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U3UCKBAHUA HA H30K
NPU NEYEHUE HA
YMEPEH O TEXBK AKTUBEH
CEPOINO3UTUBEH PEBMATOULOEH APTPMUT,
AKTUBEH FOBEHUJIEH APTPUT,
AKTUBEH U NPOIrPECUPALL NCOPUATUYEH APTPUT U
TEXBK AKTUBEH AHKUJTO3UPALL CMOHAOUIINT
C AHTUPEBMATWUYHU NNEKAPCTBEHW NMPOAOYKTU
HAO 18 TOOULWLHA BB3PACT

B N3SBBbHBOJIHUYHATA NMOMOLL



U3NCKBAHUA HA H3O0K
NP U3OABAHE HA MPOTOKONU 3A NMPOBEXAAHE HA NNEYEHWUE HA YMEPEH [10 TEXBK AKTUBEH
CEPOMO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH FOBEHUINEH APTPUT, AKTUBEH U NPOIPECUPALL
NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUITO3UPALL CMOHAUINMUT C AHTUPEBMATUYHU
JIEKAPCTBEHU NPOOYKTU HA BOJIHU HAL 18 TOOAULLIHA BB3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Baricitinib,
Ustekinumab, Secukinumab, Rituximab)

MpoTokonMbT Ce u3hasa OT cneuuanuavMpaHa KoMUCUsi B nedebHW 3aBedeHUs 3a 60ONHMYHA MOMOLL, CKIOYUNU
porosop ¢ H30K 3a usnbnHeHue Ha AmGynatopHa npouedypa Ne 38. Cneuvanu3vpaHute KOMWUCUM, BKMKOYBALLM
CrMeumanvucTy ¢ Kog Ha cneumnanHocT 20 — peBMaTonorus, ce Cb3aasaT CbC 3anoBes Ha AUPEKTopa Ha crieaHuTe N3: YMBAN
,CB. MBaH Punckn" - rp. Cocbusa, YMBAJ1 ,Kacnena" - rp. Mnoeaue, YMBAJ1 ,Cs. MapuHa” - rp. BapHa, YMBAT ,CeeTu leopru“ —
rp. Mnosaus, YMBAI ,Feopru Ctpaxcku® — rp MNneseH, YMBAJ ,Codusimen” — rp. Codus.

. PEQ 3A YTBbPXOABAHE U 3ABEPABAHE HA MPOTOKOJIUTE

MpoTokonu 3a 3ano4YBaHe Ha nevyeHune
MpoTokonu 3a MbpPBO NPOABIMKEHNE Ha TepanusTa
MpoToKoNM Npy NPOMSHA (MOBULLIABAHE) B JO30BUSA DEXVM UNW CMSIHA Ha TepanusTa

= [TonbnHEHO M NOANUCAHO NPUNOXeHue 1 — nucT 3a onpeaensHe Ha KputepuuTe

= MeauumHcka AOKYMEHTauusa C MPUNoXeHun BCUYKKU HeoOxoauMu nokasaTenu u
cneunanusnpaHa n3crneaBaHus no npunoxexHue 2

KOMUCHUA = PeweHue Ha cneyumanuivpaHa KOMUCUSA C siCHA MeAUUMHCKa MOoTuBaumsa 3a
3arno4yBaHe Ha TepanuaTa (I'IOOI'IUC&HO Oom 8CUYKU 4lleHose Ha creyuanu3upaHama

Komucus)
= ‘TIpoToKON 3a NpeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30K” — o6p. M3

-H30K
Komucusi no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K "l BP30OK

HPOTOKOJ‘M 3a npoabinKaBaHe Ha nevyeHue

= [onbHEHO U NOANNCAHO NpPUIOXeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepunTe
= MeauumMHCKa AOKYMEHTAUWS C MPUMOXEHU BCUYKM Heobxoaumu nokasaTtenu u
n3crefBaHus no npunoxexue 2

cneunanuanpana .| = PelleHue Ha cneumanuavMpaHa KOMMCHUA C ACHa MEAWLMHCKA MOTUBaUWS 33
KomMucust 7| 3anouyBaHe Ha TepanusTa (ModnucaHO OM 8CUYKU YJleHOse Ha creuyuanu3upaHama
KoMucusi)
= “lpoTokon 3a npeanuceaHe Ha nekapctaa, 3annawanu ot H30OK/P30K” — o6p. M3
-H30K

v

3aBepka Ha npoTokona
B P30K

Il. OBLLUM NONOXEHUA

1. 30J1 nogaBa nogroTBeHuTe fokyMeHTu B P30K, Ha TepuTopusiTa Ha KOSITO € Hanpasuno usbop Ha OIJ1. [lokymeHTUTe
BKIHOYBAT:

1.1 3asBneHue no [upektopa Ha P3OK

1.2 MonbnHeHo U nognucaHo npunoxeHue 1. MNonbnBa ce Mo CbOTBETHATa TOYKA M Ce npunara oTpaseHata B LMdpos

WHAEKC MeAMLMHCKA JOKYMEHTaUMs, yA0CTOBEPSBALLA BCEKN €AUH OT KputepumuTe.

1.3 MbnHUAT Habop uscneaBaHus (HU3NKaNHU, UHCTPYMEHTanNHW 1 nabopaTopHu), OTPa3eH B NpUrioxeHue 2.

1.4 “Mportokon 3a npeanucBaHe Ha nekapcTtBa, 3annawadu ot H3OK/P30OK’ — o6p. M3-H3OK, wusgageH ot
cneunanuanpaHa komucusi B nevyebHu 3aBseaeHus 3a 6onHuyHa nomody, pabotewy no gorosop ¢ H3OK. lMpunara ce opurrHan Ha
npoTokona, a Mpu KaHAWAaTCTBaHE 3a NpoAbIKaBaHe Ha Tepanusita ce NpeacTaBs OpUTMHAN Ha NpPeaxofHWA NPOTOKON C
OTpas3eHn BCUYKU HA3HaAYEHWS MO Hero.

1.5. PelleHue Ha cneumanuaupaHa Komucus ot nedyebHo 3aBedeHune — usnbnHuTen Ha AmbynaTtopHa npoueaypa Ne 38
,OnpeaensiHe Ha NnaH Ha NevYeHne U MpocrnesiBaHe Ha TepaneBTUYHUS OTrOBOP MPU NauWMeHTU, nornyyasalyy CKbnoCTPpyBalum
nekapcTBEHW NPOAYKTU No peda Ha un. 78, an. 2 330" - 6n. M3-H30OK Ne 13.

1.6 Oeknapaums 3a uHcpopmMmpaHo cbrinacue no obpase (npunoxexue 3)

2. P30OK npuema pokymeHTUTE Mo T. 1 cnep cnpaBka OTHOCHO 34paBHOOCUTypUTenHusi ctatyc Ha 30/1.

3. MbpBUAT M BCeKkM crieaBall NPOTOKON ce u3gasar 3a nepuon Ao 180 gxum.

4. OnNUCaHUAT NbJIEH KOMMNIIEKT AOKYMEHTU Ce U3UCKBA B Crliy4YauTe, Npu KOUTO € ykazaHa Heo6XoOouMMOCT OT pelueHue Ha
Komucusita no un. 78, 1. 2 or 330 B LJY Ha H3OK.

M3UCKBAHUA HA H3OK MPW NEYEHME HA YMEPEH O TEXbBbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH FOBEHUNEH 2
APTPUT, AKTUBEH W MPOrPECWUPALL MCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKWNO3WUPALL CROHOUNWT C AHTUPEBMATWUYHU
NEKAPCTBEHW NPOAYKTU HAL 18 TOOULLHA Bb3PACT - B cuna ot 15 mait 2019 roguHa
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- JINCT 3A ONPEOENSAHE HA KPUTEPUUTE MPU 3ANOYBAHE U NPOABIMKABAHE HA NEYEHUE HA YMEPEH 10
TEXBK CEPONO3UTUBEH PEBMATOUAEH APTPUT C NEKAPCTBEHU NPOYKTHU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Baricitinib)

Ume: ErH

3abenexka: meduyuHckama OokymeHmauus, ydocmoeepseawa 6Ceku Om Kpumepuume € nocoYeHa ¢ yugpa & uHdekc u 3a0bmKumenHo npudpyxaea
Hacmosiujomo npusioxeHue.
BMONOrMYHUTE NEeKapCTBEHU NPOAYKTYM Ce Npunarat Kato BTOpa IMHUA Ha NeyeHue, koraTo nbpsara NuHus e Guna HeycnelHa unv NauMeHTsT He A NoHacs.
H30K 3annawa neyeHue ¢ GUONOrUYHM NekapcTBeHu npoaykTu Ha 30/, nposexaaly AMCNaHCepHO HabnogeHue.
A. KPUTEPUN 3A 3ANOYBAHE HA NEYEHUETO (SAOBIMKUTENTHU CA BCUYKU KPUTEPUN)

MKB M05.0, M05.1, M05.3, M05.8

1A | CurypHa auarHo3a — Hanuume Ha 4 1 NoBeYe KpUTEPUN OT CNeAHUTE 7, CbrnacHo AMepukaHckus konex no pesmaronorust (ACR)
1987r.

= CcyTpeLuHa CKOBaHOCT, MPOAbxasalla noseye ot 60 MuHyTH

= apTPWT Ha 3 1 NOBEYE CTaBHU 30HM

*  apTPWT Ha CTaBW Ha pbLETE;

"  CUMETpU4YEH apTpuT

*  peBMaToWAHU B3NN

= Hanuune Ha peBMaTouAeH hakTop

*  DEHTIEHOBW JaHHV 33 PEBMATOUAEH apTpUT '

1B | PeHTreHoBM AaHHM 3a 2 Il PEHTFEHOMOTMYEH CTaaui Ha PEBMaTOMAEH apTpuT |

2 | OueHka no ckana Disease Activity Score (DAS28) > 5,17

3 HenosnusBaHe OT Npeaxoxaawa 6asucHa Tepanusi ¢ ABa cuHTeTUYHU BMAPJT (MeToTpekcaT, necdnyHomua, cyndacanasux - 3
g/BHEBHO M Ap. KATO MOHOTEPANUsA Unu komGuHMpPaHa Tepanus ¢ IK) B onTumanHu Kypcose 1 403n 3a noHe 6 MeceyeH nepuon 3a
cuHTeTnueH 6Gonect-moauduumpauw NN, 3agbmxuTenHo e efHoTo cuHTeTUYHO BMAPJT oT nposeseHaTa 6asucHa Tepanus 4a e
6uno MeToTpekcaTt npu ceamuyHa fosa 20 mg 3a noHe 6 MeceyeH nepuoj. B cnyyaute Ha NpoOTUBOMOKa3aHUA (UK paHHa
HEeNnoHOCMMOCT) 3a nedexune ¢ MTX, KaTto YacT OT MbpBa NUHUA Ha TepanesTUYHaTa cTpaTerks ce npuema nposejeHa Tepanus C
NednyHomug unu CyndpacanasuH B ONTUMaIHW KypcoBe U 4031 3a NOHe 6 MeceyeH nepuoa. 9

