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NP U3OABAHE HA NMPOTOKOJIUN 3A NMPOBEXOAHE HA NEMEHUE HA YMEPEH OO TEXBK AKTUBEH
CEPONMO3UNTUBEH PEBMATOUOEH APTPUT, AKTUBEH FOBEHUNEH APTPUT, AKTUBEH U MPOIrPECUPALL
NCOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKUINMO3UPALL CNOHOUNTUT C AHTUPEBMATUYHU
NEKAPCTBEHU NPOAYKTU HA BOJTHM HAQ 18 TOOULLHA BBb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Ustekinumab,
Secukinumab, Rituximab)

MpoTokonbT ce u3pgaBa OT cneuuanuaMpaHa KOMUcUsi B ne4vyebHM 3aBeAeHus 3a 6ONMHUYHA MOMOLL, CKMHOYMNKU
poroBop ¢ H3OK 3a uanbnHeHue Ha AmGynatopHa npoueaypa Ne 38. CneuumanuaMpaHuTe KOMMUCUM, BKIOYBALLM
cneumanucTu ¢ ko Ha cneuuanHocT 20 — peBMaTonorus, ce cb3gasaT cbC 3anoBes Ha avpektopa Ha cnegnute J13: YMBAI
"Cs. MBaH Puncku" - rp. Cocpus, YMBAJT "Kacnena" - rp. NMnosaus, YMBAJ ,Cs. MapuHa” - rp. Bapra.

I.  PEQ 3A YTBBbPXXOABAHE U 3ABEPABAHE HA MPOTOKOJIUTE

lpoTokonu 3a 3ano4yBaHe Ha nNevyeHue
[poTokonu 3a NbpPBO NPOABIDKEHNE HA TepanusTa
[MpoTokonu Npu NPomMsiHa B A030BUS PEXUM UMK CMSIHA Ha TepanusaTa

= [MonbnHEeHO 1 NoanNMcaHo npunoXxeHue 1 — NUCT 3a onpeaensiHe Ha KkpuTepunte

= MeauuMHCKA AOOKYMEHTauusi C MPUIIOXEHUM BCUYKM HeobXxoaumu nokasatenu u
cneuynanunivnpaHa n3cnegsaHus No NpunoxeHune 2

KoMucus = PeweHne Ha cneumanumampaHa KOMMCUA C fICHA MeaUUMHCKa MoTuBauus 3a
3anoyBaHe Ha TepanuaTa (nodnucaHo Om 6CUYKU YleHO8e Ha crneyuanudupaHama

Komucusi)
= “lpoTokon 3a npeanuceaHe Ha nekapcrTea, 3annawandm ot H30OK/P30OK” — o6p. M3

-H30K
Komucusi noun. 78, 1. 2 3aBepka Ha npoTokona
o1 330 B LIY Ha H30K | BP30K

lNpoTokonu 3a npoAbIMKaBaHe Ha nevyeHue

= [ONbIHEHO M NOANUCAHO NPUNOXeHue 1 — NUCT 3a onpeaessHe Ha KpuTepunTe
* MeauumHCKa OOKYMEHTAUMSi C MPUSIOKEHU BCUYKM HEOoBXo4uMMK nokasaTenu u
n3crieaBaHus no npunoxeHve 2

cneuunanusvpaHa .| = PeweHnue Ha cneuuanusvpaHa KOMMCUSI C SiCHA MeAVLMHCKa MOTWBaUMS 3a
KoMucus 7| 3anoyBaHe Ha TepanusTa (MOOMUCaAHO OM BCUYKU Y/IEHO8e Ha crieyuanuaupaHama
KOMucusi)
= “MpoTokon 3a npeanuceBaHe Ha nekapcTea, 3annawanm or H3OK/P30K” — o6p. M3
-H30K

v

3aBepka Ha npoTokona
B P30K

Il. OBLUM NONOXEHUA

1. 30J1 nopaBa noarotBeHute AokymeHTU B P30K, Ha TepuTtopmusita Ha KOSITO € Hanpasuno us6op Ha OMNJ1. [lokymeHTUTe
BKIIOYBaT:

1.1 3asBneHue no upektopa Ha P3OK

1.2 MonbnHeHo n noanucaHo npunoxeHue 1. MNonbnBa ce NO CbOTBETHATa TOYKa U Ce npunara oTpaseHata B Uudpos

MHAEKC MeanUMHCKa AOKYMEHTaUus, yaoCTOBEpsiBaLla BCEKN €4UH OT KpUTepuuTe.

1.3 MbnHuAT Habop nscneasBaHus (HPUNKaNHN, UHCTPYMEHTANHU U NabopaTopHW), OTPa3eH B NPUMoXeHue 2.

1.4 ‘TpoTtokon 3a npeanucBaHe Ha nekapcTsBa, 3annawaHu ot H3O0OK/P30K” — o6p. M3-H3OK, usgageH ot
crneuuanuampaHa komvcus B neyebHun saBeaeHus 3a 6onHuMyHa nomoll, pabotew no aoroeop ¢ H3OK. Mpunara ce opuruHan Ha
npoTokona, a npu KaHauaaTcTBaHe 3a NpoAblKaBaHe Ha TepanusaTa ce NpeacTaBs OpuUrMHam Ha Npeaxo4HMst NPOTOKOM C
OTpa3eHn BCUYKU Ha3HaYEeHUs MO Hero.

1.5. PeweHue Ha cneuuanusvpaHa KkoMucus OT ne4yebHO 3aBeaeHUe — u3nbnHUTEn Ha AmbynaTtopHa npoueaypa Ne 38
,OnpefensHe Ha NnNaH Ha neyYeHve W nNpocneasBaHe Ha TepaneBTUYHUS OTrOBOP MPU MaUMEHTU, NoslyyYasaluy CKbMNOCTPyBaLy
nekapcTseHu NpoAyKTu no peaa Ha 4n. 78, an. 2 330" - 6n. M3-H30OK Ne 13.

1.6 Oeknapauusn 3a uHpopmMupaHo cbrnacue no obpasey (npunoxexHue 3)

2. P30OK npuema nokyMeHTUTE MO T. 1 crieq cnpaBka OTHOCHO 34PaBHOOCUrypuTernHus ctatyc Ha 30J1.

3. MbpBUAT M BCekn cneaBaly NPOTOKON ce u3gasar 3a nepuog Ao 180 axwm.

4. ONUCaHNAT NbeH KOMNMEKT AOKYMEHTU Ce U3UCKBA B Crly4YauTe, NPU KOUTO € yKa3aHa Heo6XoAUMOCT OT pelueHue Ha
Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H3OK.

M3NCKBAHUA HA H3OK MPU JIEYEHWE HA YMEPEH [O TEXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH KOBEHWUJIEH 2
APTPUT, AKTUBEH U MPOrPECUPALL MCOPUATUYEH APTPUT U TEXBK AKTMBEH AHKWNO3WPALL CNOHAWUNUT C AHTUPEBMATUYHU
JNEKAPCTBEHW NMPOAYKTU HAA 18 TOAULWIHA BbL3PACT - B cuna ot 15 okToMBpYK 2018 roguHa
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JTIUCT 3A ONPEOENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE U NPOOBITXABAHE HA NNEYEHUE HA YMEPEH OO0
TEXBK CEPONMO3UNTUBEH PEBMATOUOEH APTPUT C NEKAPCTBEHU NMPOOYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib)

e || ST T

3abenexka: meduyuHckama OOKyMeHmayus, ydocmoeepssawja 6CeKU Om Kpumepuume e foco4YeHa C yugpa 8 UHOeKC U 3adb/uKumesnHo npudpyxaea
Hacmosu,omo npunoxeHue.
BuonornyHuTe nekapcTBeHU NPOAYKTU Ce npunarat kaTo BTOpa IMHUA Ha NeYeHue, KoraTo nbpearta NMHUA e Guna HeycnewHa unn NauMeHTBLT He S NOHacs.
H3O0K 3annawa nevyeHune ¢ GuonornyHm nekapcTeeHu npoayktu Ha 30J1, npoBexaawm aucnaHcepHo HabnoaexHue.
A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (SAOBIMKUTENTHU CA BCUYKU KPUTEPWUWN)

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

1A | CurypHa amarHo3a — Hanuuume Ha 4 1 NoBeYe KPUTEPUN OT CriegHUTE 7, CbrnacHo AMEpUKaHCcKus Konex no pesmaronorust (ACR)
1987r.

. CyTpeLLHa CKOBaHOCT, Npojbikasalla noseye ot 60 MUHyTH

. apTpuT Ha 3 1 NoBeYe CTaBHU 30HU

. apTpUT Ha CTaBu Ha pbuUeTe;

. CUMETpUYEH apTpuT

. peBMaTougHu Bb3Nn

- Hanuuue Ha peBmaTouaeH akrop

. PEHTTEHOBMW A aHHU 32 pEBMaTONAEH apTpuT '

1B | PeHTreHoBM AaHHK 3a 2 || peHTFEHONOrMYeH CTaaui Ha pPeBMaTouaeH apTpuT |

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

3 HenosnusBaHe oT npeaxoxaauwa 6a3vMcHa Tepanusa ¢ ABa cuHTeTU4YHU BMAPJ] (MeToTpekcaT, nednyHomua, cyndacanasuH - 3
g/AHEBHO M Ap. KaTO MOHOTepanus unu koMbuHupaHa Tepanusa ¢ NK) B onTumanHu Kypcose v 403K 3a NoHe 6 MeceyeH nepuoa 3a
CUHTeTUYeH GonecT-moauduumnpawy M. 3aabmkuTeNnHO e eaHoTo cuHTeTM4HO BMARPII oT npoBeaeHaTa 6a3ucHa Tepanvsa aa e
6uno MetoTpekcar npu cegmmuyHa ao3a 20 mg 3a noHe 6 MeceyeH nepwoi. B cnyyauTe Ha npoTMBONOKasaHWA (MNU paHHa
HENOHOCUMMOCT) 3a neuyexHne ¢ MTX, kaTo 4YacT OT NbpBa NIMHUA Ha TepaneBTUYHaTa CTpaTerus ce npuema nposejeHa Tepanus C
JNledpnyHomug unu CyncacanasuH B onTuManHu Kypcose n 031 3a NnoHe 6 MmeceyveH nepuoa. ®

4 TNunca Ha usknioyBawm KpuTepum no 1. I °
npunarart ce:
- Jluct 3a aucnaHcepHo HabnoaeHue” (6n. M3-H30K Ne 9) ¢ noTebpaeHa AuvarHosa; nonbnHeHa Tabnuua 2 oT NPUNOXeHe 2 1 OPUrMHaNHU GraHkyM UnNu 3aBepeHn Konus oT nabopaTopHu
n3cneaBaHus, NOTBbPX/AABALLM akTMBHOCTTa Ha 3abonsasaHeTo. U3cneasaHusTa cnegsa aa 6vaat nposeneHy B nabopatopus, cknouvna gorosop ¢ H3OK/P3OK. 3a gasHoCT Ha uscneasaHusTa
ce npuema Cpok OT He noseye oT 1 Mecel, Npeav nogaBaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P3OK.
) PEHTreHOBU CHUMKU UNU OUCK U OPUruHanHu ¢muose C NUCMEeHa uHTepnpeTauus Ha PpeHTreHoNorMYyHUTe 3MeHeHns oT cneyuanucTt no oGpaaHa AnarHocTuka I/Iscnensahwﬂ'ra cnepsa pa

