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YTBBbPXXOABAM:
YNPABUTEN HA H3O0K: /n/
AO-P FMAHKA KOMUTOB

BAPHO:

AQycon:
OrHAH KPOHEB

N3UCKBAHUA HA H3O0K
NPU NEYEHUE HA YMEPEH 1O TEXXbK AKTUBEH
CEPOMNO3UTUBEH PEBMATOUOEH APTPUT,
IOBEHUIEH APTPUT,
AKTUBEH U NPOrPECUPALL NCOPUATUYEH APTPUT U
TEXBK AKTUBEH AHKWITO3UPALL CNOHAWUNTUT
C BUONOIr'M4YHU AHTUPEBMATUYHU NNEKAPCTBEHU NMPOAYKTU
HA BOJIHU HA 18 TOAULLHA Bb3PACT

B U3SBBHBEOJIHUYHATA NOMOLL
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N3UCKBAHUA HA H30K
NPU U3AABAHE HA MPOTOKONW 3A NMPOBEXAAHE HA NIEYEHUE HA YMEPEH [10 TEXXbK AKTUBEH
CEPOMNO3VUTUBEH PEBMATOWAEH APTPUT, FOBEHWIEH APTPUT, AKTUBEH U NPOrPECUPALL
MCOPUATUYEH APTPUT U TEXXHK AKTUBEH AHKUTO3UPALL, CMIOHAWIUT C BUONTOrUYHK
AHTUPEBMATUYHW NEKAPCTBEHM NMPOAYKTU HA BOJTHU HAZl 18 FOAULLIHA Bb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Tocilizumab, Rituximab)

MpOTOKONBT Ce M3AaBa OT CMeUManucTH C KOAOBE Ha cneunanHoct 20 — peBmartonorus, pa6oTewm no AOrosop ¢
H30K, eKcnepTHOTO CTaHOBMLE Ce W3AaBa OT CreuvanuaupaHa KoMUCHsi B neyebHn 3aseaeHus 3a 6onHUYHA nomowy,
cknounnu gorosop ¢ H30K. CneunanuanpaHnte KOMUCUM Ce Cb3jaBar CbC 3anoeepn Ha avpekTopa Ha J13: YMBAI "Cs. UeaH
Punckn” EAL] rp. Cocpus, YMBAT "Ce. l'eopru” EAL rp. Mnosaus, YMBAI ,C. Mapuna” EA[] rp. BapHa.

L PE[] 3A 3ABEPSIBAHE HA MPOTOKOJUTE

MpoTokonu 3a 3ano4BaHe Ha nevexHue

cneuuanuct, cknioyun »  [TONBbAHEHO W NOANMUCAHO NPUIOXeHUe 1 — NUCT 3a onpeaensiHe Ha KpuTepunuTe

porosop ¢ H30K (no T.A) ¢ BCUYKK HeOBXoANMM u3cneaBaHns
»  MeAMUMHCKA JOKYME@HTaUMsi C NPUNOXEHW BCUYKM HEOBXOAUMK nokasatenu v

>

n3cneABaHus no Npunoxexue 2

/ = ‘[poTokon 3a npeanuceaHe Ha nekapcTea, sannaijaxu ot H30K/P30K" — 06p.
>

M3-H30K

= EKCNEPTHO CTaHOBMWILE" C SICHA MeAUUMHCKA MOTMBALMS (3aAbnxuTenHo ce
oTbensssa nunca Ha U3KNoYBalLUn KpUTepum)

cneuvanusvpasa
Komucusa

Komucus no un. 78, 1. 2 L) 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

lMpoTokonu 3a NnpoALIKaBaHe Ha nevyeHne

cneunanueT, CKnoYmn = [lonbAHEHO W NOANUCAHO MpUIoXeHWe 1 — NUCT 3a onpeaensiHe Ha kputepuute
porosop ¢ H30K (no 1.6)

= AMBynaTopeH NIUCT OT NOCNeAHUs Npernea C NPUNOXeHU BCUUKM HeobXxoanuMu
W3CcneBaHns no Npunoxexue 2

/ = “lpoToKon 3a npeanucBaHe Ha nekapcTea, 3annawaxn ot H3OK/P30K" — obp.

M3-H30K

= EKCNEepTHO CTaHOBMLE* C fiCHA MeAWULMHCKA MOTUBAUMA (3aabrkuTenHo ce
cneynanuavpaxa

otbensi3pa nunca Ha CTpaHUYHU Peakuun u ce npasu OUeHKa Ha edeKkTUBHOCTTa Ha
KpMina | TepanusTa)

Komucusi no un. 78, 1.2 | | 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

*cwrnacHo obpaseu, H30K — npunoxenue 4

IIl. OBLLM MONOXEHUA
1. 301 nopaBsa noaroTeeHuTe AOKYMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno u3bop Ha OMNJl. flokymenTuTe
BKNIOYBAT:

1.1 3asiBnexue Ao [upektopa Ha P3OK.

1.2 MonbNHEHO U NoANMCaHo npunoxenue 1. Monbnea ce No CLOTBETHATA TOUKa W Ce npunara oTpaseHata B LWpPoOB

MHAEKC MeaNUMHCKa AOKYMEHTaLMs, yA0CTOBEpsABaLLA BCEKN e4UH OT Kputepuure.

1.3 MbnHusT Habop nacneaBaHus (hUsnKanH1, MHCTPYMEHTANHU 1 NaBopaTopHK), OTPa3eH B NpUNoxexue 2.

1.4 “MpoTtokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H3OK/P3OK" — obp. M3-H3OK, uspanex ot nekaps
cneuvanucr, pa6otely no aorosop ¢ H3OK. Mpunara ce opuruHan Ha NpoTokona, a npu KaHauaaTcTBaHe 3a NpoAbikaBaHe Ha
TepanusTa ce NPeACTaBs OpurMHan Ha NpeaxoAHUs NPOTOKON C OTPAa3eHN BCUUKN HA3HAYEHWs Mo Hero.

1.5 [leknapauusi 3a uHpopmMmupaHo cbrnacue no obpasel (npunoxexue 3)

2. P30K npuema fokyMeHTUTe No T. 1 crnepa cnpaBka OTHOCHO 3APaBHOOCUTypPUTENHUA cTaTyc Ha 3071,
3. NbpBUAT U BCEKU crieaBaly NPOTOKON ce U3aasar 3a nepuoa Ao 180 auw.

W3UCKBAHUA HA H30K YMEPEH 10 TEXKbK AKTUBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, KOBEHWNEH APTPUT, AKTUBEH U
NPOrPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUNO3WUPALL CNOHAWNKUT C BUONOMMYHN AHTUPEBMATUYHN NEKAPCTBEHW
NPOAYKTU HA BOSIHU HAZl 18 FOAULLIHA Bb3PACT- B cuna ot 1 aeryct 2015 roauna
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TIUCT 3A OMPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE M NPOABIMKABAHE HA NNEYEHUE HA YMEPEH 10
TE)XbK CEPOMNO3UTUBEH PEBMATOUAEH APTPUT C BMONOIrMYHU NEKAPCTBEHW NMPOAYKTH

(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab)

Ume: EMH

3abenexka: meouuuHckama OOKyMeHmauus, yOOCmOeepsealsa 6cexku Om Kpumepuume € focodeHa ¢ yugpa 6 UHOeKC U 3a0b/KUMENHO npudpyxaea
HacMoAWoMo NPUoKeHue.

BMONOrMYHUTe NeKapcTBeHU NPOAYKTW Cé NpuUnaraT kato BTOPa NIWHWA Ha neveHue, korato nbpsata NMHWA e Guna HeycnewHa vnu
NaUMeHTBLT He A NOHaCA.

H30K 3annawa neveHue ¢ GMONOrMYHM NekapcTBeHn npoaykTi Ha 3011, nposexaawm aucnaxHcepHo Habnioaexue, cbrnacHo Hapenba
Ne39 ot 2004r. 3a npopUnakTUYHUTE Npernean U AucnaHcepuauuaTa.

A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUETO (SAAB/MKUTENHU CA BCUYKU KPUTEPUK)
MKB MO05.0, M05.1, M05.3, M05.8

1 | CurypHa avarHosa — noTBLPAEHA OT 2 FOAUHU U C Hanuuue Ha:

. ﬂBa W NoBeYe KpUTepun OT CrejHUTe: Hanuyme CyTpeluHa CKOBaHOCT, Npoabinkasala noseye ot 60 MUHYTW; apTpuT Ha
3 1 noBeve CTaBHU 30HW; APTPUT Ha CTABW Ha PbLETE; CUMETPUYEH apTPUT; PeBMaTOUAHU BB3nm'

- MoauteeH peBmaTonaeH hakTop 1 NoBULLEHN nokasaTenu 3a aktueHoct (CYE, C-peaktuseH npotemH) '

» PeHTreHoB® AaHHW 3a 2 I PeHTreHonoruyeH craauu Ha peBmaToujeH apTpuT

2 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 7

3 | HenoenuseaHe oT npeaxoxpauwa 6a3ucHa Tepanus ¢ ABa CMHTeTMYHM BMAPJI (meToTpekcat, nednyHomua, cyngacanasms -3
Q/AHEBHO W Ap. KaToO MOHOTEpanus unu komGuHupaa Tepanus ¢ MK) B onTumManHu kypcose 1 403u 3a noHe 6 MeceyeH nepuop, 3a
cuHTeTMYeH GonecT-moanduumpauw J1M. TepanusTa cneasa Aa e nposeaeHa, B nocneaxuTe 12 Meceua, npean kaHanaaTcTeaHe
3a Guonoruuen JIM. 3am-n>«wrenno e eaHoTo cuHTeTMuHo BMAPJ ot npoBeseHarta Gasucha Tepanus aa e 6uno mertorpekcar
npU CeAMMYHa A03a 25 Mg’-NepopasnHo M /unu napeHTepanHo/, 3a noHe 6 MeceyeH nepuoa. B cryvaute Ha NPoTUBONOKa3aHUA
(nu paHHa HenoHocuUMOcCT) 3a neveHne ¢ MTX, KaTo 4acT OT NbpBa NMHUA Ha TepanesTUyHaTa CTpaTerya ce npuema nposeAena
Tepanua ¢ flehnyHomua unu CyndacanasuH B oNTuManHu Kypcose u 4o3u 3a noHe 6 meceyeH nepuoa.
4 | Nwnca Ha n3kniouBawm kputepum no 1. I+
npunarar ce:
- ambynatopeH NMCT OT CMELMAnuCT Mo PeBMATONOrMA C NOTBLPAEHA AMArHO3a M OPUIMHANHM GNaHKW UM 3aBepeHn KonuA OT NaGopaTopHW M3CneABaHus,
NOTBBLPXKAABALM aKTUBHOCTTA Ha 3abonsiBaHeto. MacneaeanusTa cnepsa aa Gwaat nposeaeqn B naGopatopus, ckniounna porosop ¢ H3OK/P3OK. 3a pasHoct Ha
W3CNeABaHWATA Ce NpUema CPOK OT He noBeve OT 1 Mecel| NPea NOAABAHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK.
- PEHTIEHOBU CHUMKM MNW AMCK W OPUIrUHANHK IbHIIIOBe C NUCMEHa WHTEePNpPeTauuna Ha PeHTreHONOMMYHUTE W3MEHEeHMA OT cneyuwanuct no oﬁpasna
AnarHocTuka. Macneasanwsta cnepsa aa GbaaT ocbujecTseHu B nabopartopus 3a obpasHa AwarHocTuka, ckniouuna porosop ¢ H3OK/P3OK. 3a pasHocT Ha
Y3CNIEABAHETO Ce NpUeMa CPOK OT He NI0Beue OT 6 MEcewa NPEAW NOAABAHETO Ha AOKYMEHTUTE B ChoTBeTHaTa P3OK.

