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1. DATE GENERALE

1.1. DCIDupilumab

1.21.DC: Dupixent 300 mg

1.2.1. DC: Dupixen0® mg

1.3 Cod ATAD11AHO05

Mdn® 5 (I SHFMOMBIONMNAA !t tY

M®dp ® 5 S0 ASANOFRRENTIS GROUPHJa V (i

16. TipDCk Y RAOIF GAS GSNJ LISdziA ON vy 2 dzN

1.7. Forma farmaceutica, concentratia, calea de administrare, marimea ambalajului

C2NXI FIFNXIFOSdzi a2t dziAS AyaSOilFoAtN

/| 2y OSY (NI DAL 300mg (150 mg/ml)
Calea de administrare adzo Odzi I y I G4 N
aNNRYSE FYolfla /dziAS Odz v ASNAY3IA [ILINESHYNI RIAN Si AR

dzy I O FTAE RAYy 208t AY2EARFIOAf X
nR2® ny aSNAy3IN LINBdzY L} dzi N

[ dziAS Odz W aSNRAY3IA LINBdzYLJ} dziS R
dzy O FTAE RAY 28Sfdzy2 RS RIED M LY
LINB dzY LJ dzi N

C2NXI FIFNXYIFOSdzi a2t dziAS Ay2SOidloAtN

/| 2y OSY (i NI DAL 200mg

Calea de administrare adzo Odzi I y I G N

aNNRYSF Yol f I 2 Cutie cu 2stilouri injectoare (pen) preumplute & ml sol. Inj. In penul
preumplut

Cutie cu 2stilouri injectoare (pen) preumplute x 1,14 ml sol.
Cutie cu 2 seringi preumplute x 1,14 ml sol.

M®y deortfodh(NR A y dzf dzA Y A y1168/2020HefualiZat panfOWIN 67 i8202 2021

t NBodzZ Odz I Y N\Ddgkend200 mg (Sdahov & S GG | 6 A f 5.825,66lei

injector (pen) preumplut

t NBodz Odz I YNy dzy G dzt5 diL E&WAIG oSl Y@ES
T

2912,83lei




n stilou injector (pen) preumplut

t NB 0 dz

Odz I YNV dzy (i @0mdIR f I\ ISt W 3fH3BSdali
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5825,66 lei

injector (pen) preumplut
t NB o dzt
n stilou injector (pen) preumplut

1.9.Indicah G SNI LISdzi A ON UA

Dupixent este indicatla 5 2 1 |
I Rdzt GA UA 160dz ONN&EG |
GNNR G | RS T
tratament G NI G | YSy i
ONRBYUAO
NYGNBGAYSNEO2y O2 YA
ONBYUAO aS¢d2yO02YAl
AYFELYLIOAS RS cnn
cat OGSNAT I Gl RYAYA &
S2T Ay2FAvalariSR S
ONBaOdzi § |

peste, ca

adjuvant de

0 NI

H aNLJN
Tt Sy iNYz
inadecvat controlat cu Y 3

Odz | YNY dzy ( dzfDupixiht 2dzy ANGT (18652 £ di(S,

NBEO2YlyRIGN

LI OASYdA

OR2BNUAY RS

2.912,83ei

R21 Dupiket I RYAYA&AGNI NB O2y T2 NY

Durata medie a

NBO2YlI yRIGN

tratamentului conform
RCP

R dzLJA
UA

RS 1 Dupilumab este
Fy A L recomandat

Odz 0 GNJ GF YSy(dz
O2NIAO2aGSNIRdIzNI (G N
RSNXF GACG Y Necesitatea
DNRdz $O2 y (i Ay dzR N A
nyaz2u0AaGN R NBodz S
AyesSOlr ydz t s

RS wmH pentru

Qx

Odz

At
ny
ca&r
2

Y3 Olevaluarea
YSRA Odz

NB I
YNY A o
G204

onn pe

OSAt I £ UA din

Y3z

pacientului,

HnNn perspectiva nivelului d

R2TS YSRAA wnn Y3 OF AyeSOUAS &dz Odzicontrol al  astmulu
de corticosteroizi Oy Ol T dz LI OASYyGAt 2N CoNRYyUAO®
inhalatori plus un alt 02 NJIA O2aGSNRPAT A 2N}fA as

medicament utilizat ca 2 Rl G-N ®H&0 Ay dzi | Y Sub ira@aNiniul

tratament de Odz RdzLAf dzYl 6® { ONRSNBI R
NYUNBUGAYSNENBFfATFAGN GNBLIGEHG®

1fGS AYF2NNYIGAA RAY w/t 5dzLJAf dzYl oY

DNHzLIS & LISOAFES RS LI OASylaA

+NNBGYAOA oxcp lyAOY

bdz 88 NBO2YFYyRN yr®DO2AmEdzA G NB + R27T SA I
T e TS L
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bdz $4G8 ySOSalNN yAOA2 ladatlNB | R218A tF LI} OASYONBYOdzNA i 5 @A

disponibile date foarte limitate.

LyadzFAOASyYUON KSLI GAON

bdz adzy i RAALRYAOAY SdzRA SYGNLKORSFEDON Odz
DNBdzi I G S: O2N1LIR2 NI f N
bdz aS NBO2YIYyRN yAOA2 l2daAGFINS I R21TSA ny TdzyOliiAS &30 9NBdazl iS5}

RSNXYIFGAGN FG2LAON &l dz w{/ Ot bo
/ 2LJAA UA | R2fSa0SylAyY
{AIdNBFAEDFOAGE S RdzLIA € dzYk o6 €+ O2LIAA Odz ONNEGlF &dzo mMH kgaes I ON)

