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AKo ce Hajara cJie/l TO3H IepHOJl yBeJIHYeHHe Ha Jl03aTa, TO He TpSOBa Jja € B MHTepBall
MO-MaJIbK OT 2 CEMHIIH.

Penykuus Ha no3ata Tps6Ba Ja ce o6CHAM MpH HaMalsBaHe HA TPOMOOLMTHHS GO,
KaKTO € II0COYEHO B cile/iBaniaTa Tabiuma, ¢ Iel Ja ce n30erne npeKbCBaHe Ha JICYEHHETO ©
RUXOLITINIB npopaau TpoMGOIHTONEHHS:

Jlo3a 10 HAYAJI0TO HA MOHHKEHHETO HA TPOMOOLMTHHS Opoii

Tpombouuren Gpoii 2x25mr.au. | 2x20mr.aa. | 2x15mr.an. | 2x10Mr.an. | 2x5mr.aH.
Hoga no3a Hoga no3a Hosa no3a Hosa no3a Hoga n03a
100000 /mm”-125000 /mm* 2x20mr. aH. | 2x15Mr.H. be3 bes npomsiHa | Bes
TIpoOMsAHa TIpOMAHA

75000 /mm’ - 100000 /mm’ 2x10mr. . 2x10mr.1H. 2x10mr.11 Bes npomsna | bes

NpoMsHa
50000 /mm® - 75000 /mm* 2X5Mr.JIH. 2XSMr.JH. 2XSMr.IH. 2X5Mr.IH bes

NpoMsiHA
noa 50000 /mm’ Cnmpa ce Cnimpa ce Cnupa ce Cnnpa ce Cnimpa ce

KPUTEPWHU 3A BPEMEHHO CITMPAHE HA RUXOLITINIB B XOJIA HA
JIEHEHUETO

+  TpomGomuten Gpoii moa 50 000/mm’
WIH
* AGcomoreH HeyTpoduieH O6poit moJ 500/mm?’.
Crnesl BB3CTaHOBABAHETO Ha TPOMOONMTHHS M HEyTpodHIHHS Opoif, JNedeHHeTo
MOXe Ja Ceé pecTapTupa ¢ J03a 2 X 5 MI JJHEBHO M IOCTENEHHO Ja ce yBenudaBa IpH
BHHMaTeJIeH KOHTPOJI Ha TpoMOoLuTeH U HeyTpoduieH Gpoii..

ITOKAYBAHE HA JIO3ATA HA RUXOLITINIB B XOJTA HA JIEHEHUETO

Axo eduKacHOCTTa OT JIeYEHHETO € HHCY(DHUHEHTHa, a TPOMOOLMTHHS M
HeyTpodieH Opoii ca afeKBaTHH, 03aTa MOXKE J[a C€ YBEIMYH C MAKCUMYM 5 MT JIBa IBTH
JTHEBHO.

Makcumanuara 103a Ha RUXOLITINIB e 2 x 25 Mr aHeBHO.

2. Kpurepun 3a mocjeiBAml KOHTPO.J _(NPOAL/KABAHE HA _Tepamus ¢
RUXOLITINIB) npH _nanueHTH ¢ _0bpBHYHA _MHea0hubpo3a W BTOpHYHA

Muea0hubposa ciael NOAMUMTEMHs Bepa WIH _CJeJl eCeHUHAJHA TPOMOOUHTeMHS
(3aabKHTEIHO € TOKPHBAHETO HA BCHYKH KPUTEPHH):

OcbimecTBABa ce ciejl OneHKa Ha eeKTa OT JieYeHHe ciesl 6 MECeyHO JedeHHe
cbriacHo Kputepun 3a onenka na otroBop mpu Mueodpu6posa (taGmuua Ne. 2)

2.1. Tlpu . HanuMume Ha NbJIHA PEMHCHS, YACTHYHA PEMHCHS W/HIH KIHHHYHO
noaoOpeHue.

2.2. Jlunca Ha W3KJIIOYBALIH KPUTEPHH.
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3.Kpurepun 3a sebuauTHBHO cinpane Ha gedennero ¢ RUXOLITINIB

3.1. JIunca Ha TepaneBTHYEH OTTOBOP CJIEJ 6-THS Mecell OT CTapTa Ha TepanusTa
3.2. Tlporpecus Ha GojecTTa B X0za Ha JICYCHUETO, CHIVIACHO KPHTEPUH 3a IPOTpecHs B
Tabmmma Ne 2.
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Tabauma Ne 1
Tabauna Nel: 3aab/DKATENHH M JONbJIHHTEIHH KPHTEPHH 32 NOCTABSIHE HA JAMATHO32
muenopuéposa

A) Kpumepuu na C30 2008 3a nvpeuuna muenoguébposa (Swerdlow SH, et al, eds.
WHO Classification of Tumours of Haematopoietic and Lymphoid Tissues. 4th ed. Lyon,
France: IARC: 2008)

