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1. DATEGENERALE

1.1. DCIGclosporinum

1.2.DClkervism Y3k Yf LIAONGdzZNAR 2FaGFf YAOST SvydzZ aAxs
1.3. Cod AC:S01XA18

1.4.5F 41  LINR YiSla martidZ025NA T N

1p ® 580 Ay N (Bshteidf, Filkada! t t Y

1.6. TippDQ:Odzy 2 4 Odziit Odz AYRAOFUGAS (SNI LISdziAON vy 2dzN

[]
MOPT ® C2NXIF FINXYIOSdziAONEZ O2yOSYyUiuNIGAlE OFfSI RS IRY

C2NXI FI NXYI OSdziA ON LIA ON ( tried, enuEiel
/| 2y OS¢ (NI DA 1 mg/ml

aNNRYSI Yol f I 2dz dzA cutie cu 6 folii protectoare sigilate din Al gte 5 recipiente
dzy AR21T N RAY t9W5 E ndo

My & t NB (M.SORAAFZDALH0 uthma completare din data d@8.04.2022

t N @ amN y dzy (i daial cY TVA pe anibj 450,44lei

t NBodz Odz | YNy dzylidd/A¥FEBYI 15,01 lei

-

MPpP Ly RA OIGiddzele dé &lhinidti&relzibriofRTRkervisl mg/mf LIA GtéNniicizNedulse

L ¥y Rik ©NIJOLJS dzii A

Tratamentul cheratitei severe Ii  Doza recorh Y R | i Ne o83 © 8l (i dzNN b dz SENES
LI OASYODAA F Rdzf | FSOGIF G &l dz ny | YOAA 2OKA| durata medie

care nu sa ameliorat in pofidg 9 @I f dzI NBI NNa& LJdzy & dzf dzA f | { tratamentulu.
tratamentului cu substitute 2 RIFGN I AyGSNBIf RS ¢
lacrimale

Grupespece S RS LI OASylA

tFOASYOA ONNEGYAOA DNHzZLIzZ RS LI OASYoArA ONNRGYAOA | F2ad addRALG ny

t I OASYOM SFdzNA WBFFAMN al dz KSLI GAON 9FSOGdzf N 9rvEALI diz AVRRIEBI yI- £ TN2ba (¢ 251 (dezRAS|
YNadz2NR aLISOAFES 1 O0SadsS 3INHAI RS LI OASyorod

I 2LAA B8A R2f84a0SyDA LYOwxL{ yddaOEHTomy Oz dEiNANEBAGTHF NEBdzoNBM yS Ot WA K R $ 2 1€
cheratitei ®vere lapat SY DA A | Rdzf DA O-dranteldiBirifpofids tratantemululct Ra8mi wriite.3
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Pw9 / L BETWMRRIVIND TIPUL DE EVALUARE L/ L ¢! ¢ (

Medicamentul cu DQTiclosporinunmavand codul ACLO4ADAQ edge listat in HG. nr. 720/2008&ctualizat, cu
ultima completare din data d&5.03.202 fiind inclusin sublistaC,,DCldzZNA O2 NB & Lddzy' T NG 2 I NB
OFNB 6SYSTAOAFT N FF&A3dz2NL,YAA ny NBIAY RS O2YLISyal NX

A la{ S 0o xcdzpShiri O 2 NB dtbdozyedicamentd NJ RS OF NB o6 Sy STFAOAIT N
I Yodzf F G2 NAdz £ dzy2NJ INHzZIS RS 62fA ny: NBSIAY RS

1) Dmn [ SdzOSYAASZ fAYF2FYSTI LT AS YSRNPt NMINENINNI
tumori maligne, sindrame mielodisplazicdJ2 T AJi A wmn

2) DMy t2fAFNINRGE NBdzYF §2ARNZ | NI NP LI G ALB2 T LEEO2ANR |pl

3y Dup . 2Lt ONHEYAONLRERRMKJAN O K

4) G27 Pemfigud.J2 1 8)0 A |

A U la Secoukea C2,DCldzNRA ~ O2 NBaLddzy I NG21 NBE YSRAOLI YSY (St 2N
LINPINI YSES yvIYAR2YIES RS aWNydxd I1GY50 ddk B20NALdz QadAND il

