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| N3NCKBAHMS HA H30K
NPU EYEHUE HA YMEPEH [10 TEXbK AKTUBEH CEPOMO3UTUBEH
PEBMATQM&EH APTPUT, AKTVBEH IOBEHUNEH APTPUT,
AKTWBEH W [POTPECHPALL ICOPYATUYEH APTPUT U
* TEXBK AKTMBEH AHKMIIO3MPALL CTIOHTMANT
c AHTM#EB‘MﬁimﬂﬁiﬁémPcTBEHM NMPOOYKTU
'HAZ 18 FOAMLLHA BB3PACT

B U3SBBbHBOJMTHUYHATA NOMOLL



M3NCKBAHMA HA H30K
NPU N3OABAHE HA MPOTOKONN 3A NPOBEXAAHE HA NEYEHWE HA YMEPEH [10 TEXXbK AKTUBEH
CEPONO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH KOBEHUNEH APTPUT, AKTUBEH N NPOIPECUPALL
NCOPUATUYEH APTPUT N TEXXbK AKTUBEH AHKUNO3WPALL CNOHAWUNUT C AHTUPEBMATUYHU
NEKAPCTBEHMW NPOAYKTU HA BONHWU HAZ 18 TOAULWLIHA BB3PACT

MpoToKkonsT ce u3aaea OT cneymManuiMpaHa koMmucus B nevebHU 3aBegeHuMA 3a 6onHUYHA NOMOLL, CKTIOYWUNK AOTOBOP
¢ H30K 2a uanwvnHeHne Ha AmbynaTopHa npouenypa Ne 38. CneunanuanpaHuTe KOMUCHUH, BKMIOYBALLW CNELMANWCTA C KOA
Ha cneuuanHocT 20 — peBMaTONOrMA, ce Cb3aasaT cbe 3anoses Ha gvpekTopa Ha cnegHuTe J13: YMBAT ,Ce. Msau Puncku” - rp.
Codma, YMBAN Kacnena" - rp. Mnosaus, YMBAN ,Cs. MapuHa” - rp. BapHa, YMBAI ,Ceetu leopru® — rp. Mnosaus, YMBAJ
. eopru CtpaHcku” — rp MNneeex, YMBAT ,Coduamen” — rp. Codhua, MBATT ,.Cupue 1 Mo3bK" — rp. MNneseH, YMBAJ Menmen” — rp.
Mnoeaws, YMBAJ1 ,Byprac” — rp. byprac.

L. PE[] 3A YTBBbPXOABAHE WU 3ABEPABAHE HA NPOTOKOIUTE

NOYBAHE Ha NeYeHNe -
- [poTokory 3a 3anoyvsaHe Ha NevYeHue Ha TEeXbLK aKTUBEH CepPONO3UTUBEH peBmaTouaeH apTput ¢ Rituximab

* MeAMUMHCKA AOKYMEHTAUMA C NPUNOXKEHU BCUYKM HEOOXOAMMM noKasaTenu w
nscnenBaHus no Npunoxexue 2

* PeweHne Ha cneuyManuanpaHa KOMMCMA C ACHA MeAWUMHCKA MOTUBALMA 3a
3ano4BaHe Ha TepanuaTa, 3agbIKWTENnHO ce OoTOensiaBa NWNca Ha W3KMYBalLu

cneunanuanpaHa KOMMCcua

Kputepum
= “[poTokon 3a npeAnucBaHe Ha NekapcTea, 3annawanu oT H30OK/P3OK” — 06p. M3 -
H30K