? npunarar ce oueHkn no ckana DAS28: HEOBX0AMMO € ABYKPAaTHO NOTBLPXKAABAHE HA NoKasaTenuTe 3a noHe 12 CeAMMYEH Nepuos Ges NPOMsHa B neueHueTo;
npunarar ce v ABara (uwa, yA0CTOBEPABALLM NPOBEXAAHE HA OLIEHKUTE, C NOCOMEHa AaTa Ha NPOBEXAAHE, NOANUC Ha CNEeLMAniCTa, 3BLPLIKN OLeHKaTa U nevar Ha
neuapnlneuednom 3asepeHue.

HDVIDHTS Ce 3ApaBHO AOCHEe Ha XPOHUYHO Gonex ¢ npocneassase Ha 3abonssanero or AWarHoCTUUMpaHeTo 40 MOMeHTa: au&ynaropnu nucrose oT nperneau
NpW CMeUManuCT PeBMaTonor, YAOCTOBEPSBALLM Ha3HAuaBaHe W NPOBEXAAHE Ha NPEeAXOXAala GasucHa Tepanus C OTPA3eHM A03M, CPOKOBE Ha NPUNOKeHMe U
eeKTUBHOCT.
3"1:]“("1.‘1"0 Aa ce NOCOoYBa aKTyanHo TenecHo Terno.

‘ynocToBepsBa ce ¢ NOANMC Ha CELMANKCTA B NPUNOKEHWE 1 Ha HACTOALINTE MINCKBAHUA

B. KPUTEPUU 3A NPOABIMKABAHE HA NNEYEHUETO (SAOBIDKUTENHU CA BCUYKN KPUTEPUN):
3abenexka: Bonnute cnepsa Aa GbaaT MOHUTOPUPaHM Ha 12-Ta ceamMuUa OT Ha4yanoTo Ha nevexuero. Mpu kaHAupaTcTBaHe 3a NPOAbMkKaBaHe Ha
NeYeHUeTo cnej 3aBbpLIeH NbPBI WeCTMeCeYeH Kype Ce OCbLUECTBABA HOBA OLEHKA W 3aABLNKUTENHO Ce NPeACTaBs MeAMLMHCKATa AOKYMEHTaUWs OT nperneaa Ha
12-1a cepmmua.
MKB M05.0, M05.1, M05.3, M05.8

1 MosnusBaHe Ha nokasarenure:
* OTOYHOCT Ha CTaBUTE U CyTpeLUHa CKOBAHOCT — HamansBaHe ¢ noHe 50% v 3aabpXaHe BbB BpeMeTo
= Gpoit Ha GoneaHeHuTe U OTOMHW CTaBN — HamansBaHe ¢ noxe 50% n 3aabLpXKaHe BLB BPeMeTo
* CYE - noa 40 mm unu C-peakTuBeH NpoTenH — oTpuuaTeneH 1 3aabpiaHe BbB BpeMeTo b
2 | CymapHa oueHka Ha nokasarenure - noHwkeHve Ha DAS28 ¢ noseye ot 1.2 U 3aabpXaHe BLB BpemeTo
3 | Nunca Ha HexenaHu NekapcTBeHN peakumi U M3KNIoYBaLN KpUTepuM N0 T. B uT. T °
npunarat ce: amMGynatopeH NUCT OT CIEUManUCT No PEBMATONOMMs C OTPa3eHa CTENeH Ha NOBMMABAHE HA NOKA3ATENUTE W OPUrMHANHK GNaHKM WK 3aBepeHn
Konus ot naGopaTopHu U3cneaBaHus, ocblyecTeeHu B naGopartopus, ckntouuna aorosop ¢ H3OK/P3OK. 3a paBHOCT Ha WacneaBaHnsATa ce npuema Cpok OT He noseve
ot 1 Mecey npean NoAasaHeTo Ha AoKyMeHTUTe B choTeeTHata P3OK.
*Mpy KaHAWAGTCTBAHE CrEy NbPBM LIECTMECEYEH KyPC Ce NPUNarar: OLeHKa Ha 12-Ta Ce/MULA ¥ OLIeHKa Ha B-TWR Mecel OT HaYanoTo Ha NEYEHUETO.
Mpy KaHAWAATCTBAHE 3a NOPEAEH ECTMECEYEH KYpC Ce Npunarat ABE OLEHKW (aKTyanHa W OT NPEAXOAEH WECTMECeYeH Nepuoa); npunarar ce W Asara duwa,
YAOCTOBEpsiBalUM NPOBEXAaHe Ha OUEeHKUTe, C NOCoYeHa para Ha nposexaaHe, NOANUC Ha cneuwannucTa, M3BbLPLIKN OueHkata W nevar Ha neuapn/neuednom
3aBefeHue.
3aabmKHTENHO Aa Ce N0COYBA AKTYanNHO TeNeCHO Terno.
oncroaopasa Ce C NOANKMC Ha CNEeUNaniCTa B NPUNOKEHNE 1 Ha HACTOSUMTE MIMCKBAHNS

B. HE)KEJ'IAHM NEKAPCTBEHW PEAKLIMMW - Passurvero Ha Hexenany nekapcTaeHin peaui CripaMo GONECTONPOMEHSALL aHTUPEBMATHHEH NeKapCTBeH NPOAYKT Ce
NOTBLPXAABA YPe3 NPEACTaBAHe Ha aMByNaTOPeH NUCT OT CLOTBETHWRA NPErNeA K Konue OT yeeaomneHue kM MAJ no peaa Ha un.183 ot 3/INXM
rajeHe, rnasobonve, CBETOBbPTEX aneprvs
NOBULIABAHE Ha apTepuanHoTo HansraHe Texka uHdekums
XematonoruiHu (xemornobuH noa 80g/l, neskouuTi noa 3500, TPOMGOLMTH NOA 90000) W/MNKN GUOXMMUYHI OTKNOHEHUA CLOBPA3HO (PapMaKONOTUYHOTO
[AOCHe Ha NpoayKTa

. U3KNIOYBALLIU KPUTEPUM (npm 3anouBaHe 1 Npu nNpoabrikaBaHe Ha NeYeHneTo)
1.AKTUBHa UnK natenTHa TyGepkynosa
2.0CTbp UK XPOHUYEH BUPYCEH XenaTuT
3.Heonnactuunu saGonssanms
4.3acToiiHa cepaedHa HepoctatbuHocT Il v IV dyHkumoHaneH knac no NYHA
5.ANNacTuiHa aHemus, U3paseHa rpaHynoUMTONeHs, Muenouoposa
6.MHoXecTBeHa ckneposa 1 Apyrv 60NecTy ¢ AeMUenuHu3aums
7.1unca Ha TepanesTuyeH eekT Ha 12-Ta CeaMUUA Cnea 3anoysaHe Ha NneyeHueTo
8.BpemeHHOCT 1 nakTauus
9.MNpekbcsane Ha TepanuaTa no BuHa Ha GONHWA 3a NEPUOA NoBEYE OT 2 Mecela
10. Brntousare Ha 301 B KnuHW4HO NpoyusaHe. Komucusma, kosmo e HasHayuna nevyenuemo u Habmodaea 30/, e OnbxHa HesabaeHo Oa yeedomu
Komucusma 3a exkcnepmu3u no un. 78 e LY na H30K. Tesu Gonu ce 3anuceam 6 omoeneH peeucmup u He 2y6sm NPaéomo cu 3a npodbnxasaHe Ha
Jie4eHuemo cned NpuKYeaHe Ha KNUHUYHOMO NpOoyveaHe cned akmyanHa oueHKka om cneyuanu3upaHama KOMUCUs

Ortrosaps Ha KpuTepuuTe 3a neveHue ¢ B Ao3sa
NOANUC HA CNELIMANMUCTA ......cooviiiniiiiiineniininieinns

HGMCKBAHMR HA H30K YMEPEH 0 TEXXbK AKTUBEH CEPOMO3SUTUBEH PEBMATOW/EH APTPUT, FOBEHWUIIEH APTPUT, AKTUBEH U
MPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3WUPALL CNOHANAUT C BUONOMUYHN AHTUPEBMATUYHU NEKAPCTBEHM
NPOAYKTU HA BONHU HAJl 18 FO/INLIHA BB3PACT- 8 cuna o 1 asryct 2015 roauna
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TIACT 3A OMPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE HA IOBEHUNEH APTPUT HAL 18
FO[IULLHA Bb3PACT C BMONOIrMYHU NEKAPCTBEHU NPOAYKTYU
(Adalimumab, Etanercept, Tocilizumab)

Hve: T S L e N AN U O ;

3abenexka: meduyuHckama OoKymeHmauyusi, yoocmoeepsieauia 6ceku Oom Kpumepuume e f10coYeHa C yugpa 8 UHOEKC U 3a0b/KUMEeNHO npudpyxaea
HacCMoAWomMo npunoxexue.
BMONOrMyHNUTe NEeKapcTBeHW NPOAYKTW Ce Npunarat kaTo BTOPA fMMHUA Ha feveHue, KOrato nMbpeaTta NUHWA e Guna HeycnewHa wnu
NauyneHTsLT He A NoHacs.
H30K 3annawa nevexue ¢ GUONOrMyHM nekapcTBeHu npoayktu Ha 30J1, nposexaawyu AucnaHcepHo HabniogeHwe, CbrnacHo
Hapen6a Ne 39 ot 2004r. 3a npodhMnakTMuHUTE Nperneau u gucnaicepusauunra,

A. KPUTEPUU 3A 3AMNOYBAHE HA NEYEHUETO (3aabrmkuTenHn ca BCUYKU KpUTepun)

3a noTeLPKAEHWE Ha 3aAbLIDKMUTENIHUTE KPUTepPUM 3a CUrypHa awarHosa no T.1 u 3a nposeaeHa GasucHa Tepanusa no T.3,
3aLMKUTENIHO Ce NpeACTaBA MeAWUMHCKA AOKYMEeHTauus 3a noctaBeHa AuarHosa u nposeaeHo nevenue Ha 3011 nog 18 roguwka
BBL3PAcT OT CNeUnanucT No AeTcka peBMaTonorus.

MKB M08.2 MKB M08.4 MKBE M08.3 MKB M08.1 I
1 | Curypha auarHosa CurypHa anarvosa CurypHa avarHosa CurypHa auarHo3a nocrasexa |
nocrasena nog 18r. ¢ nocraseHa nog 18r. ¢ nocraseHa noa 18r. ¢ noa 18r. ¢ Hanuuue Ha: 4
Hanuuue Ha: Hanuuue Ha: Hanuuue Ha: " apTPUT ¥ @HTEe3NT Unu :
*  apTpWT B eAHa WNK noBeue | *  apTpuT, 3acaraw| eaHa 4o | HezamueeH peemamoudeH *  apTPUT UNK EHTe3UT C 2 2 k
cTasu 4 craBu npes nupeuTe 6 d)axmop OT CieAHNTE KpUTEpUM: }
*  CcbnbTCTBALYA MK meceua Ha apTpuT Ha 5 unu noseve | - Gonka B cakpounuauHa |
npeaxoxaalya exeAHeBHa 3abonsBaHeTo; CTaBu npes nupeute 6 crasa u/unu t
Temnepartypa B *  nepcucTupawy — 3acara meceua Ha nym6ocakpanHa 6onka;
NpoABLMKEHNe Ha 2 He noseye OT 4 cTasu; 3abonssaHeTo - Hanuuue Ha HLA B27 i
CeamMnum *  paswwpeH - 3acara = Tecr 3a RF - HeraTuseH aHTUreH; |
*  3aeAHO C eAUH Unu noseve noseve ot 4 ctasu cnej | fMo3umueex peemamoudeH | -  Havano Ha apTpuT npu
OT CreAHNTE KpUTEPUM: nepeuTe 6 meceua Ha d;anmop MoM4eTa Haj 6 roanwHa
- npexoaeH (HecukcupaH) 3aGonssaneTo ' apTpuT Ha 5 unu noeeye Bb3pacT,
eputemeH o6pus; cTaBu npes nbpeute 6 - OCTbp NpeAeH yBewT;
- xenaTomeranus; AKTyanHu noBuweHn mecela Ha - aHamHesa 3a
- cnneHomeranws; nokasaTenu 3a akTuBHOCT 3abonssaHeto CrOHANN0ApTPO
- . ajeHonaTus, (CYEmcPN)' . NO3UTUBHYU 2 UNK noBeye naTus npu
- cepoaut ' Tecra 3a RF B uHtepsan POACTBEHULM OT
oT 3 Meceua npes nbpea revepauns '
AKTyanHu noBuiweHn nbpeuTe 6 Meceua ' AKTyanHu noBuweHn
nokasaTenu 3a aKTMBHOCT AKTyanHu nosuweHu noka3sarenu 3a akTMBHOCT
(CYEmcPn)' nokasarenu 3a aKTUBHOCT (CYEmncpn)'
(CYEucCPN) '
OueHka no ckana Disease OueHka no ckana Disease OueHka no ckana Disease OueHka no ckana Bath