1) P9.1: TransplantmedulgkJ2 T AJiAl  op

2) P9.2: Tranglant de cod (LJ2 T A1ji A |

3) P9.3: Transplanthepatitl2 T AJi Al mT

4) P9.4: Transplantrenalltry & LI I yi O2 Y0 A Yl UPEORIE22NA YA OKA O A LI yOlI

5) P9.6: Transplant pulmongcJ2 T A1ji A |

6)t pPTY ¢NIF GF YSyddzZ &dNNR AL K2 BiynDwygt 321803 WAPHion y | Yo c

LYRAOL 0 A A finSusdin® ROpdrifudeddicdr@ntul cu DATiclosporinumavand codul ATCO4ADA
ddzy i dzYNdG2I NSt SY

1. Transplant de organe

2¢N> yaLX +ryid RS YNRdAzIN 2a2l anN

20 @SAGN SyR23ISYN

3. Sindrom nefroic

4. Artritt NBdzYl G 2ARN

5. Psoriazis

6.5SNXYI GAGE | G2LAON

Pentru evaluareatehnologiei Ikervisa fost solicitaN RS O N (i Naplicatea ¥fiteliilgf HeSevaluare din
tabelul nr. 7din OMS 861/2014 actualizatespectiv a,Criteriibr de evaliare a DCurilor noipentru tratamentul
02t Af2NJ N} NB &l dz LISYy({iNHz aidl RAA S@2f dziA@S FtS dzy2N
LISY G Nz OF NB ydz SEA&GN. O2YLI N 2N NBt SO yid ny [A&dl

Avand in vedereA Y RA DLINR b I { Nat @&ty (imilicadmanitul cu DCCiclosporinum, respectiv

LNFGFYSyildzZ OKSNI GAGSA &S ABWEe Dideasdcdredi 5 afmelforat inlpélidat Y A
tratamentului cu substitute lacrimaleLINBG QdzNK NG 2 F NBf S | aLS OGSy

T T
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A raportul DEWSDry Eye Wikshop) defy’ S UbirySEye DiseasdED cafind 2 6 2 | t¥N OYG daf N A-
fF ONRYAT 2N UA | &dzLINT ?Soé)\ zédzf I NE OF N;é as C)I
vizuale, instabilitateafilmului lacA Y I f Odz LJ2 & B0 Aafd8 INEuter®. ® B N
ONB UG S NB INKNEIRMaA dzA  FEAL YNTFOWH- £

A dasifcarea et t 2 Aupridde:

1)595 R { gt lachmaR S T A
U sindromul de ochi uscat din sindromul Sjogren primar sau seaunda
U sindromu de ochi uscat no#sjogren
x afectarea glandei lacrimaleJNA YI NN & dz 4 SOdzy R NNT
x 00 &0 NHzOlIAStE DMI It I YyRSA fFONARYL ;S LINAYyO
x hA L2 8 SOBE OA LINNE FlaxuluRsénzaxa $au a\cBlui motor

2)DED datdld (i S @lactiagildN NJ

aWALINA yFF5fo S 7\ 20dzt I NB o

U RS OlnulizisddNdA & Fdzy OoAl It yRSE 2N YSAO2YAS
anomalii ale fantei palpebrale: exafimie, miopie SO N R& Kdtei clipitului
determnafN  Bo&la Parkinson, privitul indelungat la calcutatau la mimscop

U RS OextmséiN af SOG | NB I & dzLINIcuBde Sitamir @ dz=felctiNS Y
f20Ff I Qatgndes NEid iydelingag i glaucenatoase) purtarea

lentilelor de contactconjunctivitele alergice cronice.
Tn tabeluldzNJY" Nsiin prezentate cauzele etiologice majore ale sindromuluddiei uscat

DRYEYE |
I

Effect of the |
Environment "
Millew Interieur Aqueous-deficient ‘ Evaporative |
Low blink rate I

behavior, VTU,

miroscopy I |
Wide lid ap.e_rture s-u ren
e B Syf'ldgrome Intrinsic ‘ Extrinsic ‘
Low androgen pool
Systemic Drugs: Dry E"E

antihistamines,

beta-blockers, Prima Non-Sjogren Meibomian Oil SIS

ntispasmodics, 4 D e Deficiency Deficiency
diuretics, and r’l Ey
some psychotropic Secondary I 1
drugs m Disorders Topical Drugs

Miliew Exterieur A“' L e
Low relative humidity Tacrional partirg
High wind velocil mal Contact Le
oo Glandbuc Cow ik

environment Obstruction Rate

Ocular Surface
Reflex Block Drug Action Disease
Accutane eg, Allergy
Systemic
Drugs

Figure 1. Major etiological causes of dry eye.

