NMapapTnpa oXeTI(ONEVO HE TO GpOpo 127¢

'Opol I} NEPIOPICHOI 60OV aPopa TNV acPalin Kal anoTeEAECHATIKR XPron Tou pappdakou, ol
onoiol npénel va uhonoin®ouv anod ta Kpartn MéAn



'OpoI N\ NEPIOPICHOI 0G0V aPopd TNV AoPAAR Kdl AnoTEAECHATIKR XPHON TOU PAPHAKOU, Ol
onoiol npénel va uAonoin®ouv ano ta Kparn MéAn

Ta KpaTtn MEAN npénel va diacpaAifouv 0TI OAEC oI NPoUNoBETEIG I 01 NEPIOPICHOI NOU OXETICOVTAl HE
TNV Ao@AAn Kal anoTeAEOUATIKI XPron TOU PApUaKeUTIKOU NpoidvTog KAl Nou NepIypagovTal o
ouvéxela €xouv ulonoindei:

1. To KpdaTtoc MéEAOC npénel va OCUUQWVNOEl OXETIKA MHE TIG AENTOHEPEIEG €VOC €EAEYXOHEVOU
ouoTnpaTog diavopng Me Tov Katoxo Adsiag KukAogopiag (KAK) oUpgwva pe Toug €Bvikoug
KavoviopoUg kal To cUoTnPa uyeiag Kkal npenel va uAonoinosl auTd Ta npoypauuaTa os €6viko eninedo
WOTE va dlacpaAloTEi OTI:

Mpiv and Tn cuvTayoypaenon (kai 6nou anaiteital, Kai o€ ouppwvia Pe Tov KAK, npiv Tn xoprnynon),
OAoI Ol €NayyeAUaTieg uyeiag ol onoiol MPOKEITAl va ouvTayoypagnoouv (Kal va Xopnynoouv) To
Lenalidomide Krka d.d. Novo mesto 6a AdBouv £va MNAKETO MANPOQPOPIMV Yia TOV 1aTPO, TO omnoio
nepIEXEl Ta akoAouba:

e  EknaideuTik6 NakéTo Tou EnayyeAuaTia Yyeiag

e  EknaideuTika @uUAAAGdIa yia Toug AcgBeveig

e  KdapTtec aobevolg

e MepiAnwn Twv XapakTnpioTikwv Tou [Mpoiovrog (MXM) kar ®UAA0 Odnyiwv Xprong kai

Enionuavon.

2. To Kpdtog Mélog npénel va diacpaAiosl 0TI o KAK e@apudlel oTn xwpa Tou €va npoypaupa
npoAnywnG eykupoouvng (Pregnancy Prevention Program, PPP). O1 AenTouépeie Tou PPP nou
nepiAauBavouv TNV eykaTdoTacn €8VIKWOV WETPWY Yia TNV a&loAdynon TNG anoTEAECUATIKOTNTAG KAl TNG
OUPPOpPWONG Pe To PPP nmpénel va &xouv ouppwvnBei pe Tig EBvikEg Apuoddieg Apxeg o kaBe KpaTog
MéENOG Kal npénel va epapPoaTolV Npiv ano TNV Npowenaon Tou npoiovTog.

3. To Kpatog MEAoC npénel va OUUPWVNACElI TO TEAIKO KEIMEVO TOU MEPIEXOMEVOU TOU MNAKETOU
nAnpogopi®wv yia Tov EnayyeAparia Yyeiag, pe Tov KAK og kGBe KpaTog MéNog kal va diacpalioel 0TI Ta
UAIKG NEPIEXOUV TA KUpPIA OTOIXEId, ONWG NEPIYPAPOVTAl NAPAKATW.

4, To Kpdtog MEAOG Npénel va CUPPWVNOE! yid TNV UAOMOINoN Tou CUCTNAKATOC KApTag agbevoug os
kaBe KpaTtog MeAog.

