DOMAIKH KAI H EAAHNIKH EMMEIPIA

oo 15 ypovia ueta ....




OVOLLLKN Sidotoon
AoTOON TNG LOTPLKAC TYPOAKTLKAG
pLOMLOTIKA SldoTaon

Blo-opoedéc Ppappako eivar éva PAPHOKO HE TOAU
oU BaBuou opototnta pe Eva dAAo BLoAoyiko PpAapLLaKO TTOU
UkAodopei otnv E.E. («BLoAoyikd avadopdc»). OL ETOUPELEG
UV va £oayayouvv otnv ayopd BLo-oposldny amo tnv
novu €xeL AnéeL n nepiodog nmpootaciog tTouv PapPUHAKOU
ac (10 €tn).» EMA
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/] ’ 7 7 s Risk et pl
3tn Stadikaoia avamtuinc twv B/o, dxt avéykn ST e
gnavaAndng oAOKANPOU TOU MIPOYPAUATOG
Comparative

avartuénc tou Bohoykol avadopdc*.... R .
v PK/PD
v Immunogenicity
H aoddaAela Kat n amoteAECHATIKOTNTA TOUG =
non-clinical studies

TEK Iln p l(bVETal th B('IO' n Tn q ( B LO) 0 IJ'O léTanC juely C Non-clinical studies Comparative quality studies
Ue 1o ¢. avadopdag....

Pharmaceutical - Pharmaceutical

quality studies

i i g , quality studies
Anattouvtat Atyotepa kAwvika deboueva .....
Oxt avaykn yLor «ITAOTIKEG» UEAETEG....

Comparative clinical studies
v Safety and efficacy
v PK/FD
v Immunagenicity

Reference medicine  Biosimilar medicine

Anauteital Loyupn tekunpiwaon tnc Looduvalioe we mpoc TIC PUOLKOXNULKEG,
AEITOUPYIKEG KOl POPUAKOKIVNTIKES LOLOTNTEG...

Me UEAETEC OCUYKPLOILUOTNTAC

ETILOLWKETOL O artokAeLouo¢ untapénc dtapopwv UeTaél B. avapopac Kol

6/0, TEtolwv mou Ga Umopouoay Vo EMNPEXCOUV TNV OTTOTEAECUATIKOTNTO!
KoL TNV dopalela .....

*IUVOALKO KOoTOoG avartuéng 100-200 mn (vs >1 bn yia B. avadopdc)



EE Bio-ouocidn yia pevpatike voon

Adalimumab Amgevita, Amsparity
Hefiya, Hulio, Hyrimoz
Idacio, Imraldi
Kromeya,
Solympic

Etanercept Benepali
Erelzi

Infliximab Flixabi
Inflectra
Remsima
Zessly

Rituximab Blitzima
Remsima, Ritemvia, Rixathon, Riximyo, Ruxience
Truxima
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Figure 1: Biosimilar competition in Europe

Europe makes up 22% of global biological sales and 87% of biosimilar sales
All values are at list price before rebates
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Biologics account for over 7 of European sales Biosimilars only account for 5.0%

Europe biologic market dynamics, €54Bn Europe biosimilar market dynamics, €2.7Bn
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Biosimilar penetration vs reference product (12/2017)

&
AN
& &

@ Market share TD (2017) - Anti-TNF @ Market share TD (2017) - EPO @ Market share TD (2017) - Folitropin alfa
@ Market share TD (2017) - G-CSF ® Market share TD (2017) - HGH @ Market share TD (2017) - Rituximab
® Market share TD (2017 - Insulins







Weighted biosimilar uptake rates, EUS
(months since launch, Treatment Days)
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0Ao etiolwv nwAnoswv (MO) 165 sk € yia ta €tn 2016-2019

Juaia avénon dieicduonc twv Infliximab , Etanercept bs

19 :>15% tou ouvoAou twv anti-TNF o€ afiec, >25% twv oV

TEAN Maiou 2020 2 €ykpion anolnuiwonc yia 3 Adalimumak



Uptake of infliximab Biosimilar
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Uptake of Etanercept Biosimilars

14%

2020

ENBREL




Uptake of Adalimumab Biosimilars
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difference in %

B The lowest manufacturer price (average) for referent biotech product ™ The lowest manufactur? ¢ (average) for biosimilar product
W The lowest retail price (average) for referent biotech product M The lowest retail price (average) for biosimilar product
© difference in % for manufacturer price * difference in % for retail price




H avénuévn dieioduon Bro-opoctdwv enmidpépel e€olkovounon damavng
(uelwpevec tiuec /o, aAda kat 8. avapopac Aoyw avtaywvicouou)

Me tnv etnoia naykooutla dartavn yio 8. va urtoAoyiletatr o€ >210 61¢
(o ouvolo 1,3 tpig), n eotkovounon umopel va éemepacel ta 45 816.....

