderypo Sepuatikd eSavOnquato, Kvnoudoelg
epuBpéc knAldeg oto dépua, kvnouds, eEavimnpa, dakpvppota 1 KVNGUOS 6T LATIO 1] PIVIKT
GLUEOPNON) M NTATITIONS (Y10 TOPASELY LA TVPETAC, KOTMGT, CKOTEWOYPOLLO 0Vpa, ®YPA KOTPOAVA,
KOUMOKO GAY0g, KITPVOTO dEpua kal natia). Edv eppavicete kdmolo amd avTtd 10 COUTTOUATO,
EVNUEPDOTE AUECMG TOV Y1ATPO GOC.

2uyvég avemBounteg evépyeleg (Lmopel va emnpedoovy mepiocdtepovg amd 1 otovg 100 avOpdmovg):
o,

GTOLOYOTOVOG (KotMakd GAYOQ),

£ETOG,

vowTia,

TOLTTOVIGHLOG,

duappota,

HOAQKE KOTPAVOL,

deppotikd epudnua M e&avonua,

dwtapayéc Padiong kal ilsoppomiag.

Oy _ovyvég avemBounteg evépyeleg (Umopel va emnpedcovy meptocotepovg amd 1 otovg 1.000
avOpadTOLG):
. andieia 6peéng (avopeéia)

Xravieg avemBounteg evépyeleg (umopel va emnpedoovv meptocotepovg omd 1 otovg 10.000
avOpdTOLC):

wpoPAnuata Bupeoedoic adéva*,

UELMUEVT] IKOVOTITO, ATopPOPN oG OPENTIKMY GTOLKEIV amTd TNV TPOOT,

€AKOG,

aoppayio EVIEpPov,

KITPVOTo 0épua 1 uatia (iktepog),

UETOAALKT] YEVON,

Kvnopmoeg e&avonua.

(*) og dropa mov €yovv eniong poivvoei pe tov HIV, mpofinuoata Bupeogidong adéva Kot 101K
VoBvPeoEdIoUOG 1 YaUNAG enineda BVPEOEIIKOY OprOVAY, gival puiot TOAD Guyvh avemBvunTy
gvépyela 1 omoio umopet vo eppoviotel o€ Tave amd 1 ota 10 dtopa. ZuvieTdtol 1 TOKTIKN
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mapaKolovOnon g Asttovpyiag Tov Bupeoeldong adéva oe OAOVG TOVG 0GOeVElg TOL TAGYOVY OO
HIV.

oA omdvieg avemBounteg evépyeieg (Umopei va emnpedoovy Ayotepa ond 1 ota 10.000 dropa):
peimon Tov aplfpov aponeToAimV,

KOKKIVOL OTIYLOTO GTO OEPLLAL,

HEImON TOL aPlOIOD AEVKOKVTTAP®YV,

peimon Tov aptfpod epudpokvTTdp™V,

HelmoN TG IKavOTNTaG TV EpLOP®V apocPapiny va arekevdepdvovy o&uydvo
YOUNAG eminedo Gakydpov GTo aipa,

TOVOG GTOVG TEVOVTEG,

TOVOKEPOAOG,

0POOAUIKES VO UOAEG,

veVPOLOYIKEG PAAPEG GTa XEPLOL KO OTO TTOIL,

Cakn,

KPUGTAALOL GTA OVPAL.

TOPOTETAUEVT] OLAPKELN OLOppaYia,

KOTOGTPOPN TOV NTATIKOV KVTTAP®OV

avénuéva nrotikd Evivua,

anmAEln Bapovg,

Mn yvootég avemBounteg evépyeleg (dev umopovv va ektiunfovv pe faon ta dtnbéoia dedopévar):
. nratitoo

Ava@opd avemBOunTOV EVEPYELOV

Edv mapoatmproete kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TOV YIOTPO 1) TOV POPUOKOTOLO GO,
Av16 1oyveL Kat Yo ké0e mBavr| avemBountn evEPYELR TOV JEV AVAPEPETOL GTO TAPOV GUAAO 0ONYIDV
xpnons. Mropetite emiong va avagépete avembountes evépyetes angvbeiog, LéEcw Tov eBvikol
GULOTILOTOG OVAPOPAG TTOL OVAYPAPETOL 6TO Mupdpmua V. Mécw ¢ avapopdg avemfountmv
EVEPYELDV Umopeite va, fonBNceTe TN GLAAOYN TEPLCTOTEPMV TANPOPOPLOV CYETIKE LLE TNV ACPAAELN
TOL TAPOVTOG PAPUAKOL.

5. og va guraccetar to GRANUPAS

To @dppoko avTod TPETEL VO, PLAACGETOL GE PLEPT) TTOL deV TO PAETOVY KOl dEV TO POGVOLY TO TOdLE.
Na pn yprolonoteite 0vtd T0 PAPUOKO UETE TNV NUepounvia ANENG IOV aVUPEPETAL GTO KOVTI Ko
010 QakeAioko petd and v évoelEn AHEH. H nuepounvio AnéEng eivai n teAevtaio nuépa Tov Uiva
IOV AVOPEPETAL EKEL.

Mn evAdocete o€ Beppokpacio peyarvtepn tov 25°C. Ot pakeAioKol pUAAGGOVTOL 6€ Beppokpacio
KéTo TV 25°C £ng kot 24 dpeg PeTA TO dvorypa.