4 Nunca Ha usknoyBawm kputepun no 7. I °

npunarar ce:
- vt 3a aucnancepHo HaBniopeHve’ (6n. M3-H30K Ne 9) ¢ noTebpaeHa AnarHoaa; NonbrHeHa Tabnuua 2 OT MPUMOXeHNe 2 1 OPUrMHANHM GnaHKu iy 3asepeHn konus oT nadopaTopHy
M3CneABaHMs, NOTBLPXAABALLM aKTUBHOCTTa Ha 3abonseaHeTo. MacneasaHusTa cneasa Aa 6baar nposederu B nabopatopus, cktoumna porosop ¢ H3OK/P3OK. 3a aasHocT Ha uscneasanusta
ce npuema CpoK OT He noseye OT 1 Mecel| Npeau NOAaBaHETo Ha AOKYMeHTUTe B CboTeeTHaTa P3OK
" PEHTreHOBU CHUMKM MMM OWUCK 1 OPUTMHANHKU (PUIOBE C NUCMEHA WHTEPNPETaLWA Ha PEHTTEHOMOMYHUTE M3MEHEHNA OT CrieumanucT no obpasHa AvarHocTuka. MscneasaHusTa cneasa Aa
6baaT ocbLecTBeHW B nabopatopus 3a obpasHa AuarHocTvka, cknouuna gorosop ¢ H3OK/P3OK. 3a nasHOCT Ha uscneasaHeTo ce npuema Cpok OT He noseye oT 6 Mecela Nnpeav NoAaBaHeTo Ha
LOKyMeHTUTe B cboTBeTHaTa P30OK.

npunarar ce oueHku no ckana DAS28: HeoGXOAMMO € ABYKPaTHO MOTBbPXAABAHE Ha nokasaTenuTe 3a rnoHe 12 ceamuyeH nepuoa Ge3 MpoMsHa B NeYeHWeTo; npunarar ce v Asara duwa,

AOCTOBEPABALLN NPOBEXAaHe Ha OLUeHKUTe, C NOCoYeHa AaTa Ha nposexaaHe, Nnoanuc Ha cneymanucTa, U3BbpLIMN OUeHKarta u neyar Ha neKapsa/neqe6H0To 3asefieHve.

npunara ce 34paBHO AOCME HA XPOHUYHO GOMeH C npocrneassaHe Ha 3abONABAHETO OT AMArHOCTULMPAHETO A0 MOMEHTa: amMBynaTopHu NWUCTOBEe OT Mperneav npu cneunanuct
PeBMaTonor, yA0CTOBEPSBALLM HA3HAYaBaHE U NPOBEXAAHE Ha Npeaxoxaalla 6asncHa Tepanus C 0TPa3eHn 4031, CPOKOBE Ha MPUIOKEHWE U ePEKTUBHOCT
3aabAXUTENHO fa Ce NOCOYBa aKTyarHo TENecHo Terno.

yaoocToBepsiBa ce € noanuc Ha cneuuanucra B NpunoxeHue 1Ha HacCToAWMUTE N3UCKBAHUA

B. KPUTEPUU 3A MPOOBIMKABAHE HA NNEYEHUETO (SAOBIMKUTENHU CA BCUYKU KPUTEPUN):
3abenexka: BonHute cneasa ga 6bhaT MOHUTOPUPaHM Ha 12-Ta ceAMMua OT HavanoTo Ha nedveHueTo. lNpu kaHAWAaTCTBaHE 3a NPOAb/IXaBaHe Ha
NEYEHWNETO Cnep 3aBbpLLIEH NbPBU LLIECTMECEYEH KypC Ce OCbLUEeCTBABa HOBa OLEHKa 1 3aAb/MKUTENHO Ce NpeacTaBa MejuunHcKaTa AoKyMeHTauus OT nperneja Ha
12-Ta cegmuua.
MKB M05.0, M05.1, M05.3, M05.8

1 MoBnusBaHe Ha nokasaTtenure:

* OTOYHOCT Ha CTaBWTe W CyTPeLUHa CKOBAHOCT — HaMansBaHe ¢ noHe 50% v 3aabpxaHe BbLB BPeMeTo

= Opoii Ha Bones3HeHUTe N OTOYHU CTaBu — HaMansiBaHe ¢ noHe 50% u 3agbpXxaHe BbLB BPEeMeTo

* CYE — nog 40 mm unu C-peakTuBeH NpoTEVH — OTPULATENEH U 3aAbpXaHe BbB BPEMETO !
2 CymapHa oueHKa Ha nokasarenuTe - noHmxexHue Ha DAS28 ¢ noseye oT 1.2 U 3aabpXaHe BLB BpEeMETo i
3 | Nunca Ha HexenaHy NekapcTBEHW peakLuuu U U3KMIoYBalLM KpUTepuu no T. Bu . I°

npunarar ce: ,JIUCT 3a AucnaHcepHo Habnoaenune” (6n. M3-H30K Ne 9) ¢ oTpaseHa cTeneH Ha NoBnNWsiBaHe Ha NokasaTenuTe; nonbiHeHa Tabnuua 2 OT NPUNOXKEHNe 2 U OPUTMHANHKN 6naHkn

WK 3aBepeHm konusi oT nabopaTopHU U3CneaBaHWs, oCbLeCTBeHW B nabopaTopus, ckrtouuna goroeop ¢ H3OK/P3OK. 3a naBHoCT Ha nacneaBaHusTa ce npuema Cpok OT He noseye oT 1 mecel
npeav NoAaBaHeTo Ha AOKyMeHTUTe B cboTeeTHaTa P30OK

Mpu kKaHRMAATCTBaHE Crej NbPBM LWECTMECeYeH KypC Ce npunara oLueHka Ha 12-Ta ceammua

Mpw KaHanpaTcTBaHe 3a NOPEAEH LLECTMECEYEH KypeC Ce npunara akTyanHa oLeHka C MocoYeHa Aata Ha npoBexaaHe, NOANWUC Ha CreunanicTa, U3BbPLWNA CueHKaTa 1 nevat Ha nekaps/nevetHoTo
3aBefeHve.
3an'hmxm‘enuo Aa ce NocoYyBa aKTyarniHo TenecHo Terno.

yaoCToBepABa ce C Nnoanuc Ha cneyuanucTa B NpuroxeHue 1Ha HacToAWMUTE U3UCKBAHUA

B. HEXXEJNTAHU NEKAPCTBEHU PEAKUWMMW - Passutnero Ha HexenaHu nekapcTBeHi peakumi CipsMo GONECTNPOMEHSILL aHTUPEBMATUYEH NEeKapcTBEH MPOAYKT ce
noTBbPX/A2Ba YPEe3 NPEACTAEAHE Ha aMOynaTopeH NUCT OT CbOTBETHUS NPErnes WM Konve oT yseaomnexve koM UAJT no peaa Ha 4n.184 ot 3NMXM
rafeHe, rnasobonue, CBETOBbPTEX [ [ aneprusa
NoBuLIaBaHE Ha apTepuanHoOTo HansraHe [ ] TEXKa MHpekumus
XemaTonoruyHu (xemornobuH nog 80g/l, neskounTu noa 3500, TpomBouuty nog 90000) W/unu BUOXMMUYHKU OTKNOHEHUS CLOBPA3HO hapMakonorMyHoTo
AOCue Ha npoaykTa

. U3KNKOYBALLUN KPUTEPUU (npu 3anoyBaHe v Npu NnpoabikaBaHe Ha NIe4eHUeTo)
1. AKTVBHa vinu nateHTHa Ty6epkynoaa
2. AKTUBHM MHEKLMK, BKNIOYUTENHO NOKaNU3npaHu Hgekuum
3. OcTbp UK XPOHWYEH BUPYCeH xenatuT, (npw tofacitinib — 1 Texko YepHoapobHo yBpexaaHe (Child-Pugh C)
4. HeonnactuyHn 3abonssaHus, (C M3KNIYeHWe Ha yCneLwHo nekyBaH HeMenaHoMeH pak Ha koxata 3a Tofacitinib)
5. 3acToitHa cepaeyHa HegocTaTbyHocT Il u IV dyHkumoHaneH knac no NYHA (He Baxw 3a Tofacitinib u Baricitinib)
6. AnnactuyHa aHemus, u3paseHa rpaHynouMToneHus, Muenodudposa
7. MHoXecTBeHa ckneposa v Apyrv GonecTtu ¢ AemvenuHusauus (He Baxu 3a Ttofacitinib v Baricitinib)
8. TexyLL, NpUeM Ha MOLLHM UMYHOCYNPECaHTU (a3aTUOMPUH, LMKIOCMOPWH, TaKponmmyc)
9. XemaTonoruyHu oTknoHeHus: abcontoTeH 6pon Ha numdouuTuTe <750 kn./MMm3; aBcontoTeH Bpon Ha HeyTpodunuTe <1000 kn./mm3, Hb < 80
10. Jlunca Ha TepaneBTUYeH edekT Ha 12-Ta cegmuua cnea 3anoyBaHe Ha NeYeHNeTo
11. BPEMEHHOCT U NakTaums (C U3KNKYEHNE Ha CriyqanTe, NMOCOYEHN B KPaTKUTE XapakTepyUCTUKW Ha OrpeaeneHy nekapCTBEeHN NpoayKTH)
12. NpekbcBaHe Ha TepanusaTa no BuHa Ha BonHWs 3a nepuoj noseye oT 2 meceua

OTroBapsi Ha KPUTEPUUTE 3A NMEYEHUC C .......oooveiiiiaaaiana, B iHEBHa [03a

CNeUnanm3anupaHa KOMUCHUS ...

M3NCKBAHUA HA H3OK MPU NEYEHME HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WTUBEH PEBMATOWIAEH APTPUT, AKTUBEH IOBEHWUNIEH 3

- .\
%,ﬁ(s APTPWUT, AKTUBEH W NPOrPECUPALL MCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKWNO3WPALL CMOHAWMUT C AHTUPEBMATWUYHW
‘\?' JNIEKAPCTBEHU NPOAYKTU HALL 18 TOOULLIHA Bb3PACT - B cuna ot 15 mait 2019 roauHa
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NPUNOXEHWE 1B

NUCT 3A ONPEAENSIHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHUE HA AKTUBEH FOBEHWIEH
APTPUT HA 18 TOOULLHA BB3PACT C BMOJTIOrMYHU NEKAPCTBEHU NPOLYKTHU
(Adalimumab, Etanercept, Tocilizumab)

Ume:

[ErH ] | | |

|

[ 1 [ 1 |

3abenexka: MeouyUHCKkama OOKyMeHmayus, yoocmosepsealya 6CeKU om kpumepuume e NocoyeHa C uugpa & uHOeKC U 3a0b/DKUmesiHO npudpyxaea

Hacmosauw,0mo npusioxeHue.
BUonoruyHuTe nekapcTBeHu NPOAYKTU Ce NpunaraT kato BTOpa NMUHUA Ha nevyeHune, Korato nbpBaTa NnHUA € 6vna HeycnewHa unm NauneHTsT He A NoHacs.

H30K 3annaia neyeHue ¢ GUONOrMYHM NeKapcTBeHu npoaykTu Ha 3071, npoBexaaluy AMCNaHCepHO HabnoaeHue.

A. KPUTEPUM 3A 3ANMOYBAHE HA JIEYEHUETO (3agbimkuTenHu ca BCUYKU Kputepum)

3a NoTBbLPXOEHME Ha 3aAbIKUTENHWUTE KPUTEPUM 3a curypHa auarHosa no T.1 u 3a npoBefeHa 6a3ucHa Tepanus no T.3,
3aQbLIMKATENHO Ce NpeAcTaBA MeAMUMHCKA JOKYMEHTauus 3a NnocTaBeHa AuarHosa U nNpoBeneHo ne4veHue Ha 301 noa 18 roavwHa

Bb3pacT OT crneyuanucT no AeTCKa peBMaToriorus.