KUpia oToiXEia nou npEnel va cuunepiAn@Oouv

To ExknaideuTiko Makéro Tou EnayysAuaria Yyeiag
To EknaideuTiko NakéTo Tou EnayyeApaTia Yyeiag 6a nepiéxel Ta akdAouba oToixeia:
e SUVOMNTIKO I0TOPIKO TNG AevaAIdoMidNG Kal TNV EYKEKPIMEVN EVOEIEN TNG
e  Aocoloyia
e MéyioTn diIdpKeEla ouvTayoypa@ouUlevng Bepaneiag
o 4 eBdouadeg Bepaneiag yia yuvaikeg o avanapaywyikn nAikia
o 12 €Bdopadec Bepansiag yia avdpeg KAl YUVAIKeS Xwpic duvaTtdTnTa TEKVOMNOoinong
e Avaykn va anogeuxBei n €ékBeon euBplwV, Adyw Tou TEpAToydvou dUVANIKOU TNG AEVAAIOONIdNG
oTta {wa Kal TNG avapuevouevng TepaToyovou dpdong Tng AevaAidopidng oToug avBpwnoug nou
nepiIAapBavel NepiAnwn Twv anoTeAeopdTwy TNG HeEAETNG CC-5013-TOX-004
. KaBodrynon OXETIKA JE TOV XEIPIOUO TNG KUWEANG ) TOU Kawakiou Tou Lenalidomide Krka d.d.
Novo mesto yia Toug enayyeANaTiec uyeiag kal Ta aTopa nou QpovTilouv acBeveic
e YMNOXPEWOEIC TOU ENAYYEAUATIA UYEIQg OXETIKA PE TN ouvTayoypapnaon Tou Lenalidomide Krka
d.d. Novo mesto
o Avaykn napoxng avaAuTIKwVv odnyIwV Kdl EVNUEPWONG OTOUG agbeveig
o Alao@aAlion Tou OTI 0l aoBEeVEIG €ival IKavoi va SUPPopPwBoUV WE TIG andITHOEIG yia TNV
ao@ahn xpron Tou Lenalidomide Krka d.d. Novo mesto
o Avaykn napoxng oroug acBeveig Tou kataAAnAou eknaideuTikoU (GUAAAdiou yid Toug
aoBeveic kal TNG kapTag acbevolg
e Ynodei€eig aopaAeiac npog 6AOUG TOUG aoBEVEIG




