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U3NCKBAHUA HA H30K
MPU U3OABAHE HA NMPOTOKONM 3A NMPOBEXAAHE HA NEYEHWE HA YMEPEH 10 TEXXbK AKTUBEH
CEPOMO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHWNEH APTPUT, AKTUBEH U MPOIPECUPALL|
MCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3WUPALL CNOHAUNUT C AHTUPEBMATUYHU
NEKAPCTBEHW NPOAYKTU HA BOJTHU HALL 18 TOAULLIHA Bb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Ustekinumab,
Secukinumab, Rituximab)

MpoTokoNbT Ce M3AaBa OT CMeuUanu3vMpaHa KOMUCUS B rnieyeGHM 3aBeaeHus 3a GONHWUYHA MOMOLY, CKIIOYUNU
poroBop ¢ H30K 3a u3nbnHeHue Ha AmbGynatopHa npoueaypa Ne 38. CneuwanusvpaHute KOMWUCHM, BKIIOYBALUN
CneumanicTi ¢ Koj Ha cneuuanHocT 20 — peBMaTonorus, ce Cb3aasar CbC 3anosea Ha Aupektopa Ha cneaHute J13: YMBAT
"Cs. MBaH Punckun" - rp. Cocous, YMBAI "Kacnena" - rp. Mnosaue, YMBAN ,Cs. Mapuna” - rp. BapHa.

I. PEQ 3A YTBBLPXOABAHE U 3ABEPABAHE HA NPOTOKOJTUTE

MpoTokonu 3a 3anoyBaHe Ha nevyeHue

= [onbAHEHO U NOANUCAHO NpuNoxeHue 1 — NUCT 3a onpesensaHe Ha KputepuuTe
= MeanunHCKa [LOKyMEHTaUUs C MPUMOXEHU BCUYKM Heobxoaumu nokasatenu u
cneumanmanpana n3cneABaHNs No NpUnoxexue 2
KOMMCHS = PeweHue Ha cneuyuanuaupaHa KOMUCUSI C SiCHA MeAMUMHCKA MoTuBauus 3a
3anoyBaHe Ha TepanusTa (ModnucaHo Om 6CUYKU YleHo8e Ha cneyuanusupaHama
Komucus)*
= “[lpoToKoN 3a Npean1cBaHe Ha nekapcTea, 3annatanu ot H30K/P3OK” — obp. M3
-H30K
Komucus no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LY Ha H30K "1 B P30K

* PeleHne Ha cneuuanuaupaHa KOMUCUS Ce W3jaBa Cfej CTaHOBULLE Ha MOCTOSIHEH ekcrnepTeH cbBeT no pesmartonorus (MEC)
CucraBa Ha MEC ce onpeaens oT HauuoHanHus KOHCYNTaHT no peematonorus u Mpeacesarens Ha Bbnrapckoto pesmaTonornyHo
apyxectso. MEC u3gasa CTaHOBULYE NPU 3aMOYBAHE HA NeyeHne, NPy NPOMAHA B A030BUS PEXUM UMW CNUPaHEe, NPU CMAHA Ha eAuH
nekapcTBEH NPOAYKT C APYr, Npu apbUTpax Ha NPoBIeMHI cnyyau.

MpoTokonu 3a NnpoabMKXaBaHe Ha fevyeHue

= [lonbnHEHO 1 NoANUCaHO NpuroXeHue 1 — NUCT 3a onpeaensiHe Ha KpUTepunTe
= MeauuuHcka AOKYMEHTauus C MPUMOXEHU BCUYKW Heobxoaumun nokasatenu u
n3cneaBaHus no nNpuroxeHue 2

Egzt;g::mwpana = PeweHue Ha cneuuanuavupaHa KOMUCUA C fiICHA MeAuuuHCKa MOoTuBauus 3a
3anoyBaHe Ha TepanusTa (ModnuUCaHO OM BCUYKU YIEHO8E Ha crieyuanusupaHama
KoMmucusi)
/ = “lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30K” — obp. M3
-H30K

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

Il. OBLLM NMONMOXEHUA
1. 301 nopasa noaroTeeHute AokymeHTU B P30K, Ha TeputopusiTa Ha KOSITO € Hanpasuno u3bop Ha OIJ1. JokymeHTuTe
BKNYBaT:

1.1 3asBnenue o [upektopa Ha P3OK.

1.2 MonbnHeHo v noanucaHo npunoxenue 1. MonbnBa ce No cbOTBETHATa Touka W Ce npunara oTpaseHaTa B LUpoB

WHAEKC MeAULUMHCKa AOKYyMeHTauus, YAOCTOBepsiBaLLa BCEKU €AMH OT Kputepuure.

1.3 MbnunaT Habop nacneasanus (PU3MKanNHU, HCTPYMEHTANHN U NaBopaTopHK), OTPa3eH B NPUMOXeHue 2.

1.4 ‘Mpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawawum ot H3OK/P30K' — o6p. M3-H3OK, uspageH or
cneuunanusupaHa kommucus B nevebHn 3aseaenns 3a 6onHu4Ha nomoll, pabotewy no gorosop ¢ H3OK. Mpunara ce opuruHan Ha
npoToKoNna, a npu KaHAMAATCTBaHE 3a NPoAbMXaBaHe Ha TepanusTa ce NPeACTaBs OPUTMHAN Ha NPEAXOAHUS MPOTOKOM C
OTpa3eHun BCUYKU Ha3HaA4YeHUs Nno Hero.

1.5. PeweHne Ha cneunanuaupaHa KOMUCHsI OT neyebHO 3aBeeHne — U3NBLAHUTEN Ha AmbynatopHa npoueaypa Ne 38
"Onpe,qenﬂue Ha nNnaH Ha ne4vyeHue n npocneasiBaHe Ha TepanesTU4HUsA OTroBOp Mpu NauueHTn, nonyvasauin CKbnocTpysawu
nekapcTBeHU NpoAyKTv no peaa Ha un. 78, an. 2 330° - 6n. M3-H30K Ne 13.

1.6 leknapauus 3a MHopMMpaHo cbrnacue no obpasey (Npunoxexue 3)

2. P30K npuema aokymeHTUTE No T. 1 Criea cnpaska OTHOCHO 3APaBHOOCUIYPUTENHUS cTaTyc Ha 3071
3. MMbpBUAT M BCeku CrieaBaly NPOTOKON ce U3faBarT 3a nepuoa Ao 180 AHM.

V3UCKBAHUA HA H3OK NPU NEYEHUE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WTUBEH PEBMATOWIEH APTPUT, AKTUBEH HOBEHWNEH
APTPUT, AKTUBEH W MPOIPECWPALL MCOPWATUYEH APTPUT W TEXBbK AKTWMBEH AHKUNO3WPALL CﬂOHIZlVIJ'IVITVC AHTUPEBMATUYHU <
NEKAPCTBEHMW NPOAYKTU HAZl 18 TOOULUHA BB3PACT - B cuna ot 15 mai 2018 ronuua
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TUCT 3A OMPEOENSAHE HA KPUTEPUUTE MPU 3ANOYBAHE U NPOABIMKABAHE HA NIEYEHWE HA YMEPEH 10
TEXbK CEPOMO3UTUBEH PEBMATOUAEH APTPUT C NEKAPCTBEHU NPOOYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib,

Wme: ErH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmoeepseawa 6ceKku Om Kpumepuume e nocoyeHa C uyugpa 6 UHOeKC u 3adbmwumenHo npudpyxaea
HacmosAWomo NpuIoXeHue.

BMONOTMYHMTE NeKapCTBEeHN NPOAYKTHM Ce NPUNarar Kato BTOPA NIMHUA Ha NeYeHue, KoraTo NbpeaTa NuHUA € Guna HeycnewHa UM NaUMEHTLT He 5 NoHacs
H30K 3annauwa neyenue ¢ 6GMONOrMYHM NekapcTBeHn npoaykTu Ha 30J1, nposexaalm AucnaHcepHo Habnoaexue.

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUETO (SAOB/MKUTENHU CA BCUYKU KPUTEPUW)

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

1A | CurypHa AuarHo3a — Hanuuue Ha 4 1 Noseye KPUTEPUM OT CrieAHUTE 7, CbrNacHo AMepUKkaHckus konex no pesmaronorus (ACR)
1987r.

"  CyTpeLlUHa CKOBAHOCT, NPOAbIXaBaLla noseye oT 60 MUHyTH

. apTpUT Ha 3 1 NoBEYE CTaBHM 30HN

*  apTPWUT Ha CTaBM Ha pbLETE;

" CMMETpUueH apTput

. PEeBMaToOUAHN BL3NKU

" Hanuuue Ha peBMaTonaeH akTop ,

*  PEHTTEHOBM AaHHU 32 PEBMATOMAEH apTpuT

1B | PeHTreHOBM AaHHM 3a 2 Il pEHTTEHONOrMYeH CTaaui Ha PeBMaToMAEH apTpuT |

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

3 | Henosnussaxe oT npeaxoxaaia 6a3ucHa Tepanus ¢ ABa cuHTeTU4HM BMAPJT (veToTpekcaT, necpnyHomua, cyndacanasuH - 3
Q/AHEBHO U Ap. KaTO MOHOTEpanus Unu koMGuHUpaHa Tepanua ¢ MK) B onTumManHu kypcose 1 403n 3a noHe 6 MeceyeH nepuoA 3a
cuHTeTHYeH 6onecT-moauduumpay JMM. 3aabnxuTenHo e eAHoTo cuHTeTuYHO BMAPJT oT npoBejeHaTa 6asucHa Tepanus Aa e
6uno MertoTpekcaT npu cepmuyHa Ao3a 20 mg 3a noHe 6 meceyeH nepuod. B cnyyauTe Ha NpOTMBONOKAa3aHUA (MM paHHa
HEMOHOCUMOCT) 3a neyenne ¢ MTX, KaTo 4acT OT NbpBa NMHUA Ha TepaneBTUYHaTa CTpaTerus ce Npuema NpoBeAeHa Tepanus ¢
JleconyHomua unu CyndpacanaavH B ONTMManHy Kypcose 1 403 3a NoHe 6 MeceyeH nepuop. *