Evéeiktika (arto tnv avénon tnc dteiodbuonc /o ylo autoavooa VOoHUATA):
- 210 HB ueiwon tnc¢ daravng yia INF kata 38,8 €k. yia to ditaotnuo 2015-
2017.

- [lpoBoAEc/ ektiunoeic ue Baon budget impact models :

® Mexpt to teAoc tou 2020, eéotkovounon 44 ek aro tnv dieicdbuon twv
Bto-ouosidwv tou Adalimumab oto HB yia aodeveic ue PA....
(2uvoAikn eéotkovounon oto teAoc tou 2021 uexpt kot 300 ek )

e Eéolkovounon 26-78 k. oo tnv avénon tng dteicdbuonc twv INF bs
o€ BeAylo, lepuavia, Itadio , OAAavdia kat HB.

Frontiers Pharmacology 2019



Figure 2: Change in price and volume treatment days of total market between year before
biosimilar launch and 2017
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Increase in Volume

Decrease in Price
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(2€ EMOXEC TTOU N OLKOVOMLKN BLWOLUOTNTA TWV GUOTNUATWV UYELOG

QUTOTEAEL pLa TTAYKOOULO TTPOKANON....)

H géowkovounon ropwv Aoyw tn¢ avénuévng dteiocdbuoncg Bio-opoctdwv
UTTOPEL va. AELTOUPYNOEL UTTOOTNPLKTIKO TTPOG THV Kateuduvon
QVOKOTOVOUNC TNC POPUAKEUTIKAC SAMAVNC UTTEP KOULVOTOUWV

vepanciwy yia aAda coBapa voohjuata .....

n / kaw
....vat BeAttwoetl tnv npoocBaon o BloAoyikég Fepancisc — tblaitepa o€
XWPEG ToU n npooBaon auth eival meploptouévn (my pe etoaywyn tou 6.
O& MPpWIUOTEPa otadla Tov Feparmevtikov aAyopiduou) *

(Fapudileyopevn npooéyylon — 0xL cupPatn pPe TNV EAANVIKA  TTPOyUOTIKOTATA...)



H oAo kat tayutepa avéavouevn dieiocdbuon Blo-opocldwv anoteAsi uta
npayuatikotnTa (L6Laitepa oTIC EUPWTTAIKES XWPEC) AOYyw TNG CUVEXWGE
auéaVOUEVNG EUTTILOTOOUVNE TWV YLATPWV ....

H avéavouevn avtn eurtiotoouvn (mou ev9appUVETAL A0 TOUG
ETMLOTNUOVIKOUG FEOUOUC KAl TIC PUTLILOTIKEC QPXEC- OE EUPWITAILKO KOl

EVVIKO entintedo), ekppalctal w¢ KadNUEPLVA MPAKTIKN UE :

a. TNV ouvtayoypapnon Bio-ouoeldwy os vEouc aogFEeVEIC Kal

6. tnv unokataoctaon BloAoyikwy avapopdc ano Bio-oposldn

( acdeveic o€ otadeponolnuevn Kataotaon) Kat
VY. THV avTikataotaon evoc 8/o ue aAldo, Stapopetiko, BLo-oUOELHEG...



uetaéu 6/0o kat 8. avag

OTEAECUATIKOTNTA , EVW KOl UECO
witching), emioncg dev avadeiydnkav Stapo
/ ATMTOTEAECUATIKOTNTA ....