6vaar ocwujecTBeHn B nabopatopus 3a obpasHa guarHocTvka, ckntoumna gorosop ¢ H3OK/P3OK. 3a pasHOCT Ha M3cneaBaHeTo ce Npuema Cpok OT He noseye oT 6 Mecela Npean NOAaBaHETo Ha
AOKyMeHTUTe B cboTBeTHaTa P30OK.

npunarat ce oueHkn no ckana DAS28: HeoGxoanMO e AByKpaTHO MOTBBbPXAABaHe Ha nokasatenure 3a noHe 12 ceamuyeH nepuoa 6e3 NpomsaHa B neveHUeTo; npunaraT ce u asarta duwa,
[OCTOBEPSABALLV NPOBEX/AAHE Ha OL|EHKWTE, C NOCOYeHa faTa Ha NpoBexaaHe, NOANUC Ha CneuvanucTa, U3BbPLUMN OLeHKaTa 1 NeyaTt Ha nekaps/ne4ebHoTo 3aBefieHve.

npunara ce 34paBHO AOCME Ha XPOHWYHO GoneH C npocnepseaHe Ha 3aBONABAHETO OT AUArHOCTULMPAHETO A0 MOMEHTa: ambynaTtopHW NUCTOBE OT Nperneau Npu Cneuvanuct
peBMaTonor, yAoCToBepsiBaLLM HasHa4YaBaHe u NpoBeXAaHe Ha npeaxoxaalla 6asncHa Tepanvs ¢ OTpa3eHu 403K, CPOKOBE Ha NPUIOKEHUe 1 eheKTUBHOCT
3aAbLKUTENHO Aa Ce NOCOYBA aKTyarnHo TeNecHo Terno.

yaocTtoBepsiBa ce C noanuc Ha L mcTa B np! 1 Ha HacToRAWMTE U3INCKBAHUA

B. KPUTEPUU 3A NPOOBINKABAHE HA NNEMEHUETO (SAABINKUTENHU CA BCUYKU KPUTEPUWN):
3abenexka: bonHuTe cneaBa aa Gbaat MOHWTOPUpPaHM Ha 12-Ta ceAMuuUA OT HayanoTo Ha neyeHueto. Mpu kaHAMAATCTBaHe 3a NPOAbIKaBaHE Ha
NeYeHNEeTO Cnej 3aBbpLUEH NBbPBU LIECTMECEYEH KypC Ce OCBLUECTBSABA HOBA OLEHKa W 3aAbIDKUTENHO Ce NPeACTaBa MeAuuMHCKaTa AOKYMEHTauus OT nperneaa Ha
12-Ta cegmuua.
MKB M05.0, M05.1, M05.3, M05.8

1 MoBnusBaHe Ha nokasaTtenuTe:

" OTOYHOCT Ha CTaBUTE U CyTpeLUHa CKOBaAHOCT — HamansBaHe ¢ noHe 50% u 3agbpxaHe BbLB BPeMeTo

= 6poit Ha Bones3HeHUTe N OTOYHM CTaBu — HamansiBaHe ¢ noHe 50% 1 3aabpXxaHe BbLB BpeMeTo

* CYE — noa 40 mm unu C-peakTuBeH NpoTEUH — OTPULATENEH U 3aabpXaHe BbB BPEMETO
2 | CymapHa oueHka Ha nokasaTtenuTe - noHwxeHne Ha DAS28 ¢ noseuye oT 1.2 u 3aabpXaHe BLB BPEMeTO -
3 | Ilunca Ha HexenaHu NeKapCTBEHU peakLuny U U3KNoYBaLm Kputepuu noT. BuT.I°

npunarar ce: J/IucT 3a ancnaHcepHo HabnogeHne” (6n. M3-H3OK Ne 9) ¢ oTpaseHa cTeneH Ha NoBnusiBaHe Ha nokasaTenuTe; nonbiHeHa Tabnuua 2 oT NPUNOXeHWe 2 N OPUrUHaNHN 6naHku

VN 3asepeHn konus oT nabopaTopHK U3cneaBaHVs, OCbLECTBEHW B nabopaTtopus, cknroumnna aorosop ¢ H30OK/P3OK. 3a gaBHOCT Ha u3cnegsaHusaTa ce Npvema Cpok OT He rnosede oT 1 mecey
npeau nopasaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P30OK.

Mpw kaHanpaTCTBaHe cnep NbpPBU LWeCTMECeYeH Kypc ce npunara oueHka Ha 12-ta ceamuua
an KaHaugarcTeaHe 3a nopejeH WecTMece4eH Kypc ce npunara aktyanHa oueHka ¢ nocoveHa farta Ha nposexjaHe, nognuc Ha cneunanucra, U3BbpLlUM OUeHKaTa u nevar Ha nexapalneqeGHOTo
3aBefeHue.
38A‘bI|XMTellH0 Aa ce NoCoYBa aKTyanHo TenecHo Terno.

yaocToBepsBa ce C NoANUC Ha cneuyuanucTa B NnpunoxexHune 1 Ha HacTOAWMTE U3UCKBAHUA

B. HEXXENAHWU NEKAPCTBEHWU PEAKLMMU - Passutvero Ha HexenaHu NekapcTBEHM Peakumin CnpsiMo GONecTNpOMEHSILL aHTUPEBMAaTUYEH NeKapcTBEH NPOAYKT ce
noTebLPXAaBa Ypes npeacTassaHe Ha ambynaTopeH NUCT OT CbOTBETHWS Npernes unu Konve ot ysegomnexve kbm WAJ no peaa Ha un.184 ot 3/IMXM
rageHe, rnasobonue, CBETOBLPTEX [ aneprus
noBWLIAaBaHEe Ha apTEpPUaNHOTO HansraHe [ | Texka nHdekums
xematonoruyHu (xemorno6uH nop 80g/l, neskouyutn noa 3500, TpombouuTn noa 90000) W/unu BGUOXMMUYHU OTKMOHEHUS CbOBPA3HO (HapPMaKONOrMYHOTO
AOCUE Ha NpoaykTa

. U3KIMIOYBALLU KPUTEPUM (npu 3anouBaHe U Npu npoabihkaBaHe Ha fle4eHneTo)
1. AKTUBHa Unn naTteHTHa TyGepkynosa
2. AKTUBHM MHEKLMM, BKITOYUTENHO NOKANU3paHu nHdekLum
3. OCTBp N XPOHUYEH BUPYCEH XenaTuT, (npw tofacitinib — n Texko yepHoapobHo yspexaaHe (Child-Pugh C)
4. HeonnactuyHm 3abonssaHus, (C U3KMNIOYEHME Ha YCNeLHO NekyBaH HeMenaHoMeH pak Ha koxara 3a tofacitinib)
5. 3acToitHa cepaeyHa HepocTatbyHocT Il u IV dyHkuyvoHaneH knac no NYHA (He Baxw 3a tofacitinib)
6. AnnactnyHa aHemus, napaseHa rpaHynouuTonexms, Muenodubposa
7. MHOXeCTBeHa ckneposa 1 Apyru 6onectu ¢ AemuenuHmusaums (He Baxu 3a tofacitinib)
8. Texyw npuem Ha MOLLHU MMyHOCYNPeCaHTM (a3aTUONPUH, LMKMOCTIOPUH, TaKPONUMYC)
9. XeMaTtonoruiHu oTknoHeHus: abconioteH Gpoit Ha nuMdouuUTUTe <750 Kn./MM®; aBconioTeH Bpoi Ha HeyTpodmnute <1000 kn./mm?, Hb < 80
10. Jlunca Ha TepaneBTU4eH edekT Ha 12-Ta ceamuLa Crnej 3anoysaHe Ha NeveHneTo
11. BpemenHocT u naktaywa (Certolizumab moxe na ce npunara B nepvoaa Ha kbpmeHe. Mpu GpemeHHOCT moxe aa 6bae pasrneaaHo nedexve ¢ Certolizumab camo npw
KIMHUYHA HeOoBXO0AMMOCT )
12. MNpekbCcBaHe Ha TepanuaTa No BuHa Ha GONHUA 3a Nepuoa noseye oT 2 meceua

OTroBaps Ha KPUTEPUUTE 38 FIEYEHU C ..........................eeeeeeii. BAHEBHA 003@ ...................

CNeunanm3npaHa KOMMCHUSA ...,

M3NCKBAHUA HA H3OK MPU NIEYEHWE HA YMEPEH O TEXbK AKTMBEH CEPOMO3WTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWUNEH 3
7“' APTPUT, AKTUBEH W TMPOrPECUPALL MNCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CMNOHAUNUT C AHTUPEBMATUYHU
\} . IEKAPCTBEHW NPOAYKTU HAL 18 TOAULLHA Bb3PACT - B cuna ot 15 okTomBpu 2018 roguHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA AKTUBEH FOBEHUIEH
APTPUT HAL 18 TOOAULLHA BB3PACT C BUOJTOM'MYHU NEKAPCTBEHU NMPOAYKTU

(Adalimumab, Etanercept, Tocilizumab)
Wwe: jew | | [ [ [ [ [ | [ |

3abenexka: meduyuHckama OokymeHmauyus, ydocmoeepsisauja 6CEeKU OM Kpumepuume € MocoyeHa C yughpa 8 UHOEKC U 3adbJKumesnHo npuopyxaea
Hacmosiw,0mo NPuIoXeHue.
BuonornyHuTe nekapcTBeHU NPOAYKTU Ce Npunarar kato BTOpa NIMHUA Ha NeYeHune, korato NbpeaTa NuHUs € 6una HeycnewHa uiu NauUMeHTbT He S NOHACs.
H30K 3annawa neyexune c 6GuonoruyHn nekapcTeeHn npoaykTu Ha 30J1, npoBexaawm AUCNaHcepHo HabnaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA JIEMYEHUETO (3agbrmkuTenHu ca BCUHKU KpUTepum)

3a noTBbLPXAEHME Ha 3aAbIKUTENTHUTE KPUTEPUM 3a CUrypHa AuarHosa no T.1 M 3a npoBegeHa 6a3sucHa Tepanus no T.3,
3aAbIMKUTENHO ce npeacTaBs MeAUMUMHCKa AOKYMEeHTauusi 3a nocraBeHa AuarHosa v nposeaeHo neyenue Ha 30J1 noa 18 roguwHa

Bb3pacT OT cneynanucT no AeTCKa peBMaTosiorus.