MKB M08.1

MKB M08.2

MKB M08.3

MKBE M08.4

CurypHa agmMarHo3sa nocraseHa

noa 18r. ¢ Hanu4ue Ha:

= apTPUT U EHTE3UT UK

= apTPWT UMW EHTE3UT C = 2
OT CrEeAHUTE KpUTEPUM:

- bonka B cakpounuadHa
cTasa w/unu
nymbocakpanHa 6onka;

- Hanuyue Ha HLA B27
aHTUreH;

- Havano Ha apTpuT npu
MoMuYeTa Haj 6 roauiiHa
Bb3pPacT;

- OCTBbp NpeAeH yBewuT,

- aHamHesa 3a
CroHAMnoapTponaTus

npyu pPOLCTBEHNLM OT
nbpBa reHepauns

CurypHa amnarHosa

nocrtaBeHa noa 18r. ¢

Hanuuue Ha:

= apTpWT B €4Ha Unu
noseye CTasu

] cbnbTCTBALLA UK
npeaxoxaalia
eXeAHeBHa Temnepartypa
B NPOABMKEHNE Ha 2
ceamuum

. 3aefHO C eauH unu
noBeye OT CnejHuTe
KpUTEpUU:

- npexoseH (Hedukcupar)
eputemeH 06pus;

- XenaTtomeranus;

- CNneHomeranus,

- ajeHonarus;

- cepoaut'

CwurypHa amMarHosa

nocrtaBeHa noa 18r. ¢

Hanuuue Ha:

HezamueeH peemamoudeH

d)akmop
apTpuT Ha 5 unu noseve
CTaBu npes nbpeuTe 6
meceua Ha
3abonsiBaHeTo

. TecT 3a RF — HeraTuseH

Mo3umueeH peemamoudeH

ghakmop

*  apTpuT Ha 5 unu noseyve
cTaBu npes nbpeuTe 6
mMeceua Ha
3abonsiBaHeTo

. NO3UTUBHM 2 UNK NoBEYe
Tecta 3a RF B uHTepsan
oT 3 Meceua npe3
nbpBUTE 6 Meceua '

CurypHa guarHosa nocraBeHa

nop 18r. ¢ Hanuuue Ha:

= apTpwuT, 3acarawl egHa go 4
CTaBu npes nbpeuTe 6
Meceua Ha 3abonaBaHeTo;

" nepcucTupaly — 3acsara He
noBeye OT 4 cTasu;

. pasLmnpeH — 3acsra noseye
OT 4 cTaBu cnej nbpeuTe 6
Meceua Ha 3a6onsBaHeTo '

OueHka no ckana Bath

OueHka no ckana Disease

OueHka no ckana Disease

OueHka no ckana Disease

kputepum no 1. M *

kputepum no 1. I *

kputepum no 7. I *

2 | Ankylosing Spondylitis Dlsease Activity Score (DAS28) > 5,1 Z | Activity Score (DAS28) > 5,1 2 Activity Score (DAS28) > 5,1 &
Activity Index (BASDAI) 2 42
- HenosnusBaHe oT - HenoBnusiBane ot HCMNBC n | -HenoeBnusBsaHe ot - HenoenusiBaHe oT
MeToTpekcaT u/unu 'K B onTumanHu kypcose u MeToTpeKkcaTt u/unu MeToTpeKkcaTt u/unu
cyndacanasuH B ONTUManHu [,034 32 NoHe 6 meceyeH cyndacanasuH B ONTUManHu cyndacanasuH B onTUManHu
KypcoBe 1 403K 3a noHe 6 nepvoj - npoBexaaHa KypcoBe n 4031 3a noHe 6 KypcoBe 1 J031 3a noHe 6
MECEYEH Nepuoj - npoBexaaHa | Tepanus noA 18 roauwHa MeceyYeH nepuos - MECEHYEH Nepuos - NpoBexaaHa
Tepanus noa 18 roauwHa Bb3pacT. 3 npoeexaaHa Tepanus noa 18 Tepanusi nog 18 roguiuHa
Bb3pacT.® roaoMiHa BbL3pacT. BBb3pacT.’

3
- HenosnusBaHe o1 - Henoenussane ot HCMNBC - HenoenusaBaxe oT - HenosnusBaHe o1
MeToTpeKkcaT u/ unu u MK B onTumanHu kypcose n MeToTpekcaTt u/ unu MeTOoTpeKkcaT w/unu
cyndacanasuH B onTUManHu L0311 3a NoHe 6 meceyeH cyndacanasvH B oNTUManHu cyndacanasuH B onTUManHn
KypcoBe 1 4031 3a NoHe 6 nepuoz - NpoBexzaaHa KypCcoBe 1 4,031 3a noHe 6 KYpCOBE U J031 32 noHe 6
MECeYeH Nepuog - NpoBexgaHa | Tepanus Hag 18 roguwHa MeceyeH nepvoj - MECEeYEeH Nepuos - NpoBexsaHa
Tepanusi Hap 18 roguwHa Bb3pacT. nposexaaHa Tepanust Hag 18 Tepanus Hag 18 roguwHa
Bb3pacT. roaMlHa BL3pacT. ° BBL3pacT. °

4 INunca Ha usknYBalm Nunca Ha usknYBalwm INunca Ha usknoYBawm Nunca Ha u3knYBalwm

kputepuu no 1. I *

npunarar ce:
- Jluct 3a gucnancepHo HabnwoaeHne" (6n. M3-H30K Ne 9)

- nonbnHeHa Tabnuua 2 OT NPUNOXEHUEe 2 OPUIUHANHU GNaHKU UNW 3aBEepeHn Konus OT nabopaTopHU U3CnenBaHvs, NOTBbPXAABALUWM aKTWBHOCTTA Ha
3abonsasaHeTo. M3cneasanvsTa cneasa ga 6baaT ocbliectsenu B nabopartopus, ckntounna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha n3cnejBaHuaTa ce npuema

CpOK OT He noBeye OT 1 Mecel Npean NOAABAHETO Ha AOKYMeHTUTe B cboTBeTHaTa P30K;

" 33 bNXUTENHO Ce NpunaraT PeHTreHOBM CHUMKW MMM AWCK C OPUTMHANHM (PULIOBE C NUCMEHa MHTEPNPETauUs Ha PEHTTEHOMOTUYHUTE WU3MEHEHUs OT
cneuynanuct no obpasHa awarHocTuka. MacneasanusTa cnegsa Aa 6baaT oCbLECTBEHM B nabopatopusi 3a obpasHa 4uarHoCTWKa, CKMKuvna [OroBop C

H3OK/P30K. 3a 4aBHOCT Ha U3CNEABAHETO Ce NpUeMa Cpok OT He NMoBeYe OT 6 MeceLa NPeAn NoOAaBaHeTO Ha AOKyMeHTUTe B cboTeeTHaTa P30K;

2 npunarar ce oueHku no ckana DAS28 / ckana BASDAI 3a 30/ ¢ guarHosa ¢ MKB kog MO08.1/, npoBeaeHu npe3 nocneaxHute 6 mMeceua: Heobxoanmo e
ABYKPaTHO NOTBbpXAAaBaHe Ha nokasaTtenuTte 3a noHe 12-ceamuyeH nepvos 6e3 npomsHa B NEYeHWeTo; npunarat ce u Asarta wvwa, yaocToBepssallv

nposexaaHe Ha OueHKUTe, C NOCOYeHa AaTa Ha NpoBexaaHe, NoAnNnuc Ha cneyvanucta, U3BbpLlini OUeHKaTa U nevar Ha HeKapﬂ/ﬂeqeﬁHOTO 3asejeHue.

3 npunara ce 34paBHO 40CKE Ha XPOHUYHO 6oneH ¢ npocnegasaHe Ha 3abonsBaHETO OT ANArHOCTULMPAHETO 40 MOMEHTA: aMGynaropHu nucToBe OT npernegu
npu cneuunanucT No AeTcka peBMaTonorus, yaocTosepsBsalym npeaxoaHa 6asucHa tepanusa, nposeaeHa noa 18 roguiHa Bb3pacT, ambynaTopHn nucTose OT
nperneav npu cneunanucT no pesmMaTonorusa, yaoctosepsaBali HasHa4aBaHe u NpoBexXaaHe Ha npeaxogHa 6asncHa Tepanus B ONTUManHU Kypcose U A03u 3a
NoHe 6-MeceyeH Nepuos, C 0TPa3eHU 03K, CPOKOBE Ha NPUINOXEHUE U ePEeKTUBHOCT.

3agbmKUTENHO Aa ce NocoyBa AKTyanHo TesieCHO Terno.
yaoocToBepsiBa ce C MOAMNMUC Ha cneuuanucTa B NpUnoXxeHue 1 Ha HaCTOAWMUTE U3UCKBAHUA

OTroBapsi Ha KpUTEpUUTE 3a NeYvYeHue ¢

B AHeBHa Oo03a
cneyuvanu3mpaHa KOMucusa

N3NCKBAHNA HA H3OK MPU NEYEHWE HA YMEPEH O TEXXbK AKTMBEH CEPOMO3WTWBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH 4
APTPUT, AKTUBEH W NMPOrPECWUPALL MCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKUMNO3WUPALL CROHAWMNT C AHTUPEBMATWUYHMU
NEKAPCTBEHU NPOAYKTU HAL 18 TOOULIHA Bb3PACT - B cuna oT 15 mait 2019 roguHa



NPUNOXEHUE 16

NTUCT 3A ONPEOENAHE KPUTEPUUTE NPU NPOOBMKABAHE HA JIEHEHUE HA AKTUBEH HOBEHWNEH
APTPUT HALL 18 TOOULLHA BB3PACT C BUONOrMYHU NEKAPCTBEHU MPOAYKTHU
(Adalimumab, Etanercept, Tocilizumab)

[ we: e [ TTTTT I

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmosepsealwia 6Ceku om Kpumepuume e [10coYexa ¢ yucppa & uHdekc u 3adb/mKUMenHo npudpyxasea
Hacmosiujomo npusoXxeHue.

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (3aaLIMKUTENHUA Ca BCUYKN KpUTEPUK):
3abenexka: bonHute cneasa Aa 6bﬂ,aT MOHUTOPUPaHN Ha 12-Ta cegmMuua OT Ha4YanoTo Ha neyYeHUeTo. ﬂpn KaHguaaTcTBaHe 32 NpoAbKaBaHe Ha neYyeHneTo
cnep 3aBbplUeH NbpBM LWEeCTMEeCe4eH Kypc Ce OCbLLECTBABA HOBA OLEHKa U 3a4b/IKUTENHO Ce npeacrass MeguuuHckaTa AOKYMEHTauusa OT npernega Ha 12-Ta
ceamuua.