2bholL! bL PREVINASTML. whb i L/

l 4GYdd ONRYUAO S$adS8S 2 o62FtRN AyTtNYIAYINNS T ANB y AN
aeriene,cu SLIA 42 RS NBOdz2NBYy iS RS aA YNddre -YIOK SBIH NWIAEA £ FBA ad NS
toracidNU gaw tuse)O dz T gqayiriptialNE ON T 58 Bie NS Odzy 2 4 Odzi OF 2 F FSOUAdzy S
cNAE 2N NBALIANI G2NAAZT SGA2f NBACI O GANFIX dRS yNA BGE (G 8Y LLHSA «
dzy O2YLX SE RS FIOG2NR AYRAGARIZE £A UA RS YSRAdzN [ |
unrolcentraly’ LJ- 623Sy Al O2YLX SEN | 02t AAT

ladydzZ SadsS 2 o02FtN SGSNRISYN F2NNIGN RAY FSy20aA4
RS RSodziz LINBT Syidl OFNI¥OGSNARAGAOAT 2NI I f SNBA OiStaiculd NI
fumatuluiz®4 0SaiS OF NI OGSNRAGAOA LRG TA | 4Cordraldl diab al &tmulNS 1 d
fost asociat cu un risc crescut de exacerbare a astmului, spitaizag3 | § N > RS I A&d0HYIES adL)f 6 N
AYLI OG yS3FGAG PWdlINIS QISNH Rdz® EA @2/ 0 MO ONB & Odzi RS Y2

Sudiile publicate ThSUA (Peters 2014; Seys 20L7NJ GINLINPEA Y GA D pm: LINYN f |
I &GY oLONESYl enti6dipi inflamatorde tip 2. Itn GMio LJL[ T AYGSNI SdzZl Ayl o &adzyi
LINEEAYIFEA A AYFELYLFORER REZ GALIOAZ2KE N} OSH G & dzdii OA SHEL

Z A AN o -

RS GALI HE AyOftdzAADd 2ESRHZO I RY¥ Ay DIFAND @UAZY | &S 8k OWN ND |
aNy3sS 00SUWAZIMA2YFN] SNA ny SEOSaz O NB AyOf dR ONEB (
L39 &ASNAOX UAka&aldz yADSt dzNA RIERRGOK @3 NS (68 ©Oh n§ T KIS Oz
OKSAS A Ay Fof dzYYNidiskii de edziofilé éstiedconsilerat definitoriu pentru astmul eozinofilic, care

este mediat de 4, Il-m o -B;Zstmul alergic este caracterizat deeluri crescute ale IgE, care sunt secretate de o

Of 2yN RS ftAYTF20A0S . @ UB{Gayddz2016] Blatsudsida 015). WaldarsidyFeNOA edré
RS G SNI) Ayt (B, RISjivelufile medii zilnice mai ridicate se coreléaz cantrolul mai dificil al astmului
o NBE#.UA O

N
T __ .
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t 20F NI FadYdsg dA ONBYUAO ySO2yiNBE I

tF OASYUGAA Odz aldyY o0 NENExade@®NE SHSKBE NS OZNBABS Y i SEINEF |
UA  RA YQlytd® NS dulla terapiilor optimizate @hdard of care).

w ladydd oNRYUAO ySO2yiNRf I NBLINBT Ay i N dzy LINES
I NB&dzZNB St 2NJ YSRAOFIES® 1 adyYydd oNRYUAO F2IFNIS aftl o
maimaS: FFGN RS FadydAg O2ydNBtLFGE | O0Sad NAa&aO NRkangiR S
de gardN *

w Cdzy OUAR LMW YRYGEANYSHT N LBBEGAE98ELXNNT @2 NO9aIMEA Y T
NEBLINBT Ay N @2vAidgvidad RASy FLENIYSNNY A ny LINAYlF &aSO0dzy RN | d:

/I SA Odz FdzyNalOWNE drldassSy AN SEF OSNDBNNA aS@SNB UA I dz dzy

w tFOASYUAA Odz FadyY oNERyYURA O cayzd eaugetioNP{f NVidiNazidaiae HN =
persistente 3 A YLIG 2 YSE 2NJ RS | aGY OoNRYUAO® /2y F2N¥Y OKSalAzyl
lv[vyX LI OASYUGAA Odz I ady OOANRBRMzDI ¥ SOHRYORNRE O K &6 HAA |
O2yGNREIFTOGA oOomMTI p @a n I (s odzRNBRIAICK &XmiEITtdiprobl@nie d& G |
& Ny Nlégaté ¢ astrif.

w GATATEFNBEF LIS GSNXYSy fdzy3 | NI iilclivi&ynipdaardeli seO dz
I &2 OUAIONRSNB I @ X0%iEssaidBl G ¥ ¥ A FTAOF G AP O2 & ( diNribictpal tadudmarg 8 y {
utilizNrii intensea resurselor medicale, ceeaceested | NOA Y| $02y 2 YA ON

Diagnosticul de astm

(conformGhidului Roman de Management al Astmulli & O A RamBing #eAPneumologie

5AFAy2a80A0dzd RSNB Gdyr2 BBy &NE MBS ANILISA aSyYy St 2N Of A
FfG2N) LIRaAAOAES LI G2t23A4 OFNBONANSSHENBAOST B A RHAMINY 6 NJ
ny GAYLZ S@I t dzfF dzy OUBNE A NY N 2 delNIA NS OSmpierieNsMgestivR He- astygh Zunti A (
dispneea, tusea, wheezingiNB & LIAHXA SININSG A BANTle @ A ¥ & GINRAND GTOMWSO N

Simpbmele astmatice pot avea caracteristici care cresc, deasemenea, probabilitatea diagnosticului:

T G NRFOAEAGEGSE ony Odz2NBRdzZ | OSt SAFSA TAES al dz

OFNNN &AYLIi2YS nydNB YIFIYyATSadNNRO
agravareanodzNyy N &l dz RAYAY Sl ol RS@ONBYS
' LJ NAOA I RdzLIN FFO02NA RSOflIyolFd2NA &LISOATAOA

= =

(fum, mirosuri puternice, aer rece, efort fizic, bdibpcante sistemice sau oculare)
T FYSEA2NI NBI &l dz Rtadtibdimdfc.o A RdzLIN G NJ GF YS
tNSTSyGI-NSI- Ot AYAON | FaGYdz dzA SaiGsS F21 NIS I NA I