MKB M08.1

MKB M08.2

MKB M08.3

MKB M08.4

CurypHa auarHo3sa nocraBeHa

noa 18r. ¢ Hanu4ue Ha:

. apTpUT U EHTEe3UT unu

. apTpUT UNN EHTE3NT C = 2
OT CnejHUTE KpUTepuu:

- Bonka B cakpounuayHa
cTasa u/unu
nym6ocakpanHa 6onka;

- Hanuuyne Ha HLA B27
aHTUreH;

- Ha4yano Ha apTpuT npu
MomMyeTa Haj 6 roguwHa
Bb3pacT,;

- OCTbp NpPeAeH yBeuT;

- aHamHesa 3a
cnoHAWnoapTponaTus

npw pOACTBEHUUM OT
nbpBa reHepauus '

CurypHa aunarHosa

nocrtaseHa noa 18r. ¢

Hanuuue Ha:

. apTpuT B eaHa unm
noseve cTasu

. CbNbTCTBALLA UMK
npeaxoxaaiia
exefHeBHa Temnepartypa
B NPOABIMKEHUE Ha 2
ceamuum

. 3aefHo C eanH unn
noseye OT cnegHuTe
KpuTEPUU:

- npexoaeH (HedukcupaH)
eputemeH o6pus;

- xenaTomeranus,

- cnneHomeranus;

- aaeHonaTtus;

- cepoaut '

CurypHa auarHosa

nocraBeHa nopg 18r. ¢

Hanuuue Ha:

He2amueeH peemamoudeH

¢gakmop

. apTpuT Ha 5 unu noseve
cTaBu npes nbpeuTe 6
mMeceua Ha
3abonsaBaHeTo

. TecT 3a RF — HeraTtuseH

Mo3umueeH peemamoudeH

¢ghakmop

" apTpuT Ha 5 unun noseve
cTaBu npes nbpeuTe 6
mMeceua Ha
3abonaBaHeTo

. NO3UTUBHW 2 UNu noseye
Tecta 3a RF B uHTepsan
oT 3 meceua npes
nbpBUTE 6 Meceua '

CurypHa auarHosa nocraBeHa

noa 18r. ¢ Hanuuue Ha:

. apTpuT, 3acaraly eaHa Ao 4
cTasu npes nbpeuTe 6
meceua Ha 3abonsBaHeTo;

. nepcucTupaLy — 3acsira He
noseye OT 4 CTaBu;

. paswmpeH — 3acsra noseve
OT 4 cTaBu cnea nbpeuTe 6
MeceLa Ha 3a6onsBaHeTo '

OueHka no ckana Bath
Ankylosing Spondylitis Disease
Activity Index (BASDAI) 2 4 >

OueHka no ckana Disease
Activity Score (DAS28) > 5,1 *

OueHka no ckana Disease
Activity Score (DAS28) > 5,1 *

OueHka no ckana Disease
Activity Score (DAS28) > 5,1 2

- HenoBnusaeaHe ot
meToTpekcar u/unu
cyndpacanasuH B oNnTUManHu
KypcoBe 1 ,031 3a NoHe 6
MeceueH nepuoj - npoBexaaHa
Tepanus noa 18 roauwHa
BBb3pacT.’

- HenoBnuseaHe ot
meToTpekcaT u/ unu
cyndacanasuH B ONTUManHu
KypCOBE 1 03U 32 NoHe 6
MeceyeH nepuoj - npoeexaaHa
Tepanus Haa 18 roauwHa
BBb3pacr. °

- Henosnussaxe ot HCIMBC un
'K B onTumanuu kypcose n
A03K 32 noHe 6 mece4veH
nepuoa - nposexaaHa
Tepanus noa 18 roauwHa
Bb3pacT.

- Henoenuseaxe ot HCMNBC
n 'K B onTumanHu kypcose u
£,031 32 NoHe 6 meceyeH
nepuoa - nposexaaHa
Tepanusa Haa 18 roauwHa
Bb3pacT.

-HenosnusaBsaHe ot
MeToTpekcaT u/unm
cyndacanasuH B onTumanHu
KypCoBe 1 031 3a noHe 6
MeceyeH nepuoga -
nposexaaHa Tepanusi nog 18
roauvwHa BbL3pacr.

- HenoBnusiBane ot
MeToTpekcaT u/ unu
cyndpacanasuH B oNnTUManHu
KypCcoBe 1 031 3a NoHe 6
MeceueH nepuog, -
npoeexpaaHa Tepanus Hag 18
roaviuHa BbL3pacT. °

- HenoBnusiBaHe ot
MeToTpekcaT u/unm
cyndacanasuH B onTUManHu
KypCOBE 1 031 3a NoHe 6
MeceueH nepuoj - NpoeexaaHa
Tepanus noa 18 roguwHa
Bb3pacT.

- HenoBnusBeaHe ot
MeToTpekcaT u/unm
cyndpacanasuH B ONTUManHu
KypcoBe 1 4031 3a NoHe 6
MeceyeH nepuoj - NnpoBexaaHa
Tepanus Hag 18 roguwHa
Bb3pacT. °

4

Nunca Ha usknyBawm
kputepum no 7. I *

Nunca Ha u3knyBawm
kputepuu no 7. I *

Nunca Ha u3kno4BaLWwM
kputepumno 1. I *

Nunca Ha usknoyBawm
kputepumno 1. I *

npunarar ce:
- JJluct 3a aucnancepHo HabnoaeHue” (6n. M3-H30K Ne 9)

- nonbnHeHa Tabnuua 2 OT NPUNOXEHUe 2 OpPUrMHaNHKU GnaHKW WNKU 3aBepeHn Konus OT nabopaTopHU M3CneaBaHus, NOTBbPXKAABALLM aKTUBHOCTTA Ha
3abonseaHeTo. UacnessaHusTa cnessa Aa 6baat ocblyecTsenn B nabopartopusi, cknounna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha M3cnepBaHusTa ce npvema
CPOK OT He noseye OT 1 Mecel npeau NoaaBaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P30K;

" 324BMKUTENHO Ce npunarat PeHTreHOBU CHUMKU MNU AWUCK C OPUTrMHAnNHU (PUIIOBE C NUCMEHA MHTEPNpEeTauust Ha PEHTrEHONOTMYHUTE WU3MEHEHWUs OT
cneunanuctT no obpasHa AwarHoctuka. Mscnepeanusta cnepsa Aa Gbaar ocblyecTBeHu B nabopartopus 3a obpasHa AuarHoCcTMKa, CKIKuWNa AO0roBop C
H3OK/P30K. 3a paBHOCT Ha U3CnefBaHETo Ce NpuemMa CpoK OT He NoBeye OT 6 Meceua Npeau NoAaBaHeTo Ha AOKYMEHTUTE B cboTBeTHaTa P30OK;

£ npunarar ce oueHku no ckana DAS28 / ckana BASDAI 3a 30J1 ¢ auarHosa ¢ MKB kog M08.1/, npoBeaeHu npe3 nocneaHute 6 meceua: Heo6xoauMo e
ABYKPaTHO NOTBbPXAaBaHe Ha nokasatenute 3a noHe 12-ceamuyeH nepuoa 6e3 npomsHa B nevyeHWeTo; npunaraTt ce U ABaTa puwa, yAOCTOBepsBsalyu
npoBeXaaHe Ha OUeHKWTe, C NOCoYeHa AaTa Ha NpoBexaaHe, NoANUC Ha CneunaniucTa, 3BbPLUKMN OLUEeHKaTa U nevaT Ha nekaps/neyebHOTO 3aBeaeHue.

s npunara ce 34paBHO A0CHE Ha XPOHUYHO GONEH C NpocneAsBaHe Ha 3a60nsaBaHeTo OT AUArHOCTULMPAHETO 4O MOMEHTA: aMBynaTopHU NUCTOBE OT Nperneaun
Npu cneumanucT no AeTcka peBMarTosnorus, yaocTosepsasawim npeaxogHa 6asucHa tepanus, nposeaeHa noa 18 roavwHa Bb3pacT; ambynaTtopHu NucTose oT
nperneav npy cneynanuct no pesmMaTonorus, yA0CTOBEPABaLLM HasHavaBaHe 1 nposexjaHe Ha npeaxoaHa Gas3ucHa Tepanus B ONTUMAnHU Kypcose v A03n 3a
noHe 6-meceyeH Nepuoj, C OTpaseHu 4031, CPOKOBE Ha NPUOKEHUE U ePEeKTUBHOCT.

3aABLMKUTENHO ia Ce NOCOYBA aKTyasnHO TeNeCHO Terno.

4 yAoCTOBepsiBa Ce C NOANUC Ha CNeuManucTa B NpuUnoXxeHue 1 Ha HACTOALNTE U3UCKBAHUS

OTTOBapﬂ Ha KPUTEPUUTE 3a JNIBYEHUE C i, B AHeBHaA Ao03a

cneyunanuinvpaHa KoMmmcus

g M3NCKBAHUA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWUNEH 4
7<‘ APTPUT, AKTUBEH W TMPOrPECUPALL MNCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKUNO3UPALL CMNOHAUNUT C AHTUPEBMATUYHU
\} : IEKAPCTBEHU NPOAYKTU HAL 18 FOAULLHA Bb3PACT - B cuna ot 15 okTomBpu 2018 roguHa
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NUCT 3A ONPEOENAHE KPUTEPUUTE NPU NPOOABITNKABAHE HA NEYEHUE HA AKTUBEH FOBEHUIEH
APTPUT HAQ 18 TOOAULLUHA BB3PACT C BUOJNTOMMYHU NEKAPCTBEHU NPOOYKTU
(Adalimumab, Etanercept, Tocilizumab)

we: lew] | T T T T T T[]

3abenexka: meduyuHckama OokymeHmayus, ydocmosepsisauja 6CeKU OmM Kpumepuume e MocovyeHa C uyugpa 6 UHOEKC U 3a0b/mKuMmenHo npudpyxaea
Hacmosuy0mo npusnoxeHue.

B. KPUTEPUU 3A NMPOABINKABAHE HA NEYEHUETO (3agbmkuTenHu ca BCUHKU KpUTEPUU):
3a6enexka: bonHute cneaBa aa 6baaT MOHUTOPUPAHM HAa 12-Ta CEAMMLA OT HA4anoTo Ha neyeHueTo. Mpu KaHAMAATCTBAHE 3@ NPOABLMKABAHE HAa NEeYEHNETo
Ccnej 3aBbplUeH NbpBU WECTMECEYeH KypC Ce OCbLIeCTBABa HOBA OLEHKa U 3aAb/MKUTENHO Ce NpeAcTaBs MeauLnHCKaTa AOoKyMeHTauus oT nperneaa Ha 12-ta
ceamuua.