2 | Activity Score (DAS28) > 5,1 8 Activity Score (DAS28) > 5,1 * | Activity Score (DAS28) > 5,1 * | Ankylosing Spondylitis Disease
Activity Index (BASDAI) 24 *

|
|
- Henosnussaxe ot HCMBC n | - Henoenusisaxe ot -Henoenussawxe ot - HenosnussaHe ot |
|
|
|

- aMbynaTopeH NUCT OT CNeLWanucT no AeTcka PeBMaToNoruA ¢ NOTBbLPAEHa AnarHosa noa 18 roamwHa BL3pacT;
- OpWUrMHanHuW GnaHku wnu 3asepeHu Kkonus OT naGopaTopHW W3CNeABaHWs, NOTBbPXKAABALM akTUBHOCTTa Ha 3abonssaHeto.
WacnepsannsTa cnepsa Aa 6baar ocbliecteenn B nabopatopus, ckniouuna porosop ¢ H3OK/P3OK. 3a aaBHOCT Ha wacnepsaHusTa ce
npuema cpok OT He noBeye oT 1 Mecel NpeAn NoAaBaHeTo Ha AoKyMeHTuTe B cwoTeeTHaTa P30K;
" 38/ LIKUTENHO Ce NPUNaraT PeHTreHOBM CHUMKM MMM ANCK C OPUrMHANHM (PULLIOBE C NUCMEHa MHTEPNPeTauus Ha PeHTreHONornyHuTe
W3MeHeHus OT cneuwanuct no obpasHa AwarHocTuka. MacnepsanusTa cnejsa Aa GbaaT ockbliectBenn B nabopartopus 3a obpasHa ;
AunarHocTtuka, ckniouuna porosop ¢ H30OK/P30OK. 3a pasHOCT Ha n3cneABaHeTO Ce npuema CPoK OT He noseve oT 6 meceua npeau
;loAaaaneTo Ha foKymeHTUTe B choTBeTHaTa P30K; |
npunarar ce oueHku no ckana DAS28 / ckana BASDAI 3a 301 ¢ anarHosa ¢ MKB kog M08.1/, npoBeaeHun npe3 nocneaxure 6 meceua: {
HeoGXOAMMO € ABYKPATHO NOTBLPX/AABAHE Ha NokasaTenute 3a noHe 12 ceAMuyeH nepuos 6e3 NpomsHa B NIEYEHNETO; Npunarat ce 1 ABata
¢uwa, yaoCTOBEPABALLM NPOBEXAAHE HA OLEHKUTE, C NOCOYeHa AaTa Ha NpoBeX/aHe, MOANUC Ha CneuuanucTa, U3BBPLUIMN oueHkaTa W
neuar Ha nekaps/ne4e6HOTO 3aBejeHue.

° npunara ce 34paBHO 4OCHE HA XPOHWYHO Gone C NpocneasBaHe Ha 3aBONABAHETO OT AWArHOCTULMPAHETO A0 MOMEHT: amBynaTopHu
nucTOBE OT Mpernean Npu CnNeuuanucT no AeTcka PeBMaTonorus, yAocToBepsBaliM npeaxoaHa GasucHa Tepanus, nposeaeHa noa 18
rOAULHA BB3PACT, aMmbyNaTopHN IUCTOBE OT NperneAn Npu CNeLManicT no peBMaTonoris, yA0CToBepsABalyy HasHauasaHe 1 NpoBexaaHe Ha
npeaxoaHa 6asucHa Tepanus B ONTUMAnHW KypcoBe W 403K 3a NOHe 6 MeceyeH Nepuoa npea nocneaHute 12 Meceua, C OTPa3eHn A03M,
CpOKOBE Ha NpuNoXeHue n eekTBHOCT.

JBAMKHYOHHO Aa ce NOCOYBa aKTyanHo TenecHo rerno.
*ynocTosepsiBa ce ¢ NOANMC Ha CNeUMAnUCTa B NPUNOXeHue 1 Ha HAaCTOAWMTE N3NCKBAHUA

'K B ONTUManHK KypcoBe 1 03K | MeToTpekcaT /mnu meToTpekcar uwvnu MeToTpeKcar umnu
3a noHe 6 MeceyeH nepuog - cyndacanasuH B onTUManHm cyndacanasut B ONTUManHu cyndacanasvH B ONTUMAnNHK
npoBexaana Tepanus noa 18 KypcoBe 1 403y 3a noHe 6 KypcoBe 1 403 3a noHe 6 KypcoBe 1 403 3a noHe 6
roauwHa Bw3pact.’ MeceueH nepuoa - MeceyeH nepuoa - MeceyeH Nepuog - Nposexaaxa b
nposexaaxa Tepanun non 18 nposexaaxa tepanus nog 18 | Ttepanua non 18 roguwHa 1
3 rofuiHa BbL3pacT. roavwHa Bw3apact.’ sbapact.’ i
|
- Henoenussane ot HCMBC u | - HenosnusiBaxe ot - Henosnusisawe ot - Henosnusisaxe ot 1
'K B onTUManHu kypcose MeToTpekcaT Wunn meToTpekcar w/ unun meToTpekcar u/ unm 1
A031 38 NoHe 6 MeceyeH cyndacanaauH B onTUMAnHu cyndacanasuH B ONTUManHu cyndacanaaut B ONTUMAanHu |
nepuoj — npea nocneaxuTe 12 | Kypcose U 403v 3a noHe 6 KypcoBe 1 403 3a noHe 6 KypCOBE 1 403 3a noHe 6 |
meceua.’ MeceyeH Nepuoj - npe3 MeceyeH nepuoa — npes MeceyeH nepuoa — npes !
nocneanute 12 meceua. * nocnegHute 12 meceua. s nocneaHure 12 meceua.’ |
4 | Mmnca na uakniousawm Nunca Ha nakniousawm Nunca Ha n3knioysawm INunca Ha n3knioysawm f
kpurepum no 1. I * kputepum no . I * kputepuu no T. I * kputepuuno 1. * |
npunarar ce: |
f
}

OTroBapsi Ha KpUTEpPUUTE 3a NeYeHue ¢ B Ao3a

NOAMNMUC HA CNEUMANUCTA........oooviiiiiiiiiiiiininiiniinns |

W3NCKBAHWUA HA H30K YMEPEH [10 TEXXbK AKTUBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, OBEHWUNEH APTPUT, AKTUBEH U 4 |
e NPOrPECUPALL MCOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKWIO3WPALL CMOHANNUT C BUONOMMYHN AHTUPEBMATUYHW NEKAPCTBEHN |
NPOAYKTU HA BOMHU HAZ 18 FOJIULLHA BL3PACT- B cuna ot 1 aBryct 2015 roauHa |
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JIUCT 3A ONPEAENAHE KPUTEPUUTE NPU NPOAB/MKABAHE HA NIEYEHUE HA IOBEHWIIEH APTPUT HAL 18
FOAULWIHA BB3PACT C BMONOIrMYHU NEKAPCTBEHU NMPOAYKTHU

(Adalimumab, Etanercept, Tocilizumab)
Ume: EMH

3abenexka: MeduyuHckama OOKyMeHmayusi, y0ocmoeepseauia ecexu Om Kpumepuume € MocoyeHa ¢ uuppa 6 uHOEKC U 3adbIKumenHo npudpywaea
HacMOAWOMO NPUNOXeHue.

H30K 3annawa nevenue ¢ 6MONOrMYHM nekapcTeeHu npoayktu Ha 301, nposexaawy AucnaHcepHo Habnioaexwe, CLrMacHo
Hapepn6a Ne 39 ot 2004r. 3a npocdmnakTMiHMTE Nperneau u gucnaxdcepusaumsra.

B. KPUTEPUMN 3A NMPOABINKABAHE HA JIEHEHUETO (3aaBbriknuTenHu ca BCUYKU KpUTEpUK):
3abenexka: bonxute cneasa Aa 6bAAT MOHMTOPUPAHKM Ha 12-Ta CeAMULA OT HAYanoTo Ha neuexnero. lpu kKaHAMAaTCTBaHe 3a NPOALIKABAHE Ha NeYeHneTo
Cnej 3aBbPLIEH NbPBU LWECTMECEYEH KyPC Ce OCBILECTBABA HOBA OLIEHKA W 3a/bMKUTENHO Ce NPEeACTAaBA MeAULMHCKATa AOKYMEHTaUMS OT nperneaa Ha 12-Ta
ceamuua.

MKB M08.1, M08.2, M08.3, M08.4

1 | NoBnusBaHe Ha nokasaTtenuTe U 3aabpXaHe BbB BPEMETO:
6poit Ha GoneaHeHn N OTOYHM Ha CTaBu - HamanseaHe ¢ nole 50%;
CyTpelUHa CKOBaHOCT - HamansiBaHe ¢ noxe 50%;
- CYE <40 mm unu C-peakTuBeH NpoTeuH - oTpuateneH '
2 | CymapHa ouLeHKa Ha nokasatenure - noHwkeHue Ha DAS28 ¢ noseye oT 1.2 U 3aabpXaHe BbB BPeMeTo ~ unu
CymapHa oueHKa Ha nokasarenure - noHwxeHue Ha BASDAI ¢ 50% cnpsiMo u3xoaHus u 3aabpXaHe BbB
spemeto 3a 30/ ¢ amarHosa M08.1°
3 [ Nunca Ha HexenaHu NekapCTBEHU peakLnn U U3KNI0YBALM KpUTEpUM no T. Bu 1. T °
T npunarar ce:
ot au6yna'ropen NUCT OT cneynanucT No pesMarTosorua ¢ oTpadeHa CTeneH Ha NnoBnusABaHe Ha nokasarenuTe;
- OPMUrUHanHu GnaHku unu 3aBepeHn konua OT nasopampnu nicneasaHua, OCbUECTBEHU B naﬁoparopua, cKniovyuna aorosop C

H3OK/P30K. 3a paBHOCT Ha M3CneABaHWATa Ce Npuema Cpok OT He noseye oT 1 Mecel NpeAn NoAaBaHeTO Ha AOKYMEHTUTE B CbOTBETHaTa
P3OK.
: npunarat ce oueHkn no ckana DAS28 /oueHka no ckana BASDAI 3a 30J1 ¢ anarHosa MO8.1/. lNpu kaHaupaTcTBaHe cnep Nbpeu
LeCTMeCeyeH Kypc ce npunarat: oueHka Ha 12-Ta ceamMuua u OLeHKa Ha B-TUs Mecel| OT HauanoTo Ha NeveHneTo.
Mpu KaHAWAATCTBaAHE 33 NOPE/AEH LWEeCTMECEYEH KypC Ce Npunarat ABe OUEHKW (aKTyanHa v OT NPeAXOAeH LecTMeceyeH Nepuoa); npunarar
ce u pBata (huwa, yAOCTOBEPABALUM NPOBEXAAHE HA OLUEHKUTE, C NOCOYEeHa AaTa Ha npoBexaaHe, MOANUC Ha cneuvanucTa, W3BbLPLUIMN
oueHKaTa u neyar Ha nekaps/ne4e6HOTO 3aBeaeHue.
3agBLMmKUTENHO Aa ce nocousa aKTyanHo renecHo rerno.

