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YTBBLPXOABAM:

CTAHUMWP MUXANIIOB
YMNPABUTEN HA H30K

U3NCKBAHUA HA H30K
NnPK NEMEHUE HA YMEPEH 10 TEXBK AKTUBEH CEPOIMNO3UTUBEH
PEBMATOMWOEH APTPUT, AKTUBEH IOBEHUINEH APTPUT,
AKTUBEH U NPOIrPECUPALL NMCOPUATUYHEH APTPUT U
TEXBK AKTUBEH AHKUITO3UPALL, CNOHAWUINAT
C AHTUPEBMATUYHW NEKAPCTBEHU NPOOYKTHU
HAL 18 TOAULHA BB3PACT

B U3SBBHBONMHUYHATA MNOMOLLL




W3NCKBAHWUA HA H30K _

NPU U3JABAHE HA NPOTOKOIN 3A MPOBEXOAHE HA NEMEHUWE HA YMEPEH 1O TEXBK AKTUBEH
CEPOMO3MTUBEH PEBMATOWUAEH APTPUT, AKTUBEH IOBEHWNEH APTPUT, AKTUBEH U NPOIPECUPALLL
[ICOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKUITO3UPALL CNOHAWMAT C AHTUPEBMATUYHHN
NEKAPCTBEHW NPOOYKTU HA BONHW HALL 18 TOAWULLIHA BBb3PACT

MpOTOKOMET Ge U3AEA OT CRELMANM3NpaHa KOMUCKA B rieveBHM 2aBeeHUs 32 BONMUYUHA NOMOLW, CKIINYMNK 40TOBOD
¢ H30K 3a manbnHenue Ha AmBynatopHa npouenypa Ne 38. Crieunanu3npanure KOMACKM, BRIHOYBALLN CAELNMANKMCTY © KOZ
na cneuuansoct 20 — peEMaTONOrUA, C8 Ch3aAaBaT Cbe 3anoBe/ Ha UPEKTOpa Ha cneprute N3 YMBAN .Ce Waan Punckn” - 1,
Cothus, YMBAD Kacnena" - rp. lnosaue. YMBAN .Ce. Mapuua” - rp. Bapua, YMBATI Ceetn leopru’ - 1p Mnosaws, YMBATD
JTeopru Crpancin” — rp Mnesex, YMBAN ,Cocuamen” ~rp Cachua, MBAN .Cupiie u moans’ — rp Tneaen, YMBAI Jlunmen’ — o
Mnoepus, YMBAR Byprac” — rp. byprac

L PE[ 3A YTBBLPXOABAHE W BABEPABAHE HA MPOTOKOMNUTE

MpoTokonu 3a 3anodaaHe Ha neveHue
fIpoTOKONM 3@ 3aMoYBaHe Ha NeYeHNEe Ha TeNbK AKTUBEH CepOonoO3IUTNREH peamatougex aptput ¢ Rituximab

» MeaMuMHCKa OOKYMEHTALMA C MPUAGKEHU BCUuKK Heobxoaumu nokasatend
nacneapaHus na npunoxenne 2

L = PeweHde HA CrNeUMANU3IUPaHa KOMWUCWUA € ACH3 MEOMUMHCKa MOTUBAUMS 32
3anouBaHE Ha TepanuaTa. IaaLrpkMTenHo ce oTOENA3Ba NUNCa Ha MIKNIoYBALLN
KpUTEPKK

* “MpOTOKON 32 NPEAMMCBAHE HA NEKAPCTRA JANMIWUAHK OT HAOK/P30OK - obp. M3 -
H30K

cneuvanuavpara KoMUCKA

Kommcua noun. 78, 7.2 || 3asepka Ha npoTokona
ot 330 B LIY Ha H30K e P30K

MpoTokony 32 NPOALINKABaHe Ha nevexne
TpOTOKONY NPY MPCMSHA HA A030BUA PENUM WM CMAHA Ha TepanuATa {cMsHa Ha nexapcTBaH NPpoaykT ¢ Apyr INN)

crneunanuapara KoMIUCKs »| 3aBepka Ha NpoToKONa
B P30K

1. OBLUK NONCKEHNA

1. E-npoToKon ce W3fasa OT 4IeHOBE Ha CNeuranyu3npaHi KMol B neueBHK 1aRegeHWA, OxalBauM BONHUYHA MeOUUECKa noMmouw,
(N3BM) Ha ocHoBawue ,PelleHwe Ha cneuuanuanpasa komucws” no Allp Ne 38 Onoeagnaue Ha MNAH Ha NeugHWe iU npocnejseade Ha
TEpaneBTHYHWA GTTOBOP NPH NALMEHTH, NONYHABALM CKLAOCTPYBAWM NekapcTBeHn npoaAykTH no peaa na un 78 7 2 330 B CLOTBETCTBME C
HacToswwuTe Wancksanuna Ha H30K. KaTo NbPBUAT NPOTOKON C& MIAABA 33 Nepuoa A0 180 aHW, a see CNEARALL NPOTORON MOMKE A3 C& W3AaBa 3d
nepnoa Ao 365 aHn

2. 300 ygocToBepsABa ¢ NOANUCE CU B JPewenne Ha cneunaruavpana romucua o Allp Me 28 cnepnoto Henas ga mu Buae opobpero
neueHne € NExapCTBEHWA RPCAYKT. KaTo AEKNapupam, ue CbM yBeAOMeH aa AEACTBIETO H3 MAZHAMEHATA NEKapPCTBEHA TEePanua W nasam
WHchopmmpano chrnacue chluara 4a My Guae npunaraHa’; ,CuINaceH/a CM 33 WIMONIBAHE HA MWMHIATE My 4aHHU 33 UenuTe Ha excnepTr3aTa .
JKenas ga Sbaa yBejoMer/a 3a pesynTata oT ekcnepTuiara oy P30K no e4KH 0T CREAHUTE HauuHy no e-mail, TenedhoH unl Ha MACTO B P3QK".
[Paspewiagam A0CTLA A0 ENEKTPOHHOTO MU 3ADEBHO nocue”.

3. o nonyuamane Ha MHOPMaLWA 33 3aNOYBaHE UNW NPOALMKABAHE HA 3anBEHOTO neuenne. 30§ npopwmkaga TepanwuATa ¢
NexapcTBeH/u NPoAY KT/, C KOUTO e NPOBEeXAAN Ne4eHUeTO 0 MOMEHTA.

4. Mpean cTapTupaHe Ha npoueca no uagasaxe Ha E-nporokon Ha 30f1. creuManyaupataTa KoMUrus OCkILIBCTRRBA CNPARKA NO ENEKTROHEH NHT
3a vapaaeHuTe npeaxoanu nporokonu Ha 30J1 no cwwms npocbun Ha 3abonagaHe Mpoileckt nn wafasake HAa E-Npovoxoss ce peanuivpa 8
MESNLMHCKN codiTyep. B HACTORUMTE M3NCKBAHUA G3 NOCOMEHN HeoGxXoOMMMUTE NOKYMEHTH 2a wanapauke wa £ npotokon Ha 301

5. NokymeHture (amBynaropHuTe NUCTOBE, BNUKPUIN, WICMEABAHUS) KoWTO ChillecTaysat B H3WC uHdopuaurcHHaTa cucTema Ha H30K ce
Aexnapupar B E-npoTOXoNa ¢ TEXHUTE YHWKanHm Homepa (HPH)

WntbopmaunaTa, OTHOCUMA XbM M3faBaHe Ha E-NpoTokona, KOATO & B AOKYMEHT, FOUTO HAMA BNEKTROHEH hopMaT It He Ce Chibpxa 8 H3WC ce
nOAZBa; KaTo ce nonbnea B PeLIenneTo Ha CReUManinanpaia KOMMCUA — OCHOBaNNE J3a ninasase #a E-npOTOYoNa UNK NOKYMEHTRT C& CKaHWPpa «
npvucaqa KbM E-npo‘mxona.

6. Mpw nagaBaHe Ha E-npoToKon no peaa Ha ekcnepTuaara no yn.78. 1.2 or 330. ornana HeohxoaMMOCTTa Aa C& NPEAOCTABRT U CLXPAHABAT
npunoxenve N1 n npunoxexne Ne3 oT HacToRWMTE Manckearus Ha H30K, npus cNeaHnTe yenosus

- 33 npunoxexue NeT - NpU HANKYWETO Ha TeKcT B PeweHne Ha cneunanwaupana komucus’ no Alp Ne 38 JiwncaaT Maknkusaluy ¥puTepuy 3a
sanousare/npogLxasate Ha nedexune ¢ JiNY

- 3a npunoxenne N23 - npu HaNUUMETOo Ha TEKCT B Peluerue Ha Cheuuanuanpaqa komucus no Allp Ne 38 cnas aa wmun 6uae ogobpeno neserne
© NeKapcTeeHs NPORYKT, KaTo ASKNAPWPamM, Ye CbM YBeAOMEH 33 AEHCTBMATO HA HAZHAUGHATA NPKAPATBEHA TEPANUA ¥ J3BaM UHGODMIAREHO
cbhrnacue chuwara aa mu Gbae npunarasa

U3UCKBAHMS HA HICOK NMPW NEYEHUE HA YMEPEH 10 TEX(BK AKTVBEH CEPONO3N TMBEH PEBMATOWLE H APTPAT AKTUBEH HOBEHKIEH )
APTPUT. AKTUBEH W MPOrPECUPALL NCOPUATUYEH APTPUT M TEXBK AKTUBEH AHKINOIUPALLL CROHAWBAT C AHTURPEBMATUYHN
MEKAPCTBEHW NPQOYKTW HAD 18 FOAMUIHA BH3PAGT




NPANOMXEHUE 1A

NKUCT 3A ONPELENAHE HA KPUTEPUUTE MPU 3AMNQUBAHE W NPOOLINXABAME HA NTEYEHWE HA YMEPEH ao
T_E)-K'I:»I( CEPOMO3UTUBEH PEBMATOMUAEH APTPUT C AHTUPEBMATUYHW NEKARPCTBEHM NPOOYKTH
{Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib. Baricitinib, Upadacitinib u Filgotinib)

BHOMOFMMHITE NEKAPCTBEHM NPOAYKTH ¥ JAK UHXUOUTODNTE C& NPUAATAT KATO BTOPAE MUHWA HA NBUSHUE LOTAT0 NLRBATA NHLE © FiNa HevENeliHa Wi NaLMeHTT

HE A IOHACH

A, KPUTEPWM 3A 3ATIOYBAHE HA NNEMEHWUETO (SAOBIMKUTENRK CA BCYUYKA KPUTEPUM)
MKE MO05.0, M05.1, M05.3, M05.8.