The laft hand box illustrates the influence of environment on the risk of an individual to develop dry eye. The term “environment” is used
broadly, to include bodily states habitually experienced by an individual, whether it reflects their “milieu interieur” or is the result of exposure
to external conditions which represent the “milieu exterieur.” This background may influence the onset and type of dry eye disease in an
individual, which may be aqueous-deficient or evaporative in nature.

Aqueous-deficient dry eye has two major groupings, Sjogren syndrome dry eye and non-Sjogren syndrome dry eye.

Evaporative dry eye may be intrinsic, where the regulation of evaporative loss from the tear film is directly affected, eg, by meibomian lipid
deficiency, poor lid congruity and lid dynamics, low blink rate, and the effects of drug action, such as that of systemic retinoids. Extrinsic
evaporative dry eye embraces those etiologies that increase evaporation by their pathological effects on the ocular surface. Causes include
vitamin A deficiency, the action of toxic topical agents such as preservatives, contact lens wear and a range of ocular surface diseases,
including allergic eye disease. Further details are given in the text.

Extras dirReportof the International Dry Eye WorkShop (DE&(®)7
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t 20NAGAG 592 {3 LI OASYUAf 2NI Odz 5 9thatanvedti SuiedicanentaIN y N
FYGAAYTFEEFYEFG2FNB G2 LA O$a Acéstiaspedt sty BN U 412 GioBEUA durbpean dév. O
evaluare a medicamentului IKERVE2 January 2015 EMA/CHMP/473489/2014 Committee for Medicinal
Products for Human Uke

Conform dpidului publicat h anul 2@0 ,,EULARecomandationsdr de management of Sjogrersyndrome
with topical and systemic therégs, terapiile cuAINSU corticosteroizicu utilizare2 F (i | BuvitkeCokhandae
pentru tratareaformelor sevee ale sindromului Sjogen.

Amintim O § H.G. nr. 720/2008ctualizat, cu mod® N NJOR2 ¥ LB S G NNA £ S  dzf OCSE NIS2 IONII
AYRAOFGAA LISNXYAG FRYAYAA(GNI Nisebuhidagod étaibud) b dxamétidsonm,
BetamethasonumFuoromethobnum.

Iy R A O aférentk &c&stor DCI aprobateonform RCHflatein vigoaresunt:

1. pentru Indometacinum (Cod ATC: S01BQ0du DCLY R202f t @ NF ™M Y3IkYf :LAO
ANRBFAEFEALI oA (oNpolliti vleyidr ddar i ofrBirgia 2F GEAY2€ 234 ONS  Rdz
20dzx WMNB G&@kx (S a&n iedaicatiratdmSntuhcy un@tiiNfamaénésteroidian

2. pentru Dexamethasonuncu DCMaxidexm Y3 k Y  LIA ON G dzNR : , Tr&id Y SWAIQIE = | 5Fd%:
inflamatorii locaizate la @S dzf  LJ2 f dzf dzA | y (G SNA 2 N& A-ifdzl FTAAd & dghy 2CC
GNI GFYSyGdzZ Odz dzy FyGAAYTFOKBIFGENRIOR TSN ORADYY S O ¥ ¢
epiglerite,,

3. pentru Betametha®num cu DCh LIK G I YSa2yS M Y3k Yt LIAONGdAzZNR : 27F
SNLKGEFEYSazyS SaagsS AYyRAOFIG ny FESNHAAES OA aGNNRE S

4. pentru Fluorometholonumcu DCHumetol S 2Y 3k Y f LIA ON (i dzNX sie 2, Foateé boWld OS
AYFELFYFOG2NRA FES aS3aYSylddz dzi F y i SNR 2 NI | f -Sonjahétigite, dzt d.
18NF GAGSOBRIYONIA DA 1S5 SLIAO2NYS240f SN OJA DAL 24 & ¢
inflamatorii postoperatorit,,.