4 | Nunca Ha uskniousawm kputepum no 7. 1 *
npunarar ce:
- Juct 3a pucnamcepHo Habmioaenne” (6n. M3-H30K Ne 9) ¢ noTebpAeHa Auarosa; NombaHeHa Tabnuua 2 OT NPUNIOXEHIE 2 1 OPUrMHANHM BNaHKM NV 3a8epeHI KONMA OT NaBoPaTopHN
M3cneaBsaHus, NOTBLPXKAABALM BKTUBHOCTTa Ha 3abonssaHeTo. MacneasannsTa cnegea Aa 6vaaTt nposeaeHu B naboparopus, ckniouuna aorosop ¢ H30K/P3OK. 3a naeHocT Ha nacneasarmsTa
e Npuema CpoK OT He NoBeye OT 1 Mecey NPeav NOAABAHETO Ha AOKyMeHTUTe B CboTeeTHaTa P30K.
* PEHTTeHOBM CHMKI WM AUCK 1 OPUIMHANHU (PUIIOBE C NUCMEHA UHTEPNPETALIMS Ha PEHTTEHOMOTMUHUTE UIMEHEHUR OT CIeLMANCT N0 0Bpa3Ha avarHocTuka. VIscneasaHuaTa cnegsa Aa
6Gbaar ocbuecTsenn 8 naboparopus 3a obpasHa AnarHocTvka, cknoumna aorosop ¢ H30K/P30K. 3a naBHOCT Ha U3CNeABaHETO Ce Npuema CPOK OT He noseve OT 6 mMeceua Npean NOAaBaHeTo Ha
poKymeHTUTe 8 ChoTBeTHaTa P3OK

npunarar ce oueHky o ckana DAS28: HEOGXOAMMO € ABYKPATHO MOTBLPKAABAHE Ha NOKA3aTenuTe 3a MoHe 12 CeAMMueH Nepuoa 6e3 NPOMsHa B NeyeHVeTo; Npunarar ce i Asata uwa,

/AOCTOBEPSBALLM NPOBEXAAHE HA OLEHKUTE, C NOCOYeHa AaTa Ha NPoBeXAaHe, NOANUC Ha CNeUManicTa, M3BbPLINI OLEHKaTa U Neyar Ha nexkaps/ne4eGHOTO 3aBeaeHve.

npunara ce 3APaBHO AOCHE Ha XPOHWYHO GoneW C npocneassade Ha 3abONSABaHETO OT AMArHOCTULMPAHETO A0 MOMeHTa: ambynaTopHu NUCTOBE OT nperneau Npu cneunanuct

peBmaTonor, yaocToBepsBsaly HasHauaBaHe 1 NpoBexaaHe Ha Npeaxoxaalla 6asucHa Tepanus C OTpa3eHu 403K, CPOKOBE Ha NPUNOKEHUE U €PEeKTUBHOCT.
3apbMKUTENHO Aa Ce NOCOYBA aKTyasnHo TeNecHo Terno.

YAOCTOBEPABA Ce C NOANKC HA CNELMAnKCTa B NPUNOXeHUe 1 Ha HACTORWNTE NINCKBAHNA

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO (SAOB/MKUTENHU CA BCUYKU KPUTEPUN):
3abenexka: bonnute cneasa fa GbAaT MOHMTOPUPAHW HA 12-Ta ceAMMuUA OT Ha4anoTo Ha nedenueTo. pu KaHaMAATCTBaHe 3a NPOAbIXaBaHe Ha
NEeYeHNeTo crej 3aBbPLISH MbPBU LECTMECEYEH KYPC Ce OCBLIECTBABA HOBA OLEHKA U 3aABIKUTENHO Ce NPEACTaBs MeANUMHCKaTa AOKyMeHTaUMs OT nperneaa Ha
12-Ta cegmuua
MKB MO05.0, M05.1, M05.3, M05.8

1 MNosnusiBaHe Ha nokasaTenure:
* OTOYHOCT Ha CTaBUTE 1 CyTpeLUHa CKOBAHOCT — HamansiBaHe ¢ noHe 50% v 3agbpXaHe BLB BpeMeTo
= Gpoit Ha GonesHeHUTe U OTOYHU CTaBM — HamansBaHe ¢ noHe 50% 1 3aabpXaHe BLB BPEMETO
* CYE —noa 40 mm unu C-peakTBEH NPOTEUH — OTpULATENeH 1 3aabpxaHe BLB BpemeTto '
2 | CymapHa oueHka Ha nokasaTenuTe - NoHwkeHue Ha DAS28 ¢ noseue OT 1.2 1 3aabpXaHe BbB BpeMeTo
3 | Nunca Ha HexenaHu NekapcTBEHW peakuMu U U3KMIoYBaLM KpUTepuM NoT. B T. T °
npunarar ce: JIucT 3a aucnaxcepHo HabnioaeHne” (6n. M3-H30K Ne 9) ¢ oTpaseHa CTeneH Ha NOBNUABAHE Ha NOKa3aTenuTe; NonbnHeHa Tabnuua 2 T NPUNOXEHUE 2 U OPUIMHANHK GnaHKn
Wnu 3aBepeHu KoNuA OT NaBopaTopHU U3CNEeABaHUR, OCbLeCTBeHU B nabopaTopus, ckntounna aorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha uacneaBaHusTa ce npuema Cpok OT He noseve oT 1 mecey
NPenv NoRaBaHETO Ha AOKyMeHTUTe B ChoTaeTHaTa P3OK
Mpy KaHAMAATCTBaHe CEA NbPBY LWECTMECeYeH KypC Ce Npunara oueHka Ha 12-Ta ceamuua.
Mpv kaHaMAATCTBaHE 3a NOPEAEH LECTMECEYEH KypC Ce Npunara akTyanHa oLeHKka C NOCoYeHa AaTa Ha NPOBEXAAaHe, NOANMC Ha CNEeUManiCTa, M3BBbPLUMN OLEHKATa 1 Nevar Ha nekaps/nee6HoTo

3asefeHve
3apBLRXUTENHO A Ce NOCOYBA aKTYasHO TENEeCHO Terno.

YAOCTOBEpABa Ce C NOANMC Ha CNeLManucTa B NPUNoOXeHue 1 Ha HaCTOAWMTE MIUCKBAHWUS

B. HEXXENAHU NEKAPCTBEHU PEAKLIUM - Passituero Ha Hexenari nekapcTeexy peakuuu CripsiMo GONECTNPOMEHSIL SHTUPEBMATUNEH NEKApCTBEH NPORYKT Ce
NOTBLPXAABA UPe3 NPEACTABSHE Ha aMBYNATOPEH MUCT OT CLOTBETHR NPETNe; WNW Konue OT yseaoMneHve koM MAN no peaa Ha un.184 ot 3AMNXM
rageHe, rnasobonue, CBETOBbLPTEX aneprus
noBULIABAHE Ha apTEPUANHOTO HansraHe TeXKa UHbeKuMs
XematonoruyHu (xemornobuH noa 80g/l, neskouuT noa 3500, TpomBouuTu noa 90000) W/MNM BUOXMMUYHW OTKNOHEHWS CbOBPa3HO (HapMakonoruyHOTO
A0CHe Ha npoaykTa

. USKNIOYBALLN KPUTEPUW (npu 3anoy4BaHe 1 Npu NpoAbImHkaBaHe Ha feYeHMeTo)
1. AKTWBHa MnW naTeHTHa Tybepkynoaa
2. AKTMBHI MHDEKLUM, BKIIOYUTENHO NOKANU3UPaHM MHDEKLMM
3. 0CTbp MNM XPOHI4EH BUPYCEH XeNnaTuT, (npw tofacitinib — U TEXKO uYepHOAPOGHO yepexaare (Child-Pugh C)
4. HeonnacTuy 3a60nsiBaHma, (C U3KNKOHEHWE Ha YCNEWHO NeKyBaH HeMenaHoMeH pak Ha koxara 3a tofacitinib)
5. 3acToiHa cpaedHa HepocTaTbuHocT Il v IV dyHkumoraneH knac no NYHA (ve Baxy 3a tofacitinib)
6. ANNacTiHa BHEMUS, 3Pa3eHa rPaHyNOLMTONeHUS, MUenoduepoa
7. MHOXeCTBeHa CKNepo3a v Apyri1 GONeCTU C AeMUenuHM3aLMA (He Baxu 3a tofacitinib)
8. TexyL NPUem Ha MOLLHIM UMYHOCYNPECAHTY (33ATMOMPUH, LMKIIOCTIOPUH, TaKPONMMYC)
9. XemaTonoruiHm OTKIOHeHMs: aGConoTeH Bpoit Ha MMMoLMTUTE <750 Kn./MM?, a6CoNIoTeH GOt Ha HeyTpodunuTe <1000 Kn./MM*, Hb < 80
10. Junca Ha TepanesTuueH ehekT Ha 12-Ta CEAMMUA Crie 3aNONBaHE Ha NEYEHNETo
11. BpemerHocT 1 nakTaums (Certolizumab Moxe aa ce npunara B nepuoaa Ha KbpmeHe. Mpu GPeMeHHOCT MoXe Aa Gbae pasrneaaHo nevewme ¢ Certolizumab camo npu
KNMHUHE HEOBXOANMOCT )
12. NpekbcBare Ha TepanusTa No BUHa Ha GONHUA 33 NEPUOA MOBEYE OT 2 Meceua

OTroBaps Ha KPUTEPUUTE 33 NIEYEHUE C .................................... . BAOHEBHAN03a ..............

V3UCKBAHWA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH KOBEHUJEH 3
APTPUT, AKTUBEH W MPOrPECUPALL MCOPWATUYEH APTPUT W TEXBK AKTUBEH AHKUNO3WPALL CNOHAUAUT C AHTUPEBMATWUYHU
NEKAPCTBEHWM NPOOYKTU HAN 18 TONUIIIHA RI2APACT . & rtuna At 15 asat 9018 ramiaise
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TNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWUE HA AKTUBEH IOBEHUNEH
APTPUT HAQl 18 TOAULLHA BB3PACT C BUONOrMYHU NEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Tocilizumab)

we: [erv] [ [ [ [ [ [ [ [ |

3abenexka: mMeduyuHckama OOKyMeHmauyusi, ydocmoeepsiealya 8CeKU Om Kpumepuume e MocoYeHa C yugpa 6 UHOEKC U 3adb/KumenHo npudpyxasea
Hacmosuomo NpunoXeHue
Buonoruynute nekapcTBeHn NPOAYKTU Ce Npunarar kato BTOPa NUHUA Ha NeYeHue, Korato Nbpearta NHUS e 6una HeyCnewHa unu NauneHTbT He A NOHACK.
H30K 3annawa neyexune ¢ GMONOrUYHM NekapcTBeHU NpoaykTu Ha 3011, npoBexaawm AucnaHcepHo HabnoaeHme.

A. KPUTEPUU 3A 3ANMOYBAHE HA NNEYEHUETO (3aaLmxuTenHmu ca BCUYKU KpUTEpUm)

3a NoTBbLPXAGHME HA 3aAbLIDKUTENIHUTE KPUTEpPUM 3a CUrypHa auarHosa no T.1 M 3a nposefeHa Ga3ucHa Tepanua no 1.3,
3aALMKUTENHO Ce NpeAcTaBs MeAMUMHCKA AOKYMEHTaLus 3a nocTaBeHa AuarHosa u nposefeHo nevenue Ha 3001 nog 18 rogvwha
Bb3pacT OT CNeumanucT no AeTcka peBMaTonorus.