1A | CurypHa puaryosa — Npwu Hanuyne Ha 4 u NOBENE KPUTERMM OT CAEAHUTE 7. ChINACHD AMEPNKAHCKUA ENNEN N0 REBMATONOTNA
(ACR) 1987r.

s CyTpEUIHa CXOBaHOCT. NPoAbI/nKasawa noseye o1 60 MUHYTS

*  apTPWT Ha 3 ¥ NOBEYE CTABHW J0HK

*  apTpWT Ha CTasw Ha pbleTe;

L CUMeTpuueH apTpuT

*  pEBMATOMGHM BB3NK

*  Hanuwyue Ha PeBMaTOUAEH dakTop

" PeHITeHOBW A2HKK 3a peematougeH aptput '?

16 | Peutreqosu garnis 2a 2 || peHTrEHOMNOrMYeH CTagUil Ha pesMaTondeH aprpur |

ey

PP, - - S — .......,.........,..._.___._.i,mmwmm-_-‘

Quenka no ckana Disease Activity Score (DASZ8) > 5,1 ¢

3 | HenosnuaeaHe oT npeaxomgatya 6asvMcHa Tepanus ¢ ABa cuntetwyHyu bMAPN (mevatpekcar nedinyHomad. cyndiacanasamd - 3

g/BHEBHO U Ap. KATO MOHOTEpPanUA unK komBURKWpaHa Tepanna ¢ FK) B onTuManitm kypcose n 403K 3a noHe 6 MeceveH nepuoa 32

cuHTeTHYeH Bonect-mogndgruumpaly MM 3agenxutento & eanHUAT cuHTeruded BMAPT ar npoBeaeHata GasucHa Tepanus 4a e

6un meroTpexcar npu CeAMMYHA A03a 20 mg 3a noke 6 MecedeH nepuoa B CnyuauTe Ha NPOTWBONOKA3aHWA (MNY paHHa

| HENOHOCKUMOCT) 38 neveHue ¢ MTX Karto 4acT 0T NbLPBa NUHUA HA TEPANEBTUYHATA CTPATEMMA Ce NpUema NPOBENEeHa Tepanus ¢
Nednynomua wnin Cyndacanasud 8 ONTUMANHW kYDCOBE 1 4034 33 NoHe 6 MeceueH nepuogd. '~

[—71 fvnca Ha M3KNoYBaWmn KPUTEPUK 1o Touka I~

fpemenue Ha CMeLruanuinupaHa KOMUCUA C OTPAIEHW AHAMHECTUYMHN ABHHW, KAIMHWMHATA CUMNTOMATURE ¥ EBONITUEHKA X0A Ha 3a6onABaneTo
“MEAULMHCKA AOKYMEHTALMA AOTBLENIABALLA KpUTEPUUTE no npunoxerdne 1 1 sonuxn Heolxonumy MacneasaHus cwobpPasHe Nnpunoxenue 2
- NOTBLPAEHE ANATHO3E,

- naDOPATOPHN MICNENBAHUA, NOTELENAARALUN SKTUBHOCTTA Ha JabonsBanero

- PENTTEHOrPauA Ha 3acernatit 0BNacTw/crasy C MHTEPNPETALUNS HA KIMEHEHUATA QT CNELUMANNGCT N0 HHARAIHA ARATHOCTIKA

- oueHkn O ckana DAS28 ¢ ABYKDATHO NOTBLOKAABAHE HA NOKAZATENWTE 3a NOHE 12 CeAMUURH Nepreit DE3 NPOMUHA B NEUsHIeT™

- Ha3HAYAB3HA U NPoBewaHa GA2MCHA TEDANWUA 33 NOHE B MECBUSH NEDHOJ C OTPAIEHN /IO3U CPOKOBE HA NPUANKELIE ¥ BEKTUBHDCT

- 3AALIMKUTENHO 42 CE NOCOMBA AKTYanHO TENECHO TEro

B. KPUTEPUW 3A NMPOOBITKABAHE HA NEYMEHWETO (SAABIMKUTENHWY CA BCUYKW KPUTEPWUW):
3abeneska: BonHute cnejsa Aa DbAar MOHUTOPUPAHK Ha 12-Ta CeAMMUR OT HA4ARCTO HA NAUEHIETO

MKE M05.0, M05.1, M05.3, M05.8 o ' A (R
- e e . R S S
Moenusasaxe Ha nokasatenute: MocTurane v 3a4bpaHe BLE BpemMeTo Ha DAS28 < 32
2 | CymapHa OUenxa Ha NOK23aTeNnnTe - NOHWKEHRE Ha DAS2E © NOBeYe OT 1.2 W JANLPKAHE BLE BpEMETD o
k i = = Z P S8 W & TR e
{ 3 | Nunca Ha HeXenaHy NEKapcTBeHM PeakLlidv ¥ U3KIMIOYBALLIW KpUTepun no Touka B w youka I
B. HE)KE”AHM nEKAPCTBEHM PEAKHMM = PRI e o A i S nas PRSEAP TR PR DU CRpse ) D RDC TSR ARTERERUVATHNAH DaKaRLTR2H RDOAVET e
NOTELP*AHBA P2 aMBYNATOPEr MUET OF CHOTBETHIAA NEBNGN WK XOMWE GT yBeaernndue vie MATT fo pean sa o 100 371

rr—a:a—ehérﬁgs-éﬁuﬁue CBETOBLRTEX o - -
NOBUWAZAHE HA APTEPUANHOTO HANArAHE . Teka dnges
xemaronoriuxi (xemornobux nog 80g/, neskouuty noa 3500, TpemBounTi NoR 90000} n/unu SUOXMUUHE OTKNOREH
Ha npoayxTa

F. M3KMOYBALLM KFUTEPUK (ripu 3anouysaHe N NPH NPOObIKaBaHEe HA NeYeHueTo}

AKTHBHA NN NaTeHTH TyGepky103a

AKTHEHI MHTIEKLIMY BRMIOSHMTENHD NOKSM3MPa HHOERLI

QCTop ¥NU XPOHUSEH BABYCSH xanaruT (APW tafactinid - 1 Tawse depHoApsins yaperaanm o T s g o

Heonnatradin 3a50n088MHA, (C WIKMIOHSHAE HE VENSWHD TTDKYRRH HEMSNAHOKMEN PEY Ma voeara 4 Tatae e,

33cTouMa ChPASUHA HEaaCTATEUHOCT HIE W IV thyrkuuomanar 1ac 1o NYHA (omem 3 oo carn 3a "NE e mrop e

ANNACTANAE GHEMWUA, MIPEIEHA [PEHYNOUMTONSHIAR. MUBNOMIGIRI

MuowacTBeHs CkIepoas 1 APy BONECT ¢ AERUE MAHA3ALAR | OT=A0H 0 Cano 3a TNE Mmodanror e

Teryl NEMEn HA MCLHK UMYHOGCYTIPOCARTI (A3 THUONPUH  LIVKNOCNOREH: TaHPORMLYEL

KEMBTONOTIMI OTKNOHERWE abcomaTer Bpon Ha numdounTeTe <780 kp tan aficgpuorsn Gy o o aee | fomrre 00 kg e’ Hb
Junca ua TepanosTuueH ederT Ha 12-1a CEAMULA CNRA 38N0UBANE HA NEUSHUPTO

BPEMERHOCT U TTEKTALMS (€ MBKMOUBHKS M3 CIYHAWTE NOCOUPHA B KDATHATE KADANTHDICTEE 1 TR 0 00 ok 107 Tt BUsLy T

A A

el - R e |

-

U3NCKBAHWA HA H3OK MPW NEYEHWE HA YMEPEH [0 TEX K AKTUBEH CEPONO3NTVIBEH PERMATOWIEH APTHAT AKTUBEH KOBEHUNER 3
APTPUT, AKTUBEH WM NPOMPECUPALL NCOPUATUMEH APTPUT U TEXKBK AKTUBEH AHKUTOQINPALL CRIOGHIUAWMT C AHTWPEBMATHYHA
NEKAPCTBEHW NPOLAYKTH HAM 18 TOOULLIHA BB 3PATT
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NPUIOXEHWE 1B

NVICT 3A ONPEQENAHE HA KPUTEPMUTE NPW 3AMOYBAHE HA NNEYMEHME HA AKTUBEH 1OBEHWNEH
APTPUT HAQ 18 MOOUILIHA BL3PACT C AHTUPEBMATUHYHI NEKAPCTBEHKW NPOOYKTU
(Adalimumab, Etanercept, Tocilizumabh, Tofacitinib u Secukinumab)

BHONOrYHNTE NEeKapcTBeHy NPoay¥Ty v JAK WHx#BUTODNATE C8 NDWNATAT KATO BTOPA TIMHWAA HA MNEYPHMP 'OfATH NRESATA Nlkus e Bnna weyenewHa any
NAUMEHTBT HE B NCHAcH

A. KPUTEPKN 3A ZANOYBAHE HA NEYEHUETO (3aaLmKkuTeNIHKA C4 BCUYMKK KpUTERUN)

3a noTBLPKAEHUE HA 2O LIVKUTENHUTE KPUTERUM 33 CUFYPHE AUarHO3a no Touka 1 1 3a npoaenews HBaincha Tepanus no Touka 3,
3aALFKMTENHO Ce NPeAcTaBR MeAWULMHCKE OOKYMEHTAUWA 33 NOCTageHa /iMartola v nposeaevo nevenve wa 300 noa 18 ronvuina
BBLAPACT OT CNELUANICT M0 A8TCKa peBMaTOoMNorna.