YAOCTOBEPsABa Ce C NOANKUC Ha CneunanucTa B NpUnoxenue 1 Ha HaCTOAWMNTE U3NCKBAHMUA

B. HEXXENAHW NEKAPCTBEHW PEAKLIUM - Passutveto Ha HexenaHn nekapcTBeHW peakuyun cnpsimo GonectonpomeHsw|

aHTMpeBMaTUYeH NekapcTBeH NPOAYKT Ce NOTBbPXAABa Ypes NpeAcTaBaHe Ha ambynaTopeH NUCT OT CbOTBETHUA Npernea unu konue ot
yseaomnexune kbm WAJI no peaa Ha un. 183 ot 3/IMNXM

rapewe, rnaso6onue, CBETOBBPTEX aneprus

nosulasaHe Ha apTepnanHoTo Hansaraxe TexKka uHekuus

XxemaTonoruiHu (xemornobun nog 80g/l, neekounTi nog 3500, TpomBouuTI NoA 90000) W/unKU GUOXMMUUHN OTKNOHEHUS CbOBPa3HO hapMaKoNOrMHOTO
AOCHe Ha NpoayKTa

. U3KNIOYBALLW KPUTEPUU (npm 3anoyusaHe 1 Npu npoabIikaBaHe Ha fie4eHneTo)
1.AKTMBHa Unu natenTHa TyGepkynosa
2.0CTbp UK XPOHUYEH BUPYCEH XenaTuT
3.HeonnactuyHu sabonssanus
4.3acToitHa cbpaeyHa HegocTatbuHocT Il v IV dhyHkumoHaneH knac no NYHA
5.AnnacTuyHa aHemus, 3paseHa rpaHynouutoneHns, muenodubposa
6.MHOXecTBeHa cknepo3a U Apyrv 6onecTu ¢ AeMuenuHu3aums
7./lunca Ha TepaneBTMYeH eekT Ha 12-Ta ceaMUUa Cnepa 3anouBaHe Ha neYeHneTo
8.5pemMeHHOCT W naktaums
9.MpekbCBaHe Ha TepanusaTa No BUHa Ha GonHMA 3a nepuog noseve ot 2 meceua
10. BkniousaHe Ha 30/1 B KNMHUYHO npoyyBaHe. Komucusma, KOSMo € Ha3Hayuna neveHuemo u Habnwdaea 30/, e OnbxHa HesabasHo Oa
ysedomu Komucusima 3a excnepmu3u no 4n. 78 e L|Y na H30K. Tesu Gonxu ce 3anuceam & omoeneH peaucmup u He 2ybsm npasomo cu 3a
npodbXasaHe Ha NeyeHuemo cned NpUKNIYeaHe Ha KNUHUYHOMO NpoyYeaHe Ced akmyanHa OueHKka om CneyuanusupaHama Komucus

B fo3a
OTroBaps Ha KpUTEpUMUTE 3a neveHne ¢

NOANMUC HA CNEeLMANIMCTA. ..o

MNPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKWUNIO3UPALL CNOHAUNUT C BUONOrNYHU AHTUPEBMATUYHW NIEKAPCTBEHW

W3UCKBAHWA HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, IOBEHWUNEH APTPUT, AKTUBEH U
& NPOAYKTWU HA BOJTHW HAZL 18 FOJULLHA BL3PACT- B cuna ot 1 aeryct 2015 roauHa
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TIUCT 3A ONPEQENSHE HA KPUTEPUM MPU 3ANOYBAHE U NPOABMKABAHE HA NEYEHUE HA AKTUBEH U
NPOrPECUPALL NMCOPUATUYEH APTPUT C BUOJTIOrMYHU NEKAPCTBEHU NPOAYKTHU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab)

Nwme: ; ErH

3abenexxa: meduyuHckama OoKymeHmauyusi, ydocmoeepsieaua 6CeKU om Kpumepuume e fnocoveHa ¢ yugpa 8 uHOEeKC u 3adbKumenHo npudpyxaea
HacmoAwomo npunoxexue.

BMONOrMYHMTE NEKapCTBEHN NPOAYKTH Ce Npunarat kato BTOPa NIMHMA Ha NeYeHme, KoraTo Nbpeara NMHUA e Guna HeycnewHa uik NauMeHTLT He 5 NoHacs.
H30K 3annawa neyexune ¢ 6MoNoruyHK nekapcTaenn npoayktu Ha 3011, nposexaawm aucnacepHo Habniogenue, cbrnacHo Hapen6a Ne 39 or 2004r. 3a
NpoGMNaKTUUHKTE NPerneaun U AUCNaHcepu3aumuaTa.

A. KPUTEPUW 3A 3ANOYBAHE HA NEYEHUETO (SAOB/IKUTENHU CA BCUYKU KPUTEPUN)
MKB M07.1, M07.2, M07.3

1 | CurypHa auarnosa

- AnarHocTuyupan ncopuaauc

- HeraTuseH pematonaeH caktop '

- aKkTyanHu nokasarenu 3a aktusHoct (CYE u C-peaktuseH npoten) "1

- PEHTTEHOBM AaHHV 3a |I-pu PEHTTEHONOrMYeH CTaawid Ha_ncopuarnyen apTput '

2 | OueHka 3a aKTUBHOCT Ha 3abonsBaHeTo( B 3aBUCUMOCT o‘r KnuHU4HaTa chopma)

- oueHka no ckana Disease Activity Score DAS28 > 5,17 nnu

- ouexka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4

3 | HenosnussaHe oT npeaxoxaaiwa 6a3ucHa Tepanua CbC cuHTeTUMHN BMAPJT (MeToTpekcat, nednyHomua, cyndacanasut (3
Q/AHEBHO) 1 Ap. KaTO MOHOTepanus unu komGuHupaHa Tepanua ¢ MK). TepanuaTa cneasa Aa e npoBeAeHa B nocneaxute 12
mecelLa npeau kaHauaatcTeave 3a nevenne ¢ GuonorndeH JIM v aa e 6una HeycnewHa npyu noHe Ase OT TAX, KATO eAUHUAT]
3a/LIDKUTENHO € METOTPeKcaT C AOCTUrHaTa CeAMUYHa A03a 25 mg (NepopanHo U /Mnu napeHTepanHo), npunaraH 3a noxe 6|
meceueH nepuoj. B cnyvawte Ha npoTuBONOKasaHWs KbM nedyeHve ¢ MeToTpekcaT, 3a MbpBa NMHUA Ha TepanesTUyHaTal
cTparervs ce npuema nposeaeHa tepanus ¢ NlecnyHomuns unu Cyndacanasut B ONTUMANHK KypcoBe 1 403u 3a noHe 6 meceueH

nepuoa.’
4 | Nwunca Ha u3knioyBawm kputepum no 7. I °
npunarar ce:

- amMBynaTopeH NUCT OT CNEUMANUCT MO KOXHU M BEeHepUueckn GONecTn ¢ NOTBLPAEHA AMArHO3aTAa NCOPWUAINC; OPUrMHaNHa GnaHka WnW 3aBEpeHO Konue OT NPOBeAeHO
XHCTOBMOMNCHYHO HICNIeABaHE, NOTBBPXKAABAWO AWarHo3aTa Mcopuasic,

- OPMrMHaNHK 6NaHKK Ui 3aBepeH KoNuA oT NABOPaTOPHYU U3CNeaABaHUA, NPoBeAeHN B naGopatopus, ckniounna aorosop ¢ H3OK/P3OK. 3a pasHOCT Ha nacneasaHusTa ce npuema
CPOK OT He noBeye OT 1 Mecey Npeau NoAAaBaHeTo Ha AOKYMeHTUTe B cuoTeeTHaTa P3OK.

L PEHTTEHOBU CHUMKM WK AMCK C OPUIMHANHM (DUIOBE C NMCMEHA UHTEPNPETALMA Ha PEHTTEHONOMMYHWTE M3MeHeHW OT creuuanict no obpasHa AvarHocTuka. WMacnepsamsTa
cneasa aa Gbaar nposeaeHn B nabopaTopus 3a obpasHa AWarHocTUka, cknlouuna aorosop ¢ HIOK/P3OK. 3a aaBHOCT Ha M3CneABaHeTO Ce Npuema CPok OT He noseve ot 6 meceua
NPeav NoAaBaHeTo Ha AOKYMEHTUTe B ChoTeeTHaTa P3OK.

? npunarar ce oueHku no ckana DAS28 unu BASDAI: HEOGX0AMMO @ ABYKPATHO NOTBLPXAABAHE HA NOKA3ATeNUTe 3a NoHe 12 ceaMuieH Nepuoa 6es NPOMsIHa B NeYeHWeTo; npunarar ce u
BaTa (hLa, YAOCTOBEPABALLN NPOBEXAAHE HA OLIEHKUT, C NOCOMEHa AATa Ha NPOBEXAEHE, NOANNC Ha CNEeLMACTa, MIBBPLIMN OLUEHKATA U NevaT Ha nekaps/ne4eGHoTo saseaeHne;
npunara ce 34pasHO AOCME HA XPOHWYHO BGOneH C rpocneasBaHe Ha 3aGONABAHETO OT AMArHOCTUUMPAHETO A0 MOMEHTA: amOynaTtopHW NMCTOBe OT NPerneau Npu Cneuuanict no

PeBMATONOMMA, YAOCTOBEPABALLM HAHAYABAHE W NPOBEXAAHE Ha NPEAXOAHA Ba3nucHa TepanuA B ONTUMANHK KYPCOBE W A03M 3a NOHe 6 MeceyeH NepUOA npea nocneaHwTe 12 Meceua, ¢

OTPa3eHn 403K, CPOKOBE HA NPUNOXEHNE W ePEKTUBHOCT,

3aALKHTENHO Aa Ce NOCOUBA AKTYANHO TeNecHO Terno.

