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M3NCKBAHUA HA H30K NPU U3OABAHE HA NMPOTOKONW 3A NMPOBEXOAHE HA NEYEHUE HA
FPAHYJTIOMATO3A HA WEGENER C RITUXIMAB

MpoTokonbT M PelleHneTo ce u3aasaT OT cneyvanusupaHa komucus B nevebHn 3aBefeHus 3a GOnHWYHa
nomouy, cknounnu goroeop ¢ H3OK 3a uanbnHeHwe Ha AmbynatopHa npouepypa Ne38. CneuwanusupaHute
KOMUCUM Ce Cb3faBaT CbC 3anoBea Ha AupekTopa Ha neyebHu 3aseaeHus: YMBAJT "Cs. Usan Puncku” — rp. Codus,
YMBAN "Ce. [eopru" — rp. Mnoeaue, YMBAJ ,Cs. Mapuna” — rp. BapHa, YMBAJT ,CO®PUAMELN” - rp. Codus.

EAQl 3A 3ABEPSIBAHE HA POTOKOMNUTE

MpoTokonu 3a 3anouBaHe U NPoALHKaBaHe Ha NevyeHue

T

= [lonbnHEHO W NoanNWcaHo npunoxexnue 1 — NUCT 3a onpeaensHe Ha
i KpUTEpUUTE C BCUYKU HEOOXOAUMU n3crneaBaHus

* MeauuuHCKa [AOKYMEHTaUUA C MPUNOXEHW BCUYKW Heobxoaumu
CMNELIMANIN3UPAHA nokasaTenu u uscneaBaHusa no Tabnuua 2 Ha npunoxexue 2
KomMUcUA * PeweHue Ha cneuuanuimpaHa KOMMCHUA C ACHa MeauLMHCKa MOTUBaLIS
3a 3anouyBaHe Ha Tepanusita (nodnucaHo Om B8CUYKU YlleHoee Ha
creyuanusupaHama KOMUCUS])
* "MpoTokon 3a npegnuceaHe Ha nekapcTea, 3annawanu ot H30OK/P30K" -

| 06p. M3-H30K
Komucus no un. 78, 1. R
2 o1 330 B LY Ha » 3aBepka Ha
H30K npotokona B P30K

il. OBLLA RORGJKEHMH ‘
sTH B P3OK, Ha TepuTopusTa Ha KOATO e HanpaBuno u36op Ha OMJI.

ZMUMHCKA IOKyMEHTaLMS, ynocroaepaaama BCEKW iH OT KpUTEpUUTE
" qm.‘mxanﬂn uﬂc*rpymemannu 1 nabopa mel) orpaaeﬁm 8 npunoxenne 2
30K
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, a'm,? ,an.zsso“ 6n. M3-H30K Ne 13.
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4 7k N3NCKBAHUA HA H3OK NPU NEYEHUE HA TPAHYJIOMATO3A HA WEGENER C RITUXIMAB B U3BbHBOTHUYHATA MOMOLL
\_ - B cuna ot 1 siHyapu 2021 roguHa



NPUNOXEHUE 1

JINCT HA KPUTEPWUU NPU 3ANOYBAHE HA NEYEHUE HA TPAHYJIOMATO3A HA WEGENER C
RITUXIMAB

[Vme: [ern| | [ [ [ [ [ [ | [ |

3abenexka: mMeduyuHckama AokymMeHmayus, yoocmosepsiealya eCeku om Kpumepuume e nocoyeHa ¢ yugpa e uHOekc u
3adbmKumenHo nNpudpyxaea HaCMOSW,0MO NPUNoXeHue.