MKB M08.1 MKE M08.2 I MKB M08.3 MKEB M08.4 E
1 CurypHa pouardo3a nocrasenda | CurypHa guarHosa CurypHa nnardoaa . CurypHa puarnoaa nocranena |
nog 18r. ¢ Hannuue Ha: nocraBeHa nop 18r. ¢ nocrasena noa 18r. ¢ . non 18r. ¢ HanW4mne Ha: |
*  APTPUT W EHTRAWUT UNK Hanuuue Ha: Hanuyue Ha: *  apTpwWT 3acsraul eaxa o4
*  apTPUT UNW BHTEAUT G2 2 " apTPUT B 4HA UK ‘HezamueeH pesmamouden crasy npes nspsure 6 ‘
OT CNeaHWTe KpUuTepUn: nopeye cTasK thakmop Meceua Ha 3abonasakeTa \
- Gonka B cakpounuadxa *  CbNbTCrBALE UNK . apTpuT Ha 5 unu nopeue | ¢ NepPCUCTUPALY - 3acAra He I
cTasa u'nnn npeaxXox aila CTaBu NP3 NLRBUTE 6 ! nogeue or 4 cragn. i
nymBocakpanHa Gonka, exeaHesHa TemMnepatypa Meceua na | = paswwupeH - zacara noseue
- Hanwyue Ha HLA B27 B NPOABLMKEHME Ha 2 aabonagaveTo | 0T 4 cTaBy chen nbpauTe B
@HTUreH; ceamuLmn v Tect 2a RF - weratuaen % MECELa Ha
- Ha4ano Ha apTPWT rpK . 338AHO C BAVH K¥NN Mosumuaen pegmamouden aafongmanaro’ i
MomMueTa Hag 6 roguiHa NOBEYE OT CNeAHATE raxkmop ! [
BbL3pACT, KpUTEDAN ] apTOWT Ha 5 N nosede | '
= OCTHP NPEAEH YBEUT; |- npexoaex (HedvkcupaH) CTABW NPea NLPRATE A I |
- aramHEeaa 3a epuremen obpua, MECE1a HA ! !
CNOHAMNCANTRORATHA - XenaTomerannn. 3abonsaRaneTn !
npu poagcTBEHMLW OT = cnneHoMeranus, L] NO3UTHUBHK 2 unu noseue |
nspea resepauns '? «  AABHONATWA. Tecia 3a RF B uktepean |
- cepoaut '? 0T 3 MeceUa npes
_____ | nepearte & Maceua i o |
CueHka no ckana Bath QueHka no ckana Disease i Ouenka no ckana Disease Ouexka no ckana Disease |
2 | Ankylosing Spondylitis Disease | Activity Score (DAS28) > 5112 | Actwity Seere (DA528) > 5.1'7 + Achvity Scors (DAS28) > 51 77
Activity Index (BASDA) 24 '2 | e i )
- Henoenvaeaxe ot - Henognuasaue or HCMBC v | -Henosnuageaune or | - Henosnusigaue or
METOTPEKCAT Wirnk 'K 8 onTMmManHu kypcoge 1 METOTPEKCAT ninni | METOTREXCAT wunu l
cyndacanasuH B oNTAMaNHN AD34 32 NoHE B MecedeH cynhacanauH B oNTEMANHE | CyNthacanasul 8 onTuManiu i
KypCcose 1 4031 32 NoHe 6 nepuoa - nposexaaxa KyNCOoBe ¥ 4031 33 noHe B | rypcose u 1o3u 33 noHe 6 !
MECEUEH NEPWOA - NpoBEXAaHa | Tepanus nog 18 roguinHa MEeCEYeH Nepuos, - MECeveH Nepuoy, - npoaexaara |
Tepanua nog 18 roauwiHa BLapacr. 2 nposewaaHa Tepanus non 18 | Tepanvs noa 18 roavMwna
gwapact.'? roaviHa awapact. '’ ; Bnapacr.'? |
3
- HenosnusagaHe o1 - Henospuaeawe ot HCMBC - Henosnuneaue o7 | - Henosnuasawe or !
MeToTpexcar ul unu u MK B onTUManHK Kyptoee n METOTpRKCAT U AN | METOTPEKCAT Winu '
cyndacanaan B onTHManHn £A03K 38 noHe 6 meceueH cynhaACananM B oNTuMAanuu | cyncbacanasun 8 onTumantn
Kypcose v 1031 33 noHe 6 nepuog - NpoBexXaaHa KYPCOBE ¥ 4031 33 noHe B ! kypcose u 1031 33 NOHE 6
MeceuyeH nepuoj - Nhosexaada | Tepanus Hag 18 roguinHa MECEeUeH Nepyng | MECBYEH Nepuoj - NPOBEXAaHS
Tepanua Hal 18 ropuiHa gbapact. ? npoBewnaHa Tepara Han 18 | repanua Hag 18 roamuiHa
Bb3pact. 2 ... | rogumna sn3pacr. ¢ dpwspeer 7 . .
i Nvnca #a u3rnmYyeawm Nunca Ha vakroydBawm Nunca va nakmounaum { INunca #a nakmoysawn
KpuTepuu no Touxa - KpUTepuu no Touxa " kputTepwis no Toura | xputepuu no Touxa I i

'peweﬂue Ha CNeyuanuiIMpaHa KOMUCHUA C OTPA3EHN ZHAMHECTUMHY AAaHHY KRUHWMHATA CHMNTOMATUNE U 220/ HTUBHUA X0J Ha aabonagaverc

2 MEAMLMHCKE LOKYMEHTALMWA, NOTBLPMKAABALLA KPUTEPUUTE N0 NPHMNGKEHNE 1 1t BCUUKIN HE0B* 0AUMI UICASARAHAR, CLOBPA3Ho NPpUNoKeHeZ
- NOTBLPASHA AUarHo3Ia,

» naBoPATONHM HACNEABAHVIA, NOTELOKAABAWY AKTHBHOCTTA Ha 3aH0MBINRTA

- PEHTIEHOTPAMUA HE 3CErHaTh 00AACTAICTABN C MHTEPNPETALUAR HA HAMEHBHUATA OT FASLMANNCT MO ORPATHA LN HOCTIHEA

- oueHxu no cxkana DAS28 /ckana BASDAI 33 3001 ¢ guarwoza ¢ MKB xoa MO8 I noopenriw npea nocnepguete & 9ecela o
nokazatenurte aa nove 12 cegmuued nepuoa 623 NpoMsHa B NeueHuern

- HasHa4YaBaHa u NpoEeKaAHa BAIACHA TEPANKA NOO W HAA 18 TOQVIIHA BLAPACT © AN CROFORES W4 NPRNCVERPEe 1 ehevTHEHCCT

- 330 LMKUTENHO A3 CE NOCOYB2 BKTYANHO TENECHO Terno

JADVEDATHO AOTSRDKIARAHE K,

V3NCKBAHUA HA H30K NPV NIEYEHWE HA YMEPEH 0 TEMBK AKTUBEH CEPOINO3UTUREH PEBMAIOWIF H APTPIT AKTUREH HOBEHANEH 4
APTPWUT. AKTUBEH ¥ MPOTPECUPALL MCOPUATUYEH APTPUT U TEXKLK AKTUBEH AHKHNC3NPAIT GROHAUAWT © AHTAPEBMATUUHN
NEKAPCTBEHW NPOAVKTIA HAL 18 NOAMIIHA BRIPALT
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NPUNOXKEHME 1B

JIUCT 3A ONPELENAHE KPUTEPAUTE MPU NPOOBIMKABAHE HA NEYEHKE HA AKTWUBEH OBEHUNEH
APTPUT HAL 18 TOOWLIHA Bb3PACT C AHTUPEBMATUYHW NEKAPCTBEHMW nPOOYKTH
(Adalimumab, Etanercept, Tocilizumab, Tofacitinib u Secukinumah)

B. KPUTEPUW 3A MPOOBIMKABAHE HA NEYEHUETO (3anbrxuTentu ca BCuYkM kputepun):

3abenexka: BonHwte cnepsa Aa GuRAT MOHUTOPHpDEHK Ha 12-Ta CEAMALIA OT HANANOTN HA NBVEHPET

[ ] MKBE M08.1, M08.2, M08.3, M08.4 T T . T

| S Sy
1 | Nosnuasane Ha NokasatenuTe: MocTurane Ha DAS28 < 2.6 v 3agbprake BLE BpeMero

2 | CymapHa oueHka Ha NOKAIATENNTE - NOHVKEHNe Ha DAS28 ¢ noseye or 1.2 u IaABPKAHE BLE BPEMETO
unn

CymapHa oueHKa Ha NoKkasaTenuTe - noHWxenne Ha BASDAI ¢ 50% cnpsiMo axonHus u Fa0bpXaHe BB
BpemMeTo 3a 30N ¢ guarnoza M08.1

3 | Nlunca Ha HexenaHu NeKapcTBeHM PeakLMU W U3KITIONBALLM KPUTEPUM N Touka B 1 Touka

B. HEXEMNAHW MNEKAPCTBEHW PEAKLWK - Passutvero Ka Hewenasu NErapcTBeRy Peakumn crpamo Gonecronpamemsiy)
AHTYPEBMATUNEH NEKAPCTBEH NDOAYKT C& NOTBLOKAABA YPed NPEACTARAHE HA aMBYNATOPEH NUCT OT CHLOTBETHUS NPEFNes UK KOTMe OT
yeseaomnerne keM VAT no peaa na un. 184 or 3IINXM

ragene. rasobonue, CEETORLPTENK

—

aneprus

NOBULLIABAHE HA ARTEPUANHGTO HaNRrakKe TEMEA wheryun

AEMATONQrUHM (XEMOTNOSHH Nop, B0g/I. neBkounTs noa 3500. TpOMBOLMTY NoA S0000) WK GHOXIMI4I QTRNDHEHAR CLOBPAING AP ARBHOTAIHOT
AOCUE Ha npﬂ.ﬂyKTa

I U3KNIOYBALLM KPUTEPUM (npw 3anoysane u NPU NpeAbMKaBaHe Ha NevYeHKUeTo)

1 AxTviBHa unu NaTenTHa TYOEPRYNO3E
2 AXTVEHU UHDEKUMN, BKIIKNATENHD NOKBMIANPAHY YHEEkIU
3 OcThp Wnu xpokKudeH BUpyceH xenarut {npy lofaclinib — w rewro SRPHOARDGHY vEpewaare (Child-Pugh G
4 Heonnactuunu 3ationasanus
LA 3aCTOMra ChpAeHHAE KeAoCTaTRYHOCT IH A IV OYHKLIMORANEH Knac na NYHA (s1uaca ce wamn 33 TNF wixsfinropure)
B ANNAcTULHA AHEMUS, KIPAIBHA TPAHYOUATONEHUS muenochubipola
T MHOXECTECHS CKNEpo3a 1 Apyrv BONECTH C AeMUBuHIaaLMe (oTHacs ca-catey 3a TNE vaxifutone el
8 Texyly nipuem Ha MOLHW MMYKOCYNPECAKTY (33aTUCNPUH UMKIOCTNIOPUH. TAKDOMAMY ()
9 XeMaTonoruyHu OTKNoHeRrNns aboamoTer BRo Ha nuwdpoLuTiTe <750 k) 'mat’, AGearnTaH ANok WA KeyTpaunuTe <1000 kn MM, Hb < 80
10, Jlunca Ha TepanesTuueH ederT Ha 12-Ta CEOMWUR CNej 3ancUsaHe Ha NeYeHusTs
" BPEeMEHHOCT ¥ NakTaLMa (C MIKMIOHEHUE Ha CAYUANTE. NOCOYEHY B KDATKMTE «HPANTEPVCTAN HA ONPEA SNSRI NEkaDCTREHK NPOAYKTH)
|
|
N3NCKBAHWRA HA H30K MPU NEYEHWUE HA YMEPEH [0 TEXHK AKTUBEH CEPONO3UTHRBEH PEBMATOWIFH APTPUT AKTUBEH IDBEHWNEH 5
} 7{— APTPUT, AKTUBEH W NPOTPECUPALL NCOPUATUYEH APTPUT U TEXKbE AKTUBEH AHKMNO3NPALL COOHAVANT C AHTUPEBMATAYHM
‘\ tl‘ NEKAPCTBEHU NPOAYKTY HAZL 18 TOAWWIHA B IPACT
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NWCT 3A ONPEOENAHE HA KPUTEPAW NMPU 3ANOMBAHE N NMPOOBIMKABAHE HA NEMEHUE HA AKTUBEH W
NPOrPECUPALY NCOPUATUYEH APTPUT C AHTUPEBMATWUYHW NEKAPCTBEHW NPOLOYKTU
{Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab, Ixekizumab,
Guselkumab, Risankizumab, Bimekizumab, Tofacitinib u Upadacitinib}