3a mocraBsHe Ha JMArHO3aTa IIbPBHYHA MUeN0puOpo3a e HeoOX0AUMO 1a Obaar
MOKPHTH TPUTE IOJIEMH/TTIaBHH KPUTEPHS U TIOHE JIBa OT YETHPHTE BTOPOCTENICHHH KPUTEPHS
or Tabimna NelA.
Tabanna Nel A

T'OJIEMH/TJIABHU KPUTEPUM

BTOPOCTENEHHH/MAJIKA KPUTEPHU

1. KocTHo-Mo3buHa Omoncust ¢ nauu 3a: 1. Hanmume Ha eBKoepuTpoGIacTHA
HATHUTE HA METaKapHONHMTHA TpOH(epaus | nepudepHa KphBHA KAPTHHA

M aTHNH3bM, OOWKHOBEHO ChYeTaHa ¢ |

PETHKYJIHHOBA H/HIH KoyareHoBa ¢pubposa (B
 mpedubpoTHunara  ¢daza  npoMeHuTe B
MerakapHOIMTHTE CEe ChYeTaBaT C IOBHIIECH |

KOCTHO-MO3bYeH Iy IapuTeT -
TPaHyJIONMTHA XHMIEpPIUIasHs M TOTHCHATA |
epuTpoInoe3a) ‘

2. He Bmm3a B kpurepuure Ha C30 3a: a) 2. YBenuuaBaHe HMBaTa Ha
nomuutemusi Bepa; 6)XMJI; B) MJIC; r) wim  nakrataexuaporenasara (JIZIX)
JIpyra MUEJIOU/IHA HEOILIa3Us

3. T'eHeTnuyHO wu3cnenBaHe 3a HaluM4yue Ha 3. AHeMHUsS
JAK2 V617F wm napyr KIoHaleH mapkep
(MPL W515K/L u KJIOHQTHH XPOMO3OMHH
- abepauuyu), WIM IpH JIHICA HAa KIOHAIEH
| MapKep — /JIa ce M3KJIOYH BTOPHYIHA ¢$ubposa B
pe3ysITaT Ha TOUIEKAIO BB3MATHTEIHO WIH
| IpyTO HEOTLIACTHYHO 3abo/sBaHe

4. Tlanmupyema CrileHOMeraus
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k) Kpumepuu na C30 2008 3a émopuuna muenopuébposa (Swerdlow SH, et al, eds. WHO
Classification of Tumours of Haematopoietic and Lymphoid Tissues. 4th ed. Lyon, France:
IARC: 2008)
3a mocraBsiHe Ha AMArHo3aTa BTOpUYHA Muenodubposa e HeoOX0AUMO Ja Gbiar NOKPUTH aBaTa
Bepa (I1B) nim muenoduGposa cien ecennupania rpombouuremus (ET).
Tabanma Nel B

Caen nosmuuremus sepa (I1B) - Cnen ecenunaiana rpoméonuremus (ET)

3a/b/KNTETHH KPHTEPHH:

1. JloxymenTupana quarsosa 3a I1B wm ET, nedunupana cnpsimo kputepuute Ha C30

2. KocTHO-MO3b4Ha GHOTICHS C JaHHH 3a: KOCTHOMO3b4Ha pubpo3a crenen 2-3 (Ha

ckana 0-3) uim crenen 3-4 (Ha ckana 0-4 )

JonbaHureiHu KpuTepuu ( moxe 2 ot 4)

JlonbJIHATETHH KpHTepHH (MoHe 2 0T 5)

1. AHeMHMs MM NIPOABIDKUTEIIHA JIMIICA Ha
HeoOXoauMocT OT (reGoTomMust (pu
JIATICA HA ITUTOPETYKTHBHA TEPAIHs) HITH
3a ATOPEeTyKTHBHA Teparus, CBbp3aHa ¢
€pUTpOLHTO3aTa

1. AHeMusi 1 >2 MI/MJI HAMAJIEHHE OT

6a30BOTO HHBO B CTOMHOCTHTE HA

XeMoro0nHa

2. Hannyne Ha neBkoepuTpobIacTHa
nepudepHa KppBHA KapTHHA

' 2. Hannuwme Ha neBkoepuTpobiacTHa

nepudepHa KppBHA KapTHHA

3. VBennuenue Ha CIUIEHOMETAIMATA OT
>5 CM WM HAJIMYHe Ha HOBOBB3HUKHAIA
TajmyupyeMa CIliCHOMEeraaus

3. YBenuueHHe Ha CIUICHOMETATHATA OT

| >5 cM HJIM HAJIMYHE HAa HOBOBb3HHKHAIA
- najnnupyeMma CrijieHoMeranus

4. Pazsuthe Ha >1 ot 3 cumnroma: >10%
3aryba Ha TerJio B paMKHTe Ha 6 Mecena,
HOIIHY M3MOTSABAHKS, HEOOSICHUM
debpunuter (>37.5°C)

4. PasButne Ha >1 ot 3 cumnroma: >10%
3ary0a Ha TerJio B paMKuTe Ha 6 Mecena,
HOIIHH H3MOTSBAHHSA, HEOOSICHUM
(pebpumurer (>37.5°C)

5. YBenuuaBaHe CTOMHOCTHTE Ha
nakraraexuaporenasata (JIX)
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Tabmana Ne2: Kpurepun 3a onenka Ha 0TroBopa KbM JledeHHe Npu Muesopudposa.