Tl yla / IpLv TV EYKPLon TN KUkAoopioc twv Bilo-

Single switch/
single arm

Single switch/
parallel arm

Single switch/
parallel arm
(including non-switch
comparator arm)

Single switch/
crossover

Multiple switch/
alternating




Study/switch design’

Duration after
switch (weeks)

Efficacy outcomes

Safety/immunogenicity/PK/other outcomes

W-\ Indications

PLANETAS-OLE
Park 2017 [81]

NOR-SWITCH
Jorgensen 2017 [60]

NOR-SWITCH OLE
Goll 2019 [82]

NCT02096861
Kim 2017 [83]
Ye 2018 [84]

SIMILAR
Volkers 2017 [85]

OLE study

Single switch after a 62w DB study

CT-P13 maintenance pts vs RP/CT-
P13 switch pts

OLE study

Single switch after a 54w DB study

CT-P13 maintenance pts vs RP/CT-
P13 switch pts

OLE study

Single switch after a 54w DB trial:

CT-P13 maintenance pts vs RP/CT-
P13 switch pts

DB RCT

Single switch after =6 months of
treatment with RP

RP maintenance vs RP/CT-P13
switch

OLE study

Single switch after a 52w DB trial

CT-P13 maintenance pts vs RP/CT-
P13 switch pts

DB RCT

Single switch at w30

RP maintenance vs CT-P13
maintenance vs RP/CT-P13
switch vs CT-P13/RP switch

DB RCT

Single switch in patients receiving
RP prior to randomization

RP maintenance vs RP/CT-P13
switch

40

ACR20/50/70 similar between
groups

Mean DAS28-ESR similar
between groups

ASAS20/40 and ASAS partial
remission were similar between

groups

RP/CT-P13 switch was not
inferior to RP maintenance
(measured by disease
worsening)

Disease warsening occurred in
16.8% maintenance pts vs
11.6% switch pts

Clinical worsening and CDAI-70,
responses were similar between
the 4 groups

To date 1 pt experienced
a relapse (switch group)

Proportion of pts with ADAs and AEs
similar for maintenance vs switch groups
670 Of malntenance and 1106 Of swich)

groups discontinued treatment

Toportion of pts wi SImilar 10
maintenance vs switch groups

Of maintenance an Of SWITC
groups discontinued treatment

Proportion of pts with ADAs and AEs

8% of maintenance and 10% of switch
groups discontinued treatment

Frequency of AEs was similar between
Rel{ells}
10% of maintenance and 8% of switch
groups discontinued treatment

Frequency of AEs and ADAs was similar
between groups

Frequency of AEs, SAEs and infections was
similar between groups

No clinically meaningful differences in
immunogenicity between groups

2 pts experienced an SAE




GP2015 (etanercept)

Duration after

switch (weeks) Safety/immunogenicity/PK/other outcomes

EGALITY
Gerdes et al 2018
73]

EQUIRA RA
Matucdi-Cerinic et al
2018 [74]

SB4 (etanercept)
NCT01895309
Emery et al 2017

[75]

LBEC0101 (etanercept)
Song et al. 2018 [76] RA

N* Study/switch design’

DB RCT

Multiple switches: 3 altemating
6-week periods between w12 to
30

Pooled RP and GP2015
maintenance groups vs pooled
switch groups

DB RCT

Single switch after a 24w DB study

GP2015 maintenance pts vs RP/
GP2015 switch pts

OLE study

Single switch after 52w DB study

5B4 maintenance pts vs RP/SB4
switch pts

OLE study

Single switch after a 52w DB study

Continued LBECO101 pts vs RP/
LBECO101 switch pts

« PASI 50/75/90 response rates
and all other efficacy
parameters were similar
between the pooled switched
and pooled continued
treatment groups

Mean change in DAS28-CRP
and EULAR and ARC 20/50/70
response rates were
comparable between the two

groups

ACR20 response rates were
comparable between the two

groups

DAS28-ESR scores were
maintained in both groups to
end of study

s Incidence of TEAEs was similar between

the switched and continued groups
Discontinuations due to TEAEs occurred in
3.1% of switched pts and 1.0% of contin-
ued pts

Frequency of AEs and SAEs was similar
between the 2 groups
Non-neutralizing, low titer ADAs were
detected in 4 GP2015 maintenance pts

Rates of TEAEs were comparable between
the groups

Approx. 5% of both groups dlscontlnue
before the end of the trial

Incidence of AEs and new ADAs was
comparable between groups




ABP501 (adalimumab)

NCT02114931
Cohen et al. 2016
[62]

Bl 695501 (adalimumab)
VOLTAIRE-RA RA
Cohen et al 2018

[63]

CHS-1420 (adalimumab)
NCT02489227 PsO, PsA
Hodge et al 2017

[64]