A. Kpurepuu 3a 3anouBaHe Ha MbPBYU KyPC (3aAbIKUTENHYU Ga BCUYKK KpUTEpum)

MKB M31.3

"msup%mo Bb3naneHue Ha ropk ,mnxa'renum nbTUWA

0npoGeH BackynuT C MHNITPATH, KaBATALMK, Bb3NNU

PEYHO aHraxupaHe, NpOsIBABALYO C& C mepoxemaTypuﬂ (> 5 eputpouuTa Ha none), epUTPOLIUTHM

MHAPY, NPOTeNHypus

. %crbnomqen pesynTar, Aoka3sall rpauynma‘roaa Ha Weg&ner 8 GMONTaT OT rOpHU AMXaTenHW NbTULA
{HotHa NMraBuLa, CUHYCH, cy6rnoTuyeH peruon), 6an apob )

M_Mmmmw
*  aHTMHEYTPOUIHU LUTONNAa3MEHN aH'rvn'ena (ANCA) npu N} \
+ _ nonoxutenhu anti-PR3 nnu aHTu-MPO aHTuTena, nscneasaxu '4_99“3 ELISA meTog

Bucm_axruaaocr Ha 3abonsaBaHeTo
Birmingham Vasculitis Activity Score npu rpaHynomaro3a na Wegener (BVAS/WG score) 2 32

Rituximab e nokasas 3a MHAyUMPaHe Ha PeMUCHSA NPU Bb3PACTHN NaLNEHTH C FpaHynomaro3a Ha Wegener
C BUCOKA CTeleH Ha aKTUB Bonecrtra, B Criyyam Ha:

«  pedpakrepeH Backynu NPUNOXEHNETO Ha MaKCMManHo TOonepaHTHW A03u uuknodochamug u
KopTUKOCTEpOMA

' npunara ce 3aABAKUTENHO O
no 1 meceu npeay KaHAUAATET
npunara ce oueHka no ckana B
% 0TpaseHo B MeAMUMHCKA AOKYMEH
Mecel, npean KaHAUAATCTBaHETO, ce npvmara e
yAOCTOBEpsiBa Ce C NOANUCU HAa 4neHoBeTe Ha C
W3UCKBaHUSA

nanuéupaua'ra KOMMCUA B npunoxeHue 1 Ha Hacroswwure

OTroBaps Ha KpUTEpUMTe 3a 3anN04YBaHe Ha feyeHue C B A03a

cneunanuinpaHa KOMUCuUnA.:. L

n% N3NCKBAHNA HA H3OK NPU NEYEHUE HA TPAHY/IOMATO3A HA WEGENER C RITUXIMAB B U3BBbHBEONHUYHATA NMOMOLL,
- B cuna ot 1 sHyapu 2021 roauHa



NPUNOXEHUE 1

NUCT HA KPUTEPUU NPU NPOABMKABAHE HA NEYEHUETO HA TrPAHYTOMATO3A HA WEGENER C
RITUXIMAB

Uwme: ErMH

3abenexka: MeduyuHckama OokymeHmauusi, ydocmosepsigalya 6CeKu om Kpumepuume e rocoveHa ¢ yughpa 8 uHOeKkc u
3adbsKumenHo npudpyxaea HaCMosUW,0Mo MPUIoKeHUe.

{1 32 NPOABLINKABAHE Ha NIEYEHUETO (3aAbINKUTENTHU Ca BCUYKU KPUTEPUH)

MKB M31.3

_ (usxmoueuu ca Apyrv NPUYUHN, KOUTO Morzar aa oﬁncmf uanmume KNMHWYHA CUMNTOMM) "
G score oLeHka npes nocneaxuTe 28 axn < 3

naaumawpane (ako ca gocTurHaTv oTpuUaTenHu cmunocm _;fkaaﬂ Ha peMucUsTa) UM HamanaBaHe Ha TUTbpa
nara B cpaBHeHue CbC c*rouHocmre npe,qu 3anoysaHe Ha NeYeHneTo ¢ thuxlmab ANCA (IFl) w/unu anti-PR3

xeuaronor‘mm ‘OTKITOHEHWA (neBKoNeHus, Tpomﬁoumoneaus) Wnnn GUOXUMUYHMK { ﬂgi!bnenm (cbobpasHo hapmMakonoruuHOTO
Aocwe Ha ngggpcrseam NIPORYKT) '