Pegusupanu kpumepuu 3a omzosop kvm nevenue npu IIM® na Mesxcoynapodnama
pabomna zpyna 3a muenonponugepamusenu neonnasuu u Eeponeiickama neexemuuna
mpexnca (IWG-MRT&ELN)(Tefferi A, Cervantes F, Mesa R. Revised response criteria for
myelofibrosis: International Working Group-Myeloproliferative Neoplasms Research and
Treatment (IWG-MRT) and European LeukemiaNet (ELN) consensus report. Blood 2013,

122: 1395-1398)
Tabmmnua Ne2

Kpurepnii 3a orroBop

OTroBop ¢ npoab/uKHTEHOCT >12 ceaMuIM

IIsaen orrosop (CR):

Kocren Mo3wk: Hopmonenynapen 3a Bb3pactra; 6mactu <5%;
muenodubposa <crenen 1

Ilepudpepra kpbB: Xemornobun >100 r/m uw  <ropHa
pedepenTHa rpanuuna; Heyrpopmm >1x109/m u <ropua
pedepentna rpanuna; TpomGoruta >100x109/1 u <ropua
pedepenTHa rpanuna; <2% He3peaud MUETOHIHU KIETKH (IIpH
CIIEeHEKTOMHpaHu <5%)

Kimmanuno: Ge3 cummToMm, 6e3 mMaamaTopHa CIUIGHO- |
XenaroMeraius, 6e3 excTpame/IyiapHa XeMoIoesa

Yacruuen orrosop (PR):

Ilepudepna kpuB: Xemormobun >100 r/nm u <ropHa
pedepentHa rpanuua; Heyrpoduim >1x109/1 u <ropua
pedepentHa rpanuia; tpombouuti >100x109/1 ¥ <ropua
pedepenTHa rpanuna; <2% He3pesH MUETOHIHH KIETKH
Kimmuangno: M34e3BaHe Ha KIMHAYHHTE CHMIITOMH, JIUIICA HA
MaJlmnaTopHa CILIEHO- u XernaroMerasms, 6e3
eKcTpame/yJIapHa XeMoIoe3a

IR
Knuanuno: M34ye3BaHe Ha KIMHUYHHUTE CUMIITOMH, JIMIICA HA
najinaTopHa CIUICHO- H XernaToMeraius, 6e3

€KCTpaMeyJlapHa XemoIioesa

Kocten Mo3sk: HopmorienynapeH 3a Bb3pactra; 6macta <5%;
muenodubposa <cremnen 1

IMepudepna kpuB: Xemornobun mexay 85-100 r/n u <ropua
pedepentna rpanuna; Heyrpopmiu >1x109/1 u <ropma
pebepenTHa rpanuna; tpombonuta Mexay 50-100x109/1 u
<ropHa pedepeHTHa rpannua; <2% He3peIH MHUEIOHIHA
KJIETKH

Kiaunnano nofodpenune
(CI):

Ilocturane na OTrOBOp MO OTHOLICHUEC HA AaHCMHATA,
CIUICHOMETAJIMATA WJIH CHMITOMAaTHKarta Oe3 JaHHH 3a
Iporpecust Ha 3a00/ISIBAHETO WIJIM BIIOIIABAaHE Ha aHEMHusATa,
Tp0M6OIIHTOHeHPlﬂTa HJIK HEYTPOIICHHUATA

e TepaneBTnuen
OTroBOpP MO OTHOMICHHE
Ha aHemusTa (AR)

IIpu Tpancdy3HOHHO HE3aBHCHMH MAUMEHTH: HApacTBaHE Ha
xemorsiobuna ¢ >20 r/n

Ilpu  TpaHC(Y3MOHHO  3aBHCHMM  IIAaMEHTH:  CTaBar
TpaHC(y3MOHHO HE3aBHCHMHU

e TepaneBTHYeH
OTroBOp IO OTHOIIEHHE
Ha cae3kaTa (SR)

Ilpu m3xonua crurenomeranus 5-10 cm moa peGpenara jbra:
CclIe3KaTa cTaBa Henajiiupyema

ITpu u3xonna creHomeramnst >10 eM noa peGpenara abra:
HamaJisiBaHe Ha pasMepHTe Ha cieskara ¢ >50%

[pn m3xomua cruieHoMeramusi <5 ¢M 1o peGpeHara abra:
OTFOBOpP M0 OTHOIIGHHE Ha cje3Kara He Ce OLEeHSBa
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[aIaTopHoO
IlpomsanaTa B pasMepa Ha cje3KaTa M 4YepHHs ApPod
TpsbBa Ja 0bJe MOTBBbPAEHA 4Ype3 00pa3sHO M3CjeABaHe.
HeoGxonnMo e a ce ycTaHOBH peyKmHusi Ha obemMa Ha
caeskata ¢ >35%, KoeTo NpeacTaB/isiBa TepaneBTHYEH
OTrOBOP HE3aBHCHMO OT pe3yJTaTHTe HA (H3HKAIHOTO
H3c/IeIBaHe.