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

1 | NoBnusiBaHe Ha nNokasaTenuTe u 3aabpXXaHe BbB BPEMETO:

6poit Ha 6onesHeHn 1 OTOYHM Ha CTaBu - HamanseaHe ¢ noxHe 50%;

CyTpeLlHa CKOBAHOCT - HamansiBaHe ¢ noHe 50%;
- CYE < 40 mm unu C-peaKkTMBEH NPOTEWH - OTpULaTeneH '
2 | CymapHa oLeHka Ha nokasatenuTe - NoHwxeHue Ha DAS28 ¢ noBeuye oT 1.2 n 3aagbpXaHe BbLB BPeMeTo ° unu
CyMapHa ouieHKa Ha noka3artenure - noHwkeHue Ha BASDAI ¢ 50% cnpsiMo M3XO4HUS U 3aAbpXaHe BbB
BpemeTo 3a 30J1 c ganarHosa M08.1

3 | Jlunca Ha HexernaHu NeKapcTBEeHW peakummn U U3KniYsawm kputepum no . Bu . r°

" npunarar ce:
- Jluct 3a agucnancepHo Habnoaexune (6n. M3-H30OK Ne 9) ¢ oTpaseHa CTeneH Ha NoBAUsSIBaHe Ha nokasaTenuTe;
- NonNbfIHEHa Ta6nwua 2 oT npunoxexwe 2n OpPUrnHaNHu 6naHku unu 3aBepeHn Konusa oT naﬁopaTopHM n3cneaBaHna, OCbLUECTBEHN B
na6opartopus, ckniouuna porosop ¢ H30OK/P3OK. 3a AaBHOCT Ha U3CneABaHWsiTa Ce NpuMemMa Cpok OT He nosedye OT 1 Mecey npeau
nofjaBsaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P30K.
? npunarat ce oueHku no ckana DAS28 (oueHka no ckana BASDAI 3a 30J1 ¢ guarHosa MO08.1). Mpu kaHAMAaTCTBaHe crej NbpBU
wecrtmece4eH Kypc ce npunarart:. oueHKa Ha 12-Ta ceamuua u oueHka Ha 6-Tus mMeceLl OT Ha4anoTo Ha NevYeHneTo.
anI KaHAnaaTCTBaHe 3a NnopejeH WecCTMece4YeH KypC Ce akTyanHa C NocoYeHa Aarta Ha nposexjaHe, NoAnuc Ha cneuyunanucra, n3sbpLumn

oueHkaTa u neyart Ha nekaps/ne4ebHOTO 3aBejeHue.
?anbn)xwrenno Aa ce NoCoYBa aKTyasiHO TeJsieCHO Terno.
yAocTOoBepsiBa ce C NOANUC Ha cneuuranucTa B NpunoxeHue 1 Ha HacTosWMUTE U3UCKBaAHUA

B. HEXXENNTAHU NEKAPCTBEHU PEAKLIUWN - Passutueto Ha HexenaHn nekapcTBEHW peakuuu CrpsmMo GOnecTonpoMeHsLL
aHTMpeBMaTU4YeH NekapcTBeH NPOAYKT Ce NOTBbPXAABa Ype3 NpeAcTaBsHe Ha amBynaTopeH NUCT OT CLOTBETHUS Npernea Wnu konue oT
ysegomneHue kbM UAJ1 no pega Ha un. 184 ot 3/IMXM

rageHe, rnasobonue, CBETOBBPTEX aneprus

noBuLaBaHe Ha apTepuanHoTo HanaraHe Texka uHdekumns

XemaTonorniHu (xemornobux nog 80g/l, neskountn noa 3500, TpomBouUTH Noa 90000) n/unu BUOXUMUYHU OTKNOHEHWS CbOBPA3HO (apMaKkonormyHOTO
AOCWE Ha npoaykTa

. U3KNIOYBALLUN KPUTEPUU (npu 3anoyuBaHe 1 Npu npoabrikaBaHe Ha NeYeHneTo)
1.AKTUBHa wnu nateHTHa TyGepkynosa
2.0CTbp UnNK XPOHUYEH BUPYCEH XenaTut
3.HeonnacTtu4Hu 3abonsiBaHus
4.3acToiiHa cbpaeyHa HepocTaTbuHocT HI v IV dyHkumoHaneH knac no NYHA
5.AnnactuyHa aHemus, n3paseHa rpaHynouuToneHus, muenopubposa
6.MHOXecTBeHa ckneposa n Apyru 6onectv ¢ geMmenuHusaumus
7.Jlunca Ha TepaneBTUYEH ehekT Ha 12-Ta cegMuLa crneg 3anoyBaHe Ha NeyeHneTo
8.BpeMeHHOCT v nakTauus
9.MpekbCcBaHe Ha TepanuaTa No BUHa Ha BonNHUA 3a Nnepuog noseye OT 2 Meceua

OTl'OBapFl Ha KpUTepuUUTe 3a NMMeYeHUe C ..., B AHeBHa A03a ...................
cneuyunanuanpaHa KoMmumcus

M3NCKBAHUA HA H3OK NPU NEYEHWE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3WUTUBEH PEBMATOWOEH APTPUT, AKTUBEH IOBEHWNEH 5

APTPUT, AKTUBEH W TMPOMPECUPALL MNCOPUATUYEH APTPUT U TEXBK AKTUBEH AHKUNO3UPALL, CNOHAUNUT C AHTUPEBMATUYHW
NEKAPCTBEHU MPOAYKTU HAZ 18 MOAULLHA Bb3PACT - B cuna ot 15 okTomBpu 2018 roauHa




[image: image6.jpg]JIUCT 3A ONPEQENAHE HA KPUTEPUU NPU 3ANOYBAHE U NPOABITMKABAHE HA NEYEHUE HA AKTUBEH U
NMPOrPECUPALL NCOPUATUYEH APTPUT C BUOJTIOTMYHU NEKAPCTBEHU NMPOOYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab)

3abenexka: MeduyuHckama 0oKyMeHmauus, yoocmosepssalua 8CeKu Om Kpumepuume € rocoYyeHa ¢ yugpa 8 uHOeKc U 3adt pudpy m p 3
Buonoruynure nekapcTBeHU NPOAYKTU Ce npunarar Karto BTOpa NMUHUA Ha neYeHue, Korato nopeara NnuHua e 6una HeycnewHa unu nauneHTbT He 8 NoHacs
H3O0K 3annawa neyeHune ¢ 6UONOrMYHKU NekapcTeeHn npoayktu Ha 301, np A pHO HabnoaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NNEMEHUETO (SAOBIMKUTENTHU CA BCUYKU KPUTEPUN)
MKB M07.1, M07.2, M07.3
1 CwurypHa auarHo3sa — Hanuuue Ha 4 unu noseye Touku cbrnacHo CASPAR kpuTtepuuTe:
. AnarHoCTuumpaH psoriasis, nMyHa unu pammnHa aHamHesa 3a psoriasis (2 Toukmu)
. TUNUYHW HOKBTHU ne3um (1 Touka)
. HeraTuseH RF, ¢ nsknioueHvne Ha narekc npoba (1 Touka)
. PexTtreHosu 6enesn 3a ncopuaTtuyeH aptput (1 Touka)
= paktunut (1 Touka) '
2 | OueHka 3a aKTUBHOCT Ha 3a6onsBaHeTO( B 3aBUCUMOCT OT KNUHUYHaTa copma) ~
- oueHka no ckana Disease Activity Score DAS28 > 5,1 3a nepudcepHa hopma unu
- oueHka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a yeHTpanHa copma
3 HenosnuseaHe oT npeaxoxpaaina 6asmMcHa Tepanus:
- npu nepuchbepHa copma - nposeaeHa Tepanus ¢ ABa cuHTeTUYHU BMAPJ (MeToTpekcar, nednyHomua, cyndacanasut - 3
g/AHEBHO 1 Ap. KaTO MOHOTepanua unu kombuHupara Tepanus ¢ NK) B onTumanHu Kypcose U 403u 3a NoHe 6 MeceyeH nepuoa
3a cuHTeTU4YeH GonecT-moauduumupaiy M. 3aabMxUTeNnHoO € eAHOTO cuHTeTUYHO BMAPJT oT nposeaeHaTta 6a3ucHa Tepanus
Aa e 6uno meToTpekcar npu ceagMuuHa fo3sa 20 mg 3a noHe 6 MeceyeH Nepuoa.
B cnyyaute Ha npoTuBOMOKasaHWA (MMM paHHa HEMOHOCUMOCT) 3a neuveHne ¢ MTX, KaTo 4acT OT NbpBa JIMHUA Ha
TepaneBTU4YHaTa cTpaTerua ce npuema nposejeHa Tepanus c JlecdonyHomug unu CyndacanasvH B ONTUManHu Kypcose u 403u
3a noHe 6 meceueH nepuoa.
- Npu ueHTpanHa chopma — nposejeHa Tepanusa ¢ Hal-manko Ase nocneaosaTenHo npunoxexnn HCMBC B onTumantu kypcose
M 4031 Npe3 NpeaxXoAHNs 6 meceueH nepuog. °
4 Jlunca Ha u3knoYBawm kputepum no 7. I *
npunarar ce:

- Juct 3a gucnaHcepHo HabnoaeHne" (6n. M3-H30K Ne 9)
- aMSynaropeH NIUCT OT CneumnarnmcT No KOXHWU U BeHepU4yeCkun Gonectu ¢ noTebpAeHa auarHosara ncopuasuc; opuruHanHa 6nanka unu 3aBepeHo Konwe OT nposeaeHo

XucToburoncuyHo nscneasaHe, NOTBLPXAABALLO AnarHosara lMcopuasuc;
- nonbnHeHa Tabnuua 2 oT NpUnoxeHVe 2 OPUrMHaNHW GraHKK UNW 3aBepeHn Konus OT NabopaTopHW U3cneaBaHUs, NpoBeaeHn B naboparopus, cknouuna gorosop ¢ H3OK/P3OK. 3a
AaBHOCT Ha M3CneaBaHNATa ce NpuemMa Cpok OT He noBeye OT 1 Mecel Npean NoaaBaHeTo Ha AoKyMeHTUTe B choTeeTHaTa P3OK.
- PEHTTEHOBU CHUMKU WU OUCK C OPUIMHANHN (hUwoBe C NUCMEHa UHTEPNpeTaUus Ha PEHTIeHONOTMYHUTE U3MEHEHUS OT cneuuanucT no obpasHa auarHocTuka. Macneasanusita cnegsa
Aa 6vpat nposeaeHu B nabopaTopus 3a obpasHa AMarHocTUka, cknouuna pgorosop ¢ H3OK/P3OK. 3a faBHOCT Ha M3CneasBaHeTo ce npuema Cpok OT He nosede oT 6 meceua npeau
nopasaHeTo Ha AoKymeHTuTe B cboTeeTHata P3OK, kato npu nepudepHa opma ce npunarat U3CNEABaHUA Ha 3acerHaruTe CTasu, a Npu UeHTpanHa dopma ce npunarar UcneasaHus Ha
CaKpPOUNUSHHN CTaBK UNK rPbOHaK.
npunarar ce ouerku no ckana DAS28 nnu BASDAI: Heobxoaumo e AByKpaTHO NOTBbPX/AABaHE Ha rokasatenure 3a noHe 12 ceamuyeH nepuos 6e3 NPoMsHa B NeYeHWeTo; npunarar ce u
ABara uwa, yaoctoBepasalv NposexaaHe Ha oLeHkUTe, C nocoyeHa Aata Ha NpoBexAaHe, NOANUC Ha CrneuvanucTa, U3BbpLIUN OLeHKaTa v nedar Ha nekaps/ne4ebHOTo 3aBeaeHve;
npunara ce 34pasHO AOCME Ha XPOHWYHO BoneH ¢ npocneassaHe Ha 3abonABaHETO OT AMArHOCTULMPAHETO [0 MOMEeHTa: amBynaTopHW NUCTOBE OT Nperneau Npu Cneuvanuct no
peBMarTonorus, yAOCTOBepsBalM Ha3Ha4aBaHe u nposexaaHe Ha npeaxoaHa GasucHa Tepanua B ONTUManHW Kypcose M [03u 3a MOHe 6 MeceyeH Nnepuoa, C OTPa3eHu 403U, CPOKOBE Ha
NPUNOXEHVE N ePEKTUBHOCT,
3agbLMKUTENHO Aa Ce NOCOoYBa aKTyasiHO TeNecHo Terno.

yAaocToBep cec Ha cneunanucTa B NpunoxeHne 1 Ha HaCTOAWMTE N3NCKBAHUSA
5. KPUTEPUUN 3A NPOABIMNKABAHE HA NEYEHUETO (BAOBIMKUTENHU CA BCUYKU KPUTEPUN):
3a6enexka: bonxute cnepsa pa 6BA3T MOHUTOPUPaHN Ha 12-ta ceaMmMuUa OT Ha4yanoToO Ha NIEYEHMETO. rlpn KaHgupgaTtcTeaHe 3a npoAbikaBaHe Ha