Na pn yp1OULOTOLEITE TO PAPLOKO EAV TAPATPTCETE OTL 01 POKEAICKOL ival S10YK®OUEVOL 1} EGV OL
KOKKOL £Y0VV OTOKTNGEL CKOVPO KAPE 1 LOP ypdLLoL.

Mnv metdite @APUAKO GTO VEPO TNG AMOYXETELONG N GTO OKLaK(A aroppipota. Potote tov
QOPUOKOTOLO GOG Y10 TO TTMG VO, TETAEETE TAL PAPLLOKO, TTOL OEV YPNOLULOTOLETE 7. AVvTd Ta. péTpa O
Bonbnoovv oty mpoctacia Tov teptPdArlovTog.

6. Ieprerdpevo TG GVGKEVAGINS KOl AOUTEG TANPOPOPIES

Tvegpréyer to GRANUPAS
H dpaoctikn ovsia givar 10 mopa-optvoSoaMKVAKO 0EL.
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Ka0e poxelickog yooTpoovOEKTIK®Y KOKKI®MV TEPEYEL 4 & TAPA-AUIVOSAAKVAIKOD 0EE0G.

Ta dAo ovotatikd elvar kKoAloewés 010&eido tov mupttiov, oefakikds OPOVTVAESTEPAG,
ovopmoAvpePEG peBakpuicod 0&éog — axpvitkov atbviestépa (1:1) dwacmopd 30%, vapoueAroln,
UIKPOKPUGTOAAIKT KOTTOPIVY, TOAKTG.

Epeavien too GRANUPAS kot epieypevo Tng cvoKeELOoiog

To @appaxo ovtd dttifeton 68 LoPPT| YOOTPOUVOEKTIKMY KOKKI®MY 0VOLYTOV KOPE YPOUATOG OE
POKEMOKOVG,.

Ka0e xovti mepiéyetl 30 pakeAiiokovg. Ecworkieietal Babpovounpévo S0GIUETPIKO KOVTAAL

Kéroyog aocrag kukhogopiag
Eurocept International BV
Trapgans 5

1244 RL Ankeveen

g OAlovdiog

Hapayowyog

Eurocept International BV
Trapgans 5

1244 RL

g OAlovdiog

IMo omoladnmote TANPOPOPio. GYETIKE [LE AVTO TO PAPUAKEVTIKO TPOTOV, Topakareiche
va amgvBuvleite 6TOV TOTIKO AVTITPOGOTO TOV KATOYXOL TNG AdEWG KVKAOPOpiag:

Belgié/ Belgique /Belgien Lietuva

Lucane Pharma Lucane Pharma

Tél/Tel: + 33 153 868 750 Tel: +33 153 868 750
info@lucanepharma.com info@lucanepharma.com
buarapus Luxembourg/Luxemburg
Lucane Pharma Lucane Pharma

Ten.: +33 153 868 750 Tél/Tel: + 33 153 868 750
info@lucanepharma.com info@lucanepharma.com
Ceska republika Magyarorszag

Lucane Pharma Lucane Pharma

Tel: +33 153 868 750 Tel.: +33 153 868 750
info@lucanepharma.com info@lucanepharma.com
Danmark Malta

Lucane Pharma Lucane Pharma

TIf: + 33 153 868 750 Tel: +33 153 868 750
info@lucanepharma.com info@lucanepharma.com
Deutschland Nederland

Lucane Pharma Eurocept International BV
Tel: +33 153 868 750 Tel: +31 35 528 39 57
info@lucanepharma.com info@euroceptpharma.com
Eesti Norge

Lucane Pharma Lucane Pharma

Tel: +33 153 868 750 TIf: + 33 153 868 750
info@lucanepharma.com info@lucanepharma.com
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EALGOa

Lucane Pharma

TnA: +33 153 868 750
info@lucanepharma.com

Espaiia

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

France

Lucane Pharma

Tél: +33 153 868 750
info@lucanepharma.com

Hrvatska

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Ireland

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Island

Lucane Pharma

Simi: + 33 153 868 750
info@lucanepharma.com

Italia

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Kvmpog

Lucane Pharma

TnA: + 33 153 868 750
info@lucanepharma.com

Latvija

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Osterreich

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Polska

Lucane Pharma

Tel.: +33 153 868 750
info@lucanepharma.com

Portugal

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Romaéania

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Slovenija

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Slovenska republika
Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

Suomi/Finland

Lucane Pharma

Puh/Tel: + 33 153 868 750
info@lucanepharma.com

Sverige

Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

United Kingdom
Lucane Pharma

Tel: +33 153 868 750
info@lucanepharma.com

To mwapov UAA0 00N YOV yp1oNS avaBewp1)OnKe Yo TEAEVTAIO POPE GTIS

AALeg TNYES TANPOPOPLOV

Aemtopepn TANPOPOPLAKY GTOLYEID Y10 TO TPOTOV 0L TO Elvar S10BECIUN GTOV SIKTLOKS TOTO TOV
Evponaikod Opyoaviopod Gapudkov: http:/www.ema.europa.eu.
Yrdpyovv eniong cOVOEGHUOL TPOG AAAEG IGTOGEAMDEC TOV 0lPOPOLY oTTavies aoBéveleg kKot Bepameieg.
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