e TepaneBTHYeH
0TroBOp N0 OTHOMIEHHE
HAa CHMITOMHTE

Penykuus >50% Ha cumnToMuTe ChriIacHO Baymaupad MPN-
SAF TSS [10 ¢axropa onenenn mo 10-creneHna ckana:
yMOpa, KOHIEHTpAllMs, PaHHO 3acCHINaHe IPH XpaHeHe,
cinabocT, HOLIHM H3MOTSBAHMSA, CbpOEXK, KOCTHH OOJIKH,
KOpeMeH JucKoMdopT, 3aryba Ha TerJio, TeMieparypa)

IIporpecus Ha
3200/151BaHETO

[TosiBa Ha nanmartopHa crjieHOMeraums >5 ¢M nox pebpenara
ZIbI'a WK

Ipu u3xoana crieHomeranus 5-10 cM mox pebpeHara abra:
nmanmaTopHo HapactBare ¢ >100%

HIH

ITpu u3xonna crutenomeranust >10 cM moja pebpenara abra:
naimnaTopHo HapacTBane ¢ >50%

HIH

JleBkemuuHa TpaHcdopMmaims, JoKa3aHa IpH OnacTH B
KOCTHHS MO3BK >20%

WM

Ilepudepna kpbB ¢ Gnactu >20% B chueraHue ¢ abCOMOTEH
6poii Ha GactuTe >1x109/1 32 Haif-MaJIKO 2 ceMHUIII

CrabniHo 3a60/15BaHe

be3 JaHHH 32 OTTOBOP MM IIPOrPeCHs

Pennaus

3aryba Ha KpUTEpHHUTE 3a KIMHUYHO MOJ00peHke

3aryba Ha OTroBopa mo OTHOIIeHHe Ha aHemusta (AR) 3a
Haif-MaJko 1 Mecery

3aryba Ha 0TroBOpa 10 OTHOLIEHHE Ha cie3kara (SR) 3a Haii-
Maiko 1 Mecert
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Codpusn 1407, yn. “Kpuuum” No 1

www.nhif.bg
YTBBPAWUJIL: /n/

A-P I''IMHKA KOMUTOB
YIIPABUTEJI HA H30K

BAPHO: TUPEKTOP TUPEKIIMUS A/l
OI'HsIH KPOHEB

BBTPEIIHHU ITPABUJIA 3A TEMHOCTTA HA KOMHCHSITA B
IMEHTPAJIHO YITPABJIEHUE HA HAIIHOHAJIHATA
3APABHOOCHUI'YPUTEJIHA KACA (H30K) 3A PA3IJIEXKIAHE HA UICKAHUSA
3A 3AINVTAIIAHE JIEYEHUETO HA TAIIMEHTH C TUAT'HO3A
»MHUEJIO®UBPO3A“ C MKB KOJI D 47.1 C IEKAPCTBEH ITPOJAYKT JAKAVI
TABLETS 5 MG (RUXOLITINIB)
IMPUETHU C PELIEHHME Ne P/I-HC-04-71/21.06.2016 r. HA HA/I3OPHHUSI CbBET HA
H30K

x G-l ‘3;!/0@. Y/ e

PA3JEJ I
OBIIH MMOJIOKEHUS

Y. 1 (1) C Te3u mpaBmiIa ce onpesens peabT 3a pasriiexJaHe Ha HCKaHHS OT jeueOHH
3aBe/ieHHss 3a OOJHMYHA IOMOII 3a 3alUlall[aHe JIeYeHHeTO Ha KIMHHYHO IOIXOMISIIN
MalMeHTH ¢ auarHosa ,Muenopubpos3a™ c¢ iekapcrBeH mpoxykt Jakavi tablets 5 mg
(Ruxolitinib).

(2) Wckanmsara mo an. 1 ce momasar B llentpanno ympasnenue Ha HaumonamHara
3apaBHoocuryputenHa kaca (LIY ma H3OK) or neyeGHm 3aBeneHHs, H3NBIHUTENH Ha
GoHUYHA MeAUIMHCKa oMol 1o kinHnyHa mbreka (KIT) Ne 242 | JluarHocTika u Jieuenue
Ha jeBkeMuu“ or npuioxenue Ne 11 or Pemenne Ne PJI-HC-04-24-1/29.03.2016 r. Ha
Hamsopnus ceeer (HC) na H30K (Pemennero) n/um am6ynatopan npouexypu (Allp) Ne 6
,,CHCTEMHO JIeKapCTBEHO JIeUeHHe TPH 3JI0KAYeCTBEHH COJMIHH TYMOPH M XEMaTOJOrMYHH
3abonsBanus u Ne 8 ,IlpociensBane Ha TeparmeBTHYHHS OTTOBOpP NPH TMAMEHTH Ha
JIOMalllHO JICYEHHE C IMpHIEeIHA I[epopalHa HPOTHBOTYMOPHA Tepamus M MepopaiHa
XUMHOTepanmusa™ oT mnpunokerne Ne 12 Ha PemeHuero 3a mamueHTH ¢ JMarHo3a
»~Muenodubposa®, KOMTO ce JeKyBaT B ChIIMTE Je4eOHM 3aBEJCHHUS M TOKPHBAT
LV3MCKBaHMA ¢ MEIMIMHCKM KpHTEPHH 3a JIeYeHHe Ha TalMeHTH ¢ JUarnosa
~Muenopubposa* ¢ nexaperen mpoxykt Jakavi tablets 5 mg (Ruxolitinib)* (mocouenu B
npunoxenne Ne 1, Hepas/iesiHa 4acT OT HACTOSIIMTE MPABHIIA).