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

1 | NoBnusBaHe Ha nokasaTenuTe 1 3aabpXaHe BbB BPeMeTO:

Hpoit Ha GONE3HEHN 1 OTOYHU Ha CTaBU - HamansBaHe C NoHe 50%;

CyTpeLUHa CKOBaHOCT - HamarnsisaHe ¢ noHe 50%;
- CYE <40 mm vnu C-peakTuBeH NpOTENH - oTpuuartenex !
2 | CymapHa oLeHKa Ha nokasaTtenuTe - noHwkeHne Ha DAS28 ¢ noseye oT 1.2 U 3aaLpXaHe BLE BpemMeTo “
CyMmapHa oueHKa Ha noka3saTenuTe - noHmkeHne Ha BASDAI ¢ 50% cnpsiMo U3XOAHMUS U 3aAbpXaHe BbB
BpemeTo 3a 3011 ¢ anarHosa M08.1°

3 | Nlunca Ha HeXenaHu NeKapCTBEHU peakuum 1 M3knoysalm kputepum no 1. Bu . I 2

" npunarar ce:
- JlucT 3a aucnaHcepHo HabnogeHue” (6n. M3-H3O0K Ne 9) ¢ oTpaseHa CTeneH Ha NoBnusBaHe Ha nokasatenuTe;
- NonNbNHEeHa Ta6nmua 2 oT npunoxeHue 2n OpUruHanHu BnaHku unu 3aBepeHun Konusa oT na60paTopHm n3cneaBaHusa, ocbLUeCTBeHU B
nabopatopus, ckntouuna gorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha M3CNeABaHUsTa ce npuema Cpok OT He nosevye oT 1 mecey npeau
noAaBaHEeTo Ha fOKyMeHTuTe B cboTBeTHaTa P30OK.
z npunarat ce oueHku no ckana DAS28 (ouenka no ckana BASDAI 3a 30/ ¢ anarHosa MO08.1). Mpu kaHAuzaTCTBaHE cnej Nbpsu
LecTMece4€eH KypcC ce npunarat. oueHka Ha 12-Ta ceamMmuua u oueHka Ha 6-Tua Mecel OT Ha4anoTo Ha NeYeHneTo.
an KaHauaaTcTeaHe 3a NoOpeAeH LIeCTMECEeYEH KypC Ce akTyanHa C nocoveHa AaTta Ha npoeexjaHe, NoAnuc Ha cneyunanucra, n3BbLPLLUNN
oueHkaTta U ne4art Ha neKapﬂ/neqeﬁﬁom 3aBejeHune.
3anbn)«menuo [la ce Noco4YBa aKTyanHo TerieCHo Terno.
3yn00ToaepﬂBa ce C noanuc Ha cneuyuanucTa B NpuUnoxeHue 1 Ha HacToAWMUTE U3UCKBAHUA

B. HEXXEJTAHU NEKAPCTBEHU PEAKLUWM - Passutueto Ha HexenaHu NekapcTBEHU peakuun cnpamo 60necTonpoMeHsLy
aHTUPEBMaTUYEH NEKapCTBEH NPOAYKT CE NOTBbPXKAABa Ype3 NpeAcTaBsHe Ha ambBynaTopeH NUCT OT CLOTBETHUS NPErfea Unu Kkonue ot
ysegomnenune kbM UNAJT no peaa Ha un. 184 ot 3JIMXM

rageHe, rnasobonve, CBETOBbLPTEX aneprua

NnoBULLABAaHE Ha apTepuanHoTo HanaraHe TexKa uHdekumns

XeMaToNornyHm (xemornobuH nog 80g/l, neskouuTy nog 3500, TpomGouuTyH nog 90000) M/mnu GUOXMMUYHN OTKNOHEHUS CbOBPa3HO (PapMaKoNOruyHOTO
fOocue Ha NpoayKTa

. U3KNKOYBALLUN KPUTEPWUU (npu 3anoyBaHe U Npu NnpoabikaBaHe Ha NevyeHueTo)
1.AKTMBHA UNn naTeHTHa TyGepkynosa
2.0CTbp UNu XPOHUYEH BUPYCEH XenaTut
3.Heonnactuyxn 3abonssaHus
4.3acToiiHa cbpaeyHa HegocTtaTbuHocT Il n IV dyHkumoHnaneH knac no NYHA
5.AnnacTuyHa aHemus, u3paseHa rpaHynouyunTonenus, mnenocpubposa
6.MHOXecTBeHa ckneposa v gpyrvu 6onecTu ¢ AeMuenuHn3auns
7.Jlunca Ha TepaneBTuYeH edekT Ha 12-Ta ceamuua cnep 3anoysaHe Ha NnevyeHneTo
8.BpPEeMEHHOCT 1 NakTaums (C UKITIOYEHUE Ha CyYanTe, MOCOYEHM B KPaTKUTE XapaKTEPUCTUKI Ha ONpeaeneHun NekapcTBeHn NPoayKTY)
9.MpekbCcBaHe Ha TepanusTa no BUHa Ha 6ONHKUS 3a Nepunoa noseye oT 2 Meceua

OTroBapsi Ha KPUTEPUNUTE 3a NIEYEHUE C oo BOHEBHA J03a ...................
cneuvanuanpaHa KoMucus

’é- " M3UCKBAHMA HA H3OK MPW NEYEHUE HA YMEPEH OO TEXbK AKTMBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH FOBEHUNIEH 5
37‘% APTPUT, AKTUBEH W NPOrPECUPALL MCOPUATUYEH APTPUT U TEXbK AKTUBEH AHKUNO3WPALL CNOHOWIUT C AHTUPEBMATWUYHU
% . JTEKAPCTBEHW MPOAYKTU HAL 18 FTOAULLHA BB3PACT - B cuna ot 15 mait 2019 roguHa



NUCT 3A ONPEQENSAHE HA KPUTEPUU NMPU 3ANOYBAHE U NPOABITKABAHE HA NEYEHWUE HA AKTUBEH U
. ' NPOrPECUPALL, NCOPUATUYEH APTPUT C BUONOIMMYHU NEKAPCTBEHM NPOAYKTH
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab, Tofacitinib)

e ErH | | |

3abenexka: MeduyuHckama 0OKyMeHmauusi, yoocmoseepsisauia 8CeKu om Kpumepuume e rocoveHa ¢ yughpa & UHOEKC U 3a0BIIXKUMEsNIHO Npudpy¥aea HaCMOAWOMO NPUIoXeHue.
BuonornyHure neKapcTBeHu NpoayKTu Cce npunarar kaTto BTOpa NUHUA Ha nevyeHue, Korato nepBaTa NuHUA e Buna HeycnewHa Unn NauneHTsT He A noHacs.
H30K 3annauwa neueHne ¢ 6UONOrMYHM NekapcTBeHn npoaykTi Ha 3071, NpoBexaalm AMCnaHcepHo HabnoaeHue.
A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (SAABMKUTENHU CA BCUYKU KPUTEPUN)
MKB M07.1, M07.2, M07.3
1 CurypHa Auardosa — Hanuuue Ha 4 unm noseye TO4KM CbrnacHo CASPAR kputepuuTe:

*  QUarHOCTULMPaH psoriasis, MMuHa unu amunHa aHamHesa 3a psoriasis (2 Touku)

. TUNWUYHU HOKBTHM ne3un (1 Touka)
. HeratuseH RF, ¢ usknoyeHue Ha natekc npoba (1 Touka)
. PeHnTreHosu 6enesu 3a ncopuatuyeH aptput (1 Touka)
= paktunut (1 Touka) '
2 | OueHka 3a aKTUBHOCT Ha 3a60nsiBaHETO( B 3aBUCUMOCT OT KNMHU4HaTa opma) ®
- oueHka no ckana Disease Activity Score DAS28 > 5,1 3a nepucepHa opma unu
- oueHka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a ueHTpanHa opma
3 | HenoenussaHe oT Nnpeaxoxnaalla 6asncHa Tepanus:
- npu nepucpepHa cpopma - NposejeHa Tepanusa ¢ 4B CUHTETUYHU BEMAP/ (meToTpekcart, necdnyHomus, cyndacanasuH - 3
g/BHEBHO 1 ApP. KATO MOHOTEpanus Unn kombuHupara Tepanus ¢ K) B onTUManHn Kypcose 1 403 3a NoHe 6 MeceyeH nepuoa
3a CUHTETUYEH 6onecT-moanduumpay JIM. 3agbmKuTeNHO e e4HOTO cuHTeTu4HO BMAPJI oT npoBeaeHaTa 6asucHa Tepanus
nae 6uno metoTpekcar npu cegMuyHa fo3a 20 mg 3a noHe 6 meceyeH Nepuoa.
B cryyauTe Ha NpOTWUBOMOKA3aHWs (UNM paHHa HEeMmoHOCUMOCT) 3a nedyenne ¢ MTX, kaTo 4acT OT NMbpBa NUHUA Ha
TepaneBTuuHaTa CTpaTerus ce npuema nposejeHa Tepanus ¢ JlecdnyHomua unu CyndacanasuH B ONTUManHK Kypcose 1 403U
3a noHe 6 MeceyeH nepuoa.
- NPV LeHTpanHa opMa — NpoBeAeHa Tepanus ¢ Hail-masnko ABe nocneaosatenHo npunoxeru HCMBC B onTuManku kypcose
1 4031 Npe3 NPeAX0AHUS 6 MeCeYeH Nepuoa. s

4 Nunca Ha u3knoYBam kputepuu no 7. I °
npunarar ce:

- Juct 3a gucnaHcepHo Hadmogerne” (6n. M3-H3O0K Ne 9)
- amMbynaTopeH NUCT OT CMeLManmmuCT MO KOXHW M BeHepuyecku GonecTu ¢ NOTBLPAEHA AMarHo3ata NCOPUasnc; OpUrMHanHa GraHka MV 3aBepeHo Komve OT NpOoBeAeHo

XUCTOBMOMCHYHO M3CreABaHe, NOTBbPXAABALLO AvarHosata Ncopuasuc,
- NoMbAHeHa Tabnuua 2 OT NPUNOXEeHWe 2 OPUrMHanNHKU 6NaHKNM NV 3aBepeHn KOs OT NabopaTopHU U3CMeABaHUS, NPOBEAEHN B naboparopus, ckntouuna porosop ¢ H3OK/P3OK. 3a
NABHOCT Ha U3CMeABaHWATA Ce NpyYema CPOK OT He noseye OT 1 MeceL| NPeaV NOAABaHEeTO Ha JOKyMeHTUTe B choTeeTHata P3OK.
- PEHTreHOBU CHUMKU uUnum AUCK C OpUrMHanHu Q)MI.I.IOBE C NUCMEeHa UHTepnpeTaums Ha peHTreHoNorn4yHuTe U3MEHEeHUa OT cneyuanuct no oﬁpaaHa AnarHoCTuka MSCﬂe,ClBaHMﬂTa cneaea
na 6baar nNpoBefeHn B NabopaTopus 3a 0Bpa3Ha AnarHocTvka, ckmoumnna forosop ¢ H3OK/P3OK. 3a naBHOCT Ha M3CneaBaHeTo Ce npuema Cpok OT He nosede OT 6 Mmecela npeau
noAaBaHeTo Ha AOKyMeHTUTe B choTeeTHaTa P3OK, kato npu nepudepHa hopma Ce npunarar U3CreABaHns Ha 3acerHaTuTe CTasu, a Npu UeHTpanHa opma ce npunarat uscneasaHus Ha
CaKPOUNUAYHN CTaBM UK rPBOHaK.
npunarar ce ouerku no ckana DAS28 unu BASDAI: HEOGX0ANMO € ABYKPATHO MOTBLPXAABAHE Ha NoKasaTenuTe 3a noHe 12 ceamMuyeH Nepuoj 6e3 NpoMsHa B NeYeHneTo; npunarat ce v
ABaTa uLa, yAOCTOBEPSBALLY MPOBEXAAHE HA OLiEHKWUTE, C NOCOYEHa AaTa Ha NPOBEX/AHE, MOANUC Ha CMeLManicTa, M3BBLPLUMN OLEHKaTa 1 nevar Ha nekaps/ne4edbHoTo 3aseaeHue:
npunara ce 34paBHO AOCHE Ha XPOHW4YHO BOMeH C NpocreassaHe Ha 3a0OMnsABaHETO OT AMArHOCTMLMPaHETO A0 MOMEeHTa: aMDynaTopHM NUCTOBE OT NperneAn npy Cneuvanuct no
peBMaTonorus, yAoCTOBEpABALLM HA3HaYaBaHe U NPoBeXAaHe Ha npeaxoaHa BasncHa Tepanus B ONTUMAanHK KypCOBE W 03K 3a MoHe 6 MeceyeH MepuoA, C OTPaseHn AO3W, CPOKOBE Ha
npUNoXeHue 1 eeKkTMBHOCT,
3anbm«menno Aa ce NocoYBa aKTyariHoO TenecHo Terno.

yaocToBepsiBa ce C NoAnuc Ha cneuunanucTa B npunoxexHve 1 Ha HacTORAIWMUTE UIUCKBAHUA
B. KPUTEPUU 3A MPOOBIMKABAHE HA NEYEHUETO (SAOBIMKUTENHU CA BCUYKU KPUTEPUN):
3abenexka: bonHuuTte cneasa Aa 6bAaT MOHUTOPMPaHU Ha 12-Ta ceAMMUA OT HayanoTo Ha neveHweTo. Mpu kaHAuAaTCTBaHE 3a NPOAbMKaBaHe Ha