Anoppiyn axpeiacTou Gapudkou
Tonikeg d1aTAEeIC €IDIKEG yIa TN XWPA OXETIKA PE TN oUVTAyoypa®naon yia Tn xoprnynon
Tou Lenalidomide Krka d.d. Novo mesto
o Nepiypaer Tou KIvduvou avTidpaong avalwnupwong OyYKou
o Nepiypaor) Tou KIvOUvou Twv SPM
e [Meprypagn Tou PPP kal katnyopionoinon Twv acgBevwv Pe Baon To QUAo kai Tn duvaTtdTnTa
TEKVOMOINoNG
o AAyOpIBuOG yia Tnv uAonoinan Tou PPP
o OpIoPOG TWV Yuvadlkwv o€ avanapaywylkr nAikia (WCBP) kal dpdoesiG nou npEnel va
avaAdBel o 1aTpog o€ NepinTwon aBeRaidoTnTag
e Ynodci&eic aopaleiag yia yuvaikeg o avanapaywyikn nAikia
Avaykn va ano@euxdei n €kBeon euBpUuwvV
MNepiypagn Tou PPP
Avaykn vyia enapkn avTioUAAnwn (akdupa kai €av n yuvaika €xel aunvoppold) Kal
0PIOHOG TNG ENApKOUG avTICUAANWNG
o [poypaupaTioPog TEOT EYKUPOOUVNG
" Ynodei&eig yia TIG KaTAAANAEG doKIUATiEg
=  [piv Tnv €vapén Tng Bepaneiag
= Karta T didpkeia TngG Bepaneiag avaloya pe Tn pEBod0 avTiGUAANWNG
=  MeTd To Népag Tng Bepaneiag
o Avaykn dapeong oOiakonng Tou Lenalidomide Krka d.d. Novo mesto og nepinTwon
unowiag eykupoouvng
o Avaykn dueong evnuépwong Tou BepdanovToC 1aTpoU O  MEPINTWON  unowiag
€YKUMoOOUVNG
e Ynodci&eic aopaleiag yia Toug dvopeg
o Avaykn va anogeuxdei n ékBeon ePBpUuwV
o Avaykn Xprnonc npo@UAAKTIK®V €4V n 0eEoualikr oUVTPOQOG ival £YKUOG N yuvaika o€
avanapaywyikn nAikia nou dsv Xpnoidonolei anoTeAeoUaTikh avTicUAANWN (akoua kal
€4v 0 avdpag €xel unoPAnBei o ekTOUN onepUaTikoU ndpou)
= KaTta Tn didpkela Tng Bepaneiag pe Lenalidomide Krka d.d. Novo mesto d.d.
= [a TOUAGXIOTOV 7 NUEPEG WETA TNV TEAIKN dOOM.
o Alao@alion Tou OTI Ba evnuepwBei apeca o Bepdnwv 1aTPOG O MNEPINTWON Mou n
oUVTPOPOC Tou acBevolc peivel €ykUuoG evoow o acBevng Adaupave Lenalidomide Krka
d.d. Novo mesto | o€ HIKpO XpoVIKO didoTnua PeTa Tn diakonn Tou Lenalidomide Krka
d.d. Novo mesto.
e ANaITAOEIG O NEPINTWAN EYKUPOOUVNG
o O0nyiec yia dpeon diakonn Tou Lenalidomide Krka d.d. Novo mesto og nepinTwon
unoyiag eykupoouvng, 0€ yuvaika aglevr)
o Avaykn napanopnnc oc 1aTpO €IOIKEUPEVO N nencipagévo orn diaxeipion diapapTiov
didnAaong kai Tng d1ayvwong Toug yia agiohdynaon kal kabodrynon
o Tonika aToixeia enikoIvwviag yia Tnv avagopa Kabe unowiag eykupgoouvng
o 'EvTuno ava@opdac eykupoouvng
. AioTa eAéyxou yia Toug IaTpoug, n onoia diac®ailel 0TI ol agBeveic AapBdvouv Tnv
KaTAaAANAN evnuUEPWON OXETIKA WE TN Bepaneia, TIG HeBOdOUC avTIGUAANWNG Kal TNV NpoAnwn
TNG EYKUPOOoUVNG, CUNQ®WVA HE To GUAO TOUG KAl TNV KATAGTAoN duvaToTnTag TEKVOMoinong
KaTa Tnv £vapén Tng Bspansiac.
. ‘EvTuna avagopdc aveniBUuunNTwy EVEPYEIWV.

Exnaideutika uAAadia yia TouG aocOseveic
Ta EknaideuTikd QUAAAdIa yia Toug acBeveic npenel va sival 3 10V

. ®UAAGdIO yia yuvaikeg aogBeveic os avanapaywyikrn nAikia
. ®UAAAGdIo yia yuvaikeg aoBeveig nou dev €xouv duvaTOTNTA TEKVOMOINONG

. ®UAAAdIo yia avdpeg aogbeveig
'OAa Ta QUAAGDIa aoBevwV NpENEl va NEPIEXOUV Ta akOAouba oToixeia:



'OTI N AevaAidopidn €xel TepaToyovo dpdon ora {wa Kal avaPeveTal va €XEl TEPATOYOVO
dpdaon oTouG avBpwnoug

Mepiypagn Tng kApTag acBevoUg Kal TNG avaykalidTnTag Tng

Anoppiyn axpeiacTou Gpapudakou

KaBodrynon OXETIKA HE TO XEIPIOHO TNG AevaAIdopidng yia Toug acBeveic, Ta ATopa Nou Toug
@PovTI{oUV Kal Ta YEAN TNG OIKOYEVEIAG