“ynocToepaBa ce ¢ NOANMC Ha CNEUMANCTA B NPUNOXEHUE 1 Ha HACTORWMTE UINCKBAHMA

B. KPUTEPUMU 3A NMPOABINKABAHE HA NIEYEHUETO (BAABMKUTENHU CA BCUYKWU KPUTEPUW):
3abenexka: bonHuTe cnepsa Aa 6baaTt MOHUTOPUPaHW Ha 12-Ta ceaMMLA OT HauanoTo Ha nedexweto. Mpu kaHauAaTCTBaHe 3a NPoAbNXaBaHe Ha
NEYEHNETO CNej 3aBLPLIEH NbPBM LECTMECEYEH KYPC Ce OChILECTBABA HOBA OLieHKa W 3aAbMKMTENHO Ce NPeACTaBA MeAUUMHCKaTa AOKYMEHTaLWA OT nperneaa
Ha 12-Ta ceamuua.
MKB M07.1, M07.2, M07.3

1 | MoBnusBaHe Ha nokasaTenuTe 1 3ajbpXaHe BLB BPEMETO:
6poit Ha GoNeaHeHn 1 OTOYHM Ha CTaBK - Hamanssane c noxe 50%'
- CyTpeluHa CKOBaHOCT - HamansBsaHe ¢ noHe 50%'
- aKktyanHu nokasarenu 3a aktusHocT (CYE u C-peaktuseH nporeun)
2 | Cymapha oueHka Ha noka3satenure:
- noHwkeHue Ha DAS28 ¢ noseye ot 1.2 U 3apbpXKaHe BLB BPeMeTo ~ unu
- noHmkenue Ha BASDAI ¢ 50% v 3aabpXaHe BbB BpemeTo £

3 | llunca Ha HexenaHW NeKapcTBEHU peakuun 1 M3KNKYBalm Kputepum no 1. Bu . I i
npUnarar ce aMbynatopeH NWCT OT CNIeLVManuCT No PEBMATOMNOMA C OTPA3eHa CTeNeH Ha NOBNMABAHE Ha NOKA3aTeNuTe U OPMUIMHANHK GNAHKK U 3aBepeHi KONWA OT NabopaTopHi
wmacneasamwn, nposeaeHu B naboparopus, cknoumna aorosop ¢ H30K/P3OK. 3a 4asBHOCT Ha MacneaBanmsaTa ce Npuema CPOK OT He noseve OT 1 Mecel| Npean NOAABAHETO Ha AOKYMEeHTUTe
8 choreerHara P3OK.

npunarar ce oLienky no ckana DAS28 unv BASDAL. MNpy kaHaKaaTCTBaHe Cnej Nbpey WeCTMECeYeH KypC Ce Npunarar: oLeHKka Ha 12-Ta ceAMLa v OLieHKka Ha B-TA Mecew OT HavanoTo Ha
neveHeTo. Mpi KaHAMABTCTBAHE 38 NOPEAeH WECTMECEYEH KyPC Ce NpUNaraT 486 OLeHK (akTyanHa v OT NPeAXOAEH WECTMECE4eH NepUoA); NPUNaraT ce v 4BaTa huwa, YAOCTOBEPABALLM
NpoBexXAaHe Ha OL|eHKMTE, C NOCOMeHa AaTa Ha NPOBEXAAHE, NOANKC Ha CNELUMAanUCTa, UIBLPLUIMN OLHKaTa 1 Nevar Ha nekaps/neveGHOTO saBeaeHve.

JaALIKMTENHO /42 G NOCOYBA AKTYANHO TENECHO TOrNO.
® ynocTosepABa Ce ¢ NOANKMC HA CNEUMANKCTA B NPUNOXEHME 1 Ha HACTORUMTE MIUCKBAHMSA

B. HEXENAHU NEKAPCTBEHW PEAKLMW - Paseutero Ha Hexenawn nekapcTBeHd peakuuu Cnpamo GONecTonpoMeHsiy
aHTMpeBMaTMyeH NekapcTBeH NPOAYKT Ce NOTBbPXKAABa Ypea NpeacTassHe Ha amMByNnaTopeH NIUCT OT CLOTBETHUA NPernea Unu konue ot yBeaomneHre kbm UAN
no peaa Ha un 183 ot 3NINXM
raaewe, rnasoGonve, CBETOBLPTEX aneprus
noBUWABAHE Ha APTEPUANHOTO HanAraHe TeXKa UHDEKUMsA
xemaronoruyHu (xemornobus nop 80g/l, neskouutm noa 3500, TpomGouutk nog 90000) WMnu GUOXUMWYHW OTKNOHEHMS CboBpasHO
hapmMaKonorvyHOTO AoCHe Ha NpoaYKTa

. U3KNKOYBALLIU KPUTEPUWN (npm 3anouBaHe 1 Npu NpoabIkaBaHe Ha NeYeHneTo)
1. AxTeHa unu natexTHa TyGepkynosa
2. 0CTBP MNW XPOHUYEH BUPYCEH XenaTuT
3, Heonnactiunm saGonssaxus
4. 3actoina chpaeuHa HeocTareuHocT Il v IV dyHkumonaneH knac no NYHA
5, AnnactuiHa aHemmus, u3paseHa rpaHynouMToneHms, Muenopmbposa
6. MHOXECTBeHa CKNepo3a W AAPyrY GONECTU G ACMMeNMHM3ALMA
7.11ANCa Ha TepaneBTUueH eheKT Ha 12-Ta COAMMLA CNIEA 3ANOHBAHE HA NEYEHNETO
8. BPeMeHHOCT 1 NaKTauus
9. MpexucaaKe Ha TEPanNUATa NO BUHA Ha BONHIA 3a NEPUOA NOBeYe OT 2 Meceua
10. Brmousare Ha 30/1 B knuHUuHO Npoyusare. Komucusma, KOAMO e waswayuna nevexuemo u wabmodaea 30/1, e Onbxwa Hesabaewo Oa yeedomu Komucusma 3a
excnepmu3u no yn. 78 e LIY wa H30K. Teau Gonku ce sanuceam & omdenex peaucmvp u He ayGAam Npasomo Cu 3@ NPOJLIKAGAHE HA NEYEHUBMO CNEO NPUKNIOYEaHe Ha
KIUHUYHOMO NPOYYEaHe Ced aKmyarnHa OUeHKa Om CNeyuanusupaHama KOMUCUS

OTroBaps Ha KpUTEPUUTE 3a NneveHne ¢ B fo3a
NOANNC HA CEUMANMMCTA: ...
M3NCKBAHWA HA H30K YMEPEH /10 TEXCbK AKTUBEH CEPOMNO3UTUBEH PEBMATOMAEH APTPUT, KOBEHWNEH APTPUT, AKTUBEH W 6

g NPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CNOHAUNUT C BUONOrNYHU AHTUPEBMATUYHW NNEKAPCTBEHN
NPOAYKTU HA BONTHU HAZ 18 FOJIULLHA BB3PACT- B cuna ot 1 asryct 2015 roauna
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JINCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOABIMKABAHE HA NEYEHUE HA TEXBK
AKTUBEH AHKWUITO3WPALLl CMOHAWUMUT C BUONOrMYHU NEKAPCTBEHU NPOAYKTHU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab)

l Nwme: L T O e 5 R

3abenexka: MeduyuHckama OOKyMeHmayus, yoocmoeepsieaua ecexku om KpUMepuume e MocodeHa C yuhpa 8 UHOBKC U 3a0bL/KUMENHO Npudpyxaea
HacmoAWomo Npunoxexue.

Buonoruunure nexkapcTBeHU NPOAYKTKU Ce npunaraT KaTo BTOpa NUHKUA Ha nevyeHue, Korato nbpearta NnHuA e 6una HeycnewHxa unu
NayneHTsT He A NoHacs.

H30K 3annawa neyeHue ¢ GMONOrMYHM nekapcteeHu npoayktu Ha 30J1, nposexpawm AuCnaHcepHO HabniogeHue, CbrNacHo
Hapepn6a Ne 39 ot 2004r. 3a npodhMnakTMYHMTE Nperneav U gucnaxHcepusauusTa,

A. KPUTEPUUN 3A 3AMNOYBAHE HA NEYEHUETO (SAABL/DKUTENHU CA BCUYKU KPUTEPWUM)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

1 CurypHa anarHosa

- KnuHuuHm kpuTepum — xpohnyHa Gonka B rep6a, HanuuHa oT noseye oT 3 Meceua, KOATO ce NoA0GpsABa OT yCUNMA, HO He ce

obnekyasa npu NokoW; OrpaHU4eHn ABKEHUs Ha rppBHaka B caruTanHarta u ppoHTanHaTa paBHUHa; orpaHuyenme B

NOABWKHOCTTA Ha FPBAHNA KOLU B CPABHEHNE C HOPManHUTe CTORHOCTM 3a NONa W Bb3PACTTa; eHTeonatum '

- PEHTreHONOrnYHM KpUTEpUK - KapTUHa Ha cakpouneut > ll-pa crenex Guna'repanno wnw lll-IV-Ta cTenex yHunatepanHo,

PEHTIEHONOTMYHM UIMEHEHUS B NOACEH, TPLAGH W WMEH OTAEN Ha rpbGHaveH cTbn6 '

- HocuTencTeo Ha HLA - B27 aHturen’

- peBmMaTougeH caktop’

" aKTyanHu NOBMLEHYU nokasaTenu 3a aktueHoct (CYE u C-peaktusen npoteu) '

2 OueHkm no ckanu:

Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 24%nm

- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1*

3 | Henosnussare oT npeaxoxaawa 6a3ucHa Tepanusi, NpoBeaeHa B nocrieaxuTe 12 meceua npeau KaHaupaTcTBave 3a

6GuonoruyeH nekapcTBeH NPoayKT:

- Npu ueHTpanHa ¢hopma — npoeepeHa GasucHa Teganvm C Hail-manko ase nocneaosatenHo npunoxenwn HCMBC B

ONTUMAnHK KypcoBe M 403U 3a NoHe 12 MeceyeH nepuoa °;

- npu nepucepHn hopmu - NPOBEAEHO KOMOBUHNPAHOTO neqem«e ¢ HCMBC v cynchacanasuH B onTUManku kypcose u A03un

npea 3a noHe 6 MeceyeH nepuoj npes nocne,qnm'e 12 meceya *

4 Tlunca Ha u3KnyYBawm kpurepum no 1. I *

npunarar ce:

- amﬁymropau NACT OT CNeuManvcT No pesMarTonorva ¢ NOTeLPAEHa AnarHosa;

- OpMrMHanhK GnaMkk NW 3asepenn Konua o1 nabopaTopHu MacneasaHMs. MacneasaHwaTa cneasa Aa Gbaat nposeaeHun B naGoparopus, ckniouuna gorosop ¢ H3OK/P3OK. 3a
[A@BHOCT Ha M3CNeABAHWATA Ce NPUeMa CPOK OT He NoBeve OT 1 Mecel NPe/an NoAaBaHeTo Ha AOKyMeHTUTe B cuoTBeTHata P3OK.

L PEHTTEHOBI CHUMKM MM AWCK 1 OPUIMHANHK (DUWOBE C NUCMEHa MHTEPNPETALMA Ha PEHTTEHONOMMUHUTE U3MEHeHWA OT cneuuanict no obpasHa auarkocTika. Macnepsarmata
cnepea aa Gbaat nposeaeHn B naboparopus 3a 06pasHa AvarHocTUka, cknioduna aorosop ¢ H3OK/P3OK. 3a gaBHOCT Ha M3CNeABaHETO Ce NPUemMa CPOK OT He noseve ot 6 meceua
NPeAN NOAABAHETO Ha AOKYMeHTUTE B ChoTBeTHaTa P3OK.