FKB327 (adalimumab)
ARABESC-OLE RA
Genovese et al 2017

[65]

DB RCT

Single switch at w16

Continued ABP501 pts vs
continued RP pts vs RP/ABP501
switch pts

OLE study

Single switch after a 26w DB study

Continued ABP501 pts vs RP/
ABP501 switch pts

DB RCT

Single switch at w24

Continued BI 695501 pts vs
continued RP pts vs RP/BI
695501 switch pts

DB RCT

Single switch at w16

Continued CHS-1420 pts vs RP/
CHS-1420 switch pts

OLE study

Multiple switches: 1/3 switched to
alternate treatment at week 24
of parent trial, all switched to
FKB327 at week 52

[~ PAST 0o improvements were  J*

similar across all 3 groups

No significant differences in %
of PASI 50, 75, 90, 100 respon-
ders

Efficacy results were similar
between ABP501 maintenance
and RP/ABP501 switch groups

Mean change in DAS28-ESR and
ACR20/50/70 response rates
were similar across all 3 groups

No statistically significant
differences in PASI75 response
rates, HAQ-DI, or hsCRP
between groups at w24

ACR20 was comparable after
continuous or switched
treatment

AEs were balanced between groups
% of pts with ADAs and NABs were similz
between groups

Rates of TEAEs and ADAs were similar
between groups

Immunogenicity and safety and tolerabilit
profiles were similar between all three
groups

Similar incidences of TEAEs and ADAs
between groups

Safety profiles were comparable for all
treatment sequences




GP2017 (adalimumab)

Duration after
N* Study/switch design’ switch (weeks) Efficacy outcomes Safety/immunogenicity/PK/other outcomes

ADACCESS DB RCT s PASIimproved over time and [ No relevant safety or immunogenicity
Blauvelt et al 2018 Multiple switches: 3 alternating 6w was similar between treatment §  differences between treatment groups
[66] periods between w17 and w35 groups
Pooled continuous treatment pts
vs pooled switched pts
NCT02744755 OL RCT » No impact of switch on efficacy fo No impact of switch on immunogenicity
ADMYRA [69] Single switch at w24 and safety
Continued GP2017 pts vs RP/
GP2017 switch pts

MSB11022 (adalimumab)
NCT02660580 PsO Double blind RCT » Switching from RP to » Switching from RP to MSB11022 did not
AURIEL-PsO [68] Single switch at w16 MSB11022 did not impact impact safety or immunogenicity
Continued MSB11022 pts vs efficacy
continued RP pts vs RP/
MSB11022 switch pts
SB5 (adalimumab)
NCT02167139 DB RCT » ACR20/50/70 rates were » Safety profile and incidence of ADAs were
Weinblatt et al. 2018 Single switch at w24 comparable across treatment comparable across treatments
[67] Continued SB5 pts vs continued RP groups 2.4%, 3.9%, and 6.4% of continued SB5,
pts vs RP/SB5 switch pts continued RP, and RP/SB5 pts discontinued
treatment before end of study




=~y
j RA

i OLE study
Park et l. 2017 [17] Singl switch after completion of

3 4w or 7w DB study

o] Mean change n DAS2GE5R and o ADAS were detected n 13.2% and 15.0% of
proportion of pts with good/ | pts in the continued and switch groups,

moderate EULAR responses was | respectively

GP2013 (rituximah)

ASSISTRT
Tony et al. 2019 78]

RA

Continued CT-P10 pts vs RP/CT-P10
switch pts

107 DBRCT
Singl switch in patients receiving
the RP prior to randomization
Continued RP pts vs RP/GP2013
swich pts

comparable between groups

o (T-P10 treatment was welktolerated

o 8% and 15% continued CT-P10 and switch
pts discontinued before end of study

v Incidence of hypersensitity and infusion
relaed reactons was smilary low i both
treatment groups

o No NABs were reported

o No dlinically meaningful diferences in AEs
between treatment groups




Consensus-based recommendations for the use of
biosimilars to treat rheumatological diseases

Kay |, et al. Ann Rheum Dis 2018;77:165-174.

apuBavetal urtoYn n oLKOVOULKN MOPAUETPOGC KOL VA EKONAWL
non o€ Jepaneisg xaunAOTeEPOU KOOTOUG OTAV UTTAPXEL ITAPOU
eAsouaTIKOTNTO KOl ACPAAELA....