EHMONOFHUMNTE NEKAPCTREHW NPAGYKTH 1 JAK uixwBSuTopHTE C8 NPUNAraT KaT0 ATOPA NMHKA HA NEHEHWD ¥O/ 1. T DRATT Tl & 0008 kit 01 0PI MALIPHTET @ 3 S0ras

A. KPMTEPHM 3A ZAMOYBAHE HA NEYEHUETO (3ANLIDKUTENHY CA BCUUKUA KPUTEPUY) L e
WK MO7.1, M07.2, M07.3 n o MRS N
1 CurypHa AMArHo3a — HANYUKE Ha 3 UAK NOBeue TOUKY, CHIMACHD kpuTepunte na EULAR |
" LMACHOCTULMPAH PSOFiasis, NUvHA wnK haminHa aHamMHEIa 3a psorasis (2 Touku) |
" TUIMUHI HOXLTKU NEsWK (1 TOUKa) i
L] ueratuser RF ¢ uaknwoueuwe 1a narterc npoba (1 Touxa) l
"
!
I
i
1
4

penTreHosn Genean 3a apTpuT whany eRTeanT OF NcopkaTuaet Thn {1 Touka)
¥ faxrianur {1 rouka) "7

2 OueHKa 3a aKTMBHOCT Ha 3a60NABaNeTo( B 3aBUCHMOCT OT kNuHWdHATa thopma) ' 7

- oueHka no cxana Disease Activity Score DAS2E > 5.1 3a nepuhepda hopma uin
- oueHxa no ckana Bath Ankylosing Spondylilis Disease Activily Index BASDAL > 4 14 yexTpaniua thopuaa
3 Henosnuasaxe OT Npeaxoxaama 6a3MCHa Tepanua:

- npt nepuchepsa hopMa - NPOBSAEHA TEPANNA € KOHBEHUMOHANHA CuHTeTuunl BMAPT (metoTpekear pediysonmug cyadacanazux u op vate
MOHOTEpanus UNk KOMOHUPAH2 Tepanua ¢ MK) B ONTUMaNHY KYDCOBE W /103y 34 NoKe § Meceven nepuon 3a cuHTeTuYeH Bonecr-moguthnurpany 1
NN. 3apunwurenHo @ eaHoTo cuKTeTuuHo EMAPT of nposenedara SaucHa Tepanus 43 @ (iEne MeTOTReRTAY Il cefmeuKa 032 20 Mg 1A noHg 1
6 MecEUEH NEpUon \
B CRy4auTe Ha NPGTUBONOKAZaHNA (NN PAHHS HENOHOCHMOCT} 38 neverre ¢ MTX. XaTo 42cT 9T NHPRA NUHKA HA TePANPETIHHATA cTRATErrs o8
npuema nposeaeka Tepanus © flednysoMu unu CYN(acanasut B ONTUMANKY KYDCORS 8 4031 13 NOHS 6 MBCEYEH NBPUOA.

- npw ueHTpanta ¢opma — NPOBEAEHA TEPANUA ¢ Hak-MANKO ABE POCMSAOBATENMO NLBAMKEHY HOMBE B onTuManky (yPCoBe ¥ 403y fpea
npeaxoaHus 6 meceuen nepuof. 12

4 Hunca Ha MOKMICUBALLK KpUTEPUA No Toua [

‘peweﬂne HAa CNeunanMinpaHa KOMBCHUA C OTPA3gH aHaMHeCTUYHA faHHy KNNHUYHATA CHAMNTOMATUKE W EBONDTUEBHWA XO4 Ha 3aBonABaHeT!
2 MeWiUHCKE AOKYMEHTALMA, NOTBLPKABALLA KPUTEPUUTE N0 APUNOWEHUe 1 1 Bouuky HeolX0AuMI U3CHRABAHNA CHODPA3HO NpunoxeHue?
- NOTELPAEHE AWATHO3ATA NCOPUAINC OT CABLIMANUCT NO KOKHIA N BEHEDUYECKY BONECTH ¥ NP HANRUUUE XUETORRONCUNHO KICHeIRAKS

- naGopaTopHW MACNERRAHKA, NOTBLRKAABAIIN 2KTUBHOCTTA HA 3abonaaaraTo

- peHTreHorpagua Ha 3acerkaTu oBnacTu/CTaBy C MHTEPTIPETALIMA HA MIMEHBHUATA OT SASLMANIE T RO CHpAIHA AWATHOCTINA © ERHOGT HE NOBRYE 0T 3 MECeUa kT
npu nepucbepHa hopMa Ce W3CTEABAT 3CETHATUTE CTABY, 8 fIPK UBHTPANHA QIOPME - CAKPORAVALAA CTABK UMY rpbSHausH cTHN

- oueHKkM no cxana DAS28 unn BASDAL ¢ A8yKpaTHO NOTALMMAABAKE HA AOKAZATENWTS 33 NoHa | 1 reamuuen NRNUOA HE3 NPOMAH] B NeuaHneTs

- HASHAYABAHA N NPOBEXAAHE GaancHa TePanKa B ONITUMANHK KYPCOBE ¥ AQ3W 38 NOHE § MECEUSH MBI ¢ HTDAIEHI LOM (PONURE =0 IPWNORERIE 1 athrrTuesncT
- JALBLNNUTENHO A2 C8 NOCHUBA AKTYANHO TEMECHD Terno

B. KPUTEPHM 3A MPOLABMKABAHE HA NEHERUETO (3AABIBKUTENHN CA BCUYKA KPUTEPMKY
JaBenewka: BonHuTe creaBa 03 6bA2T MOHUTODUPAKM HA 12-TA CEAMMIA 0T HAUANOTN HA NALBMUATN . . L )
MKE MO7.1, MDT7.2, MGT.3 {

1 | MoenwABane Ha nokasatenute MocTurane Ha DAS28 < 3.2 W 3aMLPRANHE BLB BREMETN,

2 CymapHa ougHKa Ha NoKa3arenuTe:

- NOHUMEHUE HA DAS28 ¢ noseue o7 1.2 1 3aAKLPMAHE B'LA BPEMATO 38 NepudapHa hrema s

- noHuxerve Ha BASDAI ¢ 50% v 3anbpxate BbE BPEMETO 34 uenTpantia popma I
3 flunga HA HeXWeNaHW NeKAPCTBEeHN PEAKLIMM M H3KMOMBALLN KPWTEpKUK No Touka B v Touxa T

B. HEXENAHW NEKAPCTBEHW PEAKLIMW - Pasaurusro La Mossonad nevanciBEHI poar o crpans - ©Opar srapopiia | GeTipasuia s nerapcrges Mgyt o

notsLp upes rpeacTagare Ha BMBYNATOPEH NACT OT CLOTESTHAR APErNER ¥tk KOMWe 0 yaaaouneuta i VAN 9o pepg wa vy 108 ae 3ITIANA :
rafene, rnapobonve, CBETOBLPTEX o | aneprias T T
NOBMILARAHE KA APTEPUANHOTO HANATAHE o | rewka wubskumn oo e e ) |
xeMaronorisunm (xemarnobry nog 80g/l, neaxouuTy nog 3500, TpomBauwTv Nnog 95000) ;aﬁu'éum}puwmu munuumm;-. cnuﬁpé-mn ha pManriﬂ})rﬁ‘;r:-u_ro_ﬁ_o;.:m_;_a_ R i |
apoayKTa N

. U3KNHOYBALA KPUTEPWM (npw 3ano4sane K NpM NPofiLrmagaHe Ha NBNEHMRTO)

AXTHEHE UMK NaTedTHE TyCeprynoda

ATBHY MHBEKK, BKMOUMTEIHO FIO¥EMAINDaNY ek U

OcTwp unid xposiiueH BUBycer xenatut (rpu tofacitimby - u rewko wepronpohin yapesgas LAl ar
Heonnacrruny sabonreamma

33CTOAMZ ChpnedHa HepacTaTwamoeT s IV thysrumosaned vnac no NYHA (21a30e o0 08 an BT i i wr) o
AnnactuvHa aHEMUA HAPA3RHA TPAHYNDLMTONAHIE Muenorbuipoia

MHOWECTREHE CKNBPOIB w APy GDMECTY C ASMNENNRIAIZLMS [OTHACH T «3m0 28 THI e sfper e

Texyw NpUEN HA MOUMA MMYHOCY NPECARTIA [AZATUGTIPMN  LRKADSTIGDIN  TAYpOIimey

XeMaTonorkury oTKRoEEHNS aBCoNoTeH SOoM Ha MUuEoUHTATE < TH0 vp s afrpme i dom i on rpodnenas o #r' Hbo 8
unca Ha TepaneBTUMEH ederT KA 12738 CanMILA CNa I8R0MBEHE H2 TAUBKIETH

sp&M@leﬁf}T W nakTagun (€ MIRMMOUBIHUE HA GIgHEATE NOCOSaRe 8 VPATFIATE »30AETEDE T 0 ws W TR | T aeeLTe

ommwmm.ﬂmm_.