NIEYEHNETO Cnej 3aBbpLUeH MbPBU LUECTMECEYEH KypC Ce OCbLIECTBABA HOBA OLEHKa U 3aAbIMKUTENHO Ce NPeACTaBs MeAUUMHCKaTa OoKyMeHTauus oT nperneaa
Ha 12-Ta cegmuua.
MKB M07.1, M07.2, M07.3 |
1 MoBnuaBaHe Ha nokasarenuTe u 3aAbpXXaHe BbB BPEMETO! |
’ 6Gpoit Ha BONE3HEHN 1 OTOYHM CTaBM - HamansBaHe ¢ noHe 50%'
- CyTpelUHa CKOBAHOCT - HamanssaHe ¢ noHe 50%'
- akTyanHwu nokasatenu 3a aktusHocT (CYE n C-peakTuBeH NpoTeuH) !
2 | CymapHa oueHka Ha nokasatenure: -
- noHMxeHne Ha DAS28 ¢ noBeue OT 1.2 1 3aabpXaHe BLB BPeMETO 3a nepudepHa dopma unu
- noHwmkeHne Ha BASDAI ¢ 50% v 3agbpxaHe BbB BPEMETO 3a LieHTpanHa opma

3 | Nunca Ha HeXenaHu NekapcTBEHU peakumu U U3KNIoYBaLM Kputepuu no T.Bu .’
npunarar ce ,J/I1CT 32 aucnarcepHo Habnogerne” (6n. M3-H30K Ne 9) c oTpaseHa CTerneH Ha NOBNUSBaHe Ha NoKasaTenuTe; NonbHeHa Tabnuua 2 OT NPUIIOXeHNe 2 U OPUrMHaNHN
GnaHKv 1NK 3aBepeHu konvs OT NaBopaTopHW U3CNeaBaHus, NposeaeHn B nadopatopus, cknoumna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha M3cneasaHvsTa ce Npuema Cpok OT He noseve
ot 1 Mecel Npegu NOAaBaHETO Ha AOKyMeHTUTE B cboTBeTHaTa P3OK

npunarar ce oueHku no ckana DAS28 nnvn BASDAI. Mpu kaHaraaTcTeaHe Cnea Mbpey WeCTMeceeH Kype Ce npunaraT: oueHka Ha 12-Ta ceamuua 1 oueHka Ha 6-Tia mecel OT HayanoTo
Ha NeYeHneTo. anI KaHauaaTcTBaHe 3a nopeaeH WecTMece4yeH Kypc Ce npunara akrtyanHa oueHka ¢ noco4eHa fata Ha nposexjaHe, Noanuc Ha cneunannucTa, u3BbplwMn oueHkaTa u nevar
Ha nekaps/ne4eGHOTO 3aBeAeHue.
3aA'bn)KMTenHO Aa ce NnocoYyBa akTyarnHo TenecHo Terno.

yaocTtoBepsABa ce C NoANUC Ha cneuyuanucTa B NpunoxeHue 1 Ha HacToAWMUTe N3NCKBAHUSA

B. HEXXENAHU NEKAPCTBEHU PEAKLWW - Passutvieto Ha HexenaHn nekapcTeeHy peakumn cnpsiMo G0NecTonpOMEHSLY aHTUPEBMaTIYEH NeKapCTBeH NpoaykT
Ce NoTBbPXAABA Ype3 NPEACTaBAHE Ha aMBynaTopeH NUCT OT CbOTBETHUA Npernea unu konue ot ysenomnexve koM UAJI no peaa Ha un 184 ot 3MMXM
rageHe, rnasobonue, CBETOBbPTEX [ [ aneprus |
NnoBvLUABaHE Ha apTepuanHoOTo HanaraHe [ I TeXKa MHeKuns |
XemMaTonornyHn (xemornobud nog 80g/l, neskouuTu noa 3500, TpomGouutv noj 90000) wW/mnM BUOXMMMYHM  OTKIOHEHWS CbOGpPasHoO |
apMakonornyHoTo A0ocCue Ha NpoayKTa ‘

. U3KIMHOYBALLU KPUTEPWUM (npu 3anoyBaHe U Npy NpoabinkaBaHe Ha NevyeHneTo)
1. AKTUBHa unu naTteHTHa Tybepkynosa
2. OCTBbp MNW XPOHWUYEH BUPYCEH XenaTut
3. Heonnactuyxn 3abonssaHus
4. 3acTonHa cbpaeyHa HegocTaTbyHocT I w IV dyHkumoHaneH knac no NYHA
5. AnnactuyHa aHemMus, u3paseHa rpaHynoumuToneHus, Mmenodudposa
6. MHOXecTBeHa ckneposa v gpyrn 60necTn ¢ gemmennHnsayus
7.Nunca Ha TepaneBTUYeH edekT Ha 12-Ta ceaMuLa Crej 3anoyBaHe Ha NeYeHneTo
8. BPEeMEHHOCT 1 NakTaums (C U3KMIOYEHWE Ha Cy4anTe, MOCOYEHM B KPATKUTE XapakTepUCTKW Ha ONPeaeneHn NekapCTBeH NPOAYKTY)
9. MpekbCcBaHe Ha TepanusiTa No BUHa Ha GONHWA 3a Nnepuoj noeeye oT 2 Meceua

OTroBapsi Ha KPUTEPUUTE 3@ NEUEHMUEC C ...t B AHEBHA DO3QA :-uuunssussanmisas sommniss
cneuuanu3vpaHa Komucus

M3UCKBAHWA HA H3OK MPW NEYEHUE HA YMEPEH OO TEXBbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH FOBEHWUIIEH g
( APTPUT, AKTMBEH W TNMPOMPECWUPALL MCOPUATUYEH APTPUT W TEXBK AKTUBEH AHKUNO3UPALL CNOHOWNWT C AHTUPEBMATUYHW
JNIEKAPCTBEHW NPOOYKTN HAL 18 TOANLLIHA Bb3PACT - B cuna ot 15 mait 2019 roguHa




NPUNOXEHUE 1T
. . JNIACT 3A OMPEOENAHE HA KPUTEPUUTE MNPU 3AMOYBAHE U NPOABTMKABAHE HA NEYEHUE HA TEXbBK
AKTUBEH AHKUITO3UPALL, CNOHOUNUT C BUONOTINYHU NEKAPCTBEHW NPOOYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab)

[Ve: [erw [ [ [ [ [ [ T [ [ [ ]

3abenexka: MeduyuHckama OokyMeHmayus, ydocmosepasawa 6ceku om Kpumepuume e nocoyexa ¢ yugpa e UHOEKC U 3a0b/MHKUMENHO Npudpyxasa
HacmosW,omo nNPuUIoXeHue.

BUONOrMYHUTE NEKAPCTBEHU NPOAYKTH Ce NpunaraTt kaTo BTOpa NIMHUSA Ha rieyeHune, Korato nbpeara nuHus e funa HeycnewHa unu
nauueHTHLT He s NoHacs.
H30K 3annauwa neyeHue ¢ 6UONOrMYHuU nekapcTeeHu npoayktu Ha 30J1, npoBexAaaluu AUCNaHCepHo HabnwaeHue.
A. KPUTEPUU 3A 3AMNOYBAHE HA NNEYEHUETO (SAAB/DKUTETHU CA BCUYKU KPUTEPUM)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CurypHa AuarHo3sa — Hanuune Ha PEHTIEHONOTMYHUTE KPUTEPUU U MOHE €AUH OT KNUHUYHUTE (cvrnacHo moauduumpaHuTe
New York Criteria, 1984 ): '

KnuHu4HW kputepuun

= Gonka B rbpba: HanuyHa OT NoBeye OT 3 Mecela, KOATO ce NoA0OpsABa OT yCUNus, HO He ce obnekyasa npw NoKown

= OrpaHuYeHu ABWKEHUS Ha rpbbOHaka B carutanHarta u hpoHTanHaTa paBHuHa

= OrpaHUYeHne B NOABWKHOCTTA Ha MPBbAHNA KOLL B CPaBHEHNe C HOpManHuTe CTOMHOCTY 3a nona u Bb3pacTTa
PEHTreHoNornyHmn KpuTepum

KapTuHa Ha cakpouneuT — cTagui 2 2 unatepanHo unu 3-4 yHunarepanHo

2 | OueHku no ckanu:”
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 2 4 nnv

- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1
3 HenosnusBaHe OT MpeAxoXAalia NpPOTUBOBL3NanuTenHa Tepanus, npoBeAdeHa B nocnegvute 6 Meceua npeau
KaHaAuaaTcTBaHe 32 GUONOrMyYeH NeKkapCcTBeH NPOoAayKT:
- Npu uUeHTpanHa dopMa — nposejseHa 0asncHa Tepanus C Hail-Manko ABE MOCNEAO0BATENHO MPUNOXEHU HCMBC B
ONTUMAanHN KypcoBe ¥ L031 Npe3 NPeAXOAHUA 6 MecedeH nepuos
- npu nepudepHu hopMu - nposeseHo komBuHUpaHoTo nevyeHne ¢ HCMBC n cyndacanasud B onTUManHu Kypcose 1 403u
npe3 NPeAXoAHUsS 6 MeceyeH nepuos

4 Tunca Ha U3KMYBalM KpUTepUM no 1. I
npunarar ce:

- JveT 3a gucnaHcepHo Habnoaexue” (6n. M3-H3OK Ne 9) ¢ notebwpaeHa auarHosa;
- nonbnHeHa Taﬁnvua 20T npunoxexue 2w OpUrnHanHu GnaHku v 3aBepeHu konus oT naGopa‘ropHM nscneaBaHua. MacnquaHuﬂTa cneasa aa GbﬂaT nposeaeHu B na6opa‘ropm,
cknrounna porosop ¢ H3OK/P3OK. 3a AaBHOCT Ha U3CNeABaHUATa Ce Npy1eMa CPOK OT He NoBeye OT 1 Mecel| Npeav NOAaBaHeTo Ha AOKyMeHTUTe 8 cboTeeTHaTa P3OK

- PEHTFEHOBM CHUMKM UM AUCK 11 OPUTMHANHU (ULIOBE C MYCMEHA UHTEPMPETAUMS HA PEHTTEHONOTYHNTE U3MEHEeHUA OT CMeLManieT no o0pasHa AvarHocTuka. W3cnensanuaTa
cneasa Aa GbAaT NpoBeaeHM B NaGopaTopus 3a oBpasHa AMarHoCTVKa, cknoumna gorosop ¢ H3OK/P3OK. 3a AasHOCT Ha U3CneaBaHeTo ce npuema CPoK OT He noseye oT 6 Meceua

2 npeav nojaBaHeTo Ha JOKYMEHTUTE B cvoreetHaTa P30K, cboTBETHO Ha CaKkpoUnNnaYHK cTasu Unu Fp'b6HaK.
npunarart ce oueHku ro ckana BASDAI nnv ASDAS cropes dopmara Ha 3abonsBaHeTo: HeoBXoaMMO e ABYKPaTHO NOTBbPXAABAHE Ha nokasarenute 3a noxe 12 ceamuyeH nepuoa 6e3

NPOMSIHa B NEYeHNeTO; Npunarar ce v Asarta duwa, yA0CTOBEPABALLM NMPOBEXaHE Ha OLeHKUTE, C NOCOYeHa AaTa Ha NPOBEXAaHe, NOANUC Ha CreynanicTa, N3BLPLUIMN OueHKaTa 1 neyar Ha
nekaps/neyebHoTo 3aBeneHvie

npunara ce 3apasHoO A10CHE Ha XPOHUYHO BOMEH C NpocneasBaHe Ha 3aGOMNSBaHETO OT AMArHOCTULMPaHETO A0 MOMEHTa: aMBynaTopHI NACTOBE OT NPErNeAu MNPy CNeumanieT pesmaronor,
YAOCTOBEPSABALLM HA3HA4ABaHE W NPOBEXAAHE Ha NPEAXOXAALLA NPOTUBOBB3NANMUTENHA TEPANUA 3a NOHe 6 Mece4YeH NEPUOA, C OTPA3EHM 403V, CPOKOBE Ha MPUNOXEeHHe 1 ePeKTUBHOCT;
3aabAXUTENHO Aa Ce NOCOYBa aKTYanHo TENeCHOo Terno.