Qwva ue ta diadéoua dedouéva, n yia uia (1) opa urokaTac

. avapopac pe 8/o, sivat ao@aAnc Kot artoteAEoUATIKN ...

TAPXEL ETLOTNUOVLIKI) AoYIKI) oTo OTL N evaAAayr) Blo-ouoELd
apopag Unopei va odnynoet og SLaPopEeTIKN KAWVIKI €




EULAR (ouvéxeiwa)

* [ToAAantAec evaAdayec ustaéu 6/o tou ibiou 6. avapopac Jo mMPENEL va
aétoAoyouvrtal oto mAaiotlo avtiotoywv untpwwv ( registries)

® OxL UITOKQTAOTAON XWPIC EVNUEPWOTN TOU FEPATTOVTOC KOl TOU XOIEVOUG

o H 6eboucvn toodbuvapuio (tou B8/o e to B.) w¢ MPOC TIC (PUOLKOXNULKEG,
AEITOUPYIKEG KOl PAPUOKOKIVNTIKES LOLOTNTEC, KAGWC KAl N TEKUNPLWHUEVN
OQTTOTEAECUATIKOTNTA Kol ACQAAELX Lo pia EvOeién, EmapKoUV yLa va

enektadel n duvarotnta xoprynoncg tov 8/o os voonuata yia ta onoia to
B. avapopac Exel eykekpiuevn évdeién (extrapolation) ....




n Aoyikn twv Katevuduvtnpiwv odnyLwv

y ouotaocewv tn¢ EULAR (EPE-ETEPE)

EykUKAL0g 126908/12.12.2018

Position statement
Mediterr ] Rheumatol 2019

EAAHNIKH PEYMATOAOIIKH ETAIPETA
B EMAITEAMATIKH ENQIH PEYMATOAOIQN EAMAAOL




B Adverse event

" Withdrew consent

Il Lack of efficacy

I Withdrew consent & lack of efficacy
B Investigator/physician decision

Il Lost to follow-up

i Other reasons

Il Adverse event or loss of response
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Cohen Weinblatt Emery Roder Matsuno Park Smolen Tanaka Yoo Jorgensen
2018[19] 2018 (20 2017 [21] 2018[41] 2018[42) 2017 [15] 2018 [22) 2017 [43] 2017 [16] 2017 [14]

Adalimumab Etanercept Infliximab




B Adverse event

' Elective withdrawal

Il Lack of efficacy

Il Adverse event & lack of efficacy
I Remission

B Lost to follow-up

I Other reasons/not specified
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(1621) (440) (625) (600) (89) (82) (192)  (19) (148) (2870) (38)  (36) (143)  (120)

Glintborg Tweehuysen Scherlinger  Tweehuysen Yazici Yazici Razanskaite
2019 [37] 2018 [13] 2017 [61] 2018 [62] 2016 [64] 2018 [65] 2017 [68]

Etanercept Infliximab
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[ Discontinued but did not switch back
Etanercept

Bl Discontinued and switched back
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ZNUavTiko mooooto Slakormnc twv B/o (ueta amo switching) amobidetau
o€ nocebo effect : n apvntikn npokataAnyin enpEPEL arto povn tne (xwplic
va cupuBaAldouv ot 1610TNTEC TOU Qapuakou) ermtdeivwaon tN¢ KATAOTAGNS N

EU@avion avertduuntwy evepyelwv (to auvénUevo ayxoc EVEPYOTOLEL TA
VEUPOXNULKa cuotnuata uetaBiBaonc tou movou — CCK, Cox)

Physician factors

. , Patient characteristics
Expression of uncertainty

*  Negative connotations *  Female gender
*  Extensive reference to *  Personal beliefs and
potential adverse effects preconceptions
*  Attire and grooming * Mental disorders
* Reputation and credentials *  Genetic factors
Pain Nocebo More Pain
RMD 2019

Mediterr ] Rheumatol 2019



Clinician
*| plan to switch you o a biosimilar product,
which is similar to your current medication
but cheaper.”

Nocebo-mitigating dialogue/effect

Clinician

“I'd ke to talk to you about switching o
biosimilar, which is as effective and safe as

\.

your current medication, but more affordable.”

\

Patient

“The new treatment must not work as well or
be &s safe because i doesn't cost as much."