MKB M08.1 MKB M08.2

MKB M08.3

MKBE M08.4

1 | CurypHa avarHo3a noctaBeHa

noA 18r. ¢ Hanuuue Ha:

*  apTPUT ¥ EHTE3UT unu

*  apTPUT UK eHTE3UTC22 | =
OT CneaHUTe KpUTEepuu:

- Gonka B cakpounuayHa .
crasa w/wnu
nym6ocakpanta 6onka;

- Hanuuue Ha HLA B27

CurypHa avarvosa
noctaBeHa nop 18r. ¢
Hanuuue Ha:

apTpuT B eAHa Un
noseye CTasu
cbNbLTCTBALYA UNK
npeaxoxaalya
eXejHeBHa TemMnepaTypa
B NPOAbIMKEHNE Ha 2

aHTureH; ceamuLy

- Hauano Ha apTpuT npu *  33E/HO C €AWH Unu
MoMyeTa Haj 6 roauLHa noseuye OT cneaHuTe
Bb3pACT; KpUTEpUM:

- OCTbp NPEAEH yBewuT,

- aHamHesa 3a
CnoHAMNoapTponaTus
NpN POACTBEHULM OT
nbpBa reHepaums '

- npexojeH (HedukcupaH)
eputemeH 06puB;

- xenaromeranus,

- cnneHomeranus,;

- ajeHonarus;

- cepoaut’

CwurypHa auarHo3sa

nocraBeHa nog 18r. ¢

Hanu4ue Ha:

Hezamueer peemamoudeH

¢hakmop

- apTpuT Ha 5 unu noseve
CTaBu npes nopeute 6
mecela Ha
3abonsBaHeTo

=  Tect 3a RF — HeraTuseH

Mo3umueeH peemMamoudeH

bakmop

. apTpuT Ha 5 unu noseve
CTaBu npe3 nbpeuTe 6
mecela Ha
3abonsBaHeTo

. NO3NTUBHU 2 UNK NoBeYe
TecTa 3a RF B uHTepsan
oT 3 meceua npe3
nupeuTe 6 Meceua '

CurypHa avarHo3sa nocraBeHa

noAa 18r. ¢ Hanuuue Ha:

. apTpuT, 3acsrawy eaHa Ao 4
CTaBu npe3 nbpsuTe 6
meceua Ha 3abonsBaHeTo;

*  nepcucTUpaLy — 3acsra He
noBseye OT 4 cTasu;

*  paswwwupeH — 3acara nosevye
OT 4 cTaBy cnej nbpeuTe 6 |
meceua Ha 3abonssarero ' |

Ouenka no ckana Bath

OueHka no ckana Disease

Ouenka no ckana Disease

OueHka no ckana Disease

kputepumno . I

kputepumno T. I *

kputepum noT. *

2 | Ankylosing Spondylitis Disease | Activity Score (DAS28) > 5,1 2 Activity Score (DAS28) > 5,1 3 Activity Score (DAS28) > 5,1 #
Activity Index (BASDAI) 24>
- HenoenusBsawe ot - Henosnusgaxe ot HCMBC u | -Henoenusasake ot - HenosnusisaHe ot
MeToTpekcat u/unu 'K B onTumanHu kypcose n MeToTpekcaT u/vnu MmeToTpekcart u/unu
cynd)acanaavm B ONTUMAnHun 031 323 NoHe 6 MeceyeH cymbacanaaun B ONTUManHu cynd)acana:wm B ONTUManHu
KypcoBe 1 A03# 3a noHe 6 nepuog - nposexaaHa KypCOBE 1 4,031 3a NoHe 6 KypCOBE 1 4034 3a noHe 6
MeceuyeH Nepuoj - NposexaaHa | Tepanus noa 18 roavwHa MeceueH nepuoa - MeceyeH Nepuoj - nposexaaHa
Tepanus noa 18 roguwHa Bb3pacT. - nposexpaaHa Tepanua noa 18 Tepanus noa 18 roauwHa
Bb3pacr. 3 roavuwHa Bb3pacT. BBb3pacT.

3
- HenoenusBsake ot - Henosnussane ot HCMBC - Henosnusasaxe ot - HenosnusaBsaxe ot
MeToTpekcar u/ unu 1 MK B onTuManHu kypcose meToTpekcar u/ unu MeToTpekcar u/vnn
cyncacanasuH B ONTUManHu A03K 33 NoHe 6 MeceyeH cyndacanasuH B ONTUMAnHu cyncacanasu B onTUManHu
KypcoBe ¥ 4031 3a noHe 6 nepuoj - NpoBexaaHa KypcoOBE 1 03¢ 3a NoHe 6 KypCOBE 1 031 3a NoHe 6
MeceueH nepuoj - NposexaaHa | Tepanus Haa 18 roavwHa MeceueH nepuoa - MeceyeH Nepuoz - NposexaaHa
Tepanua Haa 18 roauwHa Bb3pacT. nposexaaHa Tepanus Hag 18 Tepanua Haa 18 roauwHa
BB3pacT. * roamwHa Bb3pact. ° Bb3pacT.

4 | TMnca Ha u3kniousawm Tunca Ha usknioyBawm Nunca Ha usknioyBawm Nunca Ha usknioYBawm

kputepuuno 1. *

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

- nonbriHeHa Tabnuua 2 OT MPUNOKEHWE 2 OPUrMHAnHM GNaHKM UNW 3aBEPEHN KOMUS OT NaGOPaTOPHM W3CNEABAHUS, NOTBBLPKAABALM AKTUBHOCTTA Ha
3abonsaHeTo. MacneaBanuaTa cnejpa Aa GbAaT ockliecTseHn B naGopatopus, cknlouuna aorosop ¢ H3OK/P3OK. 3a 4aBHOCT Ha M3CneaBaHUsTa ce npvema
CPOK OT He noBeye OT 1 MeceL Npean NoaaBaHeTo Ha AoKyMeHTUTe B cboTBeTHaTa P30OK;
" 33[bMKUTENHO CE NpUnaraT PeHTTeHOBM CHUMKM WM AWCK C OPUIMHANHM (PUWOBE C NUCMEHAa WHTEPNPETALMNA HA PEHTTEHONOTMYHUTE M3MEHEHUs OT
cneumanuct no obpasHa AnarHocTuka. Wacnepsanusta cnepsa Aa GbaaT OCbUECTBEHM B NaGOpaTopus 3a OOpa3Ha AMArHOCTUKA, CKNKYUNA AOFOBOP C
;-iSOK/PSOK. 3a 4aBHOCT Ha U3CNEeBAHETO Ce NPUeMa CPOK OT He NoBeYe OT B MeceLa NPeAN NOAABaHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK;

npunarar ce oueHku no ckana DAS28 / ckana BASDAI 3a 30J1 ¢ aguarHosa ¢ MKB kop MO08.1/, npoBeaexn npes nocnegHute 6 meceua: Heobxoaumo e
ABYKPATHO MOTBbPXAABaHE Ha nokasaTenuTe 3a MoHe 12-cegmuyeH nepuop Ges NpomsHa B NEYEHUeTo; npunarat ce v ABaTa uiwa, yAOCTOBEPSBALLy
NpoBeXAaHe Ha OLHKUTE, C NOCOYEeHa AaTa Ha NPOBEXAaHe, NOANUC Ha CNEeUManVcTa, M3BbPLUIAN OLIEHKAaTa 1 NevaT Ha nekaps/neyeGHOTO 3aBefeHme

npunara ce 34pasHo 40CHE Ha XPOHUYHO GONeH C NpocneasBaHe Ha 3a60NABaHETO OT AMAarHOCTUUMPAHETO 40 MOMEHTA: aMByNaToOpHKU NIUCTOBE OT Nperneaun
MpW CNeuManucT no AeTcka PeBMaTonNorus, yA0cToBepsBally npeaxoaHa GasucHa Tepanus, NpoBeaeHa noa 18 roaulwHa Bb3pacT; ambynaTopHu NUCTOBE OT
NPerneam npy CneuuanvcT no peBMaTonorus, yA0CTOBEPSBALUM Ha3HayaBaHe M NpoBexaaHe Ha npeaxoaHa 6asnucHa Tepanus B ONTUMANHI KypCOBe M A03M 3a
noHe 6-MeceyeH Nepuoa, C 0TPaseHu 403u, CPOKOBE Ha NPUNOKEHNE U eDEKTUBHOCT.
3aAbMKMTENHO Aa Ce NOCOYBa aKTyarnHo TENecHo Terno.

YAOCTOBEpsBa Ce C NOANUC Ha CMNeLUanuCTa B NpunoXeHne 1 Ha HaCTOSUMTE M3UCKBaHMUS

OrtroBaps Ha KpuTepuuTe 3a nevyeHue c B AHEeBHA [03a .

cneunanusnpaHa Komucus

V3UCKBAHUA HA H3OK MPU NEYEHUE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WUTWUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHUNEH 4

APTPUT, AKTUBEH U MNPOrPECUPALY NCOPUATUYEH APTPUT W TEXBK AKTUBEH AHKWUNO3WPALY CMOHAUAMT C AHTWUPEBMATUYHM
NEKAPCTREHU NPONVKTU HAN 12 FONIANIIIMNA DLADAAT = Cos PR
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TNPUNOXEHME 16

TIACT 3A ONPELENSAHE KPUTEPUUTE MPU NPOOBIMKABAHE HA NIEYEHUE HA AKTUBEH IOBEHUNEH
APTPUT HAQ 18 FOAULLHA BB3PACT C BUMONOIMYHU NEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Tocilizumab)

Vve: Em] | [ [T TT]

3abenexka: mMeduyuHckama GoKyMeHmayusi, ydocmoeepsiealya 6CEKU oM kpumepuume € MocoYeHa C Yugpa 8 UHOEKC U 3adbIKUMENHO npudpyxasa
HacmoAW,0mMo NPuoKeHue.

B. KPUTEPUN 3A NPOOABINKABAHE HA NNEYEHUETO (3aALrKuUTenHu ca BCUYKM KpUTEpUM):
3abenexka: bonHute cneasa aa tha'r MOHWTOPUPAHKU Ha 12-ta ceamMuua OT Ha4anoTo Ha NeYeHneTo. nDVI KaHauaaTcTeaHe 3a NPOAbIKABAHE Ha NeYeHneTo
Cnepj 3asbplueH NbpBU WECTMECEeYEH KypC Ce OCbLUEeCTBSABA HOBA OLUEHKA U 3aAbMKUTENHO ce NpeAcTaBs MeAUUMHCKaTa AOKyMEHTauus OT nperneaa Ha 12-ta
ceamuua.

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

1 | MNoBnusBaHe Ha nokasaTenuTe 1 3aabpXaHe BbB BPEMETO:

6poit Ha BONE3HEHN 1 OTOYHU Ha CTaBu - HamanseaHe ¢ noHe 50%;

CyTpeLlluHa CKOBaHOCT - HamansiBaHe ¢ nove 50%;
- CYE <40 mm unu C-peakTuBeH NpOTEH - OTpULaTeneH |
2 | CymapHa oLieHka Ha nokasartenuTe - noHuxkeHue Ha DAS28 ¢ noseue oT 1.2 U 3agbpXaHe BB BPEMeTo * unn
CymapHa oueHka Ha nokasaTenure - noHnxeHne Ha BASDAI ¢ 50% cnpsiMo U3XoaHUsi 1 3aabpkaHe BbB
BpemeTo 3a 30J1 ¢ avarHosa M08.1°
3 | Nlunca Ha HexenaHW NekapcTBEHU Peakunn U U3KINIOYBalLM KpuTepum no T. Bu . I °

" npunarar ce:

- Jluct 3a gucnancepHo Habnoperue” (6n. M3-H30K Ne 9) ¢ oTpaseHa cTeneH Ha NoBNUsiBaHe Ha nokasaTenure;

- NonbHeHa Tabnuua 2 oT NPUNOXEHUe 2 U OPUrMHANHK GNAHKW NN 3aBEPEHU KONUS OT NabopaToOpHU U3CNEeABAHNS, OCBLLUECTBEHU B
na6opatopus, ckniouuna gorosop ¢ H30OK/P30K. 3a AaBHOCT Ha M3CneABaHWATa Ce Npuema Cpok OT He noseye oT 1 Mecely npean
noAasaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P30OK.