RS OSRSNB Ff &aLlSO0dzt dzz O0A aSOSNAGIGNODAA aAYLIG2YSE 2N



(wisia Dy
o s,

& s MI NI STERUL SI NI

§ % AGENHI Al GWALE A MEDI CAMEN
W

,§//) (\\\ 2 Al A DISPOZITIVELOR MEDICALE DIN ROMANIA

3 £ Str. Av. uSBr48tSeceos’ 011478 Buc ur e Ht |

! IS Tel: +4021-317.11.00

%, & Fax: +4021-316.34.97

% & WWW.anm.ro
% anmDMR

T Gdza S Jadtnufftusi) N o
T RAAL)YSS NBfFGADG O2yGAydz2NX F OOSyiddza GN 1 SF2NI
9EIYSydzZ FATAO Lzt Y2y I NI LIKAGLSS NMBAFE Ao A8SSYy S RS 20
- raluri sibilante difuze bilateral
- expir prelungit
-RAYAYdz- NBI  RA FdzZulr I Y dzNI) dzNUzf dzA  @ST A
9ElIYSydzZ TFAIAO SaitS LldomiAy aSyaioit ny ARSyGATAO!
Y2NXIEEf OKAFNI £ LI OASYDA &AYLI 2 YUniekadén fiziciulntbdar manal inN iz
exclude diagnosticul dastm.
t NBT Syol |ydzYAd2N FFOli2NR Y2RAFAON LINRPoOolFOAfAGEGS
acestor factori permite estimarebJNE 0 I oRAS AFGaNIGOYA AOF NB SaiS dziAf N YR¥ADASB
6 SPI t dz NB lromérfiepabikil@vinetrie cuitésibronhodilatator) nu a permis confirmarea diagnosticului de

5 i

astm.
Factori care cresc probabilitatea de astm:
w a20ASNBI YFA Ydzf 62N aAYLWG2YS RS lady
w FydzYAdS OFNIYOGSNRAAGAOA S &AAYLII2YSt 2N LINBT Sy i
1 variabile ca intensitatén timp (chiar intermitente cu perioade asimptomatice)
4SS F3IANI GSHI N ny GAYLdzZ y2LIOAA &l dz RAYAYSFOl |
F LI NJ RdzLIN STF2NI S SELIMzySNB fF | f SNASYSsE YSRAOI
7aS FYStEA2NBIT N &Fdz RABLGNI RdzZLIN YSRAOFDAS |y
w YydSOSRSYy:GS LISNBE2YIFIfS RS 02tA FG2LIAOS O6RSNXNI GA
w YyGdSOSRSYy:GS KSNBER2O2fFGSNr¥rfS RS o062ftA FG2LAOS o
w NI fd2NA &AO0Af LI Yy(dS 0Akalddz Of AMNDANIARt dzy IA G oAt | (S
w9 { &l dz t9C &ONITdzi FNNN 2 FftGN SELX AOlFIDAS
w S2TAY2FAEAS LISNATSNAON FNNN 2 Ff4dN SELX AOlFDAS
Factori care scad probabilitatea de astm:
w RSOdzidzA aAYLII2YSE2N) RdzLIN nn RS FyA
w aAYLI2YSES LI N R2INIny O2yiGSEG AyFSOoaza of |
w (dzaS ONRyY A OSly 2INP IRUADE NIOXNA Yiydi 2 6& | ad Yl GAOS
w Ad02NRARO OSOKA RS TFdzYNiG2NI nyllAydS RS RSodziidzZ aAi:
w SEFYSY Lz Y2Y I NJ y2NXIf NBLSGFIG fF dzy LI OASyid a.
w t9C &l dz ALMANBYSGNRS y2NN¥IES 1 dzy LI OASYy(d &aayLd
w Ocardiace asociate.

N
T __ .
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Confirmarea diagnosticului destmse face pe bazatoricudzA 6 A diBc¥cArSdurg baka diagnosticului
ny Fadysz RIN S@I t dzf NBd K SISATYALYIRAYES f 2aNG O |+ RRAEI By SFEN- T A0GA f
evide DA SNBI 20a i NUzZOORAPAGDHANRYOAORIZINNK R¥Af S adG NI NBI RS

diagnosticul de astm.

DOVEZI CLINICE DUPILUMAB (EFICACITATE SI SIGURANTA)

t N2ANF YdzZf RS RSIT @2t G NB LISy (i NUz ntrigeli Mdndoiniddtey dubk@b, | )
O2yNRtFGS Odz LX I O0OS623% Odz INHzLIZNR LI NI £ St S 65wLmMHupn
U 52 de $ptNmani, in care au fosfy NR iyl GiR2 G f wHyyy LI OASYyGA o0 Odia@MNshE (|
IV NP tNN@ Xi neEesaK o valoare miniml A y N A FyfdzY NNXzE dzi RS S2T Ay2FAES n
OA2YIFNYSNRA AyTFELFYFGd2NA RS GALI v 6RS SESYLXdz cSbh &
AYFELYFOAFARSROSRI RYDFALTAS 20poh (NQUBA dAJIS k¥ MAIGAAIRMBERK & G
vigof{¢s FyLrtAT SES 1 yA@St RS &dzo INHzZLIZNR  LINB & LISOA F A

300 celuley t  UA H@S BOHpb.