(3) Wckammara mo am 1 ce pasriexzar oT komucHs no 3anosen Ne PJI-18-
68/18.05.2016 r. (komMucHsATA).

(4) Pa3xoaute, cBbp3aHu ¢ AeHHOCTTA HA KOMHCHATA ca 3a cMeTka Ha LY Ha H30K.
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PA3JIEJI IT
CbCTAB HA KOMUCHSITA

Y. 2 (1) Komucusra ce cbCTOM OT mpejcejarTe)l U YETUPHMa NOCTOSHHHU, KaKTO M
TPHMa pe3epBHHU WICHOBE, OLIPE/EIICHH ChC 3anoBe] Ha yrpasurens Ha H30K.

(2) Ilpencenarensr e ciyxuren OT JUpeKiws ,,bonranuna Meaunuacka nomont™ (BMIT)
B 11V na H30K ¢ mpumoburo Bucme obpaszoBanHue ¢ obGpa3oBaTeTHO-KBATH(PHKAIHOHHA
CTeIeH ,MarucThp* 10 Mpo(eCHOHATHO HaNpaBIeHue ,,MeuinHa".

(3) Tocrosmuure wnenose ca ciyxurenn Ha LY wa H30K or aupexumn BMII,
,JIeKapcTBEHM INpPOAYKTH M KOHTpOJN 1o mpeimucBane u ormyckane” (JIIMUKIIO) u
~bBromker u ¢punancosn mapamerpu* (B®II). B cheTaBa Ha KOMHUCHSATA € BKJIKOYEH U BHHIICH
€KCIIePT ChC CHeNUaTHOCT ,,KIIMHNYHA XeMaTOoNIOTUs ™, TIOCOYEeH OT HAIIMOHATHHUS KOHCYITAHT
no ,,Kimangna xemarosnorus‘.

(4) Pesepuute wieHose ca ciyxurend Ha I[Y ma H30K or mmpexkumu — BMII,
JINIMUKIIO u BOII.

(5) Ilpu oTcheTBHE Ha TpeceAaTells Ha KOMHCHSATA, CHLIMAT CE 3aMECTBA OT MOCTOSIHEH
YIeH Ha KOMHCHATA. IIpH OTCHCTBHE Ha pelOBEH WIEH Ha KOMHCHATA, CHUIMAT CE 3aMeCTBa
MOCOYEHHTE B all. 4 pe3epBeH WieH.

PA3JIEJ 111
JEMHOCT HA KOMUCHSITA

Y. 3 (1) Uckanusita no wi. 1 ce pasriiexaar Ha 3acelaHusi Ha KOMHCHSTA, KOUTO Ce
IPOBEX/IAT €IHH BT MECCUHO.

(2) 3acenanusaTa Ha KOMHCHSATA C€ CBUKBAT H PHKOBOJAT OT IpeJceaTelis, a B HErOBO
OTCBCTBHE - OT IOCTOSIHEH WieH, 1mocoveH B wi. 2, an. 3. Ilpeacenmarensr Ha KOMHCHSTa
HacpouBa 3ace/laHus B CpPOKa IO ail. 1, KaTo wieHoBeTe Ha KOMHCHSATA Ce yBeIOMSBaT OT
npeJceiaTels 3a AeHs, 4aca U MACTOTO Ha [IPOBEXKIAHETO HM.

(3) Komucusra nmpoBexia 3aceJlaHUsITa CH B IIbJIEH ChCTaB.

(4) 3a npoBezieHHTe 3acelaHusl ce U3rOTBS POTOKOJ OT MpeJceaTeIs WM OCOYeH OT
HEro WwieH Ha KOMUCHSTA.

(5) TIpoTokombT ce MOANMMCBA OT BCHYKM WICHOBE HAa KOMHCHSTA, y4acTBalH B
KOHKPETHOTO 3ace/laHHe U ce mpezcTass B JenoBoacTBoTo B I[Y na H30K 3a nomyuasane Ha
BXOZUSII HOMeEP.

(6) UneHoBere Ha KOMHCHSTA HSAMAT IIPABO Ja Pa3lpOCTPAHABAT JAHHH, CTAHAIH UM
M3BECTHH TIPH HJIX 110 TIOBOJ YYaCTHETO MM B KOMHCHSATA.