2 npunarar ce oyeHku no ckana BASDAI unu ASDAS: HeOBX0AUMO @ ABYKPATHO NOTBLPXAABAHE Ha NOKA3aTenuTe 3a noHe 12 cemMM4eH NepUoA 6e3 NPOMSHE B NEYEHUETo; NpunaraT ce u
eusn (huwa, yAOCTOBEPABALLV NPOBEXAAHE HA OLIeHKUTE, C NOCOYeHa AaTa Ha NPOBEXAAHE, NOANKC Ha CNELMANNCTa, MIBLPLIMN OUEHKATa 1 Neyat Ha nexaps/neveBHOTO 3ase/eHue.

npunara ce 3)pasHo A0CHE Ha XPOHMYHO GONeH C NpocreassaHe Ha 3aGONABAHETO OT AMArHOCTULMPAHETO A0 MOMeHTa: aMByNaTopHu NUCTOBE OT NPernean NPpW CNeUManicT pesmaronor,
yaocr: W Ha: " npr [aHe Ha Npeaxoxaalia GasucHa Tepanun 3a noxe 6 MeceueH NepUoA NPes NocneaHuTe 12 Meceua, C OTPa3eHN 403U, CPOKOBE Ha NPUNOXeHWe

"
;“a::rn:::amuo Aa Ce NOCOMBA aKTYyanHo TeNecHo Terno.
ynononpﬂn €@ C NOANKUC Ha CNeuManucTa B NPpUNoXeHne 1 Ha HACTOAWMTE MINCKBAHNA
B. KPUTEPUMU 3A NPOABIMKABAHE HA NEYEHUETO (3AAB/MKUTENHU CA BCUYKU KPUTEPUMN):

3abenexxa: Gonnure cneasa aa GbAaT MOHUTOPUPAHM Ha 12-Ta CEAMMUA OT HAYANOTO Ha NeveHneTo. MNpPU KaHAMAATCTBAKHE 38 NPOALITKABAHE Ha NEYeHNETO Cnea
38BBLPLWEH MbPBU LWECTMEBCEYEH KYPC Ce OCBLLECTBABA HOBA OLIeHKA W 38[LIDKMTENHO Ce NPEeACTaBA MeAUUMHCKATa AOKYMeHTaUMA OT nperneaa Ha 12-ta ceammya

MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

1 | MNoenusaBaHe Ha nokasaTenuTe U 3ajbpXaHe BLB BPEMeTo:
60nKka ¥ OrpaHMYEHI ABMXEHNA B rPBOHAUHUA CTBNB/rPBAGH KoL’ y

- aktyanHu nokasarenu 3a aktusHocT (CYE n C-peaktuseH npoteunH)
2 | CymapHa oueHka Ha nokasarenure:
- TNoHwxeHne Ha BASDAI ¢ 50% OT M3XOAHOTO HUBO W 3aAbPXaHe aba speme'ro (']
- Monuxenue Ha ASDAS c noseye ot 1,3 1 3ajbpXaHe BbB Bpeme'ro

3| Tunca Ha HexenaHu NeKkapcTBeHU peakLu 1 U3KNIYBaLW KpUTEepUM NoT. B U . I °
npunarar ce ambynatopeH NUCT OT CNEUManiCT No PEBMATONOMMA C OTPAleHa CTENeH Ha NOBNUABAHE HA NOKA3ATeNWUTe 1 OPUIMHANHM BNaHKK UNW 3aBepeHi KONWs oT nabopaTopHu
wacneasamma, nposeaeHi B naGoparopus, cknioumna aorosop ¢ H3OK/P3OK. 3a naBHOCT Ha MICNeABAHMATA Ce NPUeMa CPOK OT He noseve OT 1 Mecel| NPean NOAABAHETO Ha AOKYMeHTUTE
8 croseTHata P3OK.
? npunarar ce oueHiu no ckana BASDAI unu ASDAS. Mpu KSHAWAATCTBAHE CNE/A NbPBI LWECTMECEYEH KyPC Ce NPUNAraT: OLeHKa Ha 12-Ta CeAMMUA W OLeHKa Ha 6-TWA Mecel OT HavarnoTo Ha
NEYEHWETO, NPU KAHAMAATCTBAHE 38 NOPEe/eH LWECTMECe|eH KypC Ce NPUNaraT A8e OLeHKW (aKTyanHa W OT NPeAXOAEH WEeCTMECe|eH NePUOA), NpUnaraT ce 1 ABata (uwa, yAoCTosepABaLM
NPOBEXAANE HA OLIGHKWT®, C N10COMEHa AATA Ha NPOBEXAAHE, NOANNC HA CNELMANKCTA, UIBBPLUIAN OLIEHKATA W NeNAT Ha NeKApA/Ne4eBHOTO 3aBeaeHUe.
Jmnmmnmm A& Ce NOCOMBA AKTYANMHO TeNeCHO Terno.
ynomlopun €@ C NOANKMC Ha CNeLUMANNCTA B NPUNOXEHHE 1 HA HACTOAWMNTE NIUCKBAHUA

B. HEXXENAHU NEKAPCTBEHW PEAKLIUW - PassuTueto Ha HexenaHn nexkapcTBeHM peakuum ce NoTBbPXKAABa 4pes NpeacTassHe Ha
ambynaTopeH NNCT OT CLOTBETHUA Npernea unu Konue ot yseaomnexue kM MATN no peaa Ha un. 183 ot 3NMNXM
ragewe, rnasobonve, CBETOBBLPTEX aneprus
noBUWAaBaHe Ha apTepuanHoTo Hansraxe TexKa MHdekuns
XemaronoruiHu (xemorno6uH noa 80g/l, neskountu noa 3500, TpomGoLuTI NOA 90000) W/MNKU GUOXMMUYHIA OTKNOHEHUA CLOBPa3HO
(HapmMakonormyHoTO A0CHE Ha NPOAYKTa

. U3KNIOYBALLWU KPUTEPUW (npu 3anoyBaHe 1 Npu NpoabInkaBaHe Ha NneveHneTo)
1. AKTHBHa U natexTHa TyGepkynosa
2. 0CTBP MM XPOHUMEH BUPYCEH XenaTuT
3. Heonnactuynm sabonssaqma
4. 3acroitna cupedHa HegocTaTsuHocT |l u IV dymHkumoHanen knac no NYHA
5. AnnacTuyHa aHemms, uapasexa rpaHynouuTonenms, Muenodmbposa
6. MHoxecTBeHa Cknepo3a v Apyrv G0NecTH C ABMUeNMHN3ALMA
7.Junca Ha TepanesTuven edexT Ha 12-Ta CeAMMUA CNEA 3aNOYBaHe Ha NeYeHNeTo
8. BpemeHHOCT 1 naxTauus
9. MpekbesaKe Ha TepanuaTa No BUHa Ha GONHWA 3a NEPUOA NoBEYe OT 2 MeceLa
10. Bemousare Ha 30/1 B KNMHUUHO NpoyusaHe. KOMUCUAMA, KOAMO € HasWayuna nevewuemo u wabmodaea 30/, e Onmvxwa Hesabaewo Oa yeedomu Komucusma 3a
excnepmu3au no 4n. 78 e LY na H30K. Tesu 6onwu ce sanuceam & omdenex peaucmup u He ay6am npasomo Cu 3a NPodbLIKAsaHE HA NEYEHUEMO CNed NPUKMIOYeaHe Ha
KNUHUYHOMO NPOyveane Cned aKmyania OueHKa om CNeyUanu3upaHama KOMUCUs

OTroBapsi Ha KpUTEpUUTE 3a neveHne ¢ B Ao3a
noAnuc Ha cneunanucTa
V3UCKBAHUA HA H30K YMEPEH [10 TEXXbK AKTMBEH CEPOMNO3UTUBEH PEBMATOWEH APTPUT, IOBEHWNEH APTPUT, AKTUBEH 1

MPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNIO3UPALL CNOHAUNUT C BUONOTMYHN AHTUPEBMATUYHW NNEKAPCTBEHK
NPOAYKTU HA BOJTHU HAZ 18 FO/IULLIHA Bb3PACT- B cuna ot 1 asryct 2015 roanHa
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE MNPU 3ANOYBAHE U NPOABLIMKABAHE HA NNEYEHUE HA AKTUBEH
TEXbK CEPONO3UTUBEH PEBMATOMAEH APTPUT C RITUXIMAB

Wme: .o P S S O T O B
3abenexxa: MeduyurHckama OokymeHmayus, ydocmosepsieausa 6CeKu 0Om KpUMepuUMme e NocoYeHa ¢ yugppa 8 UHOEKC U 3adbMKUMenHo Npudpyxasa
Hacmoswomo npunoxeHue.

Rituximab e nokasaH 3a neueHve Ha BL3PACTHW NALMEHTU C TEXbK aKTUBEH PEBMATOWAEH apTPUT, KOUTO He Ce MOBNUABAT AOCTATBYHO UK
nMaT HenoHOCMMOCT KbM Apyru Gonect-moauduuMpalun aHTupesmaTtuyHu nekapctea (BMAPJT), BKNIOYMTENHO €AWH UNW noBeye BUAOBE
Tepanus ¢ MHXUBUTOP Ha Tymop-HekpoTuaupawma daktop (TNF) wmunu nHTEpNeBKUHOBU MHXMBUTOPK.

H30K 3annawa nevexue ¢ GUONOrMyHM nekapcTBeHu npoayktu Ha 30J1, npoeexpawy AUCNaHCepHO HabniogeHwe, CbLIMacHo
Hapepn6a Ne 39 ot 2004r. 3a npohMNakTMYHUTE Npernean u AucnaHcepu3auunaTa.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAOBIMHKUTENHU CA BCUYKU KPUTEPUK)
MKB M05.0, M05.1, M05.3, M05.8

1 | CurypHa guarHosa
- ANarHoCTMUMpaH peBMaTonAeH apTpUT C AABHOCT Ha 3abonABaHEeTO 2 2 rOAMHM C HaNM4Me Ha CyTpeluHa CKoBaHoCT > 60
MUHYTM, apTPUT Ha 3 ¥ NOBEYE CTABHYW 30HW, aPTPUT HA CTABM Ha PbLETE, CUMETPUYEH apTPUT Cbe/6e3 Hanuune Ha
peBMaTouaHM B3N '
“6poit 6one3HeHn U OTOYHU CTaByU
- no3uTMBeH pesmatonaeH daktop (RF) '
- PEHTTEHOMOTNYHM UIMEHEHVA, NOTBLPXAABALUN TEXECTTa Ha NATONOTMUHIA NPOLEC 2 |l-pu peHTreHonoruueH crapuii Ha
peBmaTouaeH apTpuT
2 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1
3 | HenoBnuaBaxe ot Apyri GonecT-moAnduUMpaLyy aHTupeBMaTuyHn nekapcrea (BMAPJT), BKNIOYMTENHO @ANH UNKn noseye 3
BWJOBE TEPaNus C UHXUBUTOP Ha TyMop-HekpoTUanpawma caktop (TNF) unu HenoHocMMocT KbM Apyru Guonoruynn EMAPJT
4 | Bonnv, nposexaawm nevexue c Metotrexate 25 mg ceAMUIHO NoHe 6 MeceLa 1 HeNOBNUsAHM OT TepanusTa
5 | Nunca Ha u3knioyBawm kputepuu no . Bu . "
npunarar ce:
- amBynaTopeH NUCT OT CNeUMANICT NO PeBMATONOMSA;
OpurMHanKM 6nankm WK 3aBepeHn KONUA OT NAaBOPATOPHIA MICNeABaHWs, NOTBLPXAABALM aKTUBHOCTTa Ha 3abonmasanero. NacnepsanmuaTa cneasa na Gwaar nposeaenu &
naGopatopus, ckniouuna aorosop ¢ H30OK/P3OK. 3a aBHOCT Ha MICNeABAHMATA Ce NPUeMa CPOK OT He NoBeYe OT 1 Mecey NPean NOAaBAHeTO Ha AOKYMEHTUTe B CboTBeTHaTa
P30K
PEHTTOHOBM CHUMKW WNM AWCK W OPWIMHANHW (MWOBE C NACMEHA WHTEPNPEeTaUMA Ha PEHTTeHONOrMYHWTE M3MeHeHWs OT cneuvanuct no ofpasHa AMarHoCTWKE.
WacnepsanunTa cneasa aa Gwaat nposeaeri B naboparopus 3a oBpasHa anarHocTuka, cknioumna aorosop ¢ H3OK/P3OK. 3a aasHOCT Ha U3CneaBaHeTo ce npuema Cpok OT He
noBeve OT 6 Mecelia NPean NOAABAHeTO Ha AOKyMeHTUTe B cboTeeTHaTa P3OK.
’npumrn ce oLieHkn no ckana DAS28: Heo6x0AUMO @ ABYKPATHO NOTBLPKAABAHEe Ha NoKasaTenuTe 3a noHe 12 ceamuyeH nepuoa 6e3 NPOMAHE B NEYEHWETO, Npunarar ce 1 Asata duwa,
JAOCTOBEPABALL MIPOBEXAAHE HA OLEHKHT®, C NOCO4EHA AATA Ha NPOBEXAAHE, NOANMC HA CMeLMANIUCTA, WIBLPLLAN OLEHKATA U Neuar Ha nekaps/ne4ebHOTO 3aBeaeHne.
npunara ce 3ApasHo A0CHe Ha XPOHMYHO BoneW ¢ npocneassaHe Ha 3abONABAHETO OT AMArHOCTUUMPEHETO A0 MOMEHTa: amGynaTopHW NUCTOBe OT Npernean NP cneuuanuct
Pl!lﬂlmﬂof, yaocT LM Ha: wnr AaHe Ha npeaxoxaauia 6asncHa Tepanus ¢ OTPaseHn 403K, CPOKOBE Ha NPUNOXEHNEe 1 eDeKTUBHOCT.
YAOCTOBEPABA Ce C NOANWC Ha CNeUMANNCTa B NPUNOXeHne 1 Ha HACTORWMTE MINCKBAHNA