Patient
“The new treatment works as well as, and is

as safe as, my cument medication, but wil
save money. 'd like to find out more about it

%

/

Possible effects

Grealer risk of nocebo respanse
+ Non-adherence

* Perceived loss of efficacy

* Perceived adverse events

Possible effects
Less risk of nocebo response




B) Nocebo-inducing dialoguefeffect

./6\
g

Clinigian
“Some palients don't do as well after
switching to a biosimilar as they did on their
oniginal therapy.”

Nocebo-mitigating dialogueleffect
o
/—(“_,
Clinician
“In my experience, most patients do not have
any problem switching o a biosimilar. I'd like

o tell you more about it and discuss any
concems you may have."

\ /
Patient

I'm afraid my symploms will come back
after | switch, or that the new medication wil
have bad side effects.”

\‘z

Patient

"My doctor believes this change will not
cause me any problems. I'd like to talk to my
doctor about it more.”

\_“_—..j

Paossible effects

Greater risk of nocebo response
+ Non-adherence

* Percaived loss of efiicacy

* Perceived adverse events

\ Possibe effets
/ Less risk of nocebo response




£C MAPEUPBACELC ...

UE TIC ELoNyNOoELS / YVwUOSOTHOELS TWV ENMLOTNUOVIKW

{nuiwon

npaypatevon /puetodotikoi Staywviopotl
Kotaotaon

tayoypadnon pe Spactiki ovoia
OTWOELC

YN Tou pUBLOTIKOU MAQLOLOU KOTA TNV KPLON TOU yLatp



omoLnMevn dtadikacia eykplong kukAodoplag yLo
¢ emtotnuovikwy eritpontwv (CHMP, PRAC, Biologics
osimilars Working Party) mpoc EMA (S€tikn yvwun)

K €ykplon ano Evpwraikn Ertttporty (LEoa o€ 67 HUEPEG).....

9 KM akoAouUsi otn ouvéxeia dikn tou moALtiki ....




TwoAoynon

ATO TO OUVOAO TWV XWPWV TIOU EXEL Kataypadel n TTOALTIKA TLLOAOYNONG ,

oto 42% ta B/0 tipoAoyouvral (UEyLoTn TIUN TAPAYWYOU) WE TOCOOTO THC
TLUNG tou B. avawopac . Itic UMOAOLITES, TIUOAOYNnoNn UE Baon eéwWTEPLKES
TIUEC QVALPOPUC ATIO «KOAATL» YWPWV... . —

EAAada (2019): MO twv 2 yaunAdtepwy tipuwv otnv Eupwlwvn. B’ =

-
Ty arolnuiwonc —

44% O0pLOMOG TNG TIMAG anolnpiwong He alyopiOpoug Baclopévoug oe

OMOSOTOLNOELS . ZTLG UTLOAOLITEG, OPLOMOG HE Slampaypdatevon (A pelodotikolg dtaywvicpoug)
*N TLUN oo OLATTPAYUATEUON EIVOL EUTTLOTEUTLKN

EANada: Sev eumintouv otnv puduLon yLo UTTOAOYLOUO THG «XOPAALOTIKACY TLUNC

Baoel aAyopiduov (YA 2012) — Stanmpayudatsvon ?

PLoS One 2017



Figure 2: Tenders that contain biological medicines in 2016

Are biologicals included in tenders?

-

: OXL petodotikol
opol yia BloAdoyika..
LG arto toucg KAK ava

-

B Yes
£ BG HR DK Fl DE :
" NL NO PL ©T RS ES SE TR

No
AT GR LV RO SK CH

@ Fratients can be switched for non-medical reasons




L va punv emtparnet
€ TNV avaypadn g

dropoppia (aAAa otn

0% Twv Xwpwv puduon

€ UE VOUO , ElTE HE

£C odnyieg)..
DOAOC TOU yLaTpoU...

ournal 2017

Figure 1: Biologicals substitution across Europe in 2016

» Phamacy-level substitution* of biologicals can happen in Czech
Republic, Estonia, Latvia, Poland, Serbia and Turkey

* Itis worthy to note that there is an opt-out provision for the
physician in these six countries

* In 2014**, subsititution was only possibie in Poland and Estonia

*Practice of dispensing one medicine instead of another equivalent and Interchangeable
medicine at the phammacy level without consulting the prescriber [18].
**Methodological note: Turkey was not among the countries surveyed In 2014,




Figure 4: International Nonproprietary Name (INN) prescribing
in 2016

(uTtOXPEWTLKN

oN» OT0 22% - UTTOXPEWTIKNA

INN for off-patent medicines prescribing is ...
In France, INN prescribing is mandatory. but for biologicals, docfors
must add to their prescripfion the brand name of the product.