DRMHpnn | F2ald dzy &dGdzRAdz Odz Rdz2N} GF RS wn RS aNLI
LI OASyaNRA G b OBS @myn y y AmTUA  ALASIEERASHENGD a st gvaluatpcomipadakiicu placebo la
LI OASYy O A | Rdzf ndoleraO@iNl1a (aYS @INEBy UIANT G G Odz R2T S YSRAA &l
beta agonist cu durdlungNRS F QU AdzyS® / NRGSNARdzA FAYFE LINAYOALIE R
MH NRBGY2YSyddd AyAllAtiddtedningtNI iz SYSWAIK A TH K2 I SEI OSND I
LIS LI NDdzNE dzf LISNA2F RSA RS (NI GFYSyd O2yiaNBRElF G Odz LX
VAGSE dzt L2 LIz F GASA G201 {1 \le QARIHING lyRiyiNaifurliiludzie atinoble/sAINS &
RS FEfOGA OA2YIFINJSNAR AYyFEFYFOI2NRA RS GALI no UAXA 1 YAOD!
LISNRAFSNRO f I CohbhSeziltdidlor stugidulDdpliuinab a crescutdzy OG A | LJdzf Y2 Y I NJ
SEIFI OSNDNNAES aSOSNB I LI OASYUGAA Odz ady LISNmRA&GSY
LINEFAE RS &AA3JdzNI YyON FIF@2NI oAt UAZ LINRY dzNOYkINBZy AU/ Al
f dzz3IN RdzNF 0N F NJ LJzi S nYodzy NGNGA @GAFGF LI OASYUGAf 2NJ
A0+ yRIFENE &AY3dNN

[ AOSNI & !'adKYl v!9{¢ SadtGsS dzy &dGdzRAdz RS -ab, doltrdab = Y
Odz LX I O0S023X ny LINIXtESt o0 b/ ¢nunmnypno ftF LI OASYn?
O2NIAO284GSNRAT A AYKFfIG2NA 6L/ {0 LX dzA dzy dzt - &R aRz dan
LIS 2 LISNA2F RNNWRES Pm IRSAEELEENYMbnn LI OASYUA 60dz GNNZ
O2YLI NI GA@ Odz LX I OSo62 fI wmnTt FR2fSaOSyuA UA wmT dp LI

N
T __ .
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YENR RS O2NIAO230SNRP2AASHAYENEF GOYRXG ORSL ©O2 P& NRBIA, It £
ySOSAAGHG dzy +Ff GNBAESE GNFGFEYSYG LBYIGESA ©2y kA dzd
NI YR2YATFOGA FAS fIF 5dz2ZAESYd wulhaoood@ 0Ol rcymINDIFA SRS IH
FRYAYA&AGUNI G O2yF2NXY dzySA aO0OKSYS &AYATINBI FAS Hnn
RdzLIN 2 R8&d 480 nigy6@0imk kali respectiv placebo.

Criteriile finale principale de evaddl NB | dz ¥2a4d0 NI GF Fydza €tATFAGN | S@S,
LISNA2F RSA RS pH RS aAaNLINYNYASZ O2¢9NRFKRBREt Didz (G2 NIOSH 2
RS Y2YSyldAd AYAOGAFES 1  yACGREasSNEALHAN &iAS2ARRBIRNIKE VEA |
num\Nbzt dzA RS S2T Ay2FAES aldz RS FEtGA 0A2YFEN]JSNR Ay Tl

numNului de eozinofilely a Ny ISt S LISNAFSNRO UA I iC&steleel rhdi maxestddiuy i
O2yGNRfI G Odz LIX I O0S62 ny |aGyYdzZ oNRBYUAO ySO2yiGNRBE I (:
dAYy3IdzNHz &aiGdzRAdz RS FITIN o F dzySA GSNILAA OAAYAHRRDS ¢

biomarker de tip 2°

Studiul ineNJ/ibnél Liberty Asthmat 9 b ¢ ! w9>X RS FI T N -omh,XonidlaypRéehoid durata R

RS Hn RS aAaNLINYNYyA>SX | S@lLfdzad STFAOFOAGEFGSE UA &A3dc
3t dzO2 02 NI AO2AT AT | RSY2y&aGNI G FrLWdzZ ON [+ LI OASyl
Odz RdzLIAf dzYl 6 | NBRdz& O2y&adzydzZ RS 3t dz0202NIAO2AT A LIS

ONBUGSNBI A @O+ mOdz{INK2RE Hmn  NHENBESHNMO (Odx | RAGYY  LoSNREyYLUBAC
OAZ2YEFNYSNRE2NI AYFEFYFG2NRA RS GALI W tFOASYUOA AyOfc
dzi A€ AT F NBF NBIdzA | OB NI A @/2INS NE2ATTSA YALyNRE EtRGI2NRA UA | d
AAYLIG2YF (G2t 23ASAd 5dzZLIN 2LIGAYAT FNBIF R21T St 2NJ RS O2NIiA
a administrat dupilumab 300 mg (n=103) sau placebo (n=10y) a3 NI t RS W &ANLIINYNYA >
RdzLIN 2 RRRSN ciyih GVR3 £ &+ dz LI ta@dondtdt in dodinuére, et dazuxsul stidiuli,

GNJ GFYSyiddzt 2N 20AU0ydzA G LISYGNHz | adyY o Nab¢b@ausll®dz G
AYGi SNt RS n aANLINYNYyA ny GAYLdzZ Sil LX) ataRtbnp Ol R S N

YSylAyddi O2yGNRfdzA | &ad0Ydd dzA ONBYUAO® / NAGSNAdAE FAY
ol AT SELINAYIGN LINRPOSyddd 3 SOFtdzd N fF yASSE df LIRL
dozei de corticosteroizi orali laNstNmanile 20 @nNf I wnX OFNB | YSylaAydzi O2y N

corticosteroiziora® LJG A YAT F GN | yGSNRA2NI 6t Y2YSyldzZ AYyAGAFIfOO®
a2RAFTAOFNBI LINROSyldz £ N | -76R126irSgkupuRcl dugilundal), Zdnpaxaiivicd 2 A
nMId> ny 3INHzZIzZ LXFOSo2 o6t fnXnnamoT yx: T GNinb% prx
cqz FIGN RS o®: Fdz I ddzi 2 NBRdzOSNB | R21TSA tF YIA
FRYAYA&UGNI NBF 2NIfN RS 3t dzO202NIA02AT Ad Oy OAdzRIE NXE

T -
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cu dupilumabadug I 2 NI { BSNN RS SEIFIOSNDBINB OIFNB | F2ai

YIA YAON RSON(G OSI RAY 3INHzZLIzA LI I O0S62 UA | Rdza f I
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3omM® 9¢a oFlT FGN LIS SadAYlFNBAS 0SYySTAOAdz