NevyeHneTo cnej 3aBbplueH NbpBMU LWecTMeCe4eH KypC Ce OCbLeCcTBABa HOBaA OLEHKa U 3a4b/MKUTENHO Ce NpeacTaBa MeauuuHckaTa JoKyMeHTauus ot npernega
Ha 12-Ta cegmuua.
MKB M07.1, M07.2, M07.3
1 MoBnusBaHe Ha nokasaTenuTe n 3aAbpXXaHe BbB BPEMETO!
. 6poit Ha BONE3HEeHM N OTOYHM CTaBMU - HamansBaHe ¢ noHe 50%'
- CyTpeLuHa CKOBaHOCT - HamansBaHe ¢ noHe 50%"
- aKTyanHu nokasatenu 3a aktueHocT (CYE u C-peakTuseH npoteuH) '
2 | CymapHa oueHka Ha nokasatenure: -
- noHMmxeHne Ha DAS28 ¢ noBeye OT 1.2 1 3aabpXaHe BLB BpeMeTo 3a nepudepHa opma unu
- noHmxkexne Ha BASDAI ¢ 50% v 3aabpxaHe BLB BPeMeTO 3a LeHTpanHa gopma

3 | Jlunca Ha HeXenaHU NeKapCcTBEHMU peakumm U U3KNIYBawm Kputepum no 1. Bu . r°
npunarar ce ,J/IucT 3a gucnaHcepHo HabnopenHue” (6n. M3-H30K Ne 9) ¢ oTpaseHa cTeneH Ha NoBnusBaHe Ha NokasatenuTe; NoMbHeHa Tabnuua 2 OT NPUNOXeHWe 2 VI OPUrMHaNHN
6naHku nnn 3asepeHn konus OT nabopaTopHW U3cneasaHus, NpoBeAeHn B naGopatopus, ckntouuna aorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha W3CNeABaHWATA Ce MpUema CPOK OT He nosede
ot 1 mecey npean NoaaBaHeTo Ha AOKyMeHTUTe B cboTeeTHaTta P3OK.

npunarar ce oueHku no ckana DAS28 unn BASDAI. MNpu kaHanaaTCTBaHe cnea Nbpey LWeCTMeceyeH Kype Ce npunarat: oueHka Ha 12-Ta cegmuua v oLeHka Ha 6-TUs Mecely OT HauanoTo
Ha neyexveto. Mpu kaHAWAATCTBaHe 3a NOPeaeH WeCcTMeceueH Kype Ce npunara akTyarnHa oueHka C nocoyeHa Aara Ha NpPoBeXAaHe, MOANUC Ha CneumanucTa, U3BbLPLWKN oueHKaTa 1 nevar
Ha nekaps/ne4ebHOTO 3aBefeHue.
3aabLnXUTENHO Aa Ce NOCOYBA aKTyasnHo TeNecHo Terno.

yAROCTOBEpABa Ce C NOAMUC Ha CMeLManucTa B NPpUnoxXeHne 1 Ha HACTOAWMTE N3NCKBAHUS

B. HEXXEJTAHU NEKAPCTBEHU PEAKLINM - Pasautvero Ha HexenaHu nekapcTeeHy peakum cripsiMo 60necTonpOMEHSILL aHTUPEBMATUYEH NeKapCTBEH NPOAYKT
Ce NoTBbPXAABA Ypes NpeacTassHe Ha amBynaTopeH NUCT OT CbOTBETHUS NPEernea UM konve ot yseaomnexue kbm WAJ no pepa Ha un 184 ot 3/INXM
rafeHe, rnasobonume, CBeTOBbPTEX [ [ aneprus
NoBULLIABAHE Ha apTEpPUanHOTO Hansraxe | | Texka nHdekuus
XeMaTonornyHu (xemornobuH noa 80g/l, neskounTn noa 3500, TpomGouwTu nog 90000) W/MAM GUOXMMWYHM OTKOHEHUS CbOBPas3HO
apMakonornyHOTO AOCUE Ha NPOAYKTa

. U3KNOYBALLUU KPUTEPUMU (npu 3ano4BaHe 1 Npu NpoabIHKaBaHe Ha fie4eHneTo)
1. AKTBHa unu nateHTHa Ty6epkynosa
2. OCTBp UNK XPOHUYEH BUPYCEH XenaTuT
3. HeonnactuuyHu 3abonssaHus
4. 3acTonHa cvpaeyHa HepocTatbyHocT Il v IV yHkumoHaneH knac no NYHA
5. AnnactuyHa aHemus, uapaseHa rpaHynoumToneHus, Muenohubposa
6. MHOXecTBeHa ckneposa 1 apyru 6onecTu ¢ AeMUenuHu3aLmus
7.Jvnca Ha TepaneBTUYeH edekT Ha 12-Ta CeamMua Cnea 3anoqBaHe Ha NneYeHeTo
8. BpemeHHoCT v nakTauus (Certolizumab moxe na ce npunara B nepuoaa Ha kbpmere. Mpu GpeMeHHOCT Moxe aa 6bae pasrneaaHo neyexve ¢ Certolizumab camo npu
KNUHUYHA HEOBXOAUMOCT )
9. MNpekbecBaHe Ha TepanusTa No BUHA Ha GONHUA 3a Nepuoa noseye oT 2 Meceua

OTtroBaps Ha KPUTEPUUTE A JNTEYEHMNE C ............ ..ottt BOHEBHA OO03A ......................ccoeuen
cneunanuampaHa Kommcus

. M3NCKBAHWA HA H3OK MPU NEYEHWUE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMNO3UTUBEH PEBMATOWOEH APTPUT, AKTUBEH IOBEHUNEH g
’7@ APTPUT, AKTUBEH W TMPOrPECUPALL MNCOPUATUYEH APTPUT U TEXbK AKTUBEH AHKUNO3UPALL, CNOHAUNUT C AHTUPEBMATUYHU
\} . IEKAPCTBEHW NPOAYKTU HAJ 18 TOAULLHA Bb3PACT - B cuna ot 15 okTomBpu 2018 roguHa
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JTUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANMNOYBAHE U NPOOBIIKABAHE HA JIEYEHUE HA TEXBK
AKTUBEH AHKUITO3UPALL CMOHOUITUT C BUONOIrMYHU NEKAPCTBEHU NPOAOYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab)
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3abenexka: meduyuHckama OoKyMeHmayusi, ydocmosepsisawa 8Ceku om Kpumepuume € ocoYyeHa ¢ yugpa 8 UHOEKC U 3a0bJ/KUMEenHO npudpyxaea
Hacmosuw,omo npusoxXeHue.

BuonoruyHure NeKapcTBeHU NPpOoAYKTU Ce npunaraTt KaTto BTOpa NIMHUA Ha NnevYeHue, Korato nbpeata fInHNA e 6una HeycnewHa unu
nauneHTbLT He A NnoHacsH.
H3OK 3annawa neyeHune ¢ 6uonorvyHu nekapcTeeHn npoayktu Ha 30J1, npoBexaalwm AucnaHcepHo HabnaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUETO (BAOBITKUTENHU CA BCUYKU KPUTEPUW)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CurypHa auMarHo3a — Hanuyne Ha peHTreHONOrMYHUTE KPUTEPUN U NOHE EAUH OT KITMHUYHUTE (CbrNacHO MoAndULMPaHUTe
New York Criteria, 1984 ):'

KnuHuyHu kputepun

. 6onka B rbpba: Hanu4yHa oT noBeye oT 3 MeceLa, KOSTO ce NoAo6psiBa OT yCUnusi, HO He ce obnekyasa nNpu NoKon

= OrpaHu4eHun ABWKEHUsi Ha rpbOHaka B carutanHata u (opoHTanHaTa paBHUHa

= OrpaHuyeHune B NOABWKHOCTTA Ha MPBAHUA KOLL B CPaBHEHUE C HOPManHuTe CTOMHOCTM 3a nona v Bb3pacTra
PeHTreHonornyHu kpurepum

KapTuHa Ha cakpouneut — ctaguin = 2 6unarepanHo unu 3-4 yHunarepanHo

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

- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1
3 HenosnusiBaHe OT npeaxoxaauwia NpPoOTUBOBBL3NAnNUTeNnHa Tepanusi, nposBeAeHa B nocneaHute 6 meceua npeau
KaHanpaTcTBaHe 3a GUONOrMyYeH NekapcTBeH NPoAyKT:
- npu ueHTpanHa c¢opma — npoBeaeHa 6GasucHa Tepanus C HaW-manko ABe nocnejoBaTenHo npunoxenu HCMBC B
ONTUManHW KypcoBe 1 403U Npe3 NpeAXoAHUs 6 meceyeH nepuoj
- npu nepudepHu popmMu - nposeseHo kombuHupaHoTo neyeHne ¢ HCIMBC u cyndgacanasnH B onTumManHu Kypcose 1 403u
npes NpeaxoAHUA 6 meceyeH nepuog

4 Nunca Ha u3knoYBawm kputepum no 1. I *
npunarar ce:
- ,Jvct 3a pucnarcepHo Habnoaenue” (6n. M3-H30K Ne 9) ¢ noTBbpAeHa anarHoaa;

- nonbnHeHa Tabnuua 2 oT NPUNOXeHUe 2 1 opurMHanHu 6naHku Unu 3aBepeHn Konus oT nabopaTopHu uacneasaHus. MscneasanHusTa cneasa Aa 6vaar nposeexn B nabopartopus,
ckntounna pgorosop ¢ H30OK/P3OK. 3a aaBHOCT Ha u3cneasaHuUsTa ce npyemMa Cpok OT He noseye oT 1 Mecel Npeaun NofaBaHeTo Ha AOKyMeHTuTe B cboTeeTHaTa P3OK.