~ In Spain, INN prescribing is af the discretion of the prescnbing physi-
cian but brand-name prescription is mandatory for biologicals.

Mandatory (CY, GR. LV, LT. PT, RO, SK)
Recommended (EE, UK)
Not in place (AT, BG, DK, HU, PL, RS, SE)

At the discretion of the prescribing physician (BE, FI, HR, CZ DE,
J Rheumatol 2019 IE, IT, LU, NL, MT, NO SL, CH, TR)

If INN prescribing is mandatory/recommended. are biological
medicines inciuded?

Yes, biologicals included in mandatory INN prescribing (GR, LV, PT)
Yes, biologicals included in recommendead INN prescribing (EE)
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EAAGSa
(HTA / duampaypdteuon Tiung arnolnpiwonc)

N. 4512/2018 (Emttporntiy HTA)

YroxpewTtlkn aéloAoynon Kot SLompoyUateuon yla
EVTOEN OTOV KATAAOYO TWV Ato{NULOUUEVWY GOPUAKWV.
KaGtépwaon 2 «piAtpwv» - «eowTEPLKO» Kol «eEWTEPLKO» (9/6/3)
Eéaipeon Blo-ouoetbwv amno to «eEWTEPLKO PIATPOY....

N. 4683/2020

Juvonrtikn dtadikaoia atoAoynonc — uéoa o€ 1 unva, xwpic raparounn
o€ eéwteptkouc¢ aéloAoyntsg ...

(N.4663/2019 : OxL UTTOXPEWTLKN SlampaypATELON OV N TIULA TToP oy wyou
glvall xapunAotepn amo tTnv Tun tou BroAoyikol avadopac
- EUXEPELA TOU YTTOUPYOU YLa TTALPATIOUTT) O€ Slampayuatevon...)



JUUEPAGLLOTOL — TIPOOTITLKEC

e Jtafepn moAtiky avénong tov pepLdiov Twv BLo-OHOELOWV.
MeyaAutepa nepidwpia dteiobuong. e auto Uropei va

ouuBaAouv npoontadeiec auBAuvoncg tnc avouolouopPioc TwV OALTIKWY
OTLC XwpPEC tnN¢ EE (amouoia oxetikwv deocuwv — npwtoBouliec??) ...

e ELOLKA yLa TN XWea Ko : oL pubpioeilg mov SLEuKoAUVOUV TRV Ypriyopn

npocfaocn twv BLo-oposldwv otnv ayopd, Oa npEmneL va cu uAnpwOouv

ME:

A) loxupomnoinon tou puduULOTIKOU MTALOIOU TNG CUVTOYOYPPnONG
(mpooouoiwon pe auto TwWv YEVOOHUWV — ITY TOCOOTWOELG — XWPIC OUWE
va urtoBaduiletal o poAog tng Kpionc¢ tov SEpAnovTog yLa tnv
urtokataotaon) — MoAtikn KtvATtpwv / aVTIKIVATOWV YLa TOUG LATPOUG ?
Oxt aAAayEg oto PApPUAKEIOD ...



0L — TYPOOTTTLKEC (ouvéxera)

ULOUEVN OTPATNYIKN EVNUEPWONE TWV YLATPWV KL ETTLK

alpomnoinon tng vouodeoiag oxXeTIKa Ue tnv anolnuiwon Kot
ouotnuatikn aélomoinon Twv UnNXaviouwv SLanpayuateuong
OTO)Y0 TNV enitevén 6000 TO SUVATOV YOUNAOGTEPWV TIUWV )

QLPOPETIKN SLaxEipLlon wWE ITPOC TIC AUTOUNTEG ETILOTPOPEC ?

QVIOUOUG CUCTNUATIKAG LOKPOXPOVLOG TTAPAKOAOUINONG OXETIKA
v aopalcia (untpwa / registries)

oi etnjolol (KAlpuakouuevol) otoxol ava JEPAMEVTIKN KATNYO
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