Dupixent(Dupilumab)l  F2ad SO f dz § &SLIONBWEl / RN yrap@iul Revigduae by { >
fost publicat in data d&1 decembrie 2019
/| 2YA&aALF | 02y Ofdd A2yl G ONY
w Beneficiul terapeutic estimat (SMR)rezentatde medicamentulDupixentA Y RA OF G £ I F Rdzf G A
GNNBRGF RS MH YA UAGLIRBRSUGBYONBIOANBNBEYBSV (O NR2 HzBEL Y 0 NEP
H OF N} QGSNATIFGN LINAY S2TAy2FAfAS UAk&aldz SFf2NR ONB:
corticosteroizi inhalatori plus un alt medicament utilizat caitta Y Sy i R S a fpstdoméBaiaimp&thids
@ Y LJ NJ G 2 NApgntruNIadix8nPdunf thddicamenteledzd A f AT F S €t LI OASY UG AA
CA2GSNI LIAAES RAALRYAGAE S ny ek LUMBIL&®yLddZ rf iou Ssivd@sdlplludtaide S
F OSaa S fidadchzeitt WA KD A | €Y
MO t Sy GNHz LI OASYdAA  OXplair(@malifumat), Siiddrb BonadBrivlegh. ¢ Sy (2
2t SYGNHz LI OASYUAA Odz Fady $21 ALgFadrs(hefaizubabBiotaa | v i
(mepolizumab)Cinqaerocd NB af AT dzYF 60 SaiGS T2 NIBSYLIEANRAYIRD®ELIZY A0 A
/| 2YAAaAl RS atdaf ayia fallond@pgririN includereaDupixent in sistemul de compensare
Procentul de rambursare propus pentagd: & i N Aafdtile®Bb% A S

3dPH 9¢a 0l teficécikatet¢ISCEO 2 & (i
Medicamentul cu DCI Dupilumab se afigpirocesde evaluare de autoritatea competenta din UK (NICE).

3bod 9¢a o ldidaditdtec83C O2 & (i

DUPIXENT (dupilumab) nu a f&@+ f dzt & RS ONGNB ¢KS {O20GAaK a
indicatia:éli NI G | Y Sy (i dzt Odz 5dzLIAESY (G S&aiGS AyRAOFG 1 F RdzZ @
I R2dz@F yi RS nyuiNBUGAYSNBE LISYyiaNdz Fady oNRyUAO aS@OSNE
Lt 2NA ONBaOHRSOPES OSYaNBALF (A yOdz R21TS YSRAA LINyN f
YSRAOFYSyYy (G dziAft AT G €@ GNIFGFYSYyd RS nydNBUAYSNB
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MedicamentulDupixenta fost evaluat de Institutul pentru Calitatd 9 FAOASY UGN ny { Ny Ndl
Comitetului Federal Comun{G! 0 ny @SRSNBI RS S NBupliyhéhdPREportuSly &Fuar® A dz
A1974 a fost publicat in data d28 Noiembrie 2019

Analiza gradului de probabiliiaS UA | YLX 2 NBI SY STAOA dzf dBupixér WisuslS dzi

o
O2YLI NI} G2NHzAE LRGNAGAG ny LINI OGAOF Ot AyAON RAY DSNXNI

Tabel:Dupilumab- Probabilitatea si amploarea beneficiului suplimentar

Probabilitate si
Swindicatie ¢ SN LIAS O2YLJ RY (21 amploarea beneficiului
suplimentar
| R2f SAO0OSyY 0 A Escaladarea tratamentului individual al Nu a fost dovedit

OdzLINA y &N ny ( NB pacientului luand in considerare terapi beneficiu suplimentar
AYFELYLFOGAS &S @ anterioare precum:
AyadzFAOASYUON K doze mari de corticosteroizi cu administra
primesc deja doze mari dAYKF €t FG02NAS oL/ {dz BAz
corticosteroiziA Y K € 42 f dzy AN RS | OlGAdzyS o]
Ldzi Ay dzy Ffd RdzNIGN fdzyaN RS F O0A d:
GNI GFYSyd RS n R21T S YINR RS L/ { U&A
| Rdzt UA Odz Ay Escaladarea tratamentului  individuald Nu a fost dovedit
RS GAL) w Odz Ay pacientului luand in considerare teray beneficiu suplimentar
SsSNNZ OFNB LINFYGSNA2FINBE UA LI G23Sy
YENR RS L/{ U/wR21TS YFENR RS L/{ Ua
medicament ca tratament de @ R2T S YI NXA RS L/ { URA
Ny adNBGAyYySNB omalizumabsau
wR2TS YIFINAR RS L/ { UA

mepolizumabe gu reslizumabe sau benralizume
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FY SadGS LINBTSydGlFaN GSNIAKN-BO2 YRI NI G2FNB | RSOGFGN adGl oAt
oY /NI Ol NN iyIdiy W NLIING & XDdzG RS INI ydzf 20AGS S2TAy2FAES UA

c: Tratamentul cu dupilumab a fost indicat numaiQr2 Yo A ¢dzi R8T S YIFNRA RS L/ { UA S
GNJ GFYSyhGdzZe RS nyiNBIOGAY SN

d:Potrivit G. | T aOKSYIlI LI & Odz LI} & LISYydNHz GNIFGFYSyiddzZ YSRAOIYS
fdzz N ny O2yaARSNINB® {S LINB&dzlzyS ONZ ny AYRAOIOAlBSy 8 NI R
5¢ RAYy aOKSYlI LI & Odz LIa LISYyaNdz GNFGFYSyiddzZz YSRAOFYSy ®Raunt
NEBLINBT Sy idl G InfyS SAOGKBYSA nLI & Odz LI & LISy idNHz NF (KB ®8Y 0I8Hzi ¥ €
FaSYSySIs LI OASYOGA LISYydGNHz OFNB ydz YIA SEA&AGN yAOA2 2LINAdzy¢

e: Timpul necesapentru respectareacriteriilor aplicare/cerere

G-BA va decide cu privire la beneficiile suplimentare.