-

Hoe M3NCKBAHIAR HA H30K MPW NEYEHNE HA YMEPEH fI0 TEXCHK AKTUBEH CEPONO3UTUBEH PEBMATOWIEH APTPUT AKTUBEH KOBERUNEH G
A APTPUT, AKTUBEH W NPOrPEGHPALL NCOPUATUHEH APTPUT U TEXHK AKTUBEH AHKWNOBWPALL CNOHAMANUT €, AHTUPEBMATHYHI
: NEKAPCTBEHW NPOOYKTY HAJL 18 FOQMLIHA BHAPACT
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MPUNOMXEHWE 1I

TTACT 3A ONMPENENAHE HA KPUTEPWUWUTE NPH 3ANOYBAHE U NMPOABLIMKABAHE HA NEYEHUE HA TEXBK
AKTHUBEH AHKUNO3UPALL CHOHAKUITAT C AHTUPEBMATUYHW NEKAPCTBEHN NPORYKTH
(Adalimumab, Etanercept, Certolizumah, Golimumab, Infliximab, Secukinumab. Ixekizumab, Bimekizumab, Upadacitinib u
Tofacitinib)

BuonoruuHure nekapcteeHy npogyxTu u JAK MHXHBUMTOPUTE Ce NPUNAraT KaTo BTOPA TMMWA Ha NeYeHre koraTo N bpBara Mabva B Buna Heycneluna nnu
NELMEHTHT HE 8 NOHACH

A, KPUTEPWM 3A 3ANOYBAHE HA NEYEHUETO {(SADBIDKATENTHU CA BCUYKN KPUTEPUM)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7. M45.8 I

CurypHa guMar{03a — Hanuuue Ha PEHTTEHONOMMUHATE KDUTEPUM U NOHE B/IMH OT KIUHUSHINTE (CBrNacHo moguduurparuTe

New York Criteria, 1984 ); 12
Knnnunusy kputepun |
] Bonka & repba: HanUYHa OT NoBeYe OT 3 MECELA, KORTO Ce NoAoDPSBa OT YCUNuR, Ho He ce oENeruasa Npw nokou
- orpaHueHu ABKeHus Ha rpulHaka 8 caruTanHaTa U (DPONTANHATA PABHUNA

i OrPaHUHEHUE B MOKBUXHOCTTA Ha IPBAHUR KOLL B CPEBHEHWE C HOPMANHITE CTOUHOCTY 33 [ON3 U Bb3pacrra

PeHtreHonornynm KPUTEDUKN

KaptiHa Ha cakpounuir — craguit = 2 Gunarepanko unu 3-4 yHUnarepan+o

2 OueHku no ckanu: '?
| ! Bath Ankylosing Spondylitis Disease Aclvity Index (BASDAI) 2 4 wnn

| |- Ankylosing Spondylitis Disease Activity Score (ASDAS) 22,1 ) e
3 Henoenussare 0T npepxoxnaiia NpPOTMBOBLINANWTENHA Tepanus, npoeefeHa B nocrneanuTs 6 meceua npegm
KaHAMAATCTBaHE 33 BUONOrMYeH NeKapeTBeH npoayxT ' 2

- NPY UEeHTPanHa dxopMa ~ NpoBefeHa TEPANUS € Hal-Manko 488 NOCNeaoRaTeNHO npunoxery HCMNBC B ontumaniu kypcose
¥ 403U NPe3 NPeAXOAHNA B MeceueH nepuos

- NpU rpLBHaYHG-NepytbepHM hopmK - NpoBeAEHD komMEuHuparoTo neverne ¢ HCMBC u cyndhacanasuk 8 onTuManHu kypcose
¥ 403U Npes npeaxcaHus 6 MecedeH neproa

4 Nnnca Ha M3KITIOYBAW M KDUTEPUMA 110 TOYKa T

‘peuleHue Ha CNeUnani3upana KOMUCHA C OTPAIEHN AHAMHECTUUHY AAHHW, RAVHWYKATA CUMNTAMATAEA 1 SEINIOTUBHWY Y0/ #a 3aBonseaneTs
Z MeguumMKeKa AOKYMEHTALMA. NOTBLDABBALE KPMTEPUATE NO NPHNOMEHHE T W BCvn HEDBXO iy W 3CHB A BAHNa CchOBPAIHY NpunoxkeHue 2
- ACTBLPALHA Anarkoaza,

- NaBopaTopHA U3CNEABaHUS, ROTELPKAABALLIK AKTUBHOCTTA Ha 3abonsganero,

-~ PEHTFeHOTpadnA Ha Jacernati cbnactwictasn. KT-nacnegsare win MPT 05pa3, NOMTHBEN 33 CIONEAMIIT CAKQOWNWAT ¢ MHTEPNDPRTALKR H3 MIMBHEBHUNTA O

cABLUManiCT No 0GPaIHa AHarHoCTuEa © AaBHOCT HE NOBBYE OT B Meceya

+ OueHky no ckana BASDAl unk ASDAS cnopen hopmata Ha 3aB0NABAHETO ¢ LBYKPATHO NOTBRONAABANS HA NOKA3ATENUT 8 43 Houe 12 CEQMUURH NEPHOR DEA NDOMAH;
8 fleYeHUeTO

- HagnaqasaHa u NposewAara DaMcHa TEPanya & ONTUMANHU KYPCOBE U 03K 33 NOME B MEGEUSH NEPUON ¢ HTLAIEHY A0TH, CPOKOES Ha NDUAOKEHUE W EHERTURHOCT
- 3AALNKATENHO 0@ 8 NOCOYBA AKTYANHO TRNECHOD TErMo

B. KPUTEPUY 3A NMPOABIMKABAHE HA NEYEHUETO (BAOBIMKUTENHW CA BCUYKW KPUTEPUN):

3abenexka: bonHwTe cnegsa A3 SLAAT MoHUTOpUPaH Ha 12-1a CEAMULE OT HISANGTH HI 0HRHNETD
| MKE M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M465.7, M45.8

1 MoBnwuABaHe Ha NOXAIATENUTE U 33ABPMEHE BLE BPEMETO' !
Gonka 1 orpaHuYern ABWKEHUA B IPLOHAYHUA CTRNBMDBAGH KOW

- 8KTyanHu noxkasatenu 3a aktuaHocr (CYE v C-peaxTuBer npoteus)

2 | Cymapra oueH«a Ha nokazatenure’

- MNoacBpenue Ha BASDAI ¢ 2 2 0T H3XOAHOTO HABO W 33 bPHAHE BHE BREMATO (iny

- TogoGpenve na ASDAS ¢ 2 1.1 OT M3XOAHOTO HUBO M 3aALPKAHE BLE BOEMETD

3 __| JImnca Ha nexenaxu nexkapoTBEHW Peakuni U U3KITIOUBANIN KPHTEPHAN MO To4ka Burovka [

. S

B. HEXXENAHW NEKAPCTBEHUW PEAKLIUW - Passuruero ka nexenass nevaperaeni peakuin ra NOTALPKAARA LUPE3 NPeacTassHe Ha
ambynatopeH NUCT OT CLOTBETHUA NPEINEN UMK KONME OT yeenoMAEHKE KsM UATT no pepa Ha un 184 ot BMMXM
ragere, rnasofonue CEeTOBLATEK _ e o | aneprus o

NOBULABAKE HA APTEPNANHOTO HANAraHe e | Tewka undienima ]
XEMATONONANHY (xenmornobvd nog 80gA, neskouwTy nog 3500 TPOMBOLMTA NoA S0000) WU BUDXUMUYHY ATKNOHEHUE CROBPAHD
$apMaKkoNorMyHOTO A0CHS HA NPOAYKTa

. USKNHOYBALLM KPUTEPWUM (npw sanoysaHe u NPy NPOABLINKABAHE HA NEYEHNETD)

1 AxTgHa phn NaTeHTHA TYORpKYNO3a

2 ArTiani AHRPELILE BENIOMUTE MO NOKA MAIPEHI Weebak s

3 Qer b BN XPOHWYEH BIYCEH XBNETAY (NP IOTaCImI — a ey ) SapHiabot e capsyiiae (Und ) Bogh s

4 Heonnactinibg 3800Nasanng

5 Jacrora CUPanwHd HEROCTATERHECT 1 IV EVIEHUONANar §nar 08 YA arpaee i s 2 TNE 1 oapd or pese

B ANFACTawHD dnenis M3PEIEHA "PAKY NOUITOAE % s nethelipoas

7 Mok eoTena ornepaa o Apy™M SCARITY © 18R R Nf=M3ALUE (O THACA T ikt 33 TME s goaeer g i

& Teryiy NPARI HE MO MRHOCYADRCHHTY (TIETHONDIH LW NOTIOMNS TAKE n iy |

& RELAaToNCIedt OTRNOHEHIS  30CONFTEH BPG HA NEMEOUMTUTE & 750 v I’ BACCTIN An Bl o ma iy 1p dddmates 100 wn puet Hb o 80

10 NANCE HA TepEnBETeHer SHeT HA 12-Ta GRIMIUS (R AANNHBIHR HA oSt

11 BPeMEerHOCT W NAKTALAR (€ AIRNHHEHIAE HE CRYHEUTE NATOHES B UPATKHTE 2 ARARTEPM Ton w0 Py e I8 SARALI0 s 003087 1
M3NCKBAHUA HA H3OK NPW NEYEHUE HA YMEPEH 00 TEXBK AKTUBEH CEPONQIWUTUBEM PEBMATQWUAEH APTPWMT AKTUBEH KIBEHMNEH 7

APTPUT. AKTUBEH W MPOTPECUPALL NCOPUATUYEH APTPUT WU TEXBK AKTUBEH AHKUNOINPALL CRGHOWNWT ¢ AHTUPEBMATUYH
NEKAPCTBEHU NPOAYKTH HAZ 18 FOAWIUHA BL3PACT
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NWCT 3A ONPEJENAHE HA KPUTEPUWUTE FIPU 3ATOMBAHE W NPOABLIMKABAHE HA IEYEHUE HA TEXBK
AKTUBEH CEPOMO3WTUBEH PEBMATOWULEH APTPUT C RITUXIMAB

Rituximab e nokaaaH 3a NEUYSHNE Ha Bb3PACTHY NALUEHTW C TEXLK KTWBEH PEBMATOUARH aDTPUT, KOUTO HE CF NOBAUABAT AGCTATHYHO UNu UMAT
HENOHOCUMOCT KbM Apyrn GonecT-moautMuMpalyy aHTHpeBmaTuHHU nexapcTa (BMAPT srnmo mMTenyo Tepania ¢ eald Ny NoBeve BUACSE
VHXNEUTOPKM HA TYyMOp-HEXPOTH3upallks daktop (TNF) Winu nHTepneskuHOBK MHXREMTODH

A. KPUTEPUM 3A 3ATIOYBAHE HA MbPBU KYPC (3ALBMKMTENHN CA BCUYKY KPUTEPUN)
MKB M05.1, M05.2, M05.3, M05.8

1 | CvrypHa oMarHo3a — HauKe Ha 4 1 NOBEYE KPUTEPUU OT CAEAHUTE T CLINACHD AmMepukancung Konex no cesmatonoras (ACR) 1
1987c 2 .
= CcyTpellHa CKOBAHOCT, NPOoAsixasalya noseqe o1 60 MuHyT
*  apTPUT H3 3 ¥ MOBEME CTaBHU 30HM

o apTpUT Ha CTasu Ha PrUETE,

CUMETPUYEH apTPUT

pPEBMATOUAHW BBLINV

Hanuuwue Ha peeMatonieH akrop

= PEHTIeHOBM A2HHI 33 PEBMATONAEH apTpuT 2

LI ]

I
R—— - T

2 | PeHTreHOMOrMYHM W3MEHEHWA, NOTBLEWAARALY TEXECTTa HA NATONOrMUHUE nnoyec 2 llpu pedTredonorueH cragui Ha |

peemaTouaeH apTpur ' ;

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

4 | HenomnwAmake OT ApYri GONEGT-MOAMDULMDALLA AHTMPEBMATHMHN nexapcrea (BMAPJI) BxmoOWMTENHG eAWH WAW noBeve |
BuonorMuHM  NexapeTEeHn NPoAYKTY (Tymop-HexpoTuavpawws aktop (TNF) w/unum  werepnessunosy wsxuburopu) ung
HENOHOGUMOCT KbM Apyrn Buonornuny BMAPR 2

5 | INunca Ha MaknwuBaw M KpuTepum no todka [ - { i

'peleHre Ha CIEeUNANUIUPaHA KOMUCHS C OTPA3EHH AHAMHECTUNHN JaHHW, INMHUMHATA CUMOTOMATIAKE ¥ ERONNTUBHNAR X0 Ha 3abongeaner
2 MegMUMHCKE JOKYMEHTAUWA, NOTELPAA BBALLA KPUTEPUNTE Ne NpHAOXeHHe 1 1 8cnukk HECHXOANMY BICNENRAHIR LLOBPASHO npunoKeHue 2
- NOTBLPAEHA AMATHOSE!