XUNoTOHUSA

ETUPaNHO ChCTOsSHIE

Texka C‘preql"lé;ﬂeﬁm
Pa3suTve Ha NpOrpecnBHa
TeXKM XEMaATONOTMYHI €

AHaMHesa 3a Heonnasma B

Jlunca Ha TepaneBTuUeH edekT Ha 12+
UMYHORNOTUYHUS Npocun u na60paropum'e"

CBPBbXYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UNN HAKOE 01‘ nomou.mvrre BewecTea
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Mposeaexa Tepanus ¢ RITUXIMAB (MabThera) 3a nepuoa ot 5 nocneposartentu roaunn (8 KXIM)

OTroBaps Ha KpuTepuuTe 3a
npoAbMKaBaHe Ha NIe4eHUeTo ¢ B Ao3a

CNeLManU3nNPaHa KOMUCHS: 1..........ocoiiiiiniiiiiiiccieenice e

"E s W3NCKBAHUA HA H30K NPWY NEYEHUE HA MrPAHYIOMATO3A HA WEGENER C RITUXIMAB B N3BbHEONHUYHATA nomouy
’( - B cuna ot 1 sHyapu 2021 roguHa



NPUNOXEHUE 2

I. NTEMEBHO-AUATHOCTUYEH ANFOPUTBHM

1. NEKAPCTBEHU NPOAYKTWU, sknioueHu B lpunoxeHue 1 Ha MNC, kouto H3OK 3annawa B CLOTBETCTBME C
AeNCTBaLMTE HOPMATUBHU QOKYMEHTH.

INN MKB AO3A

- M313 Cbo6pa3Ho KpaTKaTa XapaKTepnMcTuKa Ha nekapcTBeHUst NPoayKT*

NPEAM 3ANOYBAHE* B KOHTPON Ha sceky 6 meceua®

pPeHTreH Ha 6san apo6™***

L]
* TybBepkynuHosa npoba
*7 XenaTuTHN Mapkepm (HbsAg anti-HCV) : gt/lé c éu;g
AN . ASA:r ALAT
: ,f\:giTCEfAT o ypési, KpeaTuHuH
e ypesn ’xpearmmu e ypuHa, ceumeHT
: * - IPOTENHYpUA
: ﬁpg::.;ﬁeﬂrr il ‘¢ ANCA (IFl) n anti-PR3/auTu-MPO anTtuTtena™*
. ngamuzsos KNUPBHC -® . MyHOhEeHOTUNU3NPaHe Ha ReBKoOLMTY (N0
ANCA (IFl) u anti-PR3/aHTH-MPO aururena |~ "Petenka)

- nuyno¢euomnu3upaﬂ@ﬁa neskounTH

* npunara‘r e opuruHantu GRgHKN UNKM 3aBEPEHN KONUA OT U3CNEeABaHNA (NPU HaNMuYMe Ha XOCNUTanNU3auus C ZABHOCT A0 1 meceu npeau
KaHANAATCTBAHETO Ce npunara enuxpusa (U3 Ne n para)
** KOHTPOR | ua”' 2 Meoetxa =

3cnejBaHeTo

osu_m : HCKBAHW ,

1. Bbspac‘rmfa rpamma ce u3 '»ua"s-bpweuu rOAVHYW - T.€. BKMIOYUTENHO KbM AaTtarta Ha usfasaHe Ha npoTokona oT

INHO pa3peLLeHMTE NO KpaTka XapaKTepucTHka Ha NPoayKTa.
- _He)xenana nekapcTeeHa peakuns, nexapﬂ'r 'yseaomssa MAIl no pena Ha un. 184 or

,quHAnEH PAMKOB JOrOBOP Ne Pf1-HC-
‘,sapaaﬂoocmrypmenua Kaca w Ebnrapcxml

NpoayKTH Mo peaa Ha un.78,
01-4 ot 23 pekemspu 201
nekapcku cbio3 3a 2020 - 2022 r.