4 npunarar ce oueHku no ckana DAS28 (oueHka no ckana BASDAI 3a 30J1 ¢ guarHosa M08.1). Mpu kaHAMAATCTBaHE Crnes Nbpeu
LeCTMeceyeH Kypc ce npunarar: oueHka Ha 12-Ta ceAMuLa U OLiEHKa Ha 6-TUsi Mecell OT Ha4anoTo Ha NEYEeHNeTo.

Mpu kaHaMAaTCTBaHE 33 NOPE/AEH LECTMEeCeYeH KypC Ce akTyanHa C NocoYeHa AaTta Ha NpoBeXAaHe, NOAMNUC Ha CeuvanicTa, U3BbpLINN
OUeHKaTa U neyaT Ha nekaps/neyeGHOTO 3aBeAeHue.

33“\:11!'"9]1"0 Aa ce NOCOYBA aKTyanHo TeNnecHo Terno.

*yRocToBepsiBa Ce C MOANMC Ha CMIELMANUCTa B NPUMIOKEHME 1 Ha HACTOSILUMUTE MIUCKBAHUS!

B. HEXXENAHWU NEKAPCTBEHU PEAKLIUW - Passutueto Ha HexenaHu nekapcTBeHM peakuuu Cnpsamo GonectonpomeHsiy

aHTUPEBMATUYEH NEKAPCTBEH NPOAYKT CE NOTBBPX/AABA Ype3 NPeACTaBsHE Ha aMBynaTopeH NUCT OT CbOTBETHUS MPErNeA Unu Konue ot
Beaomnerue keM UAJ no peaa Ha un. 184 ot 3/MXM

rapewe, rnasoGonue, CBETOBbpPTEX aneprus

NOBULLABAHE Ha apTepUasnHoTO HansraHe Texka uHpekuus

XemaTonoruyHu (xemornobut noa 80g/l, neskoumuTh noa 3500, TpomGOLMTH NOA 90000) /M GMOXMMUYHYN OTKNOHEHWS CbOBPA3HO (apMaKONOTUUYHOTO
AOCHe Ha NpoayKTa

. U3KNKOYBALLW KPUTEPUMN (npm 3anoyBaHe U Npu NnpoabrikaBaHe Ha fIeYeHneTo)
1.AKTUBHa UNK naTeHTHa TyGepkynosa
2.0CTbP UNK XPOHUYEH BUPYCEH XenaTuT
3.Heonnactuynu 3abonssanns
4.3acToiiHa cbpaeyHa HepoctaTbyHOCT Il v IV cyHkumMoHaneH knac no NYHA
5.AnnacTuyHa aHemus, U3paseHa rpaHynouuToneHus, Muenopubposa
6.MHOXecTBeHa Cknepo3a 1 Apyrv GONeCT! C AeMUenvHu3aLmMs
7.lunca Ha TepanesTuyeH edekT Ha 12-Ta CeAMIULa CNEeA 3ano4YBaHe Ha NeyeHneTo
8.5peMEHHOCT 1 nakTauus
9.MpexbCBaHe Ha TepanusTa No BUHA Ha GONMHUS 32 NEepUoA NoBeye OT 2 Meceua

.B AHEBHa Oo03a ..
cneuyunanusanupaHa kKomucus

OTroBaps Ha KpUTEpPUUTE 3a NeYeHue ¢

V3NUCKBAHUA HA H3OK NMPU NEYEHWE HA YMEPEH 10 TEXXbK AKTUBEH CEPOMO3WTUBEH PEBMATOWAEH APTPWT, AKTUBEH IOBEHUNEH 5
APTPUT, AKTUBEH W MPOrPECWPALL NMCOPUMATUYEH APTPUT U TEXbK AKTWMBEH AHKUNO3WPALL CNOHAUNUT C AHTUPEBMATUYHU
NEKAPCTREHWM MNPONVKTU HAN 12 FONANIMA DLADALT o ~ismm e 46
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TIUCT 3A ONPEAENAHE HA KPUTEPUM NPU 3ANOYBAHE U NPOABMKABAHE HA NEYEHUE HA AKTUBEH U
NPOrPECUPALL| NCOPUATUYEH APTPUT C BUONOIMYHU NEKAPCTBEHWU NPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab)

Wwme: ErH

3abenexia: MEOULUHCKaMa GoKyMERMatuus, yO0CT08epABaLa 60EKU OM KPUMEPULME € NOCONENa C UUGhPa & UHOBKC U 30 LAXUMENHO NPUOPYXaea HaCmOSUOMO NPUTIOXeHUE.
BMONOrMYHKTE NEKaPCTBEHN NPOAYKTH CE NPUNAraT KaTo BTOPA NMHUA Ha NeYeHne, KOraTo NbPBATa NMHUA € B1UNna HeyCnewHa Uk NaLMEeHTLT He A NOHacs
H30K 3annawa neuenne ¢ GMONOrMYHK NekapcTBeHn NpoaykTh Ha 30/, npoBexaalm aucnaHcepHo Habnioaenue.
A. KPUTEPUM 3A 3ANMOYBAHE HA NEYEHUETO (SAOB/MKUTENHU CA BCUYKU KPUTEPUW)

MKB M07.1, M07.2, M07.3
1 | CurypHa auarHo3a — Hanuuue Ha 4 unu nosede Touku cbrnacHo CASPAR kputepuute:
*  AWArHoCTMUMpaH psoriasis, NMYHa unu chamunHa aHamHesa 3a psoriasis (2 Touku)
*  TUNUYHW HOKBTHYM nesun (1 Touka)
. HeratueeH RF, ¢ uskniouerne Ha natekc npoba (1 Touka)
. PeHTreHosu 6enesun 3a ncopuatuyeH aptput (1 Touka)
= paktunut (1 Touka) '
2 | OueHka 3a aKTMBHOCT Ha 3a60NsABaHETO( B 3aBUCMMOCT OT KIMHWYHATa (hopma)
- oueHka no ckana Disease Activity Score DAS28 > 5,1 3a nepucbepHa copma unu
- ouexka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a ueHTpanta dopma
3 | HenoenusBake oT npeaxoxaauia 6a3ucHa Tepanus:
- npu nepudbepHa dopma - NpoBejeHa Tepanus ¢ ABa cuHTeTU4HU BMAPJT (MeToTpekcart, necbnyHomus, cyndacanasut - 3 |
Q/AHEBHO 1 Ap. KaTo MOHOTEpanus unu kombuHupaxa Tepanus ¢ MK) B onTUManHu Kypcose u 4034 3a NoHe 6 MeceueH nepuoa
3a CUHTeTUYeH GonecT-moauduumpaiy NMM. 3agbmxuTenHo e e4HoTo cuHTeTU4YHO EMAPII oT nposejeHaTa 6asucHa Tepanus
Aa e 6uno metoTpekcar npu ceamuyHa Aosa 20 mg 3a noHe 6 MmeceyeH nepuoa.
B cnyyaute Ha npoTUBONOKa3aHUA (UNM paHHa HEMOHOCUMOCT) 3a neveHne ¢ MTX, kaTo 4acT OT NbpBa NIMHUA Ha
TepaneBTUYHaTa CTpaTerus ce npuema npoeejeHa Tepanus ¢ JledpnyHomua unu CyndacanasuH B ONTUManHU kypcose 1 403u
3a noHe 6 MeceueH nepuoa.
- Npu LeHTpanHa chopma — npoBejeHa Tepanus ¢ Haii-manko ABe nocneaosartento npunoxexn HCMBC B onTumanHu kypcose
W 403U Npe3 NpeaxXoAHus 6 meceueH nepuoa. :

4 | Nunca Ha u3kniousawm kpurepum no 7. I *
npunarar ce:
- Jluct 3a gucnarcepro Habnioperve” (6n. M3-H30K Ne 9)
- amBynaTopeH NMCT OT CNEUManUCT N0 KOXHM M BeHepu4yecku GONECTM C NOTBLPAEHA AMArHO3aTa NCOPWA3WUC; OPWUrMHaNHa GnaHka MNW 3aBepeHO KonWe OT NPOBeAeHO
XMCTOBMONCMYHO M3CNeABaHe, NOTBLPXAABALO AuarHosara Mcopuasnc;
- nonbnHeHa Tabnuua 2 OT NPUNOXeHUe 2 OPUIMHANHN GNaHKK UNW 3aBepeHu KONus OT NaGopaTopHM M3CNeABaHUs, NpoBeaeHn B nabopaTopus, cknoumna gorosop ¢ H3OK/P30K. 3a
RBBHOCT Ha M3CNIEBAHWATA Ce MpUemMa CPOK OT He NIoBEwe OT 1 MeCey MPeaN NOAABAHETO Ha AOKYMEHTUTE B CboTeeTHaTa P3OK
- PEHTTEHOBM CHUMKM MM AUCK C OPUTMHANHK (PUWOBE C NUCMEHA NHTEPNPETALMA Ha PEHTTEHONOTMYHUTE M3MEHEHMA OT cneyuanicT no obpasHa anarHocTuka. MacneasanuaTa cneasa
Aa Gbaar nposeaern B nabopaTopus 3a obpasHa AwarHocTUKa, ckmiowuna aorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha M3CMeABaHEeTO Ce npuema CPoK OT He noseve OT 6 Meceua npeav
NOAABaHETO Ha AOKyMeHTUTe B choTeeTHata P3OK, KaTo npy nepudepHa (hopMa Ce NPUNaraT UICNEABAHMA Ha 3aCErHaTUTe CTaBM, 8 NPU LIEHTPanHa (hopMa Ce NPUNArar Uacneasaxus Ha
CaKPOMMMSHIA CTaBI UM TPBGHAK

npunarar ce oueHku no ckana DAS28 unu BASDAI: Heo6XxoauMO € 1ByKpaTHO NOTBLPXKAABAHE Ha MoKasaTenuTe 3a noHe 12 ceamuueH nepuos 6e3 NPOMsSHa B NEYEHWETO; npunarar ce u
BaTa ULwa, yAOCTOBEPSBALUM NPOBEXAAHE HA OLIEHKUTE, C NOCOYEHa AaTa Ha NPOBEXA3HE, NOAMNC Ha CNELMAnACTa, M3BBLPLUKA OLEHKATa W neuar Ha nexkaps/ne4ebHoTo 3aseeHne;

npunara ce 3ApaBHO AOCME Ha XPOHWYHO GoneH ¢ npocneassaHe Ha 3aGONABAHETO OT AWArHOCTUUMPAHETO A0 MOMEHTa: amGynaTopHX NUCTOBE OT Mperneaun Npw Cneuwankct no
PpeBMaTonomvs, yA0CTOBEpABaLUM Ha3HaaBaHe 1 NPoBexXAaHe Ha NpeaxoaHa GaavcHa Tepanus B ONTMMANHKM KypcoBe W A03W 3a NoHe 6 MeceyeH Nepuos, C OTpaseHu A03u, CPOKose Ha
NPUNOXEHNE 1 eEKTUBHOCT,
3aaBLNKMTENHO Aa Ce NOCOYBA AKTYanHO TENECHO Terno.