yAocToBepsiBa ce C NOANUC Ha cneuuanucTa B NpunoxexHue 1 Ha HacToAWMNTE U3NCKBAHWUA

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (SAABIDKUTEITHN CA BCUYKU KPUTEPUN):

3abenexka: bonHuTe cneasa fa 6bAaT MOHUTOPUPaHK Ha 12-Ta ceAMMLA OT HAYarnoTo Ha neyeHneTo. Mpu KaHAUAATCTBaHE 32 NPOABLIIKABAHE Ha NIEYEHNETO CreA 3aBbpLUEH NbPBU
LeCTMEeceyeH KypC Ce OCBLLECTBABA HOBA OLeHKa U 33 BMKUTENHO Ce NPeACTaBs MEAULMHCKaTa A0KyMeHTalLWa oT nperneaa Ha 12-ta cegmuua

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

1 MoBnusiIBaHe Ha NokasaTenuTe U 3aAbpXaHe BbB BpeMeTo: |
) 6osKa 1 orpaHuYeHn 4BUKEHNS B rpbOHaYHNS CTbNO/rpbAEH KOLU
- aKkTyanHu nokasaTtenu 3a aktueHocT (CYE u C-peakTuBeH nNpoTeunH)
2 CyMapHa oLieHka Ha nokasatenuTe:
- ToHwkeHune Ha BASDAI ¢ 50% OT U3XOAHOTO HUBO U 33 bpXaHe BbB BPEMETO UMK
- NMoHuxeHve Ha ASDAS c noseue oT 1,3 1 3ajbpxaHe BbB BPEMETO
3 Tunca Ha HeXenaHu NeKapCTBEHW PeakLUMM U U3KNIoYBalLM Kputepun no . Bu . I°
npunarar ce ,JucT 3a AucnaHcepHo Habntogerue” (6n. M3-H3OK Ne 9) ¢ oTpaseHa cTeneH Ha NOBNUABaHEe Ha NokasaTenuTe; nonbiHeHa Tabnuua 2 OT NPUNOXEHUE 2 1 OPUTMHANHN

6naHKM WNn 3aBEPEHN KONUsa OT NabopaTopHU U3CNeABaHUs, NpoBeaeHu B nabopatopus, cknouuna porosop ¢ H3OK/P3OK. 3a aaBHOCT Ha uacneasaHuaTa ce npuema Cpok OT He noseye
oT 1 Mecel Npeau NnoaasaHeTo Ha JOKyMeHTUTE B cboTBeTHaTa P30OK.

npunarar ce oueHku o ckana BASDAI unu ASDAS. Mpu kaHauaaTcTBaHe crea Nbpsy LUECTMECEYEH KypC Ce Npunarar: oleHka Ha 12-Ta ceamuua v OueHKa Ha 6-Tus Mecel OT Ha4anoTo

Ha NeYeHVeTo; NpU KaHAWAATCTBaHE 3a NOPEeAEH ECTMECEYEH KypC Ce npunara akTyanHa oLieHKka C NoCoYeHa AaTta Ha NpoBexaaqe, NOANMC Ha CneunanvcTa, 3BbpLUWN OueHKaTa 1 nedar Ha
nekaps/neyebHOTO 3aBeaeHue.
3agbrKUTENHO Aa ce MoCoYBa aKTyasiHO TefleCHO Terno.

yAocToBepsABa ce C NOANMC Ha CrneyuanucTa B NpunoxexHue 1 Ha HaCToOAWNTE U3UCKBaHUA

B. HEXXENAHU NEKAPCTBEHW PEAKLWMMW - Passutieto Ha HexenaHn nekapcTseHn peakumn ce NoTBbpKAABa Ype3 NPeACTaBsHE Ha
ambynaTopeH NUCT OT CbOTBETHUS NPErnes Unu konve ot ysegomnenne kbm UAJ no peaa Ha un. 184 ot 3MMXM
rageHe, rnasobonue, CBETOBbPTEX [ [ aneprus
NoBWLIAaBaHE Ha apTEPUanHOTO HanaraHe | | Texka nHdexumns
xematonoruyru (xemornobux nog 80g/l, neskouunTu nog 3500, TpomGoumuTy Noa 90000) W/unu BUOXUMUYHU OTKNOHEHUS CbOBPa3HO
hapmakonormyHoTo AOCKE Ha NPoAYKTa

. U3KNKYBALLN KPUTEPUU (npu 3anouBaHe U Npy NpoabimkaBaHe Ha NeyYeHuneTo)
1. AKTUBHa Unn naTeHTHa Tybepkynosa
2. OCTBbP UNM XPOHNYEH BUPYCEH XenaTuT
3. Heonnactuyru 3abonssanus
4. 3acTonHa cbpaeqHa HegocTaTbyHOCT Il n IV dyHkuymnoHaneH knac no NYHA
5. AnnacTuyHa aHeMusi, ©3paseHa rpaHynoLuTonerHuns, Mmenothusposa
6. MHOXecTBeHa ckneposa v Apyrv 6onectu ¢ AemvenvHusaums
7.1lunca Ha TepaneBTUYeH edekT Ha 12-Ta ceamMuLa Cnej 3anoYBaHe Ha nevYeHneTo
8. BpeMeHHOCT W nakTauus (C U3KIMKYEHUE Ha CllyHauTe, MOCOYEHMU B KPATKUTE XapaKTepPUCTUKI Ha OnpeaeneHn NekapcTeeHn NpoaykT)
9. MpekbCcBaHe Ha TepanuaTa No BUHa Ha 60MHWA 3a Nepyoy noseye OT 2 Mecela

OTroBaps Ha KPUTEPUUTE 3a NEYEHUE C ... BAHEBHA O03A ...................
cneyuanu3aupaHa kKoMmmcus

. M3UCKBAHUA HA H3O0K MPWU NEYEHUME HA YMEPEH OO TEXbK AKTMBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT. AKTUBEH FOBEHWUNIEH 7
7”(3 APTPUT, AKTMBEH W MPOrPECWUPALL MCOPWUATUYEH APTPUT U TEXbBK AKTUBEH AHKWUNO3UPALL CMOHOWNUT C AHTUPEBMATWYHW
‘\3' NEKAPCTBEHW NPOAYKTU HAL 18 TOAULIHA Bb3PACT - B cuna ot 15 mait 2019 rognHa
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: NPUIOXEHME 1

NUCT 3A ONPELAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE U MPOABINKABAHE HA NEYEHUE HA TEXBK
AKTUBEH CEPOMNO3UTUBEH PEBMATOUAEH APTPUT C RITUXIMAB

[Wwe: [ern[ [ T T T T [T 1]

3abenexka: MeduyuHckama 0oKyMeHmauus, ydocmosepseausa 6CEKU OM Kpumepuume e ocoveHa ¢ yucpa 8 uHOEKC u 3adbKUMeENHo npudpyxaea
HacmosAW,0Mo NnpusoXeHue.

Rituximab e nokasaH 3a fne4YeHne Ha Bb3PaCTHU NALNEHTU C TEXBK aKTUBEH PEBMaTOWAEH apTPUT, KOUTO HE ce nosnuaBaTt LOCTaTb4yHO Unun
MMaT HENOHOCUMOCT KbM ApYru GonecT-moanduumpaly aHTupeBMaTuyiHu nekapcrea (BMAP), BKMIOYUTENHO Tepanus C eauH unu noseve

BUA0BE UHXMBUTOPY Ha TyMOp-HekpoTuanupawuma dakrop (TNF) u/unu nHTepneskuHosu NHXNOUTOPU.
H30K 3annala 3anoyBaHe Ha nevyeHue ¢ 6UONOruyYHK rekapcTBeHn npoaykTu Ha 3011, npoBexaaluy AucnaHcepHo HabnogeHue.

A. KPUTEPUW 3A 3ANOYBAHE HA MbPBU KYPC (SAABMKUTENHU CA BCUYKU KPUTEPUN)
MKB M05.1, M05.2, M05.3, M05.8

1 | CurypHa guarHosa — Hanuyue Ha 4 v noBeye KpuTepun ot cnepHute 7, cbrnacHo AmepukaHckus konex no pesmatonorus (ACR)
1987r."

= cyTpeluHa CKOBaHOCT, MPOAbxKaBalla noseye ot 60 MuHyTH

= apTpuT Ha 3 1 NoBeYe CTaBHM 30HN

= apTPWT Ha CTaBU Ha PbLETE;

L CUMETPUYEH apTpuT

= peBMaToUAHV Bb3MK

= Hanuyne Ha peBmaTougeH akrTop

"  DPEHTreHOBU aHHW 3a PEBMATOUAEH apTpuT !

2 | PEHTreHOMOIMYHM U3MEHEHNS, NOTBBbPXAABALLN TEXECTTa Ha NaTonoruyHus npouec = Il-pu peHTreHonoryeH CTaaud Ha
peBmaTonaeH apTpuT '

3 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 *

4 | HenoBnusiBaHe OT Apyrn GonecT-mMoauduumMpally aHTupeBmaTuyHn nekapctsa (BMAPJT), BKNIOUMTENHO €AWH unu nosede
GUONOTMYHM NeKapCTBEeHW NPOAYKTU (Tymop-HekpoTusupawums daktop (TNF) w/wnu uHTepneskuHOBYU UHXMOUTOPKN) WKnMn
HENOHOCUMOCT KbM Apyru 6uonornysn BMAPJ *

5 | Nunca Ha u3knouBawm kputepum no 7. I °

npunarar ce:
- Jlvet 3a aucnaHcepHo Habntoaerne” (6n. M3-H3OK Ne 9);
- nonbfnHeHa Tabnuua 2 OT NPUNOXeHWe 2 U OPUrMHANHU GnaHKM UNK 3aBEpPEeHM KOmMA OT NabopaTopHW W3CMEABaHMS, MOTBLPXAABALUM AKTWBHOCTTA Ha 3abonssaHeTo.
WacneaeaHusita cnega na 6uaat nposeaern B nabopatopus, cknounna goroop ¢ H30OK/P3OK. 3a 4aBHOCT Ha M3CneABaHUsTa Ce Npuema Cpok OT He nosewye oT 1 mecey
Npeam NoAaBaHeTo Ha AOKYMEHTUTe B cboTBeTHaTa P3OK
- PEHTTEHOBM CHUMKM MMM AWCK M OPUrMHaNHU (UWOBE C NVCMeHa WHTEPrpeTauusi Ha PEHTTEHOMNOrMYHUTE WU3MEHeHWs OT Ccneyunanuct no obpasHa AvarHoctuka
Wacneasanusita crieasa aa 6uaaT nposeaeHy B nabopatopus 3a obpasHa AnarHocTuka, ckntoumna gorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha U3CNeABaHETO Ce npuema Cpok OT He
noseuye oOT 6 Meceua Npeav NOAaBaHETO Ha AOKYMeHTUTE B cboTBeTHaTa P3OK
2
npunarar ce oueHkv no ckana DAS28: HeoBX0AMMO e ABYKPaTHO MOTBbPXAABAHE Ha NoKasaTenuTe 3a noHe 12 ceaMuyeH nepuog 6e3 NPoMsiHa B NEYSHUETO; NpUnarar ce 1 asata huwa,
AOCTOBEPABALLN NPOBEX4aHe Ha OLUEHKUTE, C noco4eHa Aarta Ha npoBexaaHe, NoaAnuc Ha cneywanucra, n3sbplumn oueHkara u ne4ar Ha nexapqlneqe6H0To 3asefeHue.
npunara ce 34paBHO 4OCME Ha XPOHU4HO BOMEH C MpocneasiBaHe Ha 3aBONSBaHETO OT AMArHOCTMLMPaHETO A0 MOMEHTa: amMBynaTopHu NUCTOBE OT Mperneaw npu cneunanuet
PeBMaTornor, y0CTOBEPSBaLLM Ha3HaYaBaHe 1 NPOBEXAAHE Ha NPEAXOXAALLa Tepanus C 0TPa3eHM 031, CPOKOBE Ha NPUNOKEHIE 1 €EeKTUBHOCT.
YAOCTOBEPABA Ce C NOAMNUC HA CNeLMUanucTa B NPUoXeHne 1 Ha HaCTOAWMNTE U3UCKBAHUS