{GdzRAAES dziAft AT FGS LISY(dNHz SOt dzkr NBI dzydzA 6SySFAO
RS I R2fSa0OSyidA UA | RdAZ GA IFdz F2adyY w/ ¢{ 5S5wLmuHpnnX
irelevante pentru evaluarea benefigiii suplimentar al medicamentului dupilumab.

VRt GediMistrafi in evaluarea dosarului Dupixent, datele prezentate de companie pentru evaluarea
beneficiului suplimentar al dupilumab ca tratament adjuvantrgg” (i NBGIA VISR G A Odz My FE | Y
O2yGNREIFTGN AYylFRSOGFIGZ OFNB LINAYSaO RS2F R21TS YI NA
YSRAOFIYSYyid RS nyiNBUAYSNBZ ydz adzydi F+tRSOGIFGS LISyidN
O2YLJ NI GAS Odeoaledebvath. | O2 Y LI NJ

t NAY dzNYIFNBX dzy 0SYSFAOAdz adzLX AYSYy dF NJ I £ RdzLIA t dzY |

Acest lucru se abate de la evaluarea companiei, cdReSaY 2 y & davdla Heméficiului major suplimentar
LISy G NHz L2 Lddzt | GAF  O&AVEYWN A R A LI @043 hIdAL ISR SHyAINIE 2 NI Odz
O2NIAO240GSNRBAT A Odz RYAYAAGNI NB AyKFfFG2NRS RAyYy ai
studiului VENTURE utilizat de acesta.

359¢a o0l 1| éeitactde-GB24

5dzZLIAESY G | F2ad S@Ffdd 4 GSKyaAO RS ONGNB RS | dzi2 N
GBA), iar raportul a fost publicat in data 20 Feb 2020.

5dalA ESyd Sa05 AYRAOFG OF GSNI LIRS R Sarstpyai 12%n duasND
GNRYUAO ASOSNI Odz ®F S NK ividiyM &/LIRBYNG MINBE D dOF WS S21 Ay 27
CSbh s OFNB Sa4085 AyadFAOASYd O2yiNREFGN ny OAdait O2
dzi At AT FG LISYdNHz GSN} LAF RS nydGNBIOAYSNB®
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4 . RAMBURSAREA MEDICAMENTULUI IN TARUEIURWROPENE
{2f AOAGIF yiGdzZ | RSOt O MupiumdbiSste kanBuisiFo- statdliNeinhielzye RIS

EuropeneGermaniaPanemarcaOlanda, Finlanda, Suedia, Luxemburg, Ausirid,l , Bloviacia.

5. DATE PRIVIND COSTURILE TERAPIEI

Pentruanaliza costurilor sociate tratamentului cu Dupixemf I Rdz2f GA UA | R2f Sa0Sy
1ISaGSs OF GNYXGFYSYyd R2dz@Fyid RS nydNBOGAYSNB LISy NYz
S2TAYy2FATAS QkkS I ldf VICENR ONBAY | RSOGI G O2yaNRt G C
AYKEEFG2NR LI dz&a dzy €3G YSRA OleysSligitanul dziprdpusi Omalizumébbm(DE NI
Xolair)drept comparator relevant, conform OMS 861/2014 adizat.

Conformdocumentaki depuse solicitantul a prezentat date privind costurile terapiei pentru doi comparatori:
Omalizumabum (DC XolaigspectivDCIBenralizumabun{DCFasenra

Oy @SRSNBI STSOUGdzZNNRAA OF t OduSdeidaizh YSRA [DUbHNISTHT ditdhizS NI
YAYA&GNHA dzA & BcyodlizafientiuDupmentR B k © 8 y OBYnighlk G R SA T dzf dzA RS LN
O2YLI yYAS Ay pdRtu@dpikéy200img A S

9 Calculul costului terapiei cu DOlupilumab (D@upixent 300 mg)

5dzLIAESY G onn RS Y3 S&aiGS O2YSNODAFEATFG Ay Odziias
I YNy dzy i dzf Y| ESM8%5,66ROKMdz ¢ +! RS

Dupixent 200 de mg este comercializat in cutie cu 2 seringi sau 2 stilouri injectogfe) pe Odz dzy
' YNy dzy Gidzt YFEAYFE Odz ¢+! RS pdyHpIcc whbo

/| 2y F2NXY w/t3s R2TF NBO2YIyRFGN RS RdzZLIAf dzYl o 1 | R

w [ LI OASYUGA Odz adyY ONBYUAO aS@OSNIIWk tGF NBI GASS yI
ONRYUAO aS@SNJ UA RSNX¥YIFGAGN Fd2LAON Y2RSNI GN LINYN f I
02y O02YAGSYiNZI nyaz2idAdN RS LREALRIN yIrETFENZ 2 R2I1N
administraNS I onn Y3 OF Ay2SOUAS &adzoOdzilyl 4N fF AydSNDI

Costul anual pentru primul an de tratament cu DCI Dupilumab es#646,41Lei(27 seringi x B12,83Lei).

w tSYGdNdz G§20A OSAtItGA LI OASyYylAZY R0 3R 20eNW FAGYNA GRAS £ INI
Han Y3 OF AYRCBROIARIS Ay SNAE NS &Bdzyil MWRIGANNYRY Ny Af 2 NI c
HMZ HOZX HPZI HTXI HGPI oMI 00 Lnanpeziem priul andsint receB nw & Ry 2
din care primele doua supientruA y A Utvat&nheBtuui.