- nabopaTopHK HICNBZBARHSA, NOTELPHAABALK AKTUBHOCTTA Ha 3aBonasayeTo,

- PEHTrEHOrPaus Ha 33CETHATM CONACTHW/CTABY C NHTEPNPETALNA HA HAMEHLHUATA OT CNBLUANKCT N OFPAIHA [NAFHOGTAA

- puexku no ckana DAS28 € ABYKPATHO NOTRLDKAABAHE HA NOKAIATENUTE 38 NOME 12 CeAMUMEN NEAUA] FBA NPAMANA B NEURIIETE

< HAHAYERAHA N NPOBExaHa BaaucHa Tepanua ¢ A03W, CPOKOBE HAa NpUnRoweHue u erbekTrennn

5. KPUTEPKK 3A NPOOBIMKABAHE HA NEYEHUETO (BAOBITKWUTENHU CA BCUYKW KPUTEPHUW)

Heo6xoQuMoCTTa O AOMBNHUTENHY Kypcoee TPAGEa A3 CO OUEHANS 24 CeMMULIE CPe TDMINISURANE 1A PREATLECTRALING RyPC
MKBE M05.1, M05.2, M05.3, M05.8 SR

1 | Peuyngus Ha Gonectra:

= OTOMHOCT Ha CTABWUTE (CHMHOBMANEH M3NWUEB MMM MEKOTBKaHEH 0TOK) U CYTPELIHA CKORAHOCT ~ HAPACTBAHE NoHe
¢ 50%

*  Hpoi Ha oneaHenuTe N OTOYHU CTaBwn — HapacTeake noxe ¢ 50% '

= CYE >40 mm unu CRP — Hag pedbepeHTHaTa 3a nabopaTopuata CIoaHoc i

2 | Ouenxa no ckana Disease Activity Score (DAS28) > 3.2

3 | NMunca Ha HeXenaHW NeKapcTBeHW Peakunm u U3KMIOYBALLKM Kph‘repuu no Touka B v rtouxa i’

B. HEXXEINAHW NEKAPCTBEMW PEAKLIVIW - Pazsurie ro v pewersiun sy ape 156160 (o o 100y 50t S0mpmisne 54 3 amapiaiad 1 ds nev Qo s jn0n o
Ce NoTBLEXAZRA Upes npapcrapsHe Ha apbynaroped NUCT 01 CHOTERTHUA NPETNaZ (1AL FIMIE O y98 4 nners s Wallmo pepaeaan 184 o7 3A0GM .
ragene, rhasobonue, GCBETOBLDTEX - Eep— E., angpras } Tl .J
NOSWWEBAHE HA APTEPUANHOTO HANAraHe ] [ rewea waderis
XEMATONOTULHY (XEMOIMODIH NOZA BOQI, NEBXOLIAT NOA 3500 TROMGOLITH NG SONDMI MM AW BN IMMIA TR (Y AHHE RIS * WORDA O (DAPMAKOANTUUKATE
AQCUE HA NPOAYKTA

. N3KIMIOYBALLN KPUTEPKY

AxtipHy, TEXIM MHGeKyMY

TTaLMeHTH B TEXHO HRYHOROMIDOMETUPEHD CHETORHIE

Tewra chpheuna HenocTaTeurocT (knac IV NYHA)

Pasputie Ha Benaaid 4a NPOTpeCMBHA MyNTUGBOMANKA NearoeHUathananatiua

BONHM G DPOI HA HeYTROMPHNHITE rpaiynousTy < 1.5 x 107 whipn Tpom sa Tpowberwre . 77« 1]

NMyua rog, 18 reauiuHa avapact

Nunca Ha TepanesTryeH aherT (HENCANMABAHS NPOABMENTRIHASTTA HA CYTPBILHATA GYOBAH « | FIS[H UF T Aust 13 CFasaga 21 a@nnpmrsaes Bros 1l fopsiusaprs
wianl OTOUHATE CTARK, renosmusgane Ha CVE n CRPY )
BpeteHHoCT ¥ nasTayma

AW -

=

M3INCKBAHWA HA H3OK NPY NEYEHWE HA YMEPEH [10 TEXLK AKTUBEH CEPONOINTHUREH PERMATOUNEH AFTRUT AKTUREH OREHUAEH 8
APTPWAT, AKTUBEH W NPOIPECUPAL NCOPUATUMEH APTPIT W TEXHK AKTUBEH AHKANOZNP AL COOMIMIKT C AHTUPEBMATAYHIA
NEKAPCTBEHUW MPOOYKTY HAL 18 TOANVILHA BRH3PACT
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I. NEYEBHO-ANAFHOCTHYEH ANTOPHTBM

NPUNOXEHWUE 2

1. NEKAPCTBEHKW NMPONYKTW, BxnioseHy B Mpurioxenue 1 na MNC, xouro H3OK aannawa & ChOTBETCTBUE ¢ ASBCTBALuUTE

HOPMaTUBHU NOKYMEHTH

Tabnwuua 1

INN

MKB

ADALIMUMAB***

M05.0, MO5 1. M05.3, M05.8,
MQ7.1, MO7 2, MO7 3,
MO8.1, M08.3, M08 4;

M45.0, M45.1, M45.2, M45 3,

M45.4, M45.5, M45.6, M45.7

M45.8

ETANERCEPT***

MO05.0, MOS.1, M05.3, M05 8.
MO7.1, MO7.2, MO7 3:
M08.1, M08.3, M08 4

M45.0, M45 1, M45.2. M45.3.

M45.4, M45.5, M45.6, M45,7,

M45.8

OO3A

= 40 mg npes ceamnya

" UHTEH3MDUKALMS B g03a 40 myg Boska ceamuua ung 80 mg rnpe3
CefmMuua 3a cpox o1 12 CeaMUUM B CHLOTBETGTBME € KDATKUTE
XAPSAKTEPUCTUKN HA NEKAPCTBEHINTE NPOAYKTYH 33 MOS

= 50 Mg AWK NBT CEAMUNHD

CERTOLIZUMAB**

MOS0, M05.1, M05.3, M05 8;
MO7 1, MO7.2, MOT 3;
M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5. M45.6, M45.7,
M45.8

* NP 3aNoYBaHe Ha NeveHue — nbpek Mecel 1200 mg (Ha 0, 2n 4
CEAMULM — 2 NLT AHEBHD N 200 mg)
* noaoLpKalla fgosa - 200 mg Ha BCEKA 2 ceamuum
W BNTePHATUBHA NOAABLIKAWE 4033 oT 400 my Ha BCekW 4 CeMpLM
Mpu MauMeHTI ¢ AKCHENEH CROMAUNOaPTRKT CHEA NOHE 1 FOAUKA NeUSHWE ¢
TpalHa pemucua Mowe Aa ce oBCbAW MANOMNIBAMETO HE HamaneHa
neddbpiaia acaa ov 200 mg Ha eceir 4 ceamuun

GOLIMUMAB***

MO05.0, M05.1. M05.3, M05.8,
MO7 1. MO7.2, M07.3:
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;
MO7.1, MO7.2, M07.3,
M45.0, M45.1, M45 2, M45.3,

INFLInIEAD M45.4 M45.5 M45.5. M45 7.
M45.8
|
M05.0, M0S. 1, M05.3. MO5 8
TOCHEURAR M08.2. MO8.3. MO8 4
a
USTEKINUMAB MO7.1, MO7.2, M07.3

* 50 Mg eans ThT MeCeuHo

lMpy nauuenTu ¢ TenecHo Termnoe Ham 100 kg nou kowro cneg 3 40 4 foaun oT
50 Mg eAuH NBT MECEYHO HE (€ NOCTUTHE 33A0BONKUTENEH KNMRWYEH OTIOBOP,
MOMe 43 ce 06CHAK NOBULLARAKHE Ha 203873 40 100 mg seaHLN MeceuHo. MNpu
TUNCA Ha TepanesTuLeH Irorop cned 3 A0 4 JONBAHUTEARA 03U NEYEHUETO
ce npeoueHasa

Benosvo npunoxenue
* OApK 3anoyBade Ha neyeHue
~ 3 mg/kg nHTpasexosHa uxdyaus Ha § 2 v 6 cenmuyn 3a M05
-5 mgtkg uHTpaseHosna vndbyang wa 0, 2 v 6 ceqmingu 3a MO7
— 5 mg/kg wHTpaBernosta MHgyaus Ha 0, 2 n 6 cenmuLn 3a Mas
* NoANBLPKALL A03a!
— 3 mg/kg MHTPABEHO3HA MHDY3INA Ha Beekn 8 ceamuum 32 MO5
— 5 maikg MHTPAaBEHO3HE UHchyIUA Ha Boexn B ceamuum 3a MO7
— 5 mg/kg wHTPABEHO3HA UHDYINS Ha BCerK B-8 cegmuln 3a M45
* UHTEH3MPURALMS - DU HELOCT AT BUEH OTIOBOP Ce J40NYyCka NoBMWAaBaHe
Ha pozara ¢ 1.5 mgikg o marcumanua aosa 7.5 mglkg Ha scexu 8
CeaMULIM unu npunoxenue 8 1032 3 mg/kg Ha BCakW 4 cefMAUM 38 CPOK
oY 12 cepmuum & CLOTBETCTBWE € XPATKUTE XAPAKTEPUCTHKM Ha
NEXaPCTBEHUTE NPOAYLTH 3a MO5