YAOCTOBEPABa Ce C NOANMC Ha CNeuManycTa B NPUNoXeHue 1 Ha HaCTOAWMTE UUCKBAHUA

B. KPUTEPUU 3A NPOABLIMKABAHE HA NEYEHUETO (3AOB/MKUTENHU CA BCUYKU KPUTEPUMN):
3abenexka: bonHuTe cneasa ga GbAaT MOHUTOPMPaHU Ha 12-Ta CeaMMUA OT HAYanoTo Ha neveHweTo. Mpu KaHANAATCTBaHE 3@ NPOAbMXKaBaHe Ha

NEYEHNETO Crej 3aBbPLUEH NbPBY LUECTMECEYEH KyPC Ce OCBLLECTBABA HOBA OLEHKa U 3abMKUTENHO Ce NPeACTaBA MeANULMHCKaTa AOKYMEHTaUWs OT nperneja
Ha 12-Ta ceamuua.
MKB M07.1, M07.2, M07.3
1 | NosnuaBaHe Ha nokasaTenute u 3aAbpXaHe BbB BPEMETO:
) 6poit Ha GONE3HEHN N OTOYHN CTaBM - HaManaBaHe ¢ noHe 50%'
- CyTpeluHa CKOBaHOCT - HamansiBake ¢ noHe 50%' |
- aKTyanu nokasatenv 3a aktusHoct (CYE n C-peakTuseH npotewH) ' |
2 | CymapHa oueHka Ha noka3sarenure:
- NoHWkeHne Ha DAS28 ¢ nosevye oT 1.2 1 3aAbpXaHe BbB BPeMeTo 3a nepudepHa opma unu
- noHwkexune Ha BASDAI ¢ 50% v 3aabpxaHe BbB BPEMETO 3a LeHTpanHa opma

3 | Jlunca Ha HexenaHu NekapcTBEeHU peakunm 1 U3KNIYBaLM KpUTepum no . Bu . °
npunarar ce ,JucT 3a aucnaHcepHo Habnioperme’ (6n. M3-H30K Ne 9) ¢ oTpaseHa creneH Ha NOBNMSBaHe Ha NOKa3aTenuTe; NOMbNHeHa Tabnuua 2 OT NPUIOXEeHUe 2 ¥ OPUrMHANHU
6namKm unu 3aBeperM KON OT NABOPATOPHN M3CNEABAHNS, NPOBEAEHN B NABGOPATOPHA, CKNKouANa A0rosop ¢ HIOKIP3OK. 3a AGBHOCT HA UICTIEABAHUATE C& MPYIEMA CPOK OT He NoBeve
oT 1 Mecely Npean NOAABAHETO Ha AOKYMEHTUTE B CroTBeTHaTa P3OK.

npunarar ce ouerkv no ckana DAS28 unu BASDAL. lMpy kaHAMAATCTBAHe Criea Mbpay WECTMECEUeH KypC Ce MPUNArar: OLEHKa Ha 12-Ta CEAMULA U OLEHKa Ha 6-Tisi Mecey OT Ha4anoTo
Ha neyemeTo. MNpu KaHAMAATCTBaAHE 32 NOPeAEH WECTMECEYeH KypC Ce Npunara akTyanHa oueHKa C NocoueHa AaTa Ha NPOBEXAaHe, NOANUC Ha CEUMAanUCTa, M3BbPLUMN OLEHKaTa U nevar
Ha nexaps/ne4eGHOTO 3aseaeHve
3aaLNXMTENHO Aa Ce NOCOYBA aKTYanHo TEeNecHo Terno.
YAOCTOBEpPsBA Ce C NOANWUC Ha CNeUMAnUCTa B NPUNOKEHUE 1 Ha HACTORWMTE UINCKBAHNA

B. HEXXENAHU NEKAPCTBEHU PEAKLIUM - Pasauviero Ha Hexenany NexapcTseHn peakyi CripiMo GONeCTONpOMEHSLY BHTVPESMATYEH NeKapCTBEH NPOayKT
Ce noTBLPXAABA Ypes NPEeCTaBSHe Ha aMGyNaTOPEH NVICT OT CbOTBETHWA NPETNEA WAV Konve OT yBegomneHue kM WA no pena Ha un 184 or 3MXM
raaexe, raso6onue, CBETOBbPTEX aneprus
OBUWABaHe Ha apTePUANHOTO HansraHe TeXKa UHbeKUMs
XeMmaTonoruyHu (xemornobuH noa 80g/l, neskouut noj 3500, TpomGouuT noa 90000) WMNM GUMOXMMUYHM OTKNOHEHWS cbobpasHo
hapMaKonoru4HOTo A0cHe Ha NpoaykTa

. U3KINKOYBALLU KPUTEPUM (npm 3anoyuBaHe U Npu NpoALIHKaBaHe Ha NeYeHneTo)
1. AKTUBHa UM naTeHTHa TyBepkynosa
2. OCTHP WV XPOHW|EH BUPYCEH XenaTuT
3. Heonnactuunm 3aGonssarus
4. 3acToitna cupaeyHa HepocTatsuHoCT Il v IV dyHKuMoHaneH knac no NYHA
5. ANNacTuuHa aHeMis, U3paseHa rpaHyNOLUTONEHMR, MMenodubposa
6. MHoxecTseHa ckneposa 1 Apyru G0NecTy ¢ AeMuenuHMsaumMs
7.Junca Ha TepanesTU4eH eekT Ha 12-Ta CeaMMUa ClIe 33N0NBaHe Ha NeYEHNeTo
8. BpemenrocT v nakrauys (Certolizumab Moxe Aa ce npunara 8 Nepvoaa Ha KupmeHe. Mpy GpemMeHHOCT Moxe Aa Gbae pasrneaaro nevenue ¢ Certolizumab camo npy
KNHU4Ha HeoBxogumocT )
9.MpexsCaane Ha TepanusaTa no BuHa Ha GONHWR 3a NepUoR Noseve oT 2 Mecelja

OTroBaps Ha KpuTepuuTe 3a nevenme ¢ s e .....B iHeBHa fo3a ..
cneuuanusnpaHa KoMucus

VSUCKBAHUA HA H3OK MPU NEYEHUE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WUTUBEH PEBMATOUAEH APTPWUT, AKTUBEH IOBEHWNEH g

APTPUT, AKTUBEH U NPOrPECUPALL NCOPUATUYEH APTPUT W TEXBLK AKTUBEH AHKUNO3WP,
NEKAPCTBEHW NPONVKTU HANM 18 FONINTIHA BLADACT o ~irme ~e 46 3UPALL CMOHAWAUT C AHTUPEBMATUYHK
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JNINCT 3A ONPEQENAHE HA KPUTEPUUTE NMPU 3AMNOYBAHE U NPOABIMKABAHE HA NEYEHUE HA TEXBK
AKTUBEH AHKWUITO3UPALL, CMOHOUINUT C BUONOIrMYHU NEKAPCTBEHU NMPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab)

Wve: [em[ [ T [ T ] [T [ []

3abenexka: MeduyuHckama OOKymeHmayus, ydocmoeepsieausa 6CeKU Om Kpumepuume € nocoYeHa C Yughpa 6 UHOBKC U 3adb/mKumenHo npudpyxaea
HacmOosWomo Npunoxexue.
BuonoruyHuTe NekapcTBeHU NPOAYKTM CE NpunaraT Kato BTOpa NIMHUA Ha NeYeHue, Korato nbpeaTa NuHus e 6una HeycnewHa unun

NauyneHTLT He A NOHacA.
H30K 3annawa neyexne ¢ 6MONOrUYHK NekapcTBeHn npoaykTu Ha 30J1, npoBexaalu AUCNaHCePHO Habnioaexve.

A. KPUTEPUW 3A 3AMNOYBAHE HA NNEYEHUETO (SAOB/MKUTENTHU CA BCUYKU KPUTEPUN)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

1 CurypHa AvarHo3a — Hanuyue Ha PEHTTEHONOrMYHUTE KPUTEPUN U NOHE €AUH OT KNUHUYHUTE (CLrNAacHO MOAMDULMpaHUTe
New York Criteria, 1984 ): '

KnuHu4Hu kputepuun

*  Gonka B rbpba: HanU4Ha oT noBeye oT 3 Mecelia, KOATO ce NoaobpsABa OT ycUNUs, HO He ce obnekyasa nNpyu NOKoW

*  OrpaHuueHy ABWXKeHUs Ha rpbbHaka B carutanHarta u ppoHTanHaTa pasHuHa

*  OrpaHv4eHne B NOABIKHOCTTA Ha rPB/HUA KOL B CPABHEHNE C HOPMarHUTE CTOMHOCTM 3a nona 1 Bb3pacTra

PEeHTreHoNoruyH1 KpuTepun
KapTuha Ha cakpouneuT — ctaguit = 2 6unatepanHo unu 3-4 yHunarepanHo

2 OueHku no ckanu:

) Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 2 4 unu

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

3 | HenoenussaHe 0T npeaAxoxaawa NPOTMBOBL3NANUTENHa Tepanus, nposeaeHa B nocrieaHuTe 6 Meceua npeau

KaHauAaTcTBaHe 3a GMONOrUyeH NekapcTBeH NPoAyKT:

- npu ueHTpanHa ¢opMa — npoeeaeHa GasucHa Tepanus C Hail-manko ABse nocnegosartenHo npunoxexn HCMBC B

ONTUMAnHKU KypcoBe U 031 NPe3 NPEAXOAHMUA 6 MeceyeH nepuoa

- npu nepudepHn opmu - nposeaeHo kombuHupaHoTto neyerne ¢ HCMNBC u cyndacanasuH B oNTUManHu Kypcose v 4031

npe3 NPeaXoAHUs 6 MeceyeH nepuog

4 Tunca Ha u3knioYBawWym kputepum no 7. T *

npunarar ce:

- Juct 3a pucnarcepHo Habnoaenne” (6n. M3-H30K Ne 9) ¢ noTebpaeHa AnarHo3a;

- nonenHeHa Tabnuua 2 oT NPUNOXEHNe 2 ¥ OPUrMHANHK GNaHKK Unu 3aBepeHn Konusi oT nabopaTopHu uacneasaHns. WacneasaHusaTa cnegsa aa Gvaar nposenexu B nabopaTopus.
cxniounna forosop ¢ H3OK/P3OK. 3a AaBHOCT Ha UICNENBAHATA CE NPUEMa CPOK OT He NOBEE OT 1 Mecel| NPeAv NOAABAHETO Ha AOKYMEHTHTE B ChoTeeTHata P3OK