AmintimON OSft S cadratéenly addkyvinsubRsteNBS (UBAIK [ AAGNY

1. DCliIndometacinum(Cod ATC: S01BQ@ste listat IlSUBLIST®, DCidzNA  O2 NB a Lddzy' T NG 2 | NJ
de care BY STAOALFT N I & AedcmNjeyale ALOO% 9 NBE iy DORizMIo O 2 NB & Lidz
YSRAOIYSY(iSt2NI RS OFINS o0SySTAONRN TWNc OREIAKYA LIRIYAIN f &
AGdRSYYAST RION ydz NBIghvids SBh N §& gz &idanmBioriuiBeddze S § &
O2YLISyalrNB mnm: RAY LINBydxZ RS NBFSNAYYN

2. DCI Dexamethasonum(Cod ATC:SO01BAQ) este listat in - SUBLISTA ,,DCidzNA O 2 NB & Lidzy

YSRAOIYSyi(aSt 2N RS O NB 0 Su &biddriulin régimlda sofhpeddde BO6 Xlin n y
LINSydzZ RS NBFSNRAYYN

\.-"
T -
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- SUBLISTAC ,,DChriO2 NB & LJdzy' T N
YSRAOFYSyYy (St 2N RS OFNB 0 Se/Sfipesare 108%SH /A (3)diNG,DCIAK H n )
O2NBaLlzyl NG 21 NRSYSORNBI ¥ Sy ERrivEMdgiogkamt A FdzNAR Y £ S RS
d02L) OdzNY GA@D ny OGNY GFY,SyldzZ FYodzt F G2NRAdz 6 A &ALIAGI £ )

3. DCI Betamethasonum (Cod ATC:S01BAG) este listat in SUBLISTA BDCidzZNA O 2 NB a LJdzy
medicameatelor de care be® F A OA I NINyY AlA& A rAylz ariibdtotid- 1Y &gini de compensare 50% din
LINBydz RS NBFSNAyYYN

4. DCI Fluorometholonum (CodATCS01BAQY este listat Tn SUBLISTAC ,,DCidzNJA O 2 NB a Lidzy
YSRAOIYSy (St 2N RS O mBegid $lg Somgnéare 1008 { B & A B YzNJDECIrV o
cored Lddzy T NG 21 NS YSRAOIYSy:(iSt2NI RS OANBSOoSBWSMEOAKLIT Nc
St SOAS dzOSYyAOA &l dz aiG RSy pINE ORAYORN Ay @NNBR R Bilatériv In KN S &
regim de compensar&00% dil,INS Y dz2f RS NBFSNAYY N

Conform ghidului BLARpublicat ih anul 202@erapiile cu ANSsau corticosteroizi suntrecomandate pe
termen scurt naxim2-4 N LJG N)YRNViIA2 NR G N dverde icabe(phaAN 2| RIdiFLARinistareacontinuNa
acestor erapi. De exenplu, NB I O A A tafortdteRnZEMNIEABIS cu adminisg@ T G I Y Ap&rfd N& dzy &
saudzf O Sialhidelsi‘cornei, { SN G2 LI T ASGASGENNI ny OF 1T dzxZ O2NIAO2
rSt OG0 A At SntificR@& Nk $17F SRBEAA S ONBUGSNBI  LINE & A daAl dgraaked G NI
cataractej etc.

Terapia dz OA Of euadugniNthag dtalmicN Eonform ghidului amintit, S a 0 S AR/SR A @hedidiS
oftalmologi 5y (i NHz lcik xéraftSlyiiéseveN & | dzl NB T NILIS i it NatesabetuNBepeiatiz de
corticosteroizOdz I RYAYAAGNI NB Ay (NI 20dzZ I NN

Dovezile provenite dintun sigur studiu cazontrol, amintit inacest ghid} dz & dzayddel SEONGI N R
semnificative Tntreobiectivele atinsén3 NHzLJdzf RS LI vloBehdlarNUANI QIS G GOtk GRHEG (
Odz SEOSHBYI | dZBRRSAVNKWZAE G S W2 RENiEcTeNit i @ INGBHD 5 B P
0NF GF BRLBNAGNO

Avand Tn vedere aceste aspecte, DETMacanR S Nidedicabntul cu DCI Ciclosporinum este singura

bt GSNYFGA O RE NiievdfidtwsBogsieroizOdz + RY A v A & (NG WEBNIReRaidaie dgiA i
LJ- OA S xeiofiainie OdteratitNseveNau nevoie decure frecvente deorticosteroiz cu administrdlS (1 2 LIA C