Gostul anual pentru primul an de tratament cu DCI Dupilumab esté8d@46.41Lei(27 seringi X2.912,83Le).
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/| 2y F¥F2NY ha{ ycmkunmn Odz Y2RATFAONWA f ISNIAd 3 ®2TLXE S dzfl
O2aiddzA GNIGFYSyldzZ dAklyz &S &idFoAtSodGS O2addd YAy
LI OASy(dzZ dzA LIS BHLINROSyidb RS O2YLISyalNB | TSNB G O dz ¢zd
YFEAY RS nyRIFIG2NINB LI AONYR wm: f1 @SyAlddd YAYAY
YABStdAf RS O02YLISyarNB wm: SadsS YIA YINB aldz S3rftN
YADSE dzdf E&NKXSYZANINBS QI ON O2y i NRAROGdzy Al LISNE2YFEN LIS Y,
RAY Odz yildzydzZ YIEAY RS nyRIG2NINBI LINRRdzAdZ @ FA
O2YLISyal NB pr: SaiGS YA WG dpbdz | ¥4 BAY RS Ohy RIwl 2 RANS X
RS O02YLISyalNBST RION O2y(iNROGdzy Al LISNARAZ2YI N LIS yAOBSt
YFEAY RS nyRFEG2NINBI LINBRdzadz @I FA rivgld tledzdmpdriare 80840
SadsS YIFA YINB aldz S3IFEN OF pmx: RAYy Odz yldzydz YIFEAY
100% it aSOYAdzyS || adzoftAadSA /T RIFEON O2yiNROdzy Al LISNE
dinOdzl yidzydzt YIEAY RS nyRIFIG2NI NBI LINRRdzadzZ G+ FA Ay Of

DC Cost tratament lunar Coplata pentru  Salariul Grad de 50% din grad
un nivel de  minim brut  Tndatorare maxim de
compensare  Febr 2021 maxim 20%  indatorare
90% (sublista din salariul

A) minim brut)
Dupixent 6.553,86lei 655,38lei 2300 lei 460 lei 230 lei

9 Omalizumabum (DC Xolair)

Xolair 150 mga 2 f dziAS Ay2SOGFroAf N ny &ASNAYIN LINBdzYyLIX dzi N
OdziAS Odz m &SNAY Il LINB dz¥ INE dzDIF NB it NPt dzy/2 LB oS Okl 8 S A

Conform RCiEzf dzA = R21TF NBO2YIF yRIGN 06A FTNBOSSyol | RYAYA
OFyGAGEGSHOAYKTADENRRS S MmdEfereh tiatdmentyltk A yailS REB dzi I 4§ S 02
RS IRYAYA&AGNI NBF R21T SA AYyAODAItST LI OASYyoAf 2NI (NBOdzA
L339 d2GFrtS ASNAROS:T LISYy(dNdz adl oAt ANBLlI Rteale fak fimedesdre @5 1 |
LINYN € cnn Y3 RS -2fFANE FRYAYAAGNI GS FTNI OoAz2yl i n

94GS LlzmAyYy LINROolIOoAf OF LI OASYyoAA Odz O2y OSyi{iNl DAL
Tabel521 S F2t2aA0S8 ny tMdzyoOy ARSS RSA S tadet A2NAIRZANSNA OS

tratamentului:
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Concent Greutatec o r p okgga | £
i ni JgEal
(Ulm) >20-25 | >25-30 | >30-40 | >40-50 | >50-60 | >60-70| >70-80 | >80-90 [>90-125
> 30-100 75 75 75 150 150 150 150 150 300
> 100- 200 150 150 150 300 300 300 300 300 450
> 200- 300 150 150 225 300 300 450 450 450 600
> 300- 400 225 225 300 450 450 450 600 600 450
> 400- 500 225 300 450 450 600 600 375 375 525
> 500- 600 300 300 450 600 600 375 450 450 600
> 600- 700 300 225 450 600 375 450 450 525
> 700- 800 225 225 300 375 450 450 525 600
> 800- 900 225 225 300 375 450 525 600
> 900- 1000 225 300 375 450 525 600
> 1000- 1100 225 300 375 450 600
> 1100- 1200 300 300 450 525 600
> 1200- 1300 300 375 450 525
> 1300- 1500 300 375 525 600

Costul anual al terapiei colairpentru un pacient de 70 kg este 82.989,401lei ( 13 x4 x 1595,98 lei)

Din compararea costurilor anualdeacelor doua terapii, se constata ca administrarea terapiei cu Dupixent
onnY3Ik5dz2LAESY G wnn Y3 3ISYSNBII N SO2y2YAA RS pIum:
determin&nd un impact bugetar negativ fata de comparator.

9 Calculul costului terafei cu DCI BENRALIZUMABUM (DC FASENRA)

Benralizumabum (DC Fasenra)

CraSyNl onY3a az2ftdziAS Aya2SOiGloAfN ny &aSNAY3AN LINEBdzy
pNEB dzY LEESdzidky A ON F2f 2aAy 0l E mnLIND da 2 fYdxyAdS/ (Adyt 2 PoBEE| K- tf N X
Conform RCHEzf dzA X R21 I NBO2YlI yRFGN RS CclaSyN} SaisS RS
AYGSNBEFE RS n &aNLWGNYNyA LISY(diNdHz LINAYSES o R21 83 FLR2A
Fasenra este indicaty G NJ GF YSyGdzZ LIS GSNXYSy fdzydd 5SOAT AL
'ydzZ £t ny Fdzy OGAS RS ASOSNRGIGSIE | FSOUAdzyAAZ O2Yy (NP
Costul anual al terapiei cu DCI Benralizumabum est&1dt01,04 lei ( 8 doze 210.550,13ei).