- PeHTTEHOBM CHUMKW WA AUCK ¥ OPUTMHANHIA (UIIOBE C MVCMEHE UHTEPNIDETALMS Ha PEHTTEHONOTUMHUTE UIMEHEHWS OT CTIELManUCT o 0BpasHa auarHocTuka. Macneasarusta
cnensa pa Guaar nposeperu B nabopaTopus 3a 0Gpa3Ha AuarHocTuka, cknounna aorosop ¢ H3OK/P3OK. 3a aaBsHOCT Ha M3CneaBaHeTO Ce Npuema CPOK OT He nosede oT 6 meceuya
npeav NoaaBaHeTo Ha AOKyMeHTUTe B CboTBeTHaTa P3OK, CLOTBETHO Ha CAKPOMNMSHHIA CTaBM UnK rPbGHaK

L npunarar ce ouexku no ckana BASDAI unu ASDAS cnopea dopmara Ha 3a60nsiBaHeTo. HeOGXOANUMO € ABYKPaTHO NOTBLPXAABAHE Ha NokasarenuTe 3a noHe 12 ceamuueH nepwoa Ges

NPOMSAHA B NEYEHUETO; NpUnarar ce 1 AsaTa (uwwa, yA0CTOBEPSBALLM NPOBEXAAHE HA OLIGHKWTE, C NOCO4eHa AaTa Ha NPOBEXAAHE, NOANUC Ha CNeUManicTa, M3BbPLUMN OLEHKATa U nevaT Ha

nekaps/ne4e6HOTO 3asefeHne.

npunara ce 3paBHO 40Ce Ha XPOHUHO GONEH C NPOCNEASBaHE Ha 3aGONABAHETO OT AUATHOCTULMPAHETO A0 MOMEHTA: aMGYNaTOPHY TMCTOBE OT NPErNeAM MPU CrIELMaNCT PEBMaTONOr,

YAOCTOBEPABALYM HazHa4aBaHe v NpoBexaaHe Ha NPeaXoXAalia NPOTUBOBB3NANUTENHA TePanua 3a NoHe 6 MeceyeH NEpPUOA, C OTPA3eHU 403K, CPOKOBE Ha NPUNOXEHUE 1 EDEKTUBHOCT,

3aaLNKMTeNHO Aa Ce NOCOYBA aKTYanHO TENEeCHO Terno.

YAOCTOBEPABA Ce C NOANMC Ha CNeUManucTa B NPUNoXeHue 1 Ha HaCTOAWMTE NIUCKBAHUA

B. KPUTEPUU 3A MPOABIMKABAHE HA NIEYEHUETO (3AABL/MKUTENHU CA BCUYKU KPUTEPUM):

3abenexxa: BonHuTe cneasa 4a GbAGT MOHUTOPMPAHY Ha 12-Ta CEAMMUA OT HaHanoTo Ha NENEHNETO. My KAHAWAATCTBAHE 33 MPOJLIKABAHE Ha NENEHVIETO CRIE/ 3ABLPLIEH MbPBM
ecTMece4eH KypC Ce OCbLYECTBABA HOBA OLIEHKE U 334 bIDKUTENHO Ce NPeACTaBA MeANUMHCKATa AOKyMEHTaLMA OT Nperneaa Ha 12-Ta ceamuua

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

1 | NoBnusiBaHe Ha nokasaTenuTe u 3aabpXaHe BbB BPEMETO: |
6Gonka n orpaHuieHm ABIKEHUS B rPBOHAYHNS CTBNG/MPBAEH KoL

- ___aKTyanHu nokasarenu 3a aktusHocT (CYE u C-peakTuseH npoTenH)
2 | CymapHa oueHka Ha nokasarenure:
- Monnxerue Ha BASDAI ¢ 50% OT W3XOAHOTO HUBO U 3aAbpXKaHe BbB BPEMETo Unu
- Monwnxenne Ha ASDAS c noseue ot 1,3 1 3ajbpKaHe BbB BPEMETO

3 | Niunca Ha HexenaHy NeKkapcTBeHW PeakLMmu 1 M3KMIYBaLM KpUTepun no T. Bu . °
npunarar ce ,JIuCT 32 avcnancepHo Habnionerve” (6n. M3-H30K Ne 9) ¢ oTpasewa CTeneH Ha NoBNUABAHE Ha MOKA3ATENWTE; NONLAHEHa TabMLa 2 OT NPUNOXEHNE 2 1 OPUTUHANHIA

6N1aHKy UN 38BEPEHY KONUA OT NABOPATOPHN MICNEABAHIS, NPOBEACHH 8 NAGOPATOPWS, CXKoUMNa A0rosop ¢ H3OKIP3OK. 3a AGBHOCT Ha UICNEABAHUATA Ce NPUEMa CPOK OT He nosede
OT 1 Mecey Npea NOAABAHETO Ha AOKyMEHTUTe B CroTeeTHaTa P3OK.

npunarar ce oyerk no ckana BASDAI unu ASDAS. Mpu kaHawaaTCTBaHe Cnea Nbpsu WeCTMECE|eH Kype Ce NPUNarar: oLeHka Ha 12-Ta CeAMMUa 1 OLeHKa Ha 6-TUS Mecely OT Hayanoto
Ha NEYSHUETO, NPV KAHAWABTCTBaHE 3a NOPeAieH LeCTMeCeueH KypC Ce Npunara akTyarHa OueHKa C N0COMeHa AaTa Ha NPOBEXAHE, NOAMMC Ha CNELManVCTa, 3BBPLUAN OLEHKATA U NevaT Ha
nexaps/neye6HoTo 3aseneHve.
3anLNXUTENHO a Ce NOCOYBA AKTYANHO TENeCHO Terno.

YAOCTOBEPABA Ce C NOANNC Ha CMIEUManiCTa B NPUNOXeHne 1 Ha HaCTOAWNTE UIUCKBAHUS

B. HEXXENAHU NEKAPCTBEHW PEAKLIVM - Pasautveto Ha Hexenany nekapcTBeH peakuum ce NoTBLPXIABa Ypes NPEACTABAHE Ha
amBynaTopeH NUCT OT CbOTBETHUS NPErnea unu Konve ot yseaomnerme ksM MAI no peaa Ha un. 184 ot 3NMXM
raaewe, rnasoGonve, CBETOBLPTEX | [ aneprus
nOBMWABAHE Ha apTEpPUANHOTO HansraHe | | Texxa nHcbekuus
XemaTonoruyHu (xemornobun noa 80g/l, neskountn noa 3500, TpomMGoLMTI NoA 90000) W/MAK GUOXUMUYHI OTKNOHEHWS cbobpasHo
bapmakonornyHoTo AoCHe Ha NpoaykTa

T. U3KIMIOYBALLU KPUTEPUM (npum 3anousaHe u npu NpoabImkaBaHe Ha NeyeHneTo)
1. AKTBHa Uni naTewTHa TyGepkynosa
2. OCTBP MM XPOHUMEH BUPYCEH XenaTuT
3. HeonnacTnynu 3abonseaqns
4. 3acToiHa cbpaeyHa HepocTaTbuHocT Il v IV dyHKumMoHaneH knac no NYHA
5. ANNacTiiHa aHemms, u3paseHa rpaHyNoLMTONEHHs, Muenodubposa
6. MHOXeCTBeHa Cknepo3a 1 Apyrvt GONeCTU C AeMUenVHU3aLMS
7.1lunca Ha TepanesTieH ebexT Ha 12-Ta CeAMMLA CNEJj 3aN0UBaHE Ha NEYEHUETO
8. BpemenrocT u nakrauys (Certolizumab moxe Aa ce npunara & Nepuoaa Ha Kbpmere. Mpy GPEMEHHOCT MOXe Aa Gbae pasrneaaro nevenve ¢ Certolizumab camo npu
KAMHU4HE HEOBXOAUMOCT )
9. MpexbCcaare Ha TepanuAaTa Mo BiHa Ha GONHUA 3a NEPUOA NOBEYE OT 2 Meceya

O'rrosapﬂ Ha KPUTEPUUTE 3a NEYEHUE C ..................................... B AHeBHa Ao3a ........ »
cneuuanusmMpaHa KoMucus
V3NCKBAHUA HA H3OK MPU NEYEHUE HA YMEPEH 10 TEXXbK AKTUBEH CEPOMO3WTMBEH PEBMATOMAEH APTPUT, AKTUBEH IOBEHWUNEH 7

y, APTPUT, AKTMBEH WU TMPOrPECUPALY MCOPUATUYEH APTPUT W TEXb
g(‘ NEKAPCTREHU MPOAVKTIA MAR 18 rnnl;l}muA i R Bl oMb oW K AKTUBEH AHKUNO3MPALL CMOHAVAWUT C AHTUPEBMATWUYHK





[image: image8.jpg]%

NPUNOXEHMUE 1

JINCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3AMNOYBAHE U MNPOABMKABAHE HA NNEYEHWUE HA TEXBK
AKTUBEH CEPONO3UTUBEH PEBMATOUOEH APTPUT C RITUXIMAB

Wvee: [erw [ T T [ T T TTT1

3abenexka: MeduyuHckama GoKyMeHmayusi, y0ocmosepsisalya 6ceku Om Kpumepuume e NocoYeHa C Yughpa 8 UHOEKC U 3a0bIIKUMeNHO npudpyxaea
HacmosWomo NpunoXeHue.

Rituximab e noka3saH 3a neueHve Ha Bb3PACTHN NALMEHTU C TEXbK aKTUBEH PEBMATOMAEH apTPUT, KOUTO He Ce NOBAWUABAT AOCTATBYHO UMK
MMaT HEeMoHOCUMOCT KbM Apyru GonecT-moanduumMpalLy aHTUpeBMaTuyHu nekapcrea (BMAPJI), BKNIOYUTENHO Tepanus C eAnH Unu noseve
BUWAOBE MHXUGUTOPYN Ha TymOp-HekpoTuanpalyus daktop (TNF) w/unu nHTEpneBKkuHOBM MHXMBUTOPK.

H30K 3annawa 3anoysaHe Ha neyexne ¢ GUONOrMYHM NeKapcTBeHu npoaykTn Ha 30J1, npoBexaalm AucnaHcepHo HabnoaeHwe.

A. KPUTEPUU 3A 3AMNOYBAHE HA MbPBU KYPC (SAOB/DKUTENTHU CA BCUYKU KPUTEPUM)
MKB M05.1, M05.2, M05.3, M05.8

1 | CurypHa auarHo3a — Hanuune Ha 4 1 NoBeye KPUTEPUM OT CNeaHUTe 7, CbrnacHo AMepukaHckua konex no pesmaronorus (ACR)
1987r."