EBVIKEG 1| AANEC epapPolOUEVEG €IDIKEC DIATAEEIC yia Tn ouvTayoypdgnon TnG Xoprynong Tou
Lenalidomide Krka d.d. Novo mesto

'OT1 0 agBevic dev npenel va dwoel To Lenalidomide Krka d.d. Novo mesto og onolodnnoTe
aAAo aTtopo

'OTI 0 aoBevncg dev npénel va dwpioel aiga kata Tn didpkela TnNG Bgpaneiag
(oupnepIAapyBavopévwy Twv d1IacTNRATWV NPOocWPIVNG diakonng TnG 600nG) Kai yia
TouAdaxioTov 7 nuépeg Neta Tn diakonn Tng Bspaneiag pe To Lenalidomide Krka d.d. Novo
mesto.

'OTI 0 a0BeVNG NPENEl VA EVNUEPWOEI TOV 1ATPO TOU OXETIKA UE OMoleadnnoTe aveniBUUNTEG
EVEPYEIEC

O1 akOAoUBEC NANPOPOPIEC NPENEI £MiONG va NApEXOVTAl 0TO KATAAANAO PUAAGdIO:
®UAAAGdIO yia yuvaikeg aoBeveig o€ avanapaywyikn nAikia

Avaykn va anopeuxBei n £kBean euBpUwYV
Mepiypagn Tou PPP
Avaykn yia enapkn avticgUAANWN Kal opiopog TNG enapkoUc avTioUAANWNG
MpoypapuaTiopog TEOT EyKUPooUvVNG
o Mpiv TNV evap&n Tng Bepaneiag
o Kata Tn didpkeia Tng Oepanciag, TouAdxiotov KaBe 4 eBdopdadsg, €KTOGC anod TNV
nepinTwaon eniBeBalwpévng oaAniyyikng oTeipwong
o MeTd 10 Népag Tng Bepansiag
Avaykn apeong diakonng Tou Lenalidomide Krka d.d. Novo mesto o€ nepinTwon unowiag
€YKUpooUvNGg
Avaykn AUeoNG ENIKOIVWVIAG HE TOV 1aTPO TOUG O€ NePINTWOoN unowiag eykupoouvng

®UAAAdIo yia avdpeg aogbeveig

Avaykn va anogeuxBei n ékBean euBpUwYV
Avaykn Xprnong NpoQUAAKTIKWV €AV n 0eE0Ualikn oUVTPOYOG Eival €YKUOG I yuvaika o€
avanapaywyikn nAikia nou dev Xpnoigonolsi anoTeAeopaTikn avTioUAANWnN (akopa kai €dv o
avdpag €xel UNoPBANBei og eKTOWN onepuaTikoU NOpou)

o Kata tn didpkeia Tng Bepanciag pe Lenalidomide Krka d.d. Novo mesto

o Tla TouAdyxioTov 7 NUEPEG KETA TNV TEAIKN ddoN
'OTI €av n oUVTPOPOG TOU HEIVEI £YKUOC, NPEMEl VA EVNHEPWOEl AUECA TO BepanovTa 1aTpo Tou
‘OT1 0 id10G dev npenel va dwpioel onéppa katd Tn didpkeia TnG Bepaneiag
(oupnepIAapBavopévwy TwV dIACTNPATWY NPOCWPIVAG dIakonng TnG 800ncg) Kai yia
TOUAGXIOTOV 7 NUEPEC YETA TN diakonn Tn¢ Bepaneiag pe 1o Lenalidomide Krka d.d. Novo
mesto

Kapra aocBevoucg
H kapTa aoBevoUc npEnel va nepiEXel Ta akOAouBa aToixeia:

EnmiBeBaiwan OTI £xel NnpaypaTonoin®si n KaTaAAnNAn evnuEpwaon
Tekunpiwon TNG katdoraong duvaTdTnNTAG TEKVONOINong
Huepounvieg kal anoTeAéopaATa TwWV TEST EYKUPOOUVNG