Din compararea costurilor anuale ale celor doua terapii, se constata ca administrarea terapiei cu Dupixer

onnY3Ik5dzLIAESY G wHnn Y3 3ISYSNBIT N SO02y2YAA RS cIZyw:

determinandun impact bugetar negativ fata de comparator.

t NEOAT NNA 59¢ay
LY RFEGF RS MTO®np®HAaHMI [/ 2YA&Al LISY(iNdHz a2t dziA2yl NJ
DAPP, si a recomandat refacerea calculelor terapiei si refacerea rapoului@ @ f dz2 NB € dzZNy R A Y

RAYAyYydzZaZ & RS ONGNB LINPRdAzONG2NX aSyiAQmisset RS LINBG | T
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Criterii de evaluare Punctaj

1.9¢a oF1T I GN LIS 6ldt@rapgutiNSMR) 6 SY ST A OA

1.1 HAS; BT1 - Beneficiu terapeutidmportantny A Y RA OF GA I S @I € 15
229¢a ol 1| deitactd® O2 &0
2.1. NICE; raport nepublicat 0
2.2. SMC- raport nepublicat
2.3. IQWIG / GBA- aviz pozityNB O2 Y I Yy RN  NE NYNBOEZNENRNKIHN RS 15
3. Statutul de compensare al DOupilumab Tn statele membre ale UE9 G N NJA 20

4. Costurile terapiei
Impact bugetamegativF F G N RS O2 YLI NI G2 NJ 30

1 TOTAL PUNCTAJ 85 puncte

7. CONCLUZIE

ConformOM.S 861/20140dz Y2 RA F A ON N@& dlt&ioakd imed@@méntdic SOCNDIpilumab (DC
Dupixent 300 mglLJS y (i NHz M@t&de@HGIA | YRdzf GA UA | R2f SaOSyliair Odz 9N
I R2dz@lF yi RS nyiNBUAYSNB LISYyi{iNdz ady aNRPVNAOQNARFOISHE .
gLt 2NRA ONB&aOdziS tS CcSbh UA AylFIRSOGIG O2yiNRtl G Odz

A~ soAa

medicament utilizat ca tratament dg y (0 NB @) ¥V Vi SINEF SUG S Lidzy Ohal 220k A (i Esyerafedt dzf

OdzLINA YRS RSYdzYANRES O2YdzyS AYyOGSNYlFGA2ylFtS O2NBaLldzyld
FNNN O2yiNARO6dziAS LISNE2YIFfNXZ LS oFT N RS LINBaONRLIGAS

8. RECOMANDARI

wSO2Yl yRNIYF NBGG dthlINBR G202 f St 2NJ GSNI LISdziAOS | adGa¥FsSt
AyOtdzaN ny &aO0OKSYPDBENI 6NY B dzdzh OB LISRAzNHZA UA | R2E S
I Redz@l yi RS nyiNBIGAYSNBUIUASYRBUA VAGNVYDONRFURS & 5 LISNE
gLt 2NRA ONB&aoOdziS S CSbh UA AylIRSOGIG O2yiNREtl G Odz
YSRAOFYSy G dziat AT FG OF GNXGFYSyd RS nydNBIGAYSNBZ:X
wWSFSNAYyGSY

1. Global Initative for Asthma (GINA). 2018 GINA report, global strategy for asthma management and prevention. 2018a. http://ginastbdis-org

ginareport-globaltstrategy-for-asthmamanagementand-prevention. Accessed April 24, 2018;
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Raza A, Oriss TB, WenzelFBotpuri moleculare emergente de astmdm J Physiol Lung Cell Mol FiZi6115;308 L130L140

WenzelSEESY 2 G A LJdZNA RS FalGYY S@2¢ dz2i ARGt Med:2012;882 NE7RNA £ S Of AyAOS tI OSt S
Chung KFFenotiparea astmului: 0 necesitate pemiz 2 LINBOAT A'S (0 SNJI LIS dzii A ONJ Intefrd Med2016RMA1622040 A vy 2 A
Peters SP, Ferguson G., Deniz Y., Reisnér&{ Ydz ySO2y iNRBtFGY 2 NBGAT dZANB | LINBRespirSy i S
Med.2006;100: 11391151;

/ 2t A0S D[ ®X haildNRVY] 2oyyRH>2diSt/t1NI/ 09y NE (G2 INRRD OF 1S RS IAdniANergy IStNdiaA & G S
Immunol.2012;108: 157-162;

/| KSy | &3 D2dzZ R a YGhpul defstudfUTENORONtA X dzO2 & B d ¥ dzf dzA = &ASOSNAGEF GSE UA  OF t A
necontrolate.J Allergy Clin Immund007;120: 396-402;

Ct SGOKSNJ adz WKLt ! @ES\6idzett 21 RI WANIORE | DIONDOA Yy I+ & il X @ dN O 1A & dziyd Advelzd Ki tNA
Ther.2015;32: 370-380;

I KSy 1 &3 .t yO t 59d¢8 fldet&NBSy LaA[S NORAS NB A RSP LINE RdzOG A GAGE G S UA ValoaresF SO0 |
a4 Ny N aogjin 2 31-239;

Bai TR.Vonk JM., Postma DS., Boezen FME OSNDB NNA f S aS@GSNB LINBT A0 & ONR EdtRéspirR6000545BN |
456,

OByrne, prifY A Y A & (i NdzdZ t SRSNASY {®X [IYY /Wodx ¢2If8ENOSNRHFIURG NUA dEEASR SN
pulmonare Tn astmAm J Respir Crit Care M009;179: 19-24

Sabin BR., Greenberger R@apitolul 13: Astm posibil (aproape) fatahlergie Astm Pro2012;33: S44S46

Hammad H, Lambrecht BNendritic cells and epithddi cells: linking innate and adaptive immunity in asthmblat Rev Immunol. 2008;8:1284;

Haselkorn T, Fish JE, Zeiger RS, €oalsistently very poorly controlled asthma, as defined by the impairment domain of the Expert Panel Report 3
guidelines, inceases risk for future severe asthma exacerbations in The Epidemiology and Natural History of Asthma: Outcomes and Treatment
Regimens (TENOR) studyAllergy Clin Immunol. 2009;124(5):88R.e14 ;

Upton J, Lewis C, Humphreys E, Price D, Walldsti8naspecific healthrelated quality of life of people in Great Britain: a national survey.
Asthma. 2016;53(9):97982;

Luskin AT, Antonova EN, Broder MS, Chang EY, Omachi TA, Ledftedltbicare resource use and costs associated with possible side eftéct

high oral corticosteroid use in asthma: a claifssed analysisClinicoecon Outcomes Res. 2016;8:648;

Ghidul de management pentru astm al Societatii Romane de Pneumologie
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