= PEHTTeHOBU CHUMKMW WU OUCK U OPUrMHaNHKU uUWoBe C NUCMEHa UHTEPNPEeTaLMa Ha PEHTreHONOMYHUTE U3MEHEHUs OT cneumanucT no obpasHa auarHocTuka. WacneasaHusTa
cneasa Aa 6wvaaT nposeaeHn B nabopatopus 3a obpasHa guarHocTuka, cknouuna goroesop ¢ H3OK/P3OK. 3a aaBHOCT Ha U3CneaBaHETo ce NpueMa Cpok OT He noseue oT 6 meceua

2 npeav NOAABaHeTo Ha AOKyMeHTUTe B choTeeTHaTa P3OK, CbOTBETHO Ha CaKpOMNUAYHU CTasu Unn rpboHaK

npunarar ce oueHkn no ckana BASDAI unun ASDAS cnopepn dopmara Ha 3abonsBaHeTo: HeoBXoAUMO e ABYKPaTHO NOTBbPX/AaBaHe Ha nokasarenute 3a noHe 12 ceamuyeH nepuos 6e3
NpoMsAHa B NeYeHNeTo; Npunarar ce u Asara uLia, yA0CTOBEPABALLM NPOBEXAAHE Ha OLEHKUTE, C NOCoYeHa AaTa Ha NpoBexaaHe, NOANUC Ha CneuyuanicTa, U3BbLPLUMA OLeHKaTa 1 neyar Ha
nekaps/ne4ebHOTO 3aBefeHve.

npunara ce 34paBHO J0CME Ha XPOHWYHO BONeH ¢ npocneasiBaHe Ha 3a6ONsBaHETO OT AUArHOCTULMPAHETO A0 MOMEHTa: aMBynaTopH1 NIUCTOBE OT Mperneau Npu cneuuanucT pesmaronor,
YAOCTOBEpPSABALLW Ha3HaYaBaHe 1 NPOBEXAaHe Ha NPeAXxoXaalla NPOTUBOBBb3NanUTeNnHa Tepanis 3a NoHe 6 MeceyeH Nepuoa, C OTPa3eHu 031, CPOKOBE Ha NPUNOXEHUe U e(DEeKTUBHOCT;
3aAbLMKUTENHO Aa Ce NOCOYBA aKTyasiHO TeNeCHO Terno.

yaocToBepsiBa ce C noanuc Ha mcTa B NpuUno; 1 Ha HacTOAWMTE N3NCKBAHUA

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (SAABIDKUTENTHU CA BCUYKU KPUTEPUWN):

3abenexka: bonHuTte cnegsa na 6vbaaT MOHUTOPUPaHK Ha 12-Ta ceaMMLA OT HAYanNoTo Ha neveHneTo. Mpu kKaHAAATCTBaHE 3a NPOAbITKaBaHe Ha NEYEHNETO Crej 3aBbpLUeH NbPBN
wecTmeceyeH Kype ce OCbLLECTBsABa HOBa OLEHKa U 3a4b/MKUTENHO Ce NPeaCTaBa MeaAuUMHCKaTa AoKyMEeHTauus 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 MoBnusBaHe Ha nokasaTenute ¥ 3agbpXaHe BbB BPEMETO: |
) 6onka n orpaHu4eHu ABUKEHUS B rpbOHAYHUs CTbNO/rpbAEH Kol
- aKTyanHu nokasartenu 3a aktusHocT (CYE u C-peakTuseH NpoTemnH)
2 CyMapHa oLieHKka Ha nokasaTenuTe: -
- NMoHwxeHne Ha BASDAI ¢ 50% OT U3X04HOTO HUBO U 3ajbpXXaHe BbB BPEMETO UK
- lMoHwmkeHune Ha ASDAS c noseye oT 1,3 1 3agbpxaHe BbB BpEMETO
3 Jlunca Ha HeXenaHu NeKapCTBEeHU peakuuu U U3KNoYBawWm Kputepuu noT. B ut.T°
npunarar ce ,JlucT 3a aucnaHcepHo HabnoaeHve” (6n. M3-H30K Ne 9) ¢ oTpaseHa cTeneH Ha NoBnWsBaHe Ha nokasaTenuTe; NonbiHeHa Tabnuua 2 oT NPUNOXeHUe 2 U OPUrMHaNHU

GnaHku unu 3aBepenn Konua oT nabopaTopHU U3cneaBaHus, NnposeaeHn B nabopatopus, ckntoumna aorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha uscnegeaHusTa ce npuema Cpok OT He noseve
oT 1 Mecey npeav NoAaBaHeTo Ha AOKyMeHTUTe B cboTBeTHaTa P30OK.

npunarar ce oueHku no ckana BASDAI unu ASDAS. lMpu kanauaaTcTeaHe cnej Nbpev WECTMECeYeH Kypc Ce npunarar: oueHka Ha 12-ta cegmMuua v oueHka Ha 6-Tus Mecel OT HayanoTo
Ha neYeHneTo; Npy kKaHAMAATCTBaHe 3a NOPefeH WeCTMeceyeH Kype ce npunara akTyanHa oueHka C NocoyeHa Aata Ha nposexaaHe, MoAMUC Ha CNeLmanicTa, U3BbpLUKUN OLueHKaTa 1 neyar Ha
nekaps/ne4ebHOTO 3aBeneHue.
3aabLNKUTENTHO Aa Ce NOCOYBA aKTyasiHO TeNeCHO Terno.

yAaocToBepsiBa ce C noAnuc Ha cneyuanucra B NpunoxexHue 1 Ha HacTOAIWMTE N3INCKBAHUA

B. HEXXENAHU NEKAPCTBEHW PEAKLMWMW - Passutueto Ha HexenaHn nekapcTseHn peakumi ce NoTBbpKAaBa Ype3 NpeACcTaBsiHE Ha
ambynaTtopeH NUCT OT CbOTBETHWUSA Npernes unu konue ot ysegomnexune koM UAJ no pega Ha un. 184 ot 3NMXM
rageHe, rnaso6onue, CBETOBbPTEX [ [ aneprus
noBWLWaBaHe Ha apTepuanHoTo HansraHe [ | Texka nHdekuns
XemaTosnoruiHm (xemornobuH nog 80g/l, neskounTun noa 3500, TpomGouuT noa 90000) n/unu BUOXUMUYHN OTKITOHEHUS CbOBPa3HO
apmMakonorMyHoOTO JOCUe Ha NPOAYKTa

. U3KINKOYBALLU KPUTEPUU (npu 3anoyBaHe U Npu npoabrikaBaHe Ha NeyYeHueTo)
1. AKTuBHa uUnn nateHTHa TyGepkynosa
2. OCTBbp UNK XPOHWUYEH BUPYCEH XenaTut
3. HeonnacTtnynu 3abonseanHus
4. 3acToitHa cepaeyHa HegocTatbyHOCT I m IV dyHkumoHaneH knac no NYHA
5. AnnactvyHa aHemus, napaseHa rpaHynouuTonexus, muenodubposa
6. MHOXecTBeHa ckneposa v Apyrv Gonectu ¢ aemvennHusaums
7.Jvnca Ha TepanesTVyeH edekT Ha 12-Ta ceAmuua Cnej 3ano4BaHe Ha NeYeHNeTo
8. BpemeHHocT 1 nakTauws (Certolizumab mMoxe aa ce npunara B nepuoaa Ha kbpmene. Mpu GpemeHHOCT Moxe Aa Gbae pasrnesaHo neverve ¢ Certolizumab camo npu
KNUHWYHA HEOBXOAMMOCT )
9. MNpekbcBaHe Ha TepanusTa Mo BUHa Ha GONHUS 3a NEPUOA NoBeve oT 2 Meceua

OTtroBaps Ha KPUTEPUUTE A NTIEYEHUC C ........ ..o BAOHEeBHa O03a ...................
cneunanm3ampaHa KOMMUCUSA ...,

4 M3NCKBAHUA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPWUT, AKTUBEH FOBEHWIEH 7
7(“ APTPUT, AKTUBEH W MPOrPECUPALL MCOPUATUYEH APTPUT W TEXBK AKTUBEH AHKWUIO3WUPALL CNOHAWAUT C AHTUPEBMATUYHWU
\} . NEKAPCTBEHW NPOAYKTU HAl 18 FOAULLHA BB3PACT - B cuna ot 15 okTomspy 2018 roguHa
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NACT 3A ONPERENSIHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOALINKABAHE HA NIEYEHUE HA TEXbK
AKTUBEH CEPOMO3UTUBEH PEBMATOUAEH APTPUT C RITUXIMAB
Wme: lerv| [ [ [ [ [ [T T 1]

3abenexka: MeduyuHckama OoKyMeHmayus, ydocmosepsisalya 8CEKU OM KpuMepuume e nocoyexa ¢ yugpa 6 UHOEKC u 3a0bJKUMenHo npudpyxaea
Hacmosiw,0mo NpusoXeHue.

Rituximab e nokasaH 3a neyeHne Ha Bb3PaCTHN NALMEHTU C TEXbK aKTUBEH PEBMATOWAEH apTPUT, KOUTO HE Ce MOBNUABAT 4OCTATbYHO WUNU
nMaT HEeNnoHOCUMOCT KbM Apyrn Gonect-moauduumpaliy aHTupeBMmaTuyHu nekapcrea (BMAPI), BKNOYUTENHO Tepanus C eaunH Unu noseye
BUAOBE UHXMBUTOPU Ha Tymop-HekpoTusupawms gaktop (TNF) u/unu MHTEPNEBKUHOBU MHXMBUTOPW.

H3O0K 3annawa 3ano4yBaHe Ha neyeHne ¢ GUONOrMYHU NekapcTBeHU NpoaykTu Ha 30J1, npoBexaawm AucnaHcepHo HabnaeHue.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAOBIMKUTENHU CA BCUYKU KPUTEPUN)
MKB M05.1, M05.2, M05.3, M05.8

1 | CurypHa AvarHo3a — Hanuyve Ha 4 1 noBeye KPUTEPUM OT CNeaHNUTe 7, CbrnacHo AMepuKaHcKua konex no peemartonorns (ACR)
1987r."

. CyTpeLlHa CKOBaHOCT, nNpojbmkasalya noseye ot 60 MuHyTu

. apTpuT Ha 3 1 NoBeYe CTaBHU 30HMN

. apTpuUT Ha CTaBu Ha pbueTe;

= CUMETPUYEH apTpuT

= pPEBMaTOUAHUN Bb3NU

. Hanuyue Ha peBmaTouieH akTop

. PEHTreHOBU AaHHU 3a peBmMaTouaeH apTpuT '

2 | PeHTreHONOrMYHU W3MEHEHUs, NOTBBLPXKAABALUM TEXeCTTa Ha NaTonorMyHus npouec 2 ll-py pPeHTreHonornyeH craguii Ha
peemaTouaeH aptput '

3 | OueHka no ckana Disease Activity Score (DAS28) > 5,1 %

4 | HenoBnusaBaHe ot apyru GonecT-moaunduumpalum aHTupeBmaTuuHu nekapctea (BMAPJI), BKMIOUATENHO €AUH UM nosede
GUONOrMYHN NeKapCTBEHNW NPOAYKTW (Tymop-HekpoTuaupawms aktop (TNF) w/vnu WHTEPNEBKUHOBU WUHXMBUTOPM) UK
HeNOHOCUMOCT KbM Apyru 6uonornyHn EMAPS

5 | Jlunca Ha uskniousawm Kputepum no 1. [

npunarar ce:

- JneT 3a gucnaHcepHo Habntogerve” (6n. M3-H30K Ne 9);

- nonbnHeHa Tabnuua 2 OT NpurioxeHne 2 ¥ OPUrMHaNHW GnaHKu UNu 3aBepeHn Komus OT NabopaTopHW U3CNeABaHUs, NOTBbLPXAABALUM aKTUBHOCTTA Ha 3abonsBaHeTo
UscnensaHusta cneasa aa 6vaat nposeaeHn B nabopatopus, ckntoumna aorosop ¢ H3OK/P3OK. 3a gaBHOCT Ha uscnegsaHvsiTa ce npuema Cpok OT He nosede oT 1 mecel
npeau nojasaHeTo Ha JOKyMeHTUTe B cboteeTHata P30OK.