Komucusi no un. 78, 1. 2 »| 3aBepka Ha npoToKona

ot 330 B LIY Ha H30K B P30K

- [poTOoKOAY 32 NPOALIKABAHE Ha NEYeHUe _
- [poTokonu npu NPOMAHA Ha AO30BMA PEXMM UMM CMAHA Ha TepanuATa (CMAHa Ha NekapcTeeH npoaykT ¢ Apyr INN)

cneyuanvsupaHda Komueus | 3aBepka Ha npoTokona
b
B P30OK

. OBLUN NONOXEHWA

1. E-npoTokon ce uagaea OT YWEHOBE HA CNELMANTM3NPAHN KOMUCUM B neYeGHU 3aBeAcHNA, OKa3BalM GONMHWYHA MEOULIMHCKA MOMOLY
(N3BN) Ha ocHoeaHue ,PelieHve Ha cneunanuaupaHa komucus” no AlMp Ne 38 ,OnpejensHe Ha nnaH Ha NeYeHWEe M NPOCHEASBAHE Ha
TepanesTU4HWA OTrOBOPR NPW NAUUeHTH, NonyyaBalliu CKbMOCTPyBaALLM NEKAPCTBEHW NPOAYKTW NO peaa Ha un. 78, 7. 2 330" B CLOTBETCTBUE C
HacTosAwwTe Mancksanna Ha H3OK, kaTo NbpBUAT NPOTOKON Ce U3AaBa 3a nepuoa Ao 180 AHM, a BCekW CnedBall NPOTOKON MOXE Aa Ce N34aBa 3a
nepuog ao 365 aHu.

2. 30N ynocroBepsaBa ¢ NoAnuca cu B PelleHne Ha cneuuanuaupaqa komucus' no Afp Ne 38: cneaHoto: Xenas Aa mu 6bae ogobpeHo
NeYeHUe C nekapcTBeHWA NPOAYKT, Kato Aeknapupam, 4Ye CbM YBELOMEH 3a AEACTBMETO Ha Ha3HAYeHaTa NeKapcTBeHa Tepanua W gasam
MHIOPMUPAHO Cbrnacue cbliata Aa MU Gbae npunaraHa®; ,CbrnaceH/a CbM 3a M3NON3BAHE Ha JIMYHUTE MU AaHHW 33 LENUTe Ha eKcnepTusara’;
~Kenas pa 6bA2 yeegomen/a 3a pesynTata oT ekcnepTuaata oT P3OK no efuH OT CREAHUTE HaunHK: No e-mail, TenedoH unu Ha MAcTo B P3OK"™:
.Paspewasam J0CTLN A0 ENEKTPOHHOTO MU 34PaBHO A0CUe".

3. Ao nonyuyaBaHe Ha WHGOpMauus 3a 3anouyBaHe UMW NPoOALMXKABAHE Ha 3aABEHOTO neueHue, 307 npoasmkaea Tepanuara ¢
NeKapcTBeH/M NPoAyKT/K, ¢ KOUTO € NpoBeXJan NevyeHeTo A0 MOMEHTA.

4. MNpean ctapTupaxe Ha npoueca no nsgasade Ha E-npoTtokon Ha 3011, cneunanuanpaHaTa KOMUCUS OCHLLUECTEARA CNpaBKa No ENeKTPOHEH MbT
3a nspapeHuTe npeaxoAHM npoTtokonu Ha 30J1 no chuA npodun Ha 3abonmBaHe. NpoueckT no usaasaHe Ha E-npoTokon ce peannawpa B
MeAWLUHCKN cobTyep. B HAaCTOAWMUTE MIMCKBAHUA Ca NOCOYEHU HEOBXOAUMMTE NOKYMEHTH 3a u3aasBaHe Ha E-npoTokon Ha 300.

5. [NokymenTute (amBynaTopHUTE NUCTOBE, ENUKPU3WM, U3CNELBAHUA), KOUTO cbulectsysat B H3MC/vudopmaunoHHaTa cuctema Ha H30K, ce
Aeknapupar B E-npoTokona ¢ TexHuTe yHukanHu Homepa (HPH).