*  CyTpeluHa CKOBaHOCT, NPoAbikaBalla noseye ot 60 MUHYTH

" apTpuT Ha 3 1 noBeye CTaBHU 30HM

*  apTpWT Ha CTaBy Ha pbLETE;

. CUMETPUYEH apTpuT

» peBmaTouaHu Bb3NKU

*  Hanuuue Ha peBmaTouaeH akTop

" PEHTTEHOBY AaHHM 32 peBMaToMAeH apTpuT '

2 | PeHTreHONOrMYHM U3MEHEHUs, NOTBLPXAABALUM TEXECTTa Ha NaToNOrMyHUA npouec 2 ll-pu peHTreHonoruyeH craaui Ha
pesmaTouaeH aptput |
3 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 ”
4 | HenosnussaHe oT apyrn GonecT-moauduumpalm aHTupesmaTtuiHu nekapctea (BMAPJI), BKNIOWMTENHO €AWH Unu noseye
6UONOrMYHN nekapcTBEeHU NPOAYKTU (Tymop-HekpoTuaupawms caktop (TNF) w/unu WHTEpneBKMHOBM WHXUBUTOPUM) wnnn
HENOHOCUMOCT KbM ApyrY Guonoruuru EMAPS *
5 | Nunca Ha n3kniouBawm kputepuu no 1. I
npunarar ce:
- Jlucr 3a aucnancepHo HabnioaeHue” (6n. M3-H30K Ne 9);
- nonbnHesa Tabnuua 2 OT NPUNOKEHWE 2 1 OPUIMHANHKU GNaHKM UNW 3aBepeHn KONWs OT NabopaTopHM W3CNEABaHWsA, NOTBBLPXAABALM KTUBHOCTTA Ha 3abONABaHETO.
WacnepsanusTa cnegsa aa Gvaat nposeaenun B naboparopus, ckniouuna aorosop ¢ H3OK/P3OK. 3a aasHOCT Ha M3acneaBaHWsTa ce npuema CPoK OT He noseue oT 1 mecey
NPeAU NOAABAHETO Ha AOKYMEHTUTE B ChoTaeTHaTa P3OK
- PEHITEHOBM CHUMKM MMM OWCK 11 OPUTMHANHM (UWOBE C MUCMEHa WHTEPNPETALMS HA PEHTIEHOMOTMUHATE WIMEHeHWS OT CreLManucr no ofpaska AUarHoCTUKa
MscnepsanvsTa cnensa Aa GbAaT NpoBEAeHN B NAGOPATOPYA 32 0Gpa3HA AMArHOCTUKA, CKkouna Aorosop ¢ H3OK/P3OK. 3a AABHOCT Ha MICNEABAHETO Cé NpUema CPOK OT He.
) noBede OT 6 MeceLia NP NOAABAHETO Ha AOKYMEHTUTE B ChoTeeTHara P3OK
npunarar ce oueHky no ckana DAS28: HEOGXOAVMO € ABYKPATHO NOTBLPKAABAHE HA MOKA3ATENMTe 33 NOHE 12 CEAMM|EH NEPHOA 53 NIPOMSHE B NEEHUETO, NPUNaraT ce 1 AsaTa duwa
/AOCTOBEPSBALLM NPOBEXAAHE Ha OUEHKMTE, C NOCOYeHa AaTa Ha NPoBeXAaHe, NOANUC Ha CNeunanicTa, U3BbPLUIMN OUeHKaTa i Neyar Ha nexaps/ne4eGHOTO 3aseaeHue.
npunara ce 33pasHoO A0CME Ha XPOHWYHO Bonew C npocneassaHe Ha 3abONABaHETO OT AUArHOCTUUMPAHETO A0 MOMEHTa: ambynaTopHW NMCTOBE OT Nperneau Npu cneunanuct
BMaTONOr, YA0CTOBEPABALLM HA3Ha4aBaHE U NPOBEX/aHe Ha NPEAXOXAalla Tepanus C OTPa3eH! 4031, CPOKOBE Ha NPUNOKEHIE 1 eEKTUBHOCT.
YAOCTOBEPABA Ce C NOANUC Ha CNeuNanucTa B NPUNOXeHue 1 Ha HaCTORWMTE U3NCKBAHNA
B. KPUTEPUU 3A MPOABINKABAHE HA NEYEHUETO (3AABIMKUTENHU CA BCUYKU KPUTEPUWN)
HeoBxoanmocTTa OT AoNbLAHUTENHY kypcoBe TpAGBa Aa Ce OLEHsBa 24 CeAMULIN Criej NPUKIIOYBaHE Ha NPEALIECTBALUMS KypC

MKB M05.1, M05.2, M05.3, M05.8

1 | Peuupms Ha 6onectra: '

*  OTOYHOCT Ha CTaBuTe (CMHOBMANeH W3NuUB W/WNM MEKOTbKaHEeH OTOK) U CyTpellHa CKOBaHOCT — HapacTsaHe
noHe ¢ 50%

= Opoit Ha BONE3HEHNUTE 1 OTOYHU CTaBW — HapacTeaHe noHe ¢ 50%

= CYE >40 mm unu CRP — Hap pedepeHTHaTa 3a nabopatopusita CTOHOCT

2 | Ouexka no ckana Disease Activity Score (DAS28) > 3,22
3 | llunca Ha HexenaHu NeKapcTBEHN peakLumu U U3KMIOYBaLM KpuTepumu no 1. Bu . °

npunarar ce: ,JIucT 3a avcnancepHo HaGnioperue” (6n. M3-H3OK Ne 9) ¢ oTpasea CTenew Ha NOBNMABAHE Ha NOKA3ATENUTE; NONMbAHeEHa TAGANLIA 2 OT NPANOXEHUE 2 M OPUTHHANHI
6naHKu Uni 3aBEpeHN KONMA OT NAGOPATOPHY UICNIENBAHVR, OCHLLECTBRHM B NABOPATOPUA, Cklownna Aorosop ¢ H3OK/P3OK. 3a 4ABHOCT Ha UICNEABAHWATA Ce MPUeMa CPOK OT He
noseye OT 1 Mecew NPeav NOAABAHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK.

npunarar ce oLeHku no ckana DAS28: o nocneaHuTe 28 AHM 1 OT 24-Ta CEAMILA OT HAYANOTO Ha NEYEHNETO; NPUNaraT ce W ABaTa (ULLA, YAOCTOBEPABALLY NPOBEXAAHE Ha OLeHKNTE, C
nocoveHa AaTa Ha NposexAaHe, NOANMC Ha CMIELMaNVCTa, 3BLPLUMN OLIEHKATA U NevaT Ha nekaps/nevetHoTo 3aBeaeHne

YROCTOBEPSABA Ce C NOANKC Ha CNEUMANUCTa B NPUNOKEHME 1 Ha HACTORILMTE UIUCKBAHUA

B. HEXXENTAHU NEKAPCTBEHW PEAKLIUM - Passutuero Ha Hexenaru nekapcraeni peakuiam Cnipamo G0necToNpoMEHLL aHTUDEBMATUEH NEKBPCTBEH NPOAYKT
Ce NOTBLPXAABA YPe3 NPEACTABSHE Ha AMBYNATOPEH NUCT OT CLOTBETHWR NPErNeA N KONve OT yseaomnerve kb MAS no peaa Ha un. 184 ot 3AINXM
ragexe, rnasobonue, CBETOBLPTEX aneprus
noBULaBaHe Ha apTEPUaNHOTO HansraHe Texka uHdekuvs
XematonoruyHu (xemornodux noa 80g/l, neskoumuth noa 3500, TPOMBOLUMTH NOA 90000) M/MNKU BUOXUMUYHI OTKIOHEHUS CbO6Pa3HO (HAPMaKONOrM4YHOTO
AOCHMe Ha npoaykTa

. U3KNIOYBALLU KPUTEPUN

AKTVBHM, TEXKM MHADEKLN

TIaLYEHTI B TEXKO UMYHOKOMNPOMETUDEHO CCTOSHIUE.

Texxa CbpAeUHa HEAOCTATBYHOCT (knac IV NYHA)

PasauTie Ha Geneav Ha NporpecvisHa MynTucoKkana neskoeuedanonaTus

Bonku ¢ 6poit Ha HeyTPOGUAHWTE rparynouuTy < 1,5 x 10°/l winnu 6poi Ha TpoMBouwTuTe < 75 x 1071

Juya nog 18 roauwwa eb3pacr.

flunca Ha TepanesTeH eheKT (HENOBNMABAHE NPORBLIKATENHOCTTA HA CYTPELLHATA CKOBAHOCT, NEPCUCTUPAHE Ha CTABHIS OTOK, HENOBNMABaHE BPO Ha BoneaHeHMTe
WM OTOHWTE CTaBY; HenosnusBare Ha CYE u CRP)

8 BpemeHoCT 1 nakTauus

Otrosaps Ha KPUTEPUUTE 3a NEYEHNE C.........eeevenvnanannanananan, BAHeBHAa QoO3a ...................
cneuuanu3upaHa kKomucus

NoaAwN S

V3UCKBAHUA HA H3OK NPU NEYEHUE HA YMEPEH [10 TEXXbK AKTUBEH CEPOMO3WUTUBEH PEBMATOW/JEH APTPUT, AKTUBEH IOBEHWUNEH g

APTPUT, AKTUBEH W MPOrPECWUPALY NCOPWATUYEH APTPUT W TEXDb
NEKAPCTREMU MPANVYTIA AR 16 mnlﬂmu,. iy faheiiiegsidl K AKTMBEH AHKUNO3UPALL CMOHAWUNWUT C AHTUPEBMATWUYHU
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I. NEYEBHO-AWATHOCTUYEH ANMOPUTBM

NPUNOXEHUE 2

1. NEKAPCTBEHW NMPOMOYKTW, BknioyeHn B MMpunoxenue 1 Ha MIC, kouto H3OK 3annawa B CLOTBETCTBME C AeicTBawute
HOPMaTUBHU [IOKYMEHTH.