B. KPUTEPUM 3A NPOABIMKABAHE HA NEYEHUETO (SAOBI/MKUTENHN CA BCUYKU KPUTEPWUK)

HeoBX0ANMOCTTa OT AONBAHUTENHN KypPCOBE TPAGBA AA CE OLIEHAIBA 24 CeAMMLIM CrIEA NPUKNIONBAHE Ha NPEALeCTBAWMA KypC.
MKB M05.1, M05.2, M05.3, M05.8

1 | Peunaus Ha Gonectra:

*  OTOMHOCT Ha CTaBuTe (CMHOBMAnNEH M3NUB U/MNKU MEKOTbKAaHEH OTOK) U CyTpeluHa CKOBAHOCT — HapacTBaHe
noxe ¢ 50%

=  6poit Ha GonesHeHUTe N OTOUHM CTaBW — HapacTaHe noHe ¢ 50%

= CVYE >40 mm unu CRP - Hap pecepenTHaTa 3a nabopatopusita CTONHOCT ;

2 | Ouenka no ckana Disease Activity Score (DAS28) > 3,2 °

3 | Nunca Ha HexenaHW NeKapcTBeHN peakuMmu 1 M3KNYBalLyM KpuTepun N0 1. Bu . I °

NPWNArar ce: aMOyNaTopeH NWCT OT CBLMANVCT N0 PeBMATONOMA C OTPa3eHa CTeneH Ha NoBNMABaHe Ha NOKA3ATeNuTe U OPUIMHANKM GNaHKM NN 3aBEPEeHN KONWA OT NaBOpaTopHI
W3cneaBanMn, OCbUleCTBeHM B nabopatopus, ckmouuna aorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha WICNeABAHMATA Ce NpUeMa CPOK OT He noseve OT 1 Mecey Npeau NoaasaHeTo Ha
AOKyMeHTUTE B ChoTBeTHaTa P3OK

'npmrn e oueHm no ckana DAS28: ot nocneanuTe 28 AHKM 1 OT 12-Ta CeAMMUA OT HAYANOTO Ha NEYEeHWETO, NPUNAraT ce U ABaTa MUWa, YAOCTOBEPABALM NPOBEXAAHE Ha OLeHKUTe, C
NOCOMEHA AaTa Ha NPOBEXAAHE, NOANKC Ha CMIeUMANICTa, MIBBLPLWMN OLEHKATA 1 Nevar Ha nexaps/ne4eGHOTO 3aseaeHve.

3aALIKATENHO Aa Ce NOCOYBA AKTYanHO TENecHo Terno.

? yAOCTOBepPABA Ce C NOANMC Ha CNEUMANICTa B NPUIOXeHHE 1 Ha HACTOAUMTE HINCKBAHNA

B. HEXXENAHW NEKAPCTBEHWU PEAKLIUMN - Passutveto Ha Hexenary nexkapcTeen peakui Cipamo 60necTonpoMeHaLL aHTUPEBMATUYEH NeKapCTBeH NPoaYyKT
Ce NOTBbPXAaBa Ypes NPeACTaBAHe Ha aMByNaTopeH NUCT OT CLOTBETHWA NPernea K Konue oT yseaomnexue keM UAJI no peaa Ha un 183 ot 3/INXM
raaewe, rnasobonue, CBETOBbLPTEX aneprus
noBuwWasaHe Ha apTepuanHoTo HansraHe TeXKa UHDEKUMs
xemaronoruyHu (xemornobux noa 80g/l, neskouyuTi nog 3500, TpomBouuTh noa 90000) W/unu GUOXMMUYHKM OTKNOHEHMS CbOBPa3HO hapmMakoNorMyHoTO
AOCHe Ha NpoaykTa

F.U3KMIOYBALLM KPUTEPUWN

1. AKTUBHM, TEXKM MHDEKLUN

2 [aumeHT! B TEXKO MMYHOKOMNPOMETUPAHO CbCTORHUE

3 Texka cbpAeuHa HepocTaTbyHoCT (knac IV NYHA)

4. Passutve Ha Geneau Ha nporpecuBHa MynTucdokanka neskoeHuedanonatus

5. BOnHM ¢ 6poit Ha HeyTpodMnHUTe rpaHynounTi < 1,5 x 10”1 wunu 6poit Ha TpomBouuTuTe < 75 X 10°1

6. JNuua nop 18 roguwwHa Bb3pact.

7. Nunca Ha TepanesTWueH edbekT Ha 12-Ta CeAMMUA CNEA 3anouBaHe Ha NEeYeHMeTO (HenoBnMABaHE NPOABLMKUTENHOCTTA Ha CyTpelHata
CKOBAHOCT; NepCUCTUpaHe Ha CTaBHUA OTOK, Henosnussaxe 6pos Ha GonesHeHnTe W/unu OTouHUTE cTasu; Henosnuseaxe Ha CYE u CRP)

8. BpemeHHoCT 1 nakrayus

9. BkniousaHe Ha 30J1 B KNMHUYHO NpoyuBaHe. Komucusima, KoAmo e HasHayuna neyexuemo u Habniodasa 3071, e OnbxHa HesabasHo da yeedomu
Komucusma 3a excnepmusu no 4n. 78 e LIY wa H30K. Tesu GonHu ce 3anuceam 6 omoeneH pesucmup U He eybsm npasomo cu 3a
NpodbnXasaHe Ha NeYeHUeMo Cred NPUKNKYeaHe Ha KIUHUYHOMO NPoyeaHe Cned akmyasHa oueHKka om cneyuanu3upanama KOMUCUS

OTroBaps Ha KpUTepUUTe 3a NneYeHue ¢ B AIHeBHa no3a

noanuc Ha cneuwanucra:

W3NCKBAHWA HA H30K YMEPEH [10 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, lOBEHUNEH APTPUT, AKTUBEH 1
g NPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNIO3WUPALL CNIOHAWIUT C BUONIOMMUYHN AHTUPEBMATUYHU NEKAPCTBEHW
$ NPOAYKTN HA BONIHW HAZL 18 FTOAULLHA Bb3PACT- B cuna ot 1 asryct 2015 roguHa
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I. NEYEBHO-ANATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW MPOAYKTW, Bkniovenn B lMpunoxenne 1 Ha MIIC, kouto H3OK s3annawa B cwLOTBETCTBME C AedcTBawure
HOPMaTUBHU AOKYMEHTH.

INN MKB AO3A

M05.0, M05.1, M05.3,
MO05.8; M07.1, M07.2,
MO07.3; M08.1, M08.3,
ADALIMUMAB MO08.4; M45.0, M45.1, = 40 mg npes ceammua
M45.2, M45.3, M45.4,
M45.5, M45.6, M45.7,
M45.8

M05.0, M05.1, M05.3,
M05.8; M07.1, M07.2,
MO07.3; M08.1, M08.3,
ETANERCEPT MO08.4; M45.0, M45.1,

! M45.2, M45.3, M45 4,
M45.5, M45.6, M45.7,

= 50 mg eavH NbT ceAMUYHO

M45.8
M05.0, M05.1, M05.3,
M05.8; M07.1, M07.2, * Npy 3anoyBaHe Ha nevexue — nbpsu mecel 1200 mg (Ha 0,2 mn 4
MO07.3; M45.0, M45.1, ceaMuUM — 2 NbTh AHeBHo no 200 mg)
CERTOLIZUMAB M45.2, M45.3, M45.4, * nopAbpxawa aosa — 200 mg Ha Bcekn 2 ceamuLmn
M45.5, M45.6, M45.7,
M45.8
MO05.0, M05.1, M05.3,
MO05.8;
MO07.1, M07.2, M07.3;
GOLIMUMAB M45.0, M45.1, Md5.2, * 50 mg eAuH NbT MeceyHo
M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8
* NpU 3anoyBaHe Ha neveHue:
M05.0, mgg; M03.3, — 3 mg/kg uHTpaBeHo3Ha WHdyaus Ha 0, 2 n 6 ceamuum 3a MOS
MO7.1 M07‘2' MO7.3: — 5 mg/kg uHTpaBeHo3Ha uHcpyaus Ha 0, 2 n 6 ceamuum 3a MO7
INFLIXIMAB M45.0, M45.1, M45.2. — 5 mg/kg uHTpaBeHo3Ha uHyaus Ha 0, 2 n 6 ceamuum 3a M45

* noaAbpXKawa aosa:
— 3 mg/kg MHTpaBeHO3Ha UHAy3nA Ha Bcekn 8 ceamuum 3a MO5S
— 5 mg/kg uHTpaBeHo3Ha UHy3nsa Ha Bceku 8 ceamuum 3a MO7
— 5 mg/kg MHTpaBeHo3Ha UHy3nsa Ha Bceku 6-8 ceamuum 3a M45

M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8

MO05.0, M05.1, M05.3,

TOCILIZUMAB MO05.8: = 8 mg/kg UHTPaBEHO3HA UHDY3NSA eUH NbT MECEYHO (MaKCUMYM

MO8.2, M0.3, M0B.4 800 mg)
= PW 3anoYBaHe Ha nevyeHue — NbpBU mecely 45 mgHa O n 4
USTEKINUMAB MO07.1, M07.2, M07.3 ceAmMuLM
* nopAbLpPXauwa nosa — 45 mg Ha Bcekun 12 ceammum
RITUXIMAB M05.1, M05.2, M05.3, = TepaneBTUHUAT KYpC Ce CbCTOM OT 2 UHTPABEHO3HU NHAY3UK
MO05.8 no1000 mg npes3 14 axu
2. NPOCNEASABAHE:
INN NPEOWU 3ANOYBAHE* KOHTPO/ Ha Bceku 6 meceua”
ADALIMUMAB,
ETANERCEPT, MKK c KK, CYE, CRP, ASAT, ALAT, xenatuThu

Mapkepu, pesmatonaeH akrop*
ggﬁ:&& k'gl Ll peHTreH Ha 6an Apo6, peHTreH Ha ctaBn™
)

INFLIXIMAB Ty6epkynuHosa npoba***

MKK ¢ IKK, CYE, CRP, ASAT, ALAT, xenatutHu
USTEKINUMAB MapKkepu, ypes, KpeaTuHuH, pesmaTomne: chakTop*
peHTreH Ha 6sn Apo6, peHTreH Ha cTasu
Ty6epkynuHosa npoba***

MKK ¢ AKK, CYE, CRP, ASAT, ALAT, xenatutHu
MapKepu, XonecTepon, TPUIMUUEPNAN, peBMaTouaeH
TOCILIZUMAB chakTop*

peHTreH Ha 6sn Apo6, peHTreH Ha ctaBn**
Ty6epkynuHosa npoba***

MNKK ¢ [IKK, ASAT, ALAT, xenaTuTHu mapkepu,
RITUXIMAB peBmartouaeH aktop*

peHTreH Ha 6sn Apo6, peHTreH Ha ctaBn**
Ty6epkynuHosa npoba***

MKK ¢ OKK, CYE, CRP, ASAT, ALAT

* NpunaraT ce OPMrMHaNHK GNAaHKN UNW 3aBEPEHN KONWA OT NABOPATOPHN WACNEABAHVA, NOTBLPKAABALLM AKTUBHOCTTA Ha 3a0ONABAHETO, VIaCNeABAHNATA CNeABa Aa GbAAT OCHLIECTBEHM B
nabopatopus, cknouuna aorosop ¢ H3OK/P3OK. 3a aasHOCT Ha MacnefBaHUATA Ce NPUeMa CPOK OT He Noaeve oT 1 MeceL NPeau NOAABAHETO Ha AOKyMeHTUTE B ChoTeeTHaTa P3OK.