Y. 4 (1) UckanusTa mo wi. 1 ce mombaBaT OT JieyeOHH 3aBe/ieHHs, H3TBIHUTEIN Ha
Gonmununa MeauuuHcka oMoy mo KIT Ne 242 w/mim Allp Ne 6 u Ne 8, chOoTBETHO OT
npunoxenus Ne 11 u 12 or Pemenunero, B cBOOOZEH TEKCT KAaToO ChABPXKAT CIEIHHTE
3a/TBJDKHTENTHA PEKBU3UTH:

1. TpuTE MMEHa Ha NAlUeHTa;

2. EI'H/JIHY/ocurypurenen HoMep Ha MalkeHTa;

3. azpec 3a KOPECIOH/ICHIUS Ha MIALIHEHTa;

4. nMarHo3a Ha MalueHTa;

(2) 3asBnenneTo ce NpUApY’KaBa OT CIeAHATA JOKYMEHTALUS:

1. pemenne Ha KJIMHAYHA KOMHCHS 110 XeMAaTOJIOTHS 32 JIeYeHHE C JIEKApCTBEH MPOIYKT
Jakavi tablets 5 mg (Ruxolitinib) ¢ npuioxkeHa TepaneBTHUHa CXeMa 3a JIEUEHHETO;

2. KONMe OT IsjIaTa MEJHIIMHCKA JOKYMEHTALHs, IOTBbPK/IaBalla HeoOX0MMOCTTa OT
JledeHne ¢ jekapered npoiykT Jakavi tablets 5 mg (Ruxolitinib), ceriacHo kputepuute 3a
3al0YBAHETO Ha TepamnusTa, Moco4eHu B npuioxkenue Ne 1 u rabimna Ne 1;

3. cnpaBKa 3a 37]paBHOOCHTYPUTEITHHS CTAaTyC Ha NAlMEHTa;

4. uHpOpPMHpPAHO ChINIACHE 3a JIeueHHe C JIeKapcTBeH mpoaykT Jakavi tablets 5 mg
(Ruxolitinib);





image3.jpeg
5. puHaHCOB pasder OT JiedeOHOTO 3aBeeHHE, H3IBIHUTEN HA GONHHYHA MEIUIMHCKA
TIOMOII 32 MPOTHO3HATA CTOMHOCT Ha TepaleBTHYHATA CXeMa 3a BCEKH IALMEHT 3a IEpHOja
Ha HEroBOTO JIEYEHHE.

(3) B ciyuaure, KoraTo € ycTaHOBEHa HEI'BIHOTA MM HECHOTBETCTBHE B M3HCKYEMHTE
noxymentH, H30OK mmcmeHo yBenomsiBa 3asButens (JiedeOHOTO 3aBeleHHE) 3a TOBa
006CTOATENCTBO, KATO My OIIpEZeNs CPOK 3a IPEICTABIHE HA CBOTBETHHTE JOKYMEHTH.

Yn. 5 (1) 3a Besiko uckane 1Mo wi. | KOMHCHSTA U3TOTBS MOTHBHPAHO CTAHOBHINE JO
ynpasutenst Ha H30K, cbhabpxkaiio mpeioxeHus ¢ MEIUIMHCKA H GUHAHCOBA 0G0CHOBKA.

(2) Komucusita M3rorBs craHOBMINATa cM Ha 6asza: ,M3MCKBaHHMATA C MEIMIMHCKH
KPHTEpHH 3a JICYCHHE Ha [AUMEHTH C JuarHosa ,Muenopubposa“, MeauuuHCKaTa
JIOKyMEHTAIMs TPUJPYXKeHa OT BCHYKH HEOOXOIMMH HM3C/IeABaHus 10 npuioxerue Ne 1 u
pasuer 3a HeoOXOIMMHUS YHHAHCOB pecypc.

(3) Komucusita Bosu eleKTpOHEH PErHCThP HAa UCKaHUsTa 110 Wi, | (mpuinoxennus Ne 2).
3a neuTe Ha TO3M PErHCTHP JieueOHUTE 3aBeIeHHs], H3IbIHATEIN Ha GONHIYHA MEIHIIHHCKA
TIOMOII IIPEIOCTaBAT HH(OPMALHs, B CHOTBETCTBUE C NpHIOKeHHe Ne3, exeMeceqHo 10 5
YHCIIO HA CIe/IBAIIHS KaJIeHIapeH Mecell.

(4) Komucusra, ypes ympasurens Ha H3OK, BHacs crasoBumero mo am. 1 3a
pasrexnane or HC ma H30K c¢ mpemnoxenne 3a pa3spelnaBaHe Ha 3alUTalllaHETO HITH
HE3aIUIAIAHeT0 Ha JIEYCHHETO Ha KIMHHYHO TMOAXOJSINM TAlUeHTH C JHariosa
»Muenopubposa“ ¢ nexapcrser npoaykt Jakavi tablets 5 mg (Ruxolitinib).

(5) Hamsopruar ceer Ha H30K paspemaa wiam He paspelnaBa pa3xoIBaHETO Ha
Cpe/icTBa 3a 3alllaliaHe Ha JIeYeHHeTO Ha KIMHHYHO IMOJXOJSINH TAalMeHTH C JHarHo3a
~Muenopudposa“ ¢ nekapctBen mpoaykt Jakavi tablets 5 mg (Ruxolitinib).