INN MKB AO3A
MO05.0, 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 eaunH NbT CEAMUYHO
ETANERCEET M45.0, 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, * Npu 3ano4yBaHe Ha neyeHue — Nbpeu mecel 1200 mg (Ha 0,2 n 4
CERTOLIZUMAB MO07.2, M07.3; M45.0, M45.1, M45.2, ceAmMuuM — 2 NbTU AHeBHO no 200 mg)
M45.3, M45.4, M45.5, M45.6, M45.7, * noaabpxawa ao3a — 200 mg Ha BCeku 2 ceamuum
M45.8 Wnu anTepHaTUBHa NoAALPXaLLa 403a oT 400 mg Ha BCekn 4 ceammun
MO05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; M45.0, M45.1, s
GOLIMUMAB M45.2, M45.3, M45.4, Md5.5. M45.6. 50 mg eAuH NbT MECEYHO
M45.7, M45.8
* NpM 3ano4BaHe Ha neyeHue:
i — 3 mg/kg nHTpaBeHo3Ha nHyans Ha 0, 2 n 6 ceamuuym 3a M05
M05.0, MOS.1, M0_5'3' MO5.8; — 5 mg/kg nHTpaseHo3Ha nHdyans Ha 0, 2 n 6 ceamuuym 3a MO7
M07.1, M07.2, MO7.3; M45.0, M45.1, — 5 mg/kg nHTpaBeHo3Ha uHdyausa Ha 0, 2 n 6 ceamuum 3a M45
INFLIXIMAB M45.2, M45.3, M45.4, M45.5, M45.6, g9 MHIP) L ¥ ! AMeL
M45.7 M45.8 * noaALpXawa ao3a:
! — 3 mg/kg uHTpaBeHo3Ha UHY3NA Ha BCekn 8 ceamuum 3a MO5
— 5 mg/kg nHTpaBeHo3Ha UHY3ns Ha Bceku 8 ceamnum 3a MO7
— 5 mg/kg HTpaBeHo3Ha UHAY3NA Ha BCekun 6-8 ceamuum 3a M45
MO05.0, M05.1, M05.3, M05.8; * 8 mg/kg MUHTPaBEHO3HA UH(Y3US EAUH NBbT MeCeUHo (Makcumym 800
TOCILIZUMAB M08.2, M08.3, M08.4 mg)
* 162 Mg NOAKOXHO €AUH NBT CEAMUYHO
USTEKINUMAB MO7.1. M07.2. M07.3 * Npu 3ano4BaHe Ha neyeHue — Nbpeu Mecel 45 mg Ha 0 u 4 ceamuum
o - 4 * noaabpXauwa ao3sa — 45 mg Ha Bcekn 12 ceamuum
MO07.1, M07.2, M07.3; M45.0, M45.1, * Npu 3anoysaHe Ha neyvenue - 150 mg Ha 0, 1, 2 u 3 ceamuua
M45.2, M45.3, M45.4, M45.5, M45.6, * noaabpxauwa ao3sa - 150 mg exemeceyHo, kato ce 3anoysa ot
M45.7, M45.8 ceamuua 4
Mpwu nauneHTn ¢ M07.1, M07.2, MO7.3 1 CbNbTCTBALY YMEPEHO TEXBK A0
TEXBbK NnakaTeH NCOPUA3NC, UMK KOUTO HE Ca Ce MOBMUSANU AOCTATLYHO OT
SECUKINUMAB nposeseHata antu-TNFa Tepanus:
MO7.1, M07.2, M07.3 * nNpu 3ano4BaHe Ha neyveHume - 300 mg Ha 0, 1, 2 u 3 ceamuua
* noaAbLpXawa ao3a - 300 mg exemeceyHo, kaTo ce 3anoysa ot
ceamuua 4
Bcsika aosa ot 300 mg ce npunara kaTo ABE NOAKOXHN UHXeKkuun oT 150
mg
TOFACITINIB M05.0, M05.1, M05.3, M05.8 . 5 mg, npunaraxa ABa nbTu AHEBHO
RITUXIMAB MO5.1, M05.2, M05.3, M05.8 = TepaneBTUYHUAT KYpPC C& CbCTOU OT 2 UHTPABEHO3HU UHGY3un no1000
mg npe3 14 gHn

WU3NCKBAHWA HA H3OK MPU NEYEHWE HA YMEPEH

A0 TEXBbK AKTUBEH CEPONO3WUTUBEH PEBMATOMAEH APTPWUT, AKTUBEH IOBEHWNEH g

APTPUT, AKTUBEH W MPOIPECUPALL MCOPUATUYEH APTPUT U TEXXbLK AKTUBEH AHKUNO3UPALLY CMOHAUNUT C AHTUPEBMATUYHU

NEKAPCTREHWU MNMPONVKTU HAN 18 FONIANIMNA BLADACT o ~isme ~e 46
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WU3CNEABAHUA U3XoAHU HA BCEKU 6
MECELA

Terno v v
Disease Activity Score (DAS28) (M05.0, M05.1, M05.3, v v
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* npunarat Ce OPUrMHaNHW GNaHKW UMW 3aBepeH KOnWA OT NabopaTopHU W3CNeABaHWUs, NOTBbLPXKAABALUM AKTUBHOCTTA Ha 3aBONABaHETO.
VscneasanusaTa cneasa aa 6bAaT ocbluectseru B nabopartopusi, ckniouuna aorosop ¢ H3OK/P3OK. 3a 4aBHOCT Ha u3cneaBaHusTa ce npuema
CPOK OT He noseye OT 1 Mecel| Npean NoAaBaHETo Ha AOKYMeHTUTe B cboTeeTHaTa P30K.

** 33 bIKUTENHO Ce NpUnaraT CHUMKK UMK JUCK OT PEHTreHOrpadus Ha 3acerHaTn o6nacTu/CTaBu U OPUrMHANHK PULIOBE OT Pa3YUTaHETO
Ha obpasHuTe uacneasaHus. MacnejBanusiTa cnejsa Aa GbaaT oCbLIECTBEHM B nabopaTopus 3a obpasHa AMarHOCTUKa, CKMKouMna Aorosop ¢
H3OK/P30K. 3a faBHOCT Ha U3CneABaHETO Ce MpUema CPoK OT He NoBeye OT 6 Meceua Npean NOAABaHETO Ha AOKYMEHTUTE B CLOTBETHaTa
P30K. He e Heobxoaumo Aa ce npunara CHUMKa UM AUCK OT PEHTreH Ha 6sin Apo6!

*** npunara ce opuruHanHa 6naHka ¢ pesynrar ot nposeaeHa Ty6epkynuHosa npoba.

Il. OBLLX UBUCKBAHUA

1. BbapacToBaTta rpaHuua ce U3YMCNsiBa B HaBbPLLEHU TOANHY - T.e. BKIIOYUTENHO KbM AaTtaTta Ha u3jasaHe Ha npoToKona oT
cneuvanusnpaHaTa KoMUCHs.

2. MNpn HasHauaBaHe Ha Tepanus No NPOTOKOMN 3a4bIKUTENHO Ce CbobBpa3sBaT Bb3PACTOBUTE OrPAHUYEHMs!, CbINAcHO Kpatkata
XapakTepuCcTuka Ha CbOTBETHUA NeKapCcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30OK He 3annauya nevexne U3BbH ykasaHaTa Bb3pacToBa rpaHiLa B KpatkaTta xapakTepucTika Ha NpoaykTa.

4. H30K He 3annalua neyexue C 1031 HaJ MakCUMariHO paspeLueHnTe no KpaTka XxapakTepucTika Ha NpoayKkTa.

5. B cnyvait Ha HacTbnMna nojo3uMpaHa HeXenaHa nexkapcTBeHa peakuws, nekapst ysegomssa WA no peaa Ha un. 184 ot
3/MNXM. Konue oT cbobliieHneTo ce npunara KbM MeauUmMHckaTa AokyMeHTauns Ha 301 Npu kKaHAUAATCTBAHE 3@ NeYeHue.

6. CNELIMATTM3NPAHATA KOMUCHUA usnasa Pelenne cnea nposeaeHa AmBynaTtopHa npoueaypa Ne 38 ,OnpeaensiHe Ha nnaH
Ha neyeHne 1 npocneasiBaHe Ha TepanesTU4HWUA OTFOBOP NPW NaUMEHTY, NONyYaBalLy CKbNOCTPYBALLUM NIEKAPCTBEHN NPOAYKTU MO
peaa Ha un. 78, 1. 2 330" Ha ocHosaHue un. 53 1 un. 303 oT HauuoHaneH pamkoB AOTOBOP 3@ MEANLMHCKUTE AENHOCTA MexXay
HauvonanHara sppasHoocuryputenHa kaca u Bwbnrapcku nekapcku cbios 3a 2018r. (06H., [1B, 6p. 28 oT 29.03.2018 r.) u
npeaoctaseHa ot 30J1 meavuMHCKa AOKyMeHTaumsi. CneumnanuavpaHata KOMUCHS CbXpaHsBa eavH ek3emnnsp oT PelieHueTo,
CbXpaHsiBa BTOPW €K3EMNIAP Ha NpOTOKOMa/M, BCUYKM HEOBXOANMM [JOKYMEHTU 3a M3ABaHETO My W Konue OT npunoxexue 1 Ha
HacToALIUTE U3NUCKBAHMS, NOMBLITHEHO NO CbOTBETHATA TOYKA W MOANMCAHO OT YNEHOBETE Ha CneuvanuaupaHaTa KoMUCKs.

Hagmoskume u3uckeaHusi ca pa3pabomeHu Ha OCHosaHue un. 58 om Hayuowanew pamkos 002080p 3a MeAUUUHCKUME
dedHocmu mexdy HauyuowanHama 3dpaeHoocuzypumenHa kaca u Bbneapcku nekapcku cbtoz 3a 2018e. (06H., B, 6p. 28 om
29.03.2018 2.).

VIBUCKBAHUA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXXbK AKTWBEH CEPOMO3WTUBEH PEBMATOW/JEH APTPUT, AKTUBEH IOBEHUNEH 1Q
APTPUT, AKTMBEH W NPOrPECWUPA OPUATUMEH APTPUT U TEXBK AKTUBEH AHKWUNO3WPALY CMOHAWAUT C AHTUPEBMATWUYHW
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HNEKNAPALIMA 3A UHOOPMUPAHO CBIMIACUE C UBUCKBAHUSATA 3A 3ANOYBAHE/ MPOOBINKABAHE HA
NEYEHUETO C NNEKAPCTBEHUA NPOAYKT

crea kato ce 3ano3Hax C usnata MU npeaocTaBeHa  MHdopmauus W uenta Ha neYeHMeTo C neKapCTBeHUs
TIPOLYKT ..ottt W cnea KaTto MonyuMx u3yepnaTtenHu OTroBOpW Ha
NoCTaBeHUTe OT MEH BbNPOCH, Aeknapupam ye:
1. VHdopmupaH CbM 3a 0TKa3 OT Mai#uMHCTBO / GALUMHCTBO MO BPEMe Ha NPOBEXAAHe Ha NeYeHWe C ropenocoyeHus
nekapcTeeH npoaykT (¢ usknodenne Ha INN Certolizumab, koiiTo Moxe Aa ce npunara B Nepuoaa Ha KbpMeHe, a npu

BGpPEMEHHOCT - NpK KNUHUYHA HEOBX0AUMOCT).

OA HE

Lle cnassam npenopbyaHaTa My CXEMa Ha NEYEHUE U NEPUOAUYHOCT Ha KOHTPOMHUTE Nperneau.
PepnosHo e ce siBABaM Ha KOHTPONHW Mpernean U HAMa Aa NPOMEHSIM CaMOBOMHO MMM MOA APYro BHYLUEHWe
HasHayeHaTa M1 Tepanus.

4. [Mpu npeycTaHoBsIBaHE Ha NEYEHUETO MO NPUYUHU, HENPOU3TUYALLM OT peLueHneTo Ha Komucusta 3a ekcneptusu B P3OK
nvnn Komucusita no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuuus cu nekap u P3OK u we BbpHa B P3OK
NoCneaHNs NPOTOKON, NO KOWTO CbM MosyyaBan/a nekapcTBEHNS NPOAYKT.

5. Tpu HecnasBaHe Ha NOCOYEHWUTE YCMOBUSI NEYEHUETO MU C yNOMEHATUSI NEKApCTBEH MPOAYKT Lie Gbae npekpaTeHo u

HAMa Aa umam npeteHuun kbm H30K.

[eknapatop 2
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