WHopmaunaTa, oTHOCUMA KbM U3saBake Ha E-npoTtokona, KoATO € B AOKYMEHT, KOATO HAMa eNeKTPOHeH hOPMAT U He ce Chabpka B H3UC, ce
MnoAaBa: kaTo Ce Nonbnea B PellieHNeTo Ha CNeunaniuanpada KoMMcKUa — OCHOBaHKWe 3a W3jaBaHe Ha E-npoTokona wnu JOKYMEHTLT Ce GKaHWpa 1
npukaya KkeM E-npotokona.

6. MNpu nspasave Ha E-npoTokon no peaa Ha ekcnepTmaata no 4n.78, T.2 oT 330, otnaga HeoBX0AMMOCTTa Aa Ce NPEefOCTaBAT U ChXpaHABAT
npunoxenne Ne1 n npunoxenne Ne3 ot HacToswuTe Mancksarus Ha H3OK", npu creHUTe yCnoBus:

- 3a npunoxenue Ne1 - Npu HaNUYMETO Ha TekeT B ,PelueHue Ha cneumanuaMpaHa KoMucus" no Alp Ne 38: ,Jluncear u3knodysalyn Kputepun 3a
3anousaHe/npojgbnkaBaHe Ha nedeHue c NN

- 32 npunoxetie No3 - npu HanuuMeTo Ha TekcT B ,PelleHe Ha cneywanuanpana komucua® no AMp Ne 38: JKenas 4a M 6vae ogobpeHo neveHune
C nekapcTBeHWUs NPOAYKT, KaTo Aeknapupam, Y& CbM YBEAOMEH 3a JeCTBMETO Ha Ha3HA4eHaTa NekapcTBeHa Tepanua W 4asam MHhOPMUpaHo
cernacue chulaTa ga M1 Obae npunaraHa.

W3NCKBAHWA HA H3OK NPW NEYEHWE HA YMEPEH A0 TEXXbK AKTUBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWUNEH 2
APTPUT, AKTMBEH W NPOrPECUPALL MCOPUATUYEH APTPUT U TEXXLK AKTUBEH AHKWNO3UPALL CMTOHAWNNT C AHTUPEBMATUYHU
NEKAPCTBEHWM NPOOYKTW HAJ 18 TOOWLUHA Bb3PACT



NPUNOXEHUE 1A

NUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOOBMKABAHE HA NEYEHWME HA YMEPEH 0
TEXBK CEPONO3UTUBEH PEBMATOUAEH APTPUT C AHTUPEBMATUYHW NEKAPCTBEHM NPOAYKTWU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Baricitinib, Upadacitinib u Filgotinib)

BHONOrMYHKTE NeKapcTBeHn NPoayKTH 1 JAK MHXMBUTOPUTE Ce NPUNaraT Kato BTOPA NUHWA Ha NeYeHKue, KOrato NbPBara NUHUA & Buna HeyCcnewHa unv NayueHTsT
HEe A NOHacH.

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUETO (SAABMKUTENHKM CA BCU4KW KPUTEPUW)

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

1A | CurypHa auarHosa — npu Hanuuue Ha 4 1 NOBEYE KPUTEPUN OT CNEAHUTE 7, CbINacHO AMEPUKAHCKMA KONEX N0 PEBMATONOrnA
(ACR) 1987r.

*  CyTpelHa CKOBaHOCT, NPOAbLMKaBALLA NoBeYe oT 60 MUHYTH

*  apTpWT Ha 3 N NOBEYE CTABHMU 30HM

=  apTPWT Ha CTaBW Ha pPLUETE;

= CMMETPWYEH apTpuT

" PeBMaTOMAHU BL3NU

" Hanwuue Ha pesMaTouAeH dakTop

*  DeHTreHOBM [ aHHU 33 peBMaTongeH apTput '?

1B | PeHTreHoBM aaHHu 3a 2 Il peHTreHONOorMYeH CTafui Ha pesmarougeH apTput 2

N

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

3 | HenoenusBaHe ot