(6) Haumonanuata 31paBHOOCHIYpHTEIHA Kaca yBEIOMsBa JieueOHHUTE 3aBeleHHS,
TI0/1a)TM MCKaHus 110 4. 1, 3a pemenusta Ha HC wa H30K no ai. 5.

(7) Pa3pemenunero 3a 3aruiaiase JiedeHHETO ¢ JieKapcTBeH npoaykt Jakavi tablets 5 mg
(Ruxolitinib) 3a Bcekn ManmeHT e ¢be CPoK 10 6 Mecena.

(8) Ipu HacThIMIA TPOMSIHA B 0GCTOSTEIICTBATA - [IOKA3aHNUS 3a Je)HHUTHBHO CIIHpaHEe
Ha TepammATa, ChIIacHO mpuioxenue Ne 1, ne4eGHOTO 3aBe/ieHHE B CPOK OT meT pabOTHH
JHH ¢ odumpanHo mueMo yBegomsisa H30K.

(9) Kommcusita exemecedHO yBeiOMsiBa I[HCMEHO Jupekuus . HpopmaunoHHn
mponecH M curypHoct Ha uHpopMammsaTa“ B LY ma H30K 3a manuenTtHTe, NOIy4HIH
paspelneHne 3a JedeHue ¢ JiekapcTBeH npoaykT Jakavi tablets 5 mg (Ruxolitinib) u 3a Te3mn,
KOHTO Ca IPEeKPaTHIIA CBOETO JICYCHHE.

(10) Tlpn HeoOXOAMMOCT OT NpPOJb/DKABAHE HA JICYEHHETO Ha JaJeH MALMEHT C
nexkapcTBeH mpoaykT Jakavi tablets 5 mg (Ruxolitinib) cnex mposenena 6-mecevna Teparnmusi,
neue6HOTO 3aBesieHHe nojaBa HOBO uckade 10 H30K, kbM KkoeTo ce mpuiara ChOTBETHATa
MEJIMIIMHCKA JIOKYMEHTALlUs, ChIAbpXKAalla BCHYKH HEOOXOJUMH H3CIIe/BaHHs, CBIIACHO
npunoxerue Ne 1.

IMPEXO/THA " 3AKJIIOYUTEJIHU PA3IIOPEBH

§1. Hacrosmmre npaBmiaa BiIm3aT B CWia OT JEHA Ha YTBBPXKIABAHETO MM OT
ynpasutens Ha H30K.

§2. Hacrosimure npaBmia ce o0sBsIBaT Ha ouIMANHATA MHTEpHET cTpanuna Ha H30K
C 1€ IOCTBITHOCT JI0 3aHHTEPECOBAHUTE JIUIA.
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Ipunoxenne Nel

KPUTEPHUMU 3A 3AIIOUYBAHE, MOHUTOPUPAHE H IIPEKBCBAHE HA
JIEYEHUETO C RUXOLITINIB ITPH MUEJIO®UBPO3A C MKB xoa D 47.1

1. Kputepun 3a 3anousane /momycruvoct/ Ha tepanusi ¢ RUXOLITINIB npu
NaNHEeHTH ¢ MbPBHYHA Muea0¢GuOpo3a H BTOpHYHA MUeJ0DHOPO3a cjie] HoIHIHTeMHUst
Bepa_ WJIHM _cjie]l eCeHIHATHA TpomOonutemus. (3aIb/UKHTETHO € NMOKPHBAHETO HA

BCHYKH KPHTEPHH):

1.1. ximBMYHO nokasaHa 1o akryanaute C30 npenopbku - mbpBHYHA MHueno(GuOposa
um BropuaHa Muenopubposa (Tabmmua Nel A u NelB);

1.2. Bp3pacT Hag 18 1.;

1.3. cieHoMeranus W/WM IpYTH CHMIITOMH, CBBP3aHH Che 3a00m1sBaneTo*;

1.4. poMGommTen Gpoii Hax 50 000/mm?>;

1.5. aGcomoren HeyTpoduien Gpoii nax 500/ mm?;

1.6. nuICca Ha H3KJTIOYBAIIM KPUTEPUH 3a CTApT HA TepalusTa.

* CHMIITOMH, CBBP3aHH ChC 3a60JIBaHETO — MPOQY3HO HOIIHO H3MOTSIBAHE, PETYKIIUS
Hazx 10% ot ternoro 3a 6 Mecena, HeobsicHuM (ebpuiuTeT U BTpucane, Judy3HH KOCTHH
601KH.

ITpenn 3anousane neuenuero ¢ JAKAVI tpsba 1a ce uscneapar:

- I'bJHATa KpbBHA KapTHHA, IH(epeHnnaIHa KpbBHA KapTHHA B TPOMOOLHTEH Gpoi;

- ObOpeuna u yepHOAPOOHA QYHKIHMH;

- ompeensHe pasMepa Ha cie3kara ¢ ob6pasHo m3ciexsane (exorpadus, KT wim
SIMP).