** 3a0LNKNTENHO Ce NPUNAraT PEHTIEHOBM CHUMKN MM MCK 1 OPUIMHANHM (DUIOBE C NUCMEHA UHTEPNPETALMA HE PEHTTEHONOMMYHATE WAMEHEHWS OT CNeLUManicT No 06pasHa AUarHocTuka.
WacnepsanmsTa cnepsa aa Gwuaar ocuwecteenu B nabopartopun 3a obpava AuarHocTuka, ckmoumna aorosop ¢ H3OK/P30K. 3a 4aBHOCT Ha MACNeABAHETO Ce NPUeMa CPOK OT He noseve ot 6
Meceua Npean NOAAaBaHETO Ha AOKyMeHTUTe B ChoTeeTHaTa P30OK.

*** npunara ce opuruHania Gnanka ¢ pesynrat ot nposenena ryGepkynuHosa npoba.

W3NCKBAHWSA HA H30K YMEPEH [10 TEXXbK AKTUBEH CEPOIMO3UTUBEH PEBMATOUAEH APTPUT, OBEHWUNEH APTPUT, AKTUBEH U
P& NPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNIO3UPALL CNIOHAUANT C BUONOTNYHWU AHTUPEBMATUYHW NNEKAPCTBEHMN
NPOAYKTU HA BONHW HAZ 18 TOAWLLHA BL3PACT- B cuna ot 1 aeryct 2015 roguna





[image: image10.jpg]3a6enexka: Mpu 30J1, HeoTroBapsALm Ha BUONOrMYHO NEeYeHne UnNu Npu NosiBa Ha HeXenaHu NekapcTBeHn peakuuu
cnpsamMo B1onoruyeH NekapcTBeH NPOAYKT, NeYeHNeTo cneasa Aa NPOALIKNA C KOHBEHLMOHANHU CUHTETUYHN BonecT-
MOANdULMPALLM @HTUPEBMATUYHN NEKapPCTBEHM NPOAYKTY.

Mpn HeobxoAMMOCT U MeauUMHCKN nokasaHua 30J1 Moxe Aa KaHAMAATCTBa 3a CMsHA Ha GUonoryeH nekapcTeeH
NPOAYKT MO KpUTEpUUTE 3a 3anoysaHe Ha nevenue c Apyr BIM u cnea natuyaHe Ha cpoka Ha NocneaHus yTBbPAEH
npotokon. B To3n cnyvail, Npu KaHAWAATCTBaHE 3a 3anoyBaHe Ha neveHue ¢ Apyr GuonoriyeH nekapcTeeH NpoaykT
30/1 npunara opuriHan Ha npeaxoAHUs NPOTOKON C OTPa3eHNUTE HasHAYeHUs No Hero.

Il. OB U3UCKBAHUA

1. Br3pacToBara rpaHuua ce U34UCNsBa B HaBbLPLUEHWU FOAUHU - T.e. BKIIOYUTENHO KbM AaTtaTta Ha u3jaeaHe Ha npoTokona ot
creuunanuaupaHaTa KOMUCHS.

2. MNpu Ha3HayaBaHe Ha Tepanusi NO NPOTOKON 3aAbIKUTENHO Ce Cbobpa3siBaT Bb3PacTOBUTE OrpaHUYEeHUs, CbITIacHO KpaTkata
XapakTepucTuka Ha CbOTBETHUSA NekapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3/1MXM.

3. H30K He 3annauya neyeHne U3BbH ykazaHata Bb3pactoBa rpaHuLa B kpaTtkata xapaktepuctika Ha npoaykra.

4. H30K He 3annalua neyexue ¢ 4031 Haj MakCUManHo paspeLueHnTe Nno KpaTka xapakTepucTika Ha npoaykTa.

5. B cnyyan Ha HacTbnuna nopo3vpaHa HexenaHa nekapcteeHa peakuus, nekapst ysegomssa WMAJI no pepa Ha un. 183 ot
3NMNXM. Konue ot cbobLieHneTo ce npunara KM MeauUMHcKaTa gokymeHTaums Ha 30J1 npu kaHamaaTcTBaHe 3a neyeHue.

6. MPU CNELUMAINUCTA, cbrn. un. 158 B, 1. 1 ot HP[l 3a meauumHckute aenHocty 2015 r. (o6H. 1B 6p. 6 ot 23.01.20151.),
Ha 30J1, Ha KOMTO ca W3AaBaHW MPOTOKONM MO Peaa Ha HacTosWUTEe W3UCKBAHWUS, CrieaBa fAa ce npunarat BCUYKM
Heo6X0AMMM AOKYMEHTW Kato: ambynaTopHUTE NUCTOBE OT W3BBLPLUEHUTE NPerneau, BTOPUAT ek3emnnsp OT uspaaeHuTe
NPOTOKONM, KOMUSI OT ENUKPWU3W, eKCNepTHU CTAHOBULLA W APYrU AOKYMEHTW, KOUTO Ca OCHOBaHWE 3a M3aasaHe Ha npoTokorn,
BCMYKWA M3WUCKBALLW CE M3CNeABaHWsA, KONWe OT NPUNOXeHUe 1 Ha HaCTOAWMUTE W3UCKBAHMA NOMBIIHEHO MO CbOTBETHaTa
TOYKa, NOANUCAHO OT CneyuanucTa, uagan npoTtokona.

Hacmosiwume usuckeaHusi ca paspabomeHu Ha ocHoeaHue 4n. 56 om HayuowaneH pamkos 002080p 3a MEOUYUHCKUME
deliHocmu 3a 2015 2oduHa (06H., B, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 aszycm 2015 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annaujaHe Ha nekapcmenu npodykmu o yn. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume npodykmu 6 XymaHHama mMeduyuHa, Ha MeOuYuHCKu u3denusi u OUeMUYHU XpaHu 3a crneyuanHu

meduyuHeku yenu (06H., B, 6p. 31 om 2007 2.).

o VBUCKBAHWA HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPONOBUTUBEH PEBMATOUAEH APTPUT, IOBEHWUNIEH APTPUT, AKTUBEH W 10
g, NPOTPECUPALL NCOPUATUYEH APTPUT N TEXXbK AKTUBEH AHKWNO3WPALL CNOHAUMWUT C BUONOrMYHU AHTUPEBMATUYHW NEKAPCTBEHN
NPOAYKTW HA BONHW HAZ, 18 FOAVLUHA Bb3PACT- 8 cuna ot 1 asryct 2015 roauHa
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AEKNAPALUA 3A UHOOPMUPAHO CBIMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

crea kato Ce 3anosHax C Usnata Mu MpeAocTaBeHa WHGOpMauMs W LenTa Ha eYeHueTo C neKkapcTBeHus
NPOAYKT st el ionsas hssrosissnntsiol R R [ R BRI AR 1 Cnej KaTto nonyyux uadepnatenHu OTroBOpU Ha
NOCTaBEHUTE OT MEH BLNPOCH, AeKnapupam ye:

1. WHcopmupaH CbM 3a 0TKa3 OT MaiuMHCTBO / BaLMHCTBO NO BPEME Ha NPOBEeXAaHe Ha feveHue C ropernocoyeHns

neKkapcTBEH NpOoAyKT. f

AA HE

LLle cnassam npenopbyaHaTa M1 CXema Ha fedeHne 1 NepUoANYHOCT Ha KOHTPONHUTE nperneau.

3. PepoBHo we ce ﬂBﬂBaM'Ha KOHTPOMHW Mpernean W HAMa fa NPOMEHSIM CaMOBOMHO WNU MOA APYro BHyLEHWe
HasHayeHaTa Mu Tepanus.

4. Mpw npeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHIA, HENPOU3TUYALLM OT pelueHneTo Ha KomucuaTa sa ekcneptusn B P3OK
wiunn Komucusita no un. 78, 7.2 ot 330, we yBepoms HezabaeHO nuuHus cu nekap u P3OK u we BbpHa B P3OK
nocneaHNs NPOTOKO, NO KOWTO CbM nonyyasan/a nekapcTeeHus NPoAyKT.

5. Mpu HecnasaHe Ha NOCOMEHUTE YCMOBUS NEYEHWETO MW C YNOMEHaTUsi nekapcTBeH npoaykT we Gbae npekparteHo u
HAMa Aa umam npeteHunum kem H30K.

[fara:..

NPOrPECUPALLY NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3WPALL CNOHAWNNT C BUONOMMYHU AHTUPEBMATUYHWN NEKAPCTBEHU
NPOAYKTU HA BOJIHU HAZ 18 FTOJIULLIHA BBL3PACT- B cuna ot 1 asryct 2015 roavna

i W3NCKBAHWA HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOUAEH APTPUT, IOBEHWIEH APTPUT, AKTUBEH U 11
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EKCNEPTHO CTAHOBMLLE
CMEUMATIU3UPAHA KOMUCUA KbM
Cb3pnaneHa cbe 3anosen Ne..../.......

HNee il il r. KOMUCHSATa 3a U3BBPLLUBAHE Ha eKcnepTh3a Ha BONHN C ...............,
B cueras:

Mpepceparen Ha komucusTa:

YneHose:

1

2

3.

W3BbpLUM MEAULIMHCKMA Npernej Ha:

R A T T e 1 D
Anpec:

[wvarHosa:

Mpuapyxasalum 3abonsiBaHus:

W u3nckeBallaTta ce meanumHcka AoKyMeHTauus, yCTaHoBK:

|. AHAMHECTWUYHIM AaHHWM, NOTBBPAEHN B NpUAPYXKaBallaTa MeauLMHCKa AokyMeHTaums (ambynaTtopHn nuctose, JTAK,
enukpuam v ap.):
1. lebtoT Ha 3abonsBaHeTo:
2. EBonioums v xon Ha 3abonsiBaHeTo:
Il. MuHanu 3abonssaHus:
IIl. ®amunHa obpemeHeHoCT:
IV. ComaTiyeH 1 nokaneH craryc:
- Terno(saabmkutenHo aa ce Nocoysa akTyanHo TenecHo Terno) =
V. OueHka Ha npoBefeHaTa npeaxoaHa 6asncHa Tepanus, NoTBbpAeHa C MeauUMHCKa AOKyMEeHTauns:
1. JekapctBeH npoaykT
2. [losa/cxema Ha npunaraxe
3. CpokoBe Ha npunoxexue
4. EdpekT OT npunoxeHara tepanus
VI. CurypHa anarHo3a u akTUBHOCT/TEXeCT Ha 3abonssaHeTo:
1. PeHTreHoBW AaHHW, NOTBBbPXKAABALLW AnarHosaTa:
2. PesynTart OT NnpoBe/eH peBMaToneH akrop:
3. Na6opatopHu nacneasanus (MKK ¢ KK, CYE, CRP, TpaHcamuHasm):
4. OueHka no ckana (BAS28; BASDAI; ASDAS):
5. Tyb6epkynuHosa npoba v peHTreHorpadus Ha 6sn apob 3a uskniousare Ha TBC npouec:
6. PesynTaTv OT NpoBeAEHN XenaTuTH Mapkepu:
VII. Hanu4ue Ha naknioysaLum Kputepuu:
VIII. O6cwbxaaHe:
IX. BaknioueHue:

C noanuca cu NOTBbPXAABAME. ......................
MNpepceparen:

UneHose:

1

2

3.

NPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKWNO3WUPALL CNIOHAUANUT C BUONOrMYHN AHTUPEBMATUYHU NEKAPCTBEHN
NPOAYKTW HA BONHWU HAZ 18 FOAULIHA BL3PACT- 8 cuna ot 1 asryct 2015 roguna

$ WBUCKBAHWA HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, KOBEHUNEH APTPUT, AKTUBEH 1