BTOPU EK3EMNNSP Ha NPOTOKONA, BCUMKK Heo%ama AOKyMeHT 33 W3A8'83HeTO My U KOnue OT npunoxeHue 1 Ha uacronmm‘e
M3NCKBaHKS, NOMbNHEHO N0 CLOTBETHATa TouKa W NOAMNCAHO OT YrieHOBETE Ha crieuuanuampaHaTa KoMcus.

Hacmoswume u3ucksaHus ca paspabomeHu Ha OcHosaHue uf. 58 om HauuoHaneH pamkos 002080p 3a MeduUUHCKUME
delinocmu mexdy HauuoHanHama 30pagHoocu2ypumenHa kaca u bbnzapcku nekapcku cbio3 3a 2020 — 2022 e. (06H., B, 6p.7
om 24.1.2020 e.), enuzam e cuna om 1 sHyapu 20212. Ha ocHoeaHue peweHue Ne P[-HC-04-148/16.12.20202. u ommeHsim
delicmeawiume usuckeaHusi, 8 cuna om 15.07.20192. Ha ocHoeaHue peweHue Ne PL-HC-04-59/05.07.2019e.

n"'\ N3NCKBAHMNA HA H30K NPW NEYEHUE HA TPAHYJIOMATO3A HA WEGENER C RITUXIMAB B U3BbHBEONIHUYHATA NOMOLLL
@ - B cuna ot 1 sHyapu 2021 roguHa



NPUNOXEHWUE 3

OEKNAPALIUA 3A UHOOPMUPAHO CBHIMACKUE C USBUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHUWETO C NEKAPCTBEHUA NPOAYKT

aTo. ce 3anosHax C UANATa MM NpeAOCTaBeHa umbopmau'ﬁﬁ ¥ UenTa Ha ne4yeHMeTo C nekapcTBeHus

NpoAYKT. ; '

nocraee
1.

“n CAigA KaTo Nonyunx usyepnaternHu OTrOBOPU Ha
pocu, Aexnapupam ye: ; .

paH CbM 33 OTKa3 OT MaluMHCTBO / GALIMHCTBO NO BPEME HA MPOBEXAAHE HA NEYEHUE C rOpenocoveHNs
BEH NPOAYKT. ‘ ‘

aA HE

2. ’tﬂe cnasaaM npenopbyaHaTa Mu CXema Ha nedeHine u nepuonuquocr Ha Komponuure nperneaw.

eﬁosno u.\e ce ﬂBﬂBaM Ha KOHTpOﬂHM memem n HAMa Aa ﬂpOM@HﬂM CamMOBOJTHO wnu l'IO.G Apyro BHyweHue
Hasuaqeua‘rau Tepanuﬂ

4. I'lpu npeym'auomsaue Ha ne4yeHueTo no npmmnm Henpousmqau.m or pemenuero Ha Komucusita 3a ekcneptusm 8 P30K
“"Kowoum‘a no un. 78, 1.2 or 330, we yBeaoms HesabasHoO nmuvm cu nexap n P3OK u we BbpHa B P30OK

neaHuA NPOTOKON, NO KOWTO CbM NONy4aBan/a NekapcTeeHus npo.ayKT.
5. Mpu Hecnassane Ha NOCOMEHUTE YCMOBUS NEYEHNETO MU C YNOMEHATUs NiekapcTBeH NPOAYKT e 6bae npekpaTeHo u
HSIMZ 18 MMaM TIpeTeHLy '

’g’k N3NCKBAHWNA HA H3OK NPY NEYEHWE HA TPAHYNTOMATO3A HA WEGENER C RITUXIMAB B U3BBbHBOJSIHUYHATA MOMOLL,
- B cuna ot 1 anyapu 2021 roguHa