M3kmouBamu  KpUTepHH 3a  3amo4BaHe /IONMYCTHMOCT/ Ha Tepamus ¢
RUXOLITINIB 3a JjeveHHe NaumMeHTH ¢ NbPBHYHA M BTOpHYHA Muenodudposa
(0ocmamvuno e Hanuuuemo none Ha eOur Kpumepui):

1. TpomGomuTen Gpoit moa 50 000/mm?;

2. AGcomoten HeyTpoduien 6poii mox 500/ mm® ;

3. AxtuBHa uHbekuus - IIpeou cmapmupane na mepanusima, nayuenmume mpabea oa
Ovoam oyewenu 3a npusHayu, Ccumnmomu U puck om uHgexyus (6akmepuaina,
Mmuxobakmepuanna, vbuuna u eupycua. Ilpu cmapmupane na mepanusma ungexyuume
mpsbea oa 6vo0am 061a0sHU.)

4. Bw3pact mox 18 . ;

5. TlanuenTH ¢ peJKu HacIeICTBEHH 3a00IsIBAHNUS :TalaKTO3HA HEIIOHOCUMOCT, Lapp
NlaKTaseH Je(UIHT, INI0K030-TallakTo3Ha MaTabcopOus;

6. BpeMeHHOCT U J1aKTaius;

7. CepbxuyserBuTeaHocT kbM RUXOLITINIB i KbM HAKOE OT HOMOLIHUTE
BEIIECTBA.
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JIO3UPOBKA 1 TUTPUPAHE HA JJO3ATA HA RUXOLITINIB

Craprupama 103a, cbo6pa3Ho 6posi Ha TPOMOOLMTH B HEYTPOGUIIM , KAKTO ClIe/Ba:

Tpombonuten 6poit Heyrpodunen Gpoii Craprupaina 103a

mm’ mm’

Hayx 200 000 >500 2 x 20 Mr. THEBHO per 0S

100 000 — 200 000 >500 2 X 15 Mr. IHEBHO per 0s

50 000- 100 000 >500 2 X 5 MI. JHEBHO per 0s; IIpujara ce ¢
M3KIIOYHTE]THO BHUIMAHUE

ITox 50 000 <500 He ce npunara

JAO3UPAHE ITPH YEPHOJAPOGHO HAPYIIEHUE

Jla ce wm30srBa nedeHwero NpH OONHH C HapylieHa 4YepHOAPOOHA (QYHKUHA U
TpomGommTen Gpoii oz 100 000 /mm>,

Ilpu napymenus Ha yepHOApoOHaTa ByHKuHS ce 3amouBa ¢ 50% OT jJ03aTa mpH cTpor
KOHTPOJI Ha GOJTHHUSI M CHOTBETHO JKyCTHPAHE Ha Jl03aTa.

JIO3UPAHE ITPM FbBPEYHO HAPYIIEHUE
Jla ce u306srBa ie4eHNeTo pU GOJIHU C YMEPEHO 110 TeXKO HapylleHne Ha Ob0peunara
bynxims 1 tpomboruTen 6poit moa 100000 /mm3 .
IIpu napymena 6b6peuna (yHKIMsS 103UPaHETO Ce M3BBPLIBA , KAKTO Clle/iBa:

Hapymena 6b6peuna ¢yHKuus Craprupaiua 103a

Jleka be3 npomsiHa B 103ata

Ymepena - CrCL 30-50 ml/min . Jla ce n3bsrea npH 6omuu ¢ TpomboLmTeH Gpoit

Tesxxka - CrCL < 30ml/min noa 100000 /mm
3anouBa ce ¢ 50% ot obuyaiiHara j03ata

BosHu Ha xemoauanusa Enunndna no3a crnex auanusata, ChoGpasHO
TpomGouHTHHS 6poii — 15 Mr npu TpoMGoLHTEH
6poit 100 000 — 200 000/mm’ u 20 Mr npwu
TpomGounTen 6poii Haa 200 000/mm’

3a MOHHTOPHHT Ha TepanusTa ¢ ruxolitinib B xoz1a Ha jie4eHHEeTO Ce IpocieasBa:

e bBposar Ha HeyTpoGUIH U TPOMOOLHTH Ce NPOCieasiBa HA BCEKH 2 CeAMHUIH, JT0KaTO
no3zara Ha RUXOLITINIB crane mocrosinHa, a ciiel TOBa €JHOKPATHO MECEYHO HIH
KOrarto e KIMHHYHO TTOKa3aHo.

e Pasmepa Ha cneskata Ha TPeTH M ILIECTH Mecell OT CTapTa Ha TepamusaTa C
RUXOLITINIB 1 koraro e KIMHHYHO 10Ka3aHo,.

e Mscrnensane na 6s0peuna u uepHOAPoOHa (yHKIIHSA, KOTaTo € KIMHHYHO MOKA3aHo.

MOJIUOUKAIINS HA JIO3ATA

[Tbpeute 4 ceamuum crapTHpamata J03a He ce IPOMEHS, OCBEH ako OposT Ha
HEYTPODUIHTE HIH TPOMOOIUTHTE HA HAllara ToBa.