2.EVAL ( WL L blONAWED ! =©
HOM® 9¢a . ! %I ¢( t9 9{¢La!w9! .9b9CL/L![!L ¢9w

HAS- Haute Autoiité de Santé

.~

Medicamentul Ikervis a & evaluatR S O NmisaBJS ¥ 8 NHz ¢ NUIJIS/ya (L MHxaS SRIERMI- OF: ISANN 2
de origine inlzy 2 £ 2 3 A ON siRlivonlui GougmittSjogren,. Conform raportului publicat la data de 22
noiembrie 2017pe sitedzt A Y & (i A &, @OnAisBINS yFiNGDYE OSSN dgcislaltiatdBigd indiemtbrie 20170 N

T .
3
’ il
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beneficiul terapiei cu lkervispentru pacialii cu sindromul Gougerot-Spgren avand labal Nlovezie clinice
LINBT Sy (I (S aRi&y d2 N dedbibibsaryad N

Ultimul raport de evaluare @ehnologieicu DQ Ciclospoinum U DC kervism Y 3k Y  talmiGeN & dzN
emulsie datat 7 noiembrie 2018 a fod publicat pe siteul aui 2 NA G NGA A RS NB 3 teldo§iyor I NX
YSRAOLI f S IRdatd deC3Dlhojernldrie 2018 pofida unei necesil il A Y S R A fldatide 8e tahr®lggii A
dedi A y I (1 §chérattei SebemlapaOA Sy U xu xrdialniiell Gomisia pentruNJ y & LJI bidBcitzioNatO-N
R (i 2dW3erieNdatelor clinicesustenabileO NB a N RS Ydtafeh ket In Siocieré tudubstitueni
lacrimal saucu tratamente care 8 & O NI YeciphlS§f&0 6 SI2 NRA | | RE Y, DHzOR E AArios A |
asociate cu_sindromul Gouger8idgren beneficiul real aktehnologiei Ikervis este insuficient pentru a justifica

rambursaea prinsisteY dzf R &te fiaNogaN

H®PHD® 9¢Ca . ! BAWIMTATE9 / h{ ¢
2.2.1.NICE National Institute for Health and Gire Excelénce

Pe siteul NICEa fod publicatla data del6 decembrie2015raportul de evduare amedicamentului cuDCI
Cicloporinum cu A y R A& firécilatN la punctul 1.9.avard nr. 369. Conform acestuia, tehnologia Ikervis este
recomarR | @al® LJ0 ApdmtfuSratareacheratitei severe la paciedA | R dzf oftaimieQodze il Nineliorat in
pofida tratamentului cu subgtiS y fackimdi. Recomad: NB I AStEA MINEsteXavdrasA £ N NINX riu deNE
este NB & ( Ndoriparatidd RORervis.

2.22. SMC- Scotish Medical Consortium

Datat 4 septembrie 20150 publicatla data de12 octombrie 2015raportul de evalarecu nr. 1089/15existent
pe siteul autoritN G A A RS réNIB Som& ISyl If dzN NR giidrNdedc&eKdind O2 prézintN avizul
Tl @2 NI 0 Ati meditameéntddiEWRNCICidosporinumca terape pentiu cheratita seveNla pac6 Y DA A | R dz
xeroftalmie, care nu s amelorat in pofida tratamentului cisubstiuS yl&crimdi.w S 02 YI y R NB&BINJ & D12
de rambursarenu ese NB & (i N@odpnati@ & RCHkervis. Terapia cu ciclosp NAayhdlorS I T N a ey y S
deter2 NI NB | & czedbldaméisBbton®RING, LI o0 dhé&afifiigevenl xeroftalmie.

2.2.3. IQWIG- Institut fur Qualitat und Wirtschaftichkeit imGesundheitsesen
G-BA- der Geménsame Bundesausboss

Pe site-urile germaneale instituiilor IQWIG U JGBA nu swnt publicate rapoartele de evaare ale
medicamentuluicu DCICiclsporinumcu indid Al YW HGAN I Lldzy Ol dzx M PhpDd

3. STATUTUL DEMPENS®RE ADCICICLOSPORINUMSTATEE MEMBRE ALLIRIUNII BJROPENE
MAREA BRITANIE

Conform ded | NJLISA SIAUNE piNdere a delditantului, medicametnl cu DCI Ciclospoinum este
rambursat in17 statemembred S | 9 U Aanig domMid@nh tateluN@urinN (.2 NJ