B. KPUTEPUU 3A NPOOBIIKABAHE HA NNEYEHUETO (3AABMKUTENTHU CA BCUYKN KPUTEPUN)

HeoBXOANMOCTTa OT AOMBLIHUTENHN KypcoBe TpsbBa Aa Ce oueHsBa 24 CeAMULIM CNej NPUKNIOYBaHE Ha NPeALLeCTBaLLMS KypC.
MKB M05.1, M05.2, M05.3, M05.8

1 | Peunaue Ha 6onectra: '

= OTOYHOCT Ha CTaBuTe (CMHOBMArEH W3MUB U/MNN MEKOTbKaHEH OTOK) M CyTpellHa CKOBaHOCT — HapacTBaHe
noHe ¢ 50%

= 6poi Ha BonesHeHUTE U OTOYHM CTaBu — HapacTeaHe noxe ¢ 50%

=  CVYE > 40 mm unu CRP - Hag pedepeHTHaTa 3a nabopaTtopmsata CTONHOCT

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

3 | Nlunca Ha HeXenaHu NeKapCTBEHN peakuny 1 M3Knysawy Kputepuuno 1. Bu . ’°

npunarar ce: ,JIucT 3a AucnarcepHo Habnoaerwe” (6n. M3-H30K Ne 9) ¢ oTpaseHa CTeneH Ha NoBNMsBaHe Ha Nokasarenure; NombnHeHa Tabnuua 2 OT NPUNOXEHUE 2 1 OPUTHHAMNHU
6naHKu 1NN 3aBEPEeHn KOnus OT NabopaTopHU W3CNeABaHWSs, OCbLYECTBEHW B nabopatopws, ckntodmna gorosop ¢ H3OK/P3OK. 3a pasHoOCT Ha uacneasaHusTa ce npuema cpok OT He
noseye OT 1 Mecel, NPeAn NOJaBaHETo Ha AOKyMeHTUTE B CboTBeTHaTa P3OK.

npunarar ce oyeHku no ckana DAS28: ot nocnesHWTe 28 AHW 1 OT 24-Ta CeaMULa OT HavarnoTo Ha NeYeHNeTo; npunarar ce v ABara uwa, yaoCcToBepsBalyy NPOoBeXAaHe Ha OLeHkuTe, C
nocoYeHa aata Ha NpoBexaaHe, NOANWUC Ha CreumanyeTa, M3BbPLUKM OLieHKaTa 1 neyarT Ha nekaps/neyebHoTo 3aseneHue

yAOCTOBepsiBa ce C NOANUC Ha CneuuanucTa B NnpurnoxeHue 1 Ha HacToOAWMUTE N3UCKBAHUA

B. HEXEJIAHU NEKAPCTBEHU PEAKLIMM - PasBuUTMETO Ha HEeXenaHu NeKapCTBEHU peakuum CrpsaMo 60NecToNPOMEHSLLY aHTUPEBMAaTUYEH NeKkapcTeeH NPOAYKT
Ce NOTBbPXAaBa Ypes NpeAcTaBsHe Ha ambynaTopeH NUCT OT CbOTBETHWUA Npernea unu konue ot yseaomnexue koM WAJI no peaa Ha 4n. 184 ot 3MMNXM
rageHe, rnasobonue, CBETOBbPTEX ] aneprus
NnoBWLUABAHE Ha apTepuanHoTo Hanaraye [ I TeXKa MHeKuns
xemaTonorndHu (xemornobuH noa 80g/l, neskouutu noa 3500, TpomGoLUTH NOA 90000) u/Mnu BUOXMMUYHM OTKNOHEHUS CbO6Pa3HO (hapMakonorMyHOTO
[0CHe Ha NpoayKTa

. U3KNKOYBALLUU KPUTEPUMN

1 AKTUBHM, TEXKU UHDPEKLMN

2 MayneHTH B TEXKO MMYHOKOMMPOMETUPAHO CLCTOSHNE

3 Texka cbpaeyHa HegocTaTbuHocT (knac IV NYHA)

4 Pa3sBuTtre Ha Benesn Ha nporpecuBHa MynTUdoKanHa neekoeHLedanonatus

5 BonHy ¢ 6poit Ha HeyTpodunHUTe rpaHynouwTy < 1,5 x 10%/1 uivnu 6poit Ha TpoMBoLMTHTE < 75 X 10°

6 Jlnya noa 18 roauwHa Bb3pacT

7 Jlvnca Ha TepanesTnYeH edeKkT (HeNoBNMABaHE NPOABIKUTENHOCTTa Ha CyTpeLHaTa CKOBaHOCT; MEPCUCTMPaHE Ha CTaBHWA OTOK; HeNoBnusiBaHe Oposi Ha ConesHeHnTe
n/vnu oTouHUTe cTaBu; HenosnusisarHe Ha CYE n CRP)

8 BpemeHHOCT 1 nakTaums

OTroBaps Ha KPUTEPUMNTE 32 JIEHYEHUE C ... BOHEBHA 003a ...................
CNeLManmU3NPaHa KOMUCHS ...............cooooiieeeieiiieieaienns

M3NCKBAHUA HA H3OK MPU NEYEHWE HA YMEPEH OO TEXbK AKTUBEH CEPOMO3UTWUBEH PEBMATOUOEH APTPUT, AKTUBEH IOBEHWNEH §
APTPUT, AKTUBEH W TMPOrPECUPALL MCOPUATUYEH APTPUT WU TEXBK AKTUBEH AHKUNO3UPALWL CNOHAUWNUT C AHTUPEBMATUYHWU
NEKAPCTBEHU NMPOAYKTU HAL 18 TOAULLUHA BBH3PACT - B cvna oT 15 mait 2019 roguHa



I. NEYEBHO-AWATHOCTUYEH ANITOPUTBM

NPUNOXEHWE 2

1. NEKAPCTBEHU NPOAOYKTW, skniouyedn B [lMpunoxenue 1 Ha MNNC, kouto H3OK 3annawa B CHLOTBETCTBUE C aencreawure
HOPMaTUBHU AOKYMEHTU.
INN MKB OO3A
M05.0, M05.1, M05.3, M05.8; M07.1,
MO07.2,
ADALIMUMAB MO07.3; M08.1, M08.3, M08.4; M45.0, = 40 mg npe3 ceamuua
M45.1, M45.2, M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8
M05.0, M05.1, M05.3, M05.8; M07.1,
MO07.2, M07.3; M08.1, M08.3, M08 .4; = 50 mg eAuH NBT CEAMUYHO
RTANERGEPT M45.0, M45.1, M45.2, M45.3, M45.4,
M45.5, M45.6, M45.7, M45.8
MO05.0, M05.1, M05.3, M05.8; M07.1, * pu 3anouBaHe Ha rieyeHue — nbpem mecel 1200 mg (Ha 0,2n4
MO07.2, M07.3; M45.0, M45.1, M45.2, ceamuuyn — 2 NbTH AHeBHO no 200 mg)
CERTOLIZUMAB M45.3, M45.4, M45.5, M45.6, M45.7, * noaabpxawa fo3sa — 200 mg Ha BCEkU 2 CEAMULIN
M45.8 Unu anTepHaTuBHa NoaAbpXxalla Ao3a ot 400 mg Ha BCekn 4 ceamuum
M05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; M45.0, M45.1, .
GOLIMUMAB M45.2 M45.3. M45 4, M45.5, M45.6. 50 mg eAUH NbT MECEYHO
M45.7, M45.8
* Ipu 3anoyBaHe Ha neyeHue:
: — 3 mg/kg uHTpaBeHo3Ha UHdy3ns Ha 0, 2 u 6 ceamuum 3a MO05
M05.0, M05.1, MQS.B, MO05.8, — 5 mg/kg nHTpaBeHo3Ha uHdy3sua Ha 0, 2 n 6 ceamuLM 3a MO7
M07.1, M07.2, M07.3; M45.0, M45.1, — 5 mg/kg nHTpaBeHo3Ha UHdy3na Ha 0, 2 1 6 ceamuuum 3a M45
INFLIXIMAB M45.2, M45.3, M45.4, M45.5, M45.6, . . '
M45.7 M45.8 noaabpxaa gosa:
= — 3 mg/kg MHTPaBeHO3Ha UHCY3NA Ha BCEKU 8 CEAMULIN 33 MO05
— 5 mg/kg UHTpaBeHO3Ha MHY3NA Ha BCekn 8 ceamuuy 3a MO7
— 5 mg/kg MHTpaBeHO3Ha UHAY3NsA Ha BCeku 6-8 ceamuum 3a M45
TOCILIZUMAB Mgﬂsogol\,ngllsogh(l;/éOj.S, ME5:0, * 8 mg/kg UHTPaBEHO3Ha UHADY3NSA EAUH MBT Ha 4 CEAMULM (8o 800 mg)
- - ' = 162 mg NOAKOXHO €ANH NbT CEAMUYHO
* py 3anoYBaHe Ha feveHue — Nbpen mecey 45 mg Ha 0 wn 4 ceamuun
* noaabLpXawa ao3sa — 45 mg Ha Bceku 12 cegmuum
USTEKINUMAR M07.1, MD7.2, MO7.3 AnTepHaTUBHO, NpWU MauueHTu ¢ TenecHo Terno > 100 kg, moxe Apa ce
usnonssat 90 mg.
MO07.1, M07.2, M07.3; M45.0, M45.1, * Npu 3anoyBaHe Ha neyvexune - 150 mg Ha 0, 1, 2 1 3 ceamuua
M45.2, M45.3, M45.4, M45.5, M45.6, * nopgabpxkawa posa - 150 mg exemeceyHo, kato ce 3anodea oOT
M45.7, M45.8 cegmuua 4
Mpv naumeHtn ¢ M07.1, M07.2, M0O7.3 u CbnbTCTBALY YMEPEHO TEXBK AO
SECUKINUMAB TEXbK NnakaTeH Ncopuasuc, Un KoMTO He ca Ce MOBNUANU A0CTaTb4HO OT
nposeseHata aHTu-TNFa Tepanusa:
MO07.1, M07.2, M07.3 * npu 3ano4BaHe Ha nevenue - 300 mgHa 0, 1,2 u 3 ceamuua
* noaabpxawa gosa - 300 mg exemeceuHo, kato ce 3anodsa OT
cegmuua 4
Bcska fo3a ot 300 mg ce npunara Kato ABE NOAKOXHU UHXEKLUN OT 150 mg.
MO05.0, M05.1, M05.3, M05.8, .
TOFACITINIB MO7.1.M07.2,M07.3 5 mg, npunaraHa Asa NbTu AHEBHO
BARICITINIB M05.0,M05.1,M05.2,M05.3,M05.8 = 4 mg, eAVH NbT JHEBHO
RITUXIMAB MO5.1, M05.2, M05.3, M05.8 » TepaneBTUYHMAT KYpC Ce CbCTON OT 2 UHTPABEHO3HM NHAY3NK Mo
1000 mg npe3 14 gHu.