FloskoxHo npunoxeHve

* MPU 3anouBaHe Ha neveHue
- 120 mg nopxoxkuo Ha 0, 1 2 3, 4 cepmmua 3a M05
- ABE WHTpaseHoIHa wuchyana ¢ 5 mgkg npes ase cegmun 3a MO7
~ LBE UHTPaBEHO3HA vHyus ¢ 5 my/ky npes Ase cegmuum 3a M45
* NoAALRXKaLA fo3a:
- 120 Mg NOAKMKHO HA BLEKK ABE CEAMULM 33 MO5,
flpy cMAHa OT BEHOIHO NPUACKEHUR CNEL 4BS UHTPABEHOIHM uHY3UKM C
3 mgfkg npes 2 ceAMUUM C& 3aN0YBE NOAKOMHO NPUAOKEHUE T CeAMULA
4 3a MO5 [Mosmoper kypc aa MOS5 ce gonycka cnej nNpexkCcsaHe B
pamruTe Ha 16 CeaMulun cned NOCNS24HOTO NDWNoXxene
- 120 mg noako¥Ho NPE3 ABS CEAMULIN CHes ABE MHTPABEHOIHN UHIDY UK
¢ 5 Mg/kg k870 ¢e 3aNoUBA NOJKOKHO NpUNo¥eHne ot ceamuua 4 sa M45
- 120 mg nOAKOMHO NPE3 ABE CEAMULA CNES ABE WHTPaBEHOIHE MHChy3un
¢ 5 mg/kg kaTo ce 3ANOMBA NOZKOMHD NPUNOKeHWe OT ceamuya 4 3a MO7

* 8 mg/kg uHTpareHoana vidyYINs eanH nbT Ha 4 ceamuun {10 800 mg}
* 162 M@ NOAKOMHD @AUN NLT CEAMUYHO

= noAfkLKala gosa - 45 mg Ha gcern 12 ceamulin
AntepHaTvBHO, nmpv nauuedtn ¢ Tenecho Terno > 100 kg, mowe ga ce
waronaeart 90 mg

VISVCKBAHVA HA 30K NPW NEYEHNE HA YMEPEH [10 TEXbK AKTUBEH CEPOTOSUTUBEH PEBMATOUAEH APTPUT AXTUBEH IOBEHWUNEH o
APTPUT, AKTUBEH U MPOFPECUPALL NCOPUATUYEH APTPUT U TEXbK AKTUBEH AHKWAQINEALL CNOHIWNAT C AHTUPEBMATUUHMK
NEKAPCTBEHM MPOAYKTW HAL 18 FO[VLLHA B 3PAC T
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INN MKB ! BO3A |
M07.1, M07.2, MO7 3: i
M08.3, M08 4, ‘; * fipy 3anoyuBakre Ha nedcHue - 150 mg Ha 0 1.2 3 n 4 ceamuya
M45.0, M45.1, M45.2 M45.3. | * IOAOLPMAULA [03a - 150 mg exenmeceuro
M45.4, M45.5 M45.6. M45.7, | Bbs 0CHOBA HB KIVEWYHUS OTTOBOD 403318 Mawe 4a ce nosvwy ao 300 mg 3a |
45, MO7 n M45 |
SECUKINUMAR** e ’ |
Mpu natuentn ¢ MO7 1 MO7 2 MO7 3 u --C'l»-_ﬁ{aAT-E‘-rEi;!-lJ.fQﬁaﬁé.wﬁcam;e;g(l‘b 1
TEWBLK MNAKATEH NMEOPUASHCT HAY KOWTO H& G4 C8 NOBAWANK JOCTETLUNO OT |
npopeneHara anTu-TNEg repannss !
* fip¥ 3anousBaHe Ha nevenre 300 mgua 0. 1.2 3 n 4 ceamuya
e e * noASLPXKalLa no3a - 300 Mg exemespuHo |
B3 GUHOBA HA KNWHWHHIR OTFOBOR, AOTBAHETENHA NON3A NPW NAURENTI G |
TenecHo Terno 90 kg wnu noseue ¢e nocTrra C nagaspwala goaa 300 mg Ha L
BCEkU 2 ceammnum ™ R -
* [ipK 3anoyBane Ha nevenue — 160 mg «a cegmuua © |
MO7.2 MO73 * noaAbLpKaa a0aa - 80 mg Ha scska 4-1a ceamuua i
B ! Beska go3a o1 160 Mo ce npunara 210 AES MO KO¥HA WH¥erunwy ot 50 mg
ek 5 = el
RENZUNAT ngg m:g:—) migé Migg 3a naywenTire ¢ TIoA v CRNLTCTRALL YMEDEHD TENLE 40 TEWLK NIAKATEH |
o MAS 8 o i COpYMasnuc” NPEnOPLUUTENHATA CYEMA NPH 33N04YBaHe Ha navedre e
' ChLlaTa KaxTo npu NAaKaTeH nCopnadnd - 150 ma Ha ceamuua 0. nocnearassa
oT80mgHaceamuua 2 4 6 & 10w 12
" npu 3anouBane Ha nedenme - 100 Mo Ha ceammun Owa i
= NoooLPXKAIA 1032 - 100 mg Ha Beenn & ceamuum
GUSELKUMAB MO7.1, MO7.2, MO7.3 MpK NaUMEHTH C BUCOK PUCK 0T YBPEXAAHE HA CTABUTE CNOPEA KIMHUUNATA I
npeueHka Moxe fa ce ofmucnin npunarade wa ac3a 100 mg wa scexn 4 |
CEeAMALN _ ‘ e v o
* pU 3aN0oYBaHe Ha neveHue - 150 mg Ha ceamuyw O u 4
RISANKIZUMAB M07.1. M0Z.2, MO7.3 * nognLpxawa aoza - 150 mg ua scevn 12 ceamuun i
L 160 mg noAKOMHO Npe3 4 ceamuLm
Ja nauvenTute ¢ [lcA W CLNBLTCTBEALLE YMEDSHO TEWLK 40 TEXLK NMaKaTeH
MO7.1, MO7.2, MO7.3 NCOPUAZUCY MPENOPLYKUTENHATE CXRMA NPW 33NOUBAHE R NEYEHWE & CHLLLATS,
BIMEKIZUMAB M45.0, M45.1, M45.2, M45.3, KaxTo npu nnakated ncopwaanc - 320 mg (karo 1 wim 2 no 160 mg nogKoKHY
M45.4, M45.5, M45.6, M45.7. 403K} Ha ceamuua 0. 4 8. 12 1 16 v HA scexu 8 cepmuun cnep tora Cnep 14
M45.8 CEAMNLA NPYU PERORHAE OUEHKE 33 EChUKACHOCT 1 38 NOAABPKAHE HA KNMHWUEH
OYFOROPD Ha CTARUTE MOME 1A ce 0BMUCHIK Npunarase Ha Ao3a 160 mg Ha Beexu
4 cegmuLm.
MO05.0. MO5 .1, M05.3, M05.8.
MO7.1, MO7.2, MO7.3 " T
M45.0. M45.1, M45 2, M45.3, . T Drisans o e
TOFACITINIB M45.4, M45.5 M458 Md45 7. ye T
M45 8
M08.3. M08 .4 . 5 mg ABA NBTH AHEEHA
BARICITINIB MO05.0, M05.1. M05.3, M05.8 = 4 mg eand NBT AHEBHO
MO05.0, M05.1,M05.3. M05.8 S ' T
MO7.1, MO7 2, MQ7.3
UPADACITINIB M45.0, M45 1, M45 2, M45.3, . 15 My 8AUH NHT AHEBHO
Md5.4, Md5.5 M45 8, M45 7.
M45.8 o i o |
FILGOTINIB M05.8 # 200 mg eanH NBT AHeaRO |
RITUXIMAB M05.1. MO5 2 MO5.2. MO5.8 = TEepaneBTUWMHUAT KYPT G& ChCTON OT 2 MHTPABSHOIHN nHby3auy no 1000 |

BbananeHue.

mg npes 14 gHu

*[wnar#o3ara ce NOTELMKAABA C MEOULMHCKA JOKYMEHTAUMR, 8 CLOTBETCTBIUE L KPUTERWUTE, NocaHeHy B VauckBaxuaTa Ha H30K aa
NeYyermMe Ha TeX K NcCopKasnc.
“*HAKOM NaUMeHTH MOXe 03 NOMy4aT JONBLMHUTeNHA NoFza O NU-BUCOKATa O03a.

AHAMKALMN ¥ NPU N@UEHUe Ha BLIPACTHU NALMEHTH C aKTUBEH HEPEHTIEHOrPARCK AKCUENEH CHOHARNOARTRRY G OBBKTUENA NPUIHAUY Ha

MNpu 3anoysade Ha Tepanua Ha HOBK BonHy (Be3 NpeawecTBaWO NEYEHKE ¢ NocodenuTe B Tabrmua Ne 1 INN) ce HazHavasa nekapcTHeRUR
APOAYKT/TePaneBTHYHKA KYPC ¢ Hal-rofAMa PasxoaHa ehextuBHOCT (HaR-A06pOTO CHOTHOWRHWE MEXAY NOGCTUIAHE HA TEPANERTNYEH
PE3ynTaT OT NpUarase Ha feKapcTeeH NPOoNYyKT/NekapcTeeHa TEPANWA WM PasxoOBaHe Ha cpeacTra or Giogmxerta ra H3O0K 33 cxinun
npogyxT/Tepanus, MNpPn CBLNOCTABAHETO MY ¢ APYr/M NexapcTBeR/M NpogykT/v wnie MexapcreeHn TEPpAnNUu, nNpeacragnaBawm
TepaneBTHYHHK aNTEPHATUEYW K 3aNNAaLAHU HANBLAHO MNK YacTnyso ot H3O0K), Ha ocHoBaxue un. 23a, an.1 or Hapenba Ned or 2009r.