- PeHTTeHOBM CHUMKW MNU OUCK VI OPUTMHANHM (DUWOBE C NUCMeHa WHTepnpeTauusi Ha PEeHTreHOMOrMYHUTE W3MEHEHWs OT Cheuuanuct no obpasHa AWarHOCTWKa.
WacnepsanusaTa cneasa aa 6vaat npoBeaeHy B nabopartopus 3a obpasHa guarHocTuka, ckntouuna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha M3cneasaHeTo ce npuema cpok OT He
noseye oOT 6 Mecela Npeav NoaaBaHETO Ha OKYMeHTUTe B cboTBeTHaTta P3OK

2nplmarin ce oueHku no ckana DAS28: HeobxoanMo e AByKpaTHO NOTBBbPXAABaHE Ha nokasaTenuTe 3a noHe 12 cegmuyeH nepuoa 6e3 NpoMsiHa B NEYEHWeTo; npunarar ce u gsarta huwa,
AOCTOBEPABALYM NPOBEXAAHE Ha OLEHKWTE, C NOCoYeHa AaTa Ha NpoBex/AaHe, NOANUC Ha CneunanucTa, U3BbPLUKMA OLeHKaTa v neyar Ha nexkaps/ne4yebHoTo 3aseaeHve.

npunara ce 34paBHO AOCUE Ha XPOHUYHO GoneH ¢ npocneassaHe Ha 3abonasaHeTo OT AnarHoCcTmympaHeTo 40 MOMeHTa: auﬁynatopuu nucToBe OT nperneau npu cneuyunanucr
eBMaTonor, yaocTtosepasalln HasHa4yasaHe u npoBexaaHe Ha npeaxoxjaula repanus C oTpaseHu 403K, CPoKoBe Ha NpUnoxeHue n e¢)eKTMBHOCT.

yaocToBepsiBa ce C noanuc Ha Ta B Np 1 Ha HacTOAWMUTE U3UCKBAHUA

B. KPUTEPUU 3A NPOABINKABAHE HA NEYEHUETO (SAABIDKUTENHU CA BCUYKU KPUTEPUMN)

HeobxoauMocTTa OT AONBAHUTENHK KypcoBe TpsiGBa Aa Ce OUEHsBa 24 CeAMMULM CrEA NPUKNIOYBAHE Ha NPeaLIecTBaLmns Kype.

MKB MO05.1, M05.2, M05.3, M05.8

1 | Peunams Ha 6onecTTa: '

*  OTOYHOCT Ha CTaBuTe (CMHOBMANEH W3NuB U/UNW MEKOTbKAHEH OTOK) M CyTpellHa CKOBAHOCT — HapacTBaHe
noHe ¢ 50%

=  Bpou Ha GonesHeHUTe U OTOYHU CTaBu — HapacTeaHe noHe ¢ 50%

=  CVYE >40 mm unu CRP — Hap pedepeHTHaTa 3a nabopatopusita CTOWHOCT

2 | OueHka no ckana Disease Activity Score (DAS28) > 3,22
3 | llunca Ha HexenaHu NeKapcTBEHU peakummn U U3KnYBawm kputepum no 1. Bu . r’®

npunarar ce: ,JIuct 3a gucnaHcepHo Habnoaerne” (6n. M3-H30K Ne 9) ¢ otpaseHa creneH Ha NoBnusiBaHe Ha nokasatenuTe; MonbiHeHa Tabnuua 2 oT NPUNOXeHWe 2 1 OPUrMHaNHN
6naHku vnu 3asepenn konus OT NabopaTopHW M3cneaBaHWsA, ocbliecTBeHW B nabopartopus, ckntouuna porosop ¢ H3OK/P3OK. 3a AaBHOCT Ha MacneasaHUsTa Ce npuema Cpok OT He
noseye oT 1 Mecey Npeaun NoaaBaHeTo Ha AOKyMEeHTUTe B cboTBeTHaTta P30OK.

npunarar ce ouyeHku no ckana DAS28: ot nocnepHuTe 28 AHU 1 OT 24-Ta ceaMULa OT Ha4YaNoTO Ha NEYEHUETO; Npunarar ce u ABarta uLa, yA0CTOBEPABALYM NPOBEXAAHE Ha OLEHKUTE, C
nocoyeHa aata Ha NpoBexaaHe, MoANMC Ha cneuwanincTa, U3BbPLUMN OLeHKaTa 1 neyaT Ha nekaps/neyeGHOTo 3aBeaeHve

yAOCTOBepsBa ce C NoANUC Ha cneuuanucTa B NpUnoxXeHue 1 Ha HaCTOAWMUTE U3IUCKBAHUS

B. HEXXEJNTAHU NEKAPCTBEHW PEAKLIUWU - Pasautuero Ha Hexenary nekapcTseHi peakuyi Cnpsimo 601eCTONPOMEHSILL SHTUPEBMATUYEH NeKapCTBEH NPOAYKT
Ce noTBbpXAasa Ype3 npeacTassHe Ha ambynaTopeH CT OT CbOTBETHWS Npernea uau konve ot yBeaomnexve kbM UAJ1 no pega Ha 4n. 184 ot 3/INXM
rafexe, rnasobonue, CBETOBLPTEX | aneprus
nosu1LaBaHe Ha apTepuanHoTo HansraHe 1 [ Texka wHdbekuns
XemaTonoruyHu (xemornobuH noa 80g/l, neskountu noa 3500, TpomBounT Nog 90000) U/MNu BUOXMMUYHM OTKNOHEHUS CbOBPA3HO PapMaKoNOrMyHOTO
AOCKE Ha NpoayKTa

. U3KNKOYBALLUU KPUTEPUN

AKTVBHW, TEXKN UHEKLUn

MNayneHTV B TEXKO MMYHOKOMMPOMETUPAHO CbCTOSHUE.

Texka cbpfedHa HepocTaTbyHoCT (knac IV NYHA)

Passutve Ha 6enesun Ha nporpecuBHa MynTudokanka neskoeHuedanonaTts

BonHy ¢ 6poit Ha HeyTPodUNHUTE rpaHynouuTL < 1,5 x 10%/1 uiunu Bpoit Ha TpomBoumTuTe < 75 x 10%

Jlvya noa 18 roauwHa Bb3pacr.

Jiunca Ha TepanesTUYeH edekT (HeNoBNMSBaHE MPOABIDKUTENHOCTTA Ha CyTPeLHaTa CKOBAHOCT, NePCUCTUPaHe Ha CTaBHUS OTOK; HenoenussaHe 6posi Ha GonesHeHuTe
n/unu oTouHWTe cTaBu; HenosnusisaHe Ha CYE n CRP)

8. BpemeHHocT 1 naktauus

OTFOBapﬂ Ha KPUTEPUUTE 3A JNTEHEHUC C ..., B OHeBHa Ao3a ...................
cneuynanuivpaHa KoMmmcus

NN NS

. M3NCKBAHUA HA H3OK MPU NIEYEHWE HA YMEPEH O TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH KOBEHWUNEH 8
'7% APTPUT, AKTUBEH W TMPOMPECUPALL NCOPUATUYEH APTPUT WU TEXXbK AKTUBEH AHKWUNO3UPALL, CNOHAMNUT C AHTUPEBMATUYHU
\} NEKAPCTBEHU NMPOAYKTU HAZ 18 TOAULIHA Bb3PACT - B cuna ot 15 okTomMBpwu 2018 roguHa
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NPUNOXEHUE 2

1. NEKAPCTBEHU NMPOAYKTWU, Bknioyenn B MMpunoxenme 1 Ha MINC, kouto H3OK 3annawa B CHLOTBETCTBME C AencTBawure
HOPMaTUBHU AOKYMEHTHU.

INN MKB OO3A
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
MO05.0, M05.1, M05.3, M05.8; M07.1,
MO07.2, M07.3; M08.1, M08.3, M08.4; = 50 mg eAuH NbT CEAMUYHO
ETANERGERT 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, = Mpu 3anoyBaHe Ha nevyeHue — nbpeu mecey 1200 mg (Ha 0,2 n 4
MOQ7.2, M07.3; M45.0, M45.1, M45.2, ceamMuum — 2 NbTU AHeBHO no 200 mg)
CERTOLIZUMAS M45.3, M45.4, M45.5, M45.6, M45.7, = noaabpxawa aosa — 200 mg Ha Bceku 2 ceamuumn
M45.8 UnNu anTepHaTuBHa noaabpxalla aosa ot 400 mg Ha BCekn 4 cegmuum
MO05.0, 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 eAnH NbT MeceyHo
M45.7, M45.8
* NPK 3ano4YBaHe Ha nevyeHue:
. — 3 mg/kg uHTpaBeHo3Ha nHdy3ua Ha 0, 2 n 6 ceamuum 3a M05
MOS.0, MOb1, M0_5'3’ MOS.8, — 5 mg/kg uHTpaBeHo3Ha nHoy3aua Ha 0, 2 n 6 cegmuum 3a MO7
MO7.1, MOT.2, MIO7.3; M45.0, 1045, 1, — 5 mg/kg nHTpaBeHo3Ha nHdy3una Ha 0, 2 n 6 cegmuum 3a M45
INFLIXIMAB M45.2, M45.3, M45.4, M45.5, M45.6, it ot 4 : Mg
M45.7 M45.8 " noaabLpXawa nosa:
= ' — 3 mg/kg nHTpaBeHo3Ha MHMY3nA Ha BCekn 8 ceamuum 3a MOS
— 5 mg/kg nHTpaBeHo3Ha UHMY3ns Ha Bcekn 8 ceamuum 3a MO7
— 5 mg/kg uHTpaBeHo3Ha NHAY3ua Ha Bcekn 6-8 ceamuum 3a M45
MO05.0, M05.1, M05.3, M05.8; .
TOCILIZUMAB M08.2. M08.3, M08.4 8 mg/kg UHTpaBeHoO3Ha UHAY3NA eanH NbT Ha 4 ceamuum (a0 800 mg)

= 162 mg NOAKOXHO €AUH NbT CEAMUYHO

USTEKINUMAB

MO07.1, M07.2, M07.3

" Npu 3anoyBaHe Ha neyeHue — Nbpeu mecey 45 mg Ha 0 n 4 ceamuumn

= noaabpXauwa aosa — 45 mg Ha Bceku 12 ceamuum
AnTepHaTMBHO, NpU nauueHTn c TenecHo Tterno > 100 kg, moxe pa ce
uznonsasar 90 mg.

SECUKINUMAB

MO07.1, M07.2, M07.3; M45.0, M45.1,
M45.2, M45.3, M45.4, M45.5, M45.6,
M45.7, M45.8

* Npu 3ano4yBaHe Ha nevyeHune - 150 mg Ha 0, 1, 2 n 3 ceamuua
* nogabpxawa go3a - 150 mg exemeceyHo, kaTo ce 3anoysa OT
ceamuua 4

MO07.1, M07.2, M07.3

Mpu nauneHTn ¢ M07.1, M07.2, MO7.3 1 CbNBTCTBALY YMEPEHO TEXBK A0
TEXbK NnakaTteH ncopuasuc, Unnm KOUMTO He ca Ce NOBAUANU AOCTaTb4yHO OT
nposeaeHarta aHTu-TNFa Tepanus:

* Nnpu 3anoy4saHe Ha nevexnue - 300 mg Ha 0, 1, 2 n 3 ceamuuya

* nopgabpxawa nosa - 300 mg exemeceyHo, KaTo Ce 3anoysa OT
ceamuua 4
Bcsika go3sa ot 300 mg ce npunara kato ABe NOAKOXHU MHXeKuun oT 150 mg.