Mpu 3ano4yBaHe Ha Tepanus Ha HOBM GonHu (6e3 NpeawecTBaWO feYeHne ¢ NoCoYeHUTe B tabnuua 1 INN) ce
Ha3HayaBa mNeKapCTBEHMAT NPOAYKT/TepaneBTUYHUAT KypC C Hal-ronsma pasxogHa eeKTUBHOCT (Han-
[OGPOTO CHLOTHOWEHWE MeXAy NOCTUraHe Ha TepaneBTUYEH Ppe3ynTaT OT npunaraHe Ha JeKapcTBeH
npoaykT/nekapcTBeHa Tepanua U pa3xoaBaHe Ha cpeAcTBa OT 6romketa Ha H30K 3a cbuwua npoaykT/Tepanus,
NPU CHLNOCTABSHETO My C APYr/M NeKkapcTBeH/M NPOAYKT/M WNM neKkapcTBeHW Tepanuu, npeacTasnaBallu
TepaneBTUUYHU aNTepHaTUBM U 3annallaHu HanbIHO UNu YacTUu4uHo oT H30K).

; VW3UCKBAHMSA HA H3OK MPW NEYEHWUE HA YMEPEH [10 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWLEH APTPUT, AKTUBEH IOBEHWNEH g

"Qﬂ APTPUT, AKTUBEH W MPOrPECWUPALL MCOPWATUYEH APTPUT U TEXbBK AKTUBEH AHKUNO3WUPALL CNOHAWAUT C AHTUPEBMATUYHU
‘\f;;' NEKAPCTBEHW NPOAYKTU HAL 18 TOAULLHA BB3PACT - B cuna ot 15 man 2019 roguHa




2. NPOCNEOABAHE:

| UME: e [ 1 [ [ [ [ [T T 1]

U3CNEABAHUA U3Xo4HU HA BCEKU 6
MECEUA

Terno v v
Disease Activity Score (DAS28) (M05.0, M05.1, M05.3, v v
MO05.8, M08.2, M08.3, M08.4, M07.1, M07.2, M07.3)
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI)
(M08.1, M07.1, M07.2, M07.3, M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5, M45.6, M45.7, M45.8)
Ankylosing Spondylitis Disease Activity Score (ASDAS) v v
(M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7,
M45.8)
CRP (C - peakTuBeH NpoTenH) v v
CYE v v
MKK/OKK v v
ACAT v v
ANAT v v
Xonectepon (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, v :
MO08.3, M08.4)
Tpurnuuepuau (M05.0, M05.1, M05.3, MO05.8, M08.1, M08.2, v -
M08.3, M08.4)
Ypes (M07.1, M07.2, M07.3 3a Ustekinumab) v -
Kpeatunuu (M07.1, M07.2, MO7.3 3a Ustekinumab) v .
Waaler Rose/RF (M05.0, M05.1, M05.3, M05.8) v -
Ty6epkynuHosa npoba v n
XenaTuTtHu Mapkepu v -
PeHTreHorpacus Ha 3acerHatu obnactu/ctasu v "
PexTreHorpacdus Ha rpbaeH kol 1 6sn apob v 5
KoxHa 6uoncusa (M07.1, M07.2, M07.3) v -

* mpunaraT ce OpUrMHanHuW GnaHku unu 3aBepeHn Komus ot nabopaTopHu M3creABaHus, NOTBLPXKAABALUM aKTMBHOCTTA Ha 3abonsBaHeTo.
MacnepsaHusiTa cneasa Aa 6bAaT OCbLLECTBEHM B NabopaTopus, Ckiyuna Aorosop ¢ H30K/P30K. 3a aaBHOCT Ha u3cnejsaHusTa ce npuema
CPOK OT He noseye OT 1 MeceL, NpeAn NOAaBaHETO Ha LLOKYMEHTUTE B CbOTBETHATa P30K.

** 331 bMKUTESTHO CE NpunaraT CHUMKU UNu AUCK OT peHTreHorpacdms Ha 3acerHatu obnacTu/cTaBu i OPUTUHATNHU huUwoBe OT Pa3ynNTaHeTo
Ha oBpasHuTe uscnesasanusa. MiscneaBanusTa cneasa Aa 6baaT ocbliecTBeHW B nabopaTopusi 3a obpasHa AuarHocTuka, ckmounna Aorosop ¢
H30K/P30K. 3a AaBHOCT Ha M3CNEABaHETO Ce Npuema Cpok OT He noseye OT 6 Mecelia Npeau NoAaBaHETO Ha AOKYMEHTUTE B CbOTBETHATa
P30K. He e He06x0aMMO Aa ce npunara CHUMKa U AUCK OT PeHTreH Ha 651 Apo6!

*** qpunara ce OpuriHanHa Gnavka c pe3ynrar oT nposeaeHa Ty6epkynuHoBa npoba.

Il. OBLKN UBUCKBAHUA

1. Bb3pacToBaTta rpaHuLa Ce U34NUCnsBa B HAaBbPLUEHU rOANHM - T.. BKIKHUTENHO KbM Aararta Ha usgaeaHe Ha npoTokona ot
crneuuanusupaHaTa KOMUCus.

2. MNpu HasHa4YaBaHe Ha Tepanusi No NPOTOKON 3a4bIKUTENHO Ce cbobpassBaT Bb3paCTOBNTE OrpaHU4eHns, CbrnacHo kpatkara
XapaKTepuCTVKa Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbPAEHa No peaa Ha 3JIMXM.

3. H30K He 3annaiia neveHue U3BbH yKkasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepuctika Ha npoaykra.

4. H30K He 3annauia neyexme C 031 Haj MakCUMarHo paspelleHnTe no kpaTka xapakTepucTika Ha npoaykra.

5. B criyyait Ha HacTbnuna NoAo3vpaHa Hexernada nekapcTeeHa peakums, nekapsT yBeaomsisa VAJl no pegda Ha un. 184 ot
3JTNXM. Konue oT cbobLLEHNETO ce npunara KbM MeauLMHcKkaTa 4oKyMeHTaUusA Ha 30J1 npy kaHAMAATCTBaHE 33 NeYeHne.

6. CNELUMANU3UPAHATA KOMUCUA n3pnasa Pewerune cnen nposeaeHa AmBynaTtopHa npoueaypa Ne 38 ,OnpenensaHe Ha
NNaH Ha nedYeHve U NpocreassaHe Ha TepaneBTUYHUS OTrOBOP MPW NauveHT, nonydasalim CKBbMOCTPYBaLLM NeKapCTBEHM
NPoAyKTV Mo peja Ha un. 78, T. 2 330 Ha ocHoBaHue un. 53 u un. 303 oT HauvoHaneH pamkoB AOTOBOP 3@ MeAULIMHCKMTE
JeviHocT Mexay HauuoHanHata 3apaBHoOOCUryputenHa kaca n Bbnrapcku nekapckv cblos 3a 2018r. (o6H., OB, 6p. 28 ot
29.03.2018 r.; usM. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.) u npepoctaBeHa ot 30J1 MeauuMHCKa AOKYyMeHTauus.
CneumanusupaHata KOMUCUS CbXpaHsiBa eaviH eksemnnsap ot PelwenveTo. Mpu nsgasaHe Ha npotokon Ha 30J1, cbxpaHssa
BTOPU €K3eMNAsAp Ha NPOTOKONa, BCUYKM HEODXOANMI AOKYMEHTY 33 W3LaBaHETO My U Konue oT npunoxexue 1 Ha HacToswuTe
W3NCKBaHUS, MONBIHEHO NO CbOTBETHATa TOYKA M NOAMUCAHO OT YNEHOBETE Ha crneuuanuavpaHaTa KoMUcus.

Hacmosiwume u3uckeaHusi ca pa3pabomeHu Ha OCHO8aHue 4il. 58 om HauuoHaneH pamkog 002080p 3a MeduyuHCKUme
deliHocmu mexdy HauyuoHanHama 30pasHoocuegypumesiHa kaca u Bbnzapcku nexkapcku cbro3 3a 2018z. (0BH., OB, 6p. 28 o1
29.03.2018 r.; u3Mm. 1 gon., 6p.34 or 2018r., 6p.4 ot 2019r.), eu3am € cuna om 15.05.20192. Ha ocHosaHue peweHue Ne PA-HC-
04-38/08.05.20192. u ommeHsim Oelicmeawume U3UCK8aHUs, 8 cuna om 01.01.20192. Ha ocHosaHue peweHue Ne P[-HC-04-
80/18.12.2018e.

V3VUCKBAHMA HA H3OK MPU NEYEHWE HA YMEPEH OO TEXbBbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWIIEH 10
APTPUT, AKTUBEH W NPOrPECUPALL NCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKWNO3WPALL CNOHOUAUT C AHTUPEBMATUYHN
NIEKAPCTBEHU NPOOYKTU HAJ 18 TOAULIHA BB3PACT - B cuna ot 15 man 2019 roguHa




NPUNOXEHUE 3

OEKNAPALIMA 3A UHOOPMUPAHO CbIMACUE C U3NCKBAHUATA 3A 3AMOYBAHE/ NMPOOBIMKABAHE HA
NEYEHWETO C NEKAPCTBEHUA NPOAYKT

crief, kaTo ce 3ano3Hax C uanata Mu  npeaocTaseHa nHdopmaums M uenTa Ha Jle4yeHneTo C NeKapcTBeHus
iy 1y ————— R SR W cref KaTo Momnyyux madepnaTtenHu OTroBopu Ha
nocTaBeHUTE OT MEH BBMNPOCK, AeKnapupam Ye:

1. WHdopmupaH CbM 3a 0TKas OT Man4nHCTBO / BALMHCTBO MO BPEME Ha MPOBEXAAHE Ha NedeHne C ropenocoyerns

nekapcTBEH NPOAYKT (NOCOYEHM B KPATKUTE XapaKTePUCTUKM Ha ONPEAENEHN NeKapCTBEHN NPOAYKTH).

OA HE

LLle cnassam npenopbyaHaTa My Cxema Ha fieyeHure 1 nepuoaniHoCT Ha KOHTPOMHUTE nperneau.
PefoBHO le Ce SBSBaM Ha KOHTPOMHW MpEerneau 1 Hama Aa NpoMeHaM CaMOBOMHO WNW MOA APYro BHYLUEHWE
HasHayeHaTa Mu Tepanus.

4. [pv NpeycTaHOBSIBAHE Ha NEYEHNETO MO NPUYMHUA, HENPOU3TUHALLM OT pelueHneTo Ha KomucusaTa 3a ekcneptusu B P30K
wivnn Komwucusita no un. 78, 1.2 ot 330, e yBeaoms He3abasHO NuuHust cu nekap u P3OK un we BbpHa B P30K
nocrneaHUst NPOTOKOM, MO KOWTO CbM nofyyasan/a nekapcTserns NpoAyKT.

5. [lpw HecnassaHe Ha MOCOYEHUTE YCrOBUS NEYEHNETO MU C YyNOMeHaTUs nekapcTBeH MPOAYKT e 6bAe npekpaTeHo u

HaMma ga umam npeteHumn kb H30K.

F‘ . WU3NCKBAHUA HA H3OK MPWU NEYEHWE HA YMEPEH O TEXbBbK AKTUBEH CEPOMO3UTUBEH PEBMATOWOEH APTPUT, AKTUBEH KOBEHWIEH 11
%7’(’ APTPUT, AKTUBEH W NPOrPECUPALL MCOPWATUYEH APTPUT U TEXXbK AKTUBEH AHKWUNO3WPALL CMOHAMINT C AHTUPEBMATUYHM
‘\%' NEKAPCTBEHW MPOAYKTU HAL 18 FOAULUHA Bb3PACT - B cuna ot 15 mait 2019 roauHa