NUBUCKBAHUA HA HIOK MPU NEYEHWUE HA YMEPEH [10 TEMLK AKTUBEH CEPONO3UTUBEH PEBMATOW/IEH APTPUT AKTUREH HIBEHUNEH 10

APTPUT, AKTUBEH 1 NPOrPECUPALL NCOPUATHUYUEH APTPUT U TEXW LK AKTUBEH AHKUNOINPAILL CHOHIAMAT T AHTUPERMATUUH A
NEKARPCTBEHW NPOAYKTY HAL 18 FOOWILHA RRLAPACT



2. MPOCNENABAHE:

Tabnuua 2
W3CNEQBAHUS . w3xomgHw | HA BCEKW 6 MECELIA
TEI’J"IO . o v T T v
Disease Activity Score (DAS28) (M05.0, M05.1, MO5.3. MO5 8 M08 2. e
M08.3, M08.4, MO7.1, MO7.2, M07.3)
Bath Ankylosing Spondyiitis Disease Activity Index (BASDAI) (M08 | o 2
M07.1, MO7.2, MO7.3, M45 0, M45.1, M45.2, Md5.3. M45.4. M45 5. |
M45.6, M45 7. M45.8) ‘
Ankylosing Spondylitis Disease Activity Score (ASDAS) (M45.0 W45 1 v | Ty T T
M45.2, M45.3, M45 4, M45.5, M45 6, M45.7. M45.8) R |
CRP (C - peaxTuBeH npotenH) - o v i
CVE v -
NKKIOIK o T . ]
_ACAT __ e - 1
TANAT v |
- Xonectepon (M05 0. MO05 1, MO5 3, W05 8, M08 1. M08 2. Mos 3~~~ [ v "
MO8 4) L SS——— ] o
Tpurnuuepuan (M05.0, MO5 1, M05.3, M05.8. MO8 1. M08 2. M08 3. v % T
M08 4) § |
Ypes (MO7 1, MO7 2, MO7 3 aa Ustekinumab) - . R —
Kpearwsun (MO7.1, M07.2, MO7 3 sa Ustekinumab) _,_‘7 [ v )
_ Waaler Rose/RF (M05.0, M05.1, M05.3, M05 8) T B — o
Tybepkynwnosanpoba - WW . __ 7 ) # . | i
XenaTutH4 Mapkepu I . il ! o
PenTrenorpadun Ha aacernaTu obnacruw/crasm S v e
|_Penrrenorpadua Ha roefeH kol n 6an apof N . 3 e R
| Koxna Gucncus (MO7.1, MO7.2, MO7 3) (npw Hanuuue) T v R o i e s s

* naGopaTopHu WICMEABaHWA, NOTELPKAABAWN AKTUBHOCTTE Ha 3a60NARAHETD Viacnegpanuara cneasa aa 6L3AT OCLWECTEEHW B
nadopatopus, cxouuna doroaop ¢ H3OK/P3OK. 3a aasHocr Ha USCNEABAHUATE CE NPUEMa CPOY 0T HE NOBEYS 0T 1 MeCeU NPeaV NoJaABAHETD
Ha AOKYMEHTHTE,

** peHTreHorpadiua Ha 3acerHarti oBnacTu/ctanu U huwoBe o pasuuTadeTo Ha obpasnuTe wicneasanus Wscnegeanuara cnegsa ga Gupat
ocbuecTeeHu B nafoparopun 3a 06pa3Ha AKarHOCTHKE, CKmOvIWNg sorosop ¢ HIOKPIOK 3a AaBHOCT HA WICHBABAHETO CB NPUBMA CPOK OT
He nogeue o 6 Meceua Npean NOAABAHeTOo Ha AokyMenTuTe. He @ HeoGX0[uMO Na ce npurara CHUMKA MIW ANCK OT PEHTTeH Ha 6an apob!
™ pesynTar or nposeaeHa TyBepKynuHoBa npoba WM peIYNTaT of HPYro nicnenpaxHe, UKMIOYBAWO HaNWYyWe Ha TyBeprynoana
WHDEKLMS.

. OBLW N3UNCKBAHWA

1. BuapacroBara rpaHnua ce U3YNCNABA B HABLPLWEHN FOANHY - T.€. BKIOYUTENHO KM RATATE HA NILABAHE H2 MDOTOKONA OT CNELNENNIUpaHaTS
KOMWCHA

2. Npwu HaaHauasane Ha TePanis No NPATOKON 384 LIKUTENHO CE ChoGpa3aeaT BLIPACTOBUTE OIPAHUYEHUS CLITACHO KPATKATA XAPAKTEPUCTVKA HA
CLOTBETHUR NEKAPCTEEH NPOAYKT. YTBLRAEHa No pefa Ha INMXM

3. H30K He 3annawa nevenve ®3BBLH YKa3aHaTa Bb3pacTosa panvia B KpaTKaTa XxapakTepucTika Ha npoayxTa

4. H30K He 3annalua NeYeHUe ¢ 4034 HaL MAKCUMATHO PE3PelUeHUTE NO KPaTKa XapakTepucTuka Ha NpoAyKTa

5. B cny4ah Ha HacTbNuNa NOARIVPBHA HEeXENaHa NeKapcTBEHa PeaKkUns. NekapaT ysepomasa MAN no pefa Ha yn 184 or 3JINXM Konue o7
CwoblieHneTo ce npunara/onicea kLM/B MEAULKHCKATA AokymeHrtauus Ha 3011 npw kanauaaTCTBAHE 33 NEYBHUE

6. Bceku e-npoOTOKON Ce W34asa OT cneuwanusupada xkomucus B N3EMT Ha ocHoBaHme Allp Ne 38 OnpegensHe Ha PNaH H3 feYeHwe u
MPpOCNEAABAHE HA TEPANERTUUHUA OTTOBOP NPU NALUEHTH, NONYYABELN CKeNOCTPYBALUM IBKAPCTEEHY NPOAYKTN MO peaa Ha un 78, T 2 330
Exsemnnap Ha xapruen Hocuten oT Alp Ne 38 ,Onpegenaqe Ha nNaH Ha nedgHie U NPGCAGAIBAHE HA TEPANERTUYHUA OTTOBOP NPU MAUNEHTH,
nonyvasatju ckbNOCTPYBALLM JIe@KapCTBEHU NPOAYKTY N0 pefa Ha un. 78, 7 2 330", KOUTO & OCHORAHNE 3@ MIJZBAHE HA NPOTOKOR, NOANUCAH OT
cneyuanuaupada komucua u 300 (poauTer, HaCTORHUK/NPAEMEH POAUTEN). CB BOAW NO pea onpeasned or nevefiveTo 3aBeaeHWE U G8 ChxpaknBa
B KabUHETa Ha KOMUCKATA.

7. Npy usgasare Ha E-npoTokon no pepa Ha excneprusara no un 78 T2 ot 330, oTnaaa HEoBYOAMMACTTA A8 ce NPEAQCTaBAT U ChbXPaHABaT
npunoxetne N21 u npunoxerve Ne3 o1 HacToAwmTe Mancksanus Ha H30QIC.

8, Manasarero Ha E-NpoTOKON CE OCBLIECTEABA B CHOTBETCTBUE ChE CHEMECTHM VK23aHua 3a paboTa o noAafeH Nno enekTpaHeH NbT NPOTOKOSN
IAIIB/IC (e-npoTokon), mexay Haunowanwara 3RPABHOOCUTYPUTENHA Kaca u Bwnrapcku nexapcku cwiod 33 npunarase Ha HauMowanuus pamxos
AOrCBOP 338 MEAULIMHCKATE LERHOCTH

HacmosLuume u3uckearus ca ymabpdexu om ynpasumens wa H30K cned Pewenue Ne PI-HC-04-25/14 02 20242 wa Hadsopuusa ceeem Ha H30K
u npedaapumento chanacysame ¢ BAC, Ha ocHoganue um 51, an 10 ese 6p. © an 8 om MpasunHuka 32 yermpolcmeomo § dedHocmma Ha
HayuoHannama 30pasHoOCUYPUMENHA xaca Mauckeanusma arnuzam & cuna om damama #a 0GHapeieanmmo unm & [JLoXasen §eCmHUK U
omumenam dedcmeawiume Usuckearus, e cuna om 23 05 20232 na ocuosanue pelyenue No PI-HC-04-30411.05 20232

WSNCKBAHWUA HA HIOK NPU NEMEHWE HA YMEPEH 10 TEXBK AKTUBEH CEPOMOSUTUREH PEGMATORIEH APTPUT AKTUBEH IOBEHUMIIEH 11
APTPUT. AKTUBEH W NPOTPECUPALL NCOPUATUYEH APTPUT U TEXKBK AKTMBEH AHKMIO3IUPALL CTIOHAWANT £ AHTUPEBMATAYHN
NEKAPCTBEHW MPOOYICTA HAL 18 TOAMWMA RLIPACT




NPUNOMEHWE 3

OEKNAPALIAA 3A WHOOPMUPAHO CBIAACUE C MBUCKBAHUATA 3A SANOYBAHE! NPOABLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOOYKT

cnefd Kato g€ 3arno3Hax ¢ usnata Mu npejocraseda MH{I;)OpMElLMFI nouenta dHa NededneTo ¢ NexapcTBeHws
MIPOAYKT. oo it cita et ket e s an e ss e ettt e sre et ne e nre s b nessnnsnsns 1o seiee e . W CITEML KATO RONYUMX WIYEPNATERHW OTFOROPK HA
NOCTABEeHUTE OT MeH BBLMPOCH, AeKNapupam 4e!

1. WudopmnpaH ChbM 33 OTKA3 OT MaWuMHCTBO [ BAWMHCTBO NO BPEME HA NPOBEXAEHE HA NEHEHUE G FOPENOCOUEHMA

NekapcTBeH NPOAYKT (NOCOYEHN B KPATKUTE XARAKTEPUCTHKN HA ONPEARNEHI FEKAPGTESHN NDOAYKTH)

OA HE

LLle. cnaisam NpenopbHaHaTa My CXemMa Ha neveHile n nepueanyHocT Ha KOHTROMHUTE npernaan
pEﬁOBHD e ce dedaeam Ha KOHTRONHW Nperneam n Hama oa MPOMEHAM CaMOBONHO VAN NG ApyTro BHYUEHWE HaaHaueHaTa
MW Tepanuig.

4:  [pn NpeycTaHoBRBAHE HA NEYEHWETO NO NPUYKHN, HEMPOM3TUYALLM OT RBIUBHWETO Ha KomuciaTa 38 excneptuaun p PAOK
wivny Komueunsira nio un. 78, 7.2 or 330, wie ysenoma HeaaBasHo NUUHKR C1 nekap

5. ﬂpﬂ HECaaBaHe Ha NOCONEeHUTE YCNOBUA NEUSHWUETO MW ¢ YNOMEHATIAR NEeXapCTBEH NPOAYET e awLae NPReKpaTEHO U HYMA

4a vmam npeTeHuuy KbM H3O0K.

- W3WCKBAHUA HA H3OK NPU NIEYEHWE HA YMEPEH [1O TEXBK AKTUBEH CEPONO3UTUBEH PEBMATOMAEH ABTPUT AKTWUBEH IOBEHWIEH 12
| 1@‘ APTPUT, AKTUBEM M NPOrPECUPALL NCOPUATUYEH APTPUT M TEXEK AKTUBEH AH HUNO3WPALL CTIOHAWNNT © AHITUPERMATIAUMIA
\ 5 NEKAPCTBEHW NPOJYKTU HAL 18 MFOAMIIMA FhaPACT

-