TOFACITINIB

MO05.0, M05.1, M05.3, M05.8

. 5 mg, npunaraHa ABa NbTU AHEBHO

RITUXIMAB

MO05.1, M05.2, M05.3, M05.8

= TepaneBTUYHUAT KYpPC CE€ CbCTOU OT 2 UHTPABEHO3HU UHAY3UKU No
1000 mg npe3 14 aHu.

Mpu 3anouBaHe Ha Tepanua Ha HOBU OonHu (6e3 npeawecTBawWo fieyeHUe ¢ nocoyeHute B Tabnuua 1 INN) ce
Ha3HayaBa neKapCTBEHUAT NpPOAYKT/TepaneBTUYHUAT KypC C Hau-ronsiMa pasxogHa eqeKTUBHOCT (Hau-
AOGPOTO CHLOTHOWEHME Mexay NOCTUraHe Ha TepaneBTUYEH pe3ynTaT OT npuiiaraHe Ha JieKapcTBeH
npoaykr/nekapcrBeHa Tepanusa U pas3xoaBaHe Ha cpeacTBa oT 6romkeTa Ha H30K 3a cbwua npoaykr/Tepanus,
npyM CbNoCTaBAHETO My C ApYyr/u nekapcTtBeH/M NpPoOAYKT/M WNU neKapCcTBEHUM Tepanuu, npeacTaBnsaBaliy
TepaneBTUYHM anTepHaTUBMU U 3annalaHu HanbJTHO UMK YacTUu4yHO oT H30K).

M3NCKBAHUA HA H3OK MPU NEYEHUE HA YMEPEH OO TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPWUT, AKTUBEH FOBEHWNEH 9
APTPUT, AKTUBEH W NPOrPECUPALL MNCOPUATUYEH APTPUT U TEXbBK AKTUBEH AHKUNO3WPALL CMOHAUAWUT C AHTUPEBMATWUYHW
NEKAPCTBEHW NPOAYKTU HAA 18 TOAULWHA BbL3PACT - B cuna ot 15 okTomBpu 2018 roguHa
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MECELUA

Terno v v

Disease Activity Score (DAS28) (M05.0, M05.1, M05.3, v v

M05.8, 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)

] o ArRritieDi At S JADAS) (MOB1. v 7

CRP (C - peakTuBeH NpoTeuH) v v

CYE v v

MKK/AKK 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)

Tpurnuuepunan (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, v -

MO08.3, M08.4)

Ypes (M07.1, M07.2, M07.3 3a Ustekinumab) v =

KpeatnHut (M07.1, M07.2, M07.3 3a Ustekinumab) v =

Waaler Rose/RF (M05.0, M05.1, M05.3, M05.8) v =
-+ oo 35 v =

Ty6epkynuHosa npoba v =

XenaTtutHu mapkepu v =

PeHTtreHorpadums Ha 3acerHatu obnactu/crasmu v =

PeHTreHorpacdus Ha rpbaeH kow v 6sn apo6 v =

KoxHa 6uoncus (M07.1, M07.2, M07.3) v =

*

npunarat ce OpUrMHanHu GnaHkuM Unu 3asepeHn konusi OT nabopaTopHU U3CNeABaHUA, NOTBLPXAABALUM aKTUBHOCTTA Ha 3abonsBaHeTo.
WNacneasaHusaTa cneasa Aa 6baat ocbliecTBeHn B nabopatopus, ckniouuna aorosop ¢ H30OK/P30K. 3a gaBHOCT Ha u3cneasaHusTa ce npuema
CpOK OT He noseye oT 1 Mecel npeAn NoAaBaHETO Ha AOKYMEHTUTE B cboTBeTHaTa P30K.

** 324 BIMKUTENHO CE NpunaraT CHUMKM UK AUCK OT peHTreHorpadusi Ha 3acerHat o6nacTU/CTaBu U OPUIrMHANHKU (ULIOBE OT Pa3yuuTaHETo
Ha obpasHuTte uscneasaHus. MscneasanusTa cneasa aa 6baaT ocblyecTBeHN B nabopaTopusi 3a o6pasHa AWarHOCTWKa, CKMouMna 4Orosop C
H3OK/P30K. 3a aaBHOCT Ha M3CneABaHETO Ce MpUeMa CPOoK OT He MoBeYe OT 6 Meceua Npeaun NOAaBaHeTO Ha AOKYMEHTUTE B CbOTBETHATa
P30OK. He e Heo6xoauMo Aa ce npunara CHUMKa U AUCK OT PEHTreH Ha 6an apo6!

*** npunara ce opuriuHanHa 6naHka c pesynTart oT npoBeaeHa Ty6epKynuHosa npo6a.

Il. OBLLIN UBNCKBAHUA

1. Bb3pacroBara rpaHuua ce U34ncnsea B HaBbPLUEHW FOAMHY - T.e. BKIIOYMTESIHO KbM JaTaTa Ha u3gaBaHe Ha npoTokona oT
cneumanuanpaHaTa KOMUCUs.

2. MNpu HasHayaBaHe Ha Tepanus No NPOTOKON 3a4bIIKUTENHO Ce CbobpassBaT Bb3PACTOBUTE OrpaHNYEHNsl, CbIMacHo kpaTkaTa
XapaKkTepucTMKa Ha CbOTBETHUA NEeKapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3J1MXM.

3. H30K He 3annawia neyeHne uU3BbH ykazaHaTa Bb3pacToBa rpaHvua B kpartkaTta xapakTepucTuka Ha npoaykTa.

4. H30K He 3annawa neyeHne ¢ 1031 HaJ MakCUMAanHO pa3peLUeHnTe Mo KpaTka xapakTepucTka Ha NnpoaykTa.

5. B cnyvyaih Ha HacTbnuna noao3vpaHa HeXenaHa NekapcTBeHa peakuusi, nekapat ysegomssa WMAJ1 no peaa Ha un. 184 ot
3NNXM. Konve oT cbobLieHneTo ce npunara KbM MeANUMHCKaTa AokyMeHTauus Ha 30J1 npu kaHAWAATCTBaHE 3a NeyeHve.

6. CMELUIMANTUSUPAHATA KOMUCHUA uspasa PelueHue cries nposegeHa AMBynaTtopHa npoueaypa Ne 38 ,OnpenensiHe Ha nnau
Ha nevyeHve n npocneasiBaHe Ha TepanesTUYHNUSA OTrOBOP MPW NauMeHTW, NonyyaBalln CKbNOCTPYBaLM NEKAPCTBEHU NPOAYKTH Mo
pena Ha un. 78, 1. 2 330" Ha ocHoBaHwue un. 53 n yn. 303 oT HauuoHaneH pamMmKoB AOTOBOP 3@ MEAULMHCKATE AMHOCTM MeXay
HauuvonanHaTa sapasHoocuryputenHa kaca v Bwbnrapckv nekapcku cbios 3a 2018r. (06H., 1B, 6p. 28 oT 29.03.2018 r.) u
npepoctaseHa ot 30J1 meauumnHcka AokymeHTauusi. CneuvanuavpaHata KOMUCUSi CbXpaHsiBa €4uH ek3emnnsp oT PelueHueTo,
CbXpaHsiBa BTOPU €K3EMNIAP Ha NPOTOKONa/u, BCUYKM HEODXoAMMMU [OKYMEHTU 3a U3naBaHeTo My M Korue OT npunoxeHue 1 Ha
HacToALMTE N3NCKBAHUS, NOMbIIHEHO NO CbOTBETHATA TOYKA M NOAMUCAHO OT YUNEHOBETE Ha cneuuanuanpaHaTa KOMUCHS.

Hacmosiwume usuckeaHus ca paspabomeHu Ha oOcHogaHue uni. 58 om HauyuoHwaneH pamkos 002080p 3a MEOULUHCKUME
OetiHocmu mexdy HayuonanHama 3dpasHoocuzypumenHa kaca u Bbneapcku nekapcku cbio3 3a 2018z. (06H., [B, 6p. 28 om
29.03.2018 2.), snuzam & cuna om 15 okmomepu 20182. Ha ocHoeaHue peweHue Ne PL-HC-04-57/27.09.20182. u ommeHsm
Oelicmeawume u3uckeaHusi, ymebpdeHu ¢ peweHue Ne PL-HC-04-28/03.05.2018e.

APTPUT, AKTUBEH W MPOrPECUPALL MCOPUATUYEH APTPUT U TEXbBK AKTUBEH AHKUNO3WPALL CNOHAUNUT C AHTUPEBMATUYHU

- M3NCKBAHUA HA H3OK MPW NEYEHUE HA YMEPEH [10 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWOEH APTPUT, AKTUBEH KOBEHUNEH 1q
T
@ NEKAPCTBEHW NMPOAYKTU HAZ 18 TOAULUHA Bb3PACT - B cuna ot 15 okToMBpwu 2018 rognHa
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OEKNAPAUUA 3A UHOOPMUPAHO CBIMMACHUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej kKato ce 3ano3Hax C usnata MW npegoctaBeHa  WMHdopmaums M uenta Ha nevYeHneTo C neKapCTBeHus
a] oo} q NP SRRUUR W crej Kato nonyuux usdepnartenHu OTroBOpwU Ha
NnocTaBeHWUTEe OT MEH BLMPOCH, AeKnapupam Ye:
1. WHdopmupaH cbM 3a OTka3 OT MaW4MHCTBO / GaLUMHCTBO MO Bpeme Ha MpOBEX4AHEe Ha feYeHWe C ropenocoyeHus
nekapcteeH npoaykT (¢ unsknodeHne Ha INN Certolizumab, koiiTo Moxe Aa ce npunara B nepvoga Ha KbpmeHe, a npu

OpeMeHHOCT - Npu KNUHUYHA HEOBXOAMMOCT).

OA HE

LLe cnassam npenopbyaHaTa My CXeMa Ha NeyYeHne 1 NepUOANHHOCT Ha KOHTPOSHUTE nperneau.

3. PenoBHO We ce ABSBaM Ha KOHTPONHU Mperneau M HaAMa Ja MPOMEHSIM CaMOBOSIHO MAW NoA APYro BHyLUEHWe
HasHayeHaTa Mu Tepanus.

4. [pu npeycTaHoBsiIBaHe Ha NEYEHNETO MO NPUYMHK, HENPON3TUYALLW OT pelueHneTo Ha KomucusaTa 3a ekcnepTtusn B P30OK
nvnu Komucusita no un. 78, 1.2 ot 330, we yBenoms HesabaBHO nuuyHusi cu nekap n P3OK u we BbpHa B P3OK
NoCcneAHUs NpPOTOKOr, MO KOWTO CbM MonyYaBan/a NekapcTBeHna NPoayKT.

5. [lpu HecnassaHe Ha NMOCOYEHWUTE YCMOBUSI NEYEHMETO MU C YNOMEHATWsi NEKApCTBEH MPOAYKT Le 6bae npeKkpaTeHo u
HAMa Aa umam npeteHumn kbm H3OK.

M3NCKBAHUA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXbK AKTMBEH CEPOMO3UTUBEH PEBMATOVWLAEH APTPUT, AKTUBEH IOBEHWUNIEH 11
APTPUT, AKTUBEH W MPOrPECUPALY NMCOPUATUYEH APTPUT WU TEXbK AKTUBEH AHKWUNO3UPALL, CNOHAWIUT C AHTUPEBMATUYHU
JNIEKAPCTBEHW NPOAYKTU HAL 18 TOAULWIHA Bb3PACT - B cuna ot 15 okTomBpu 2018 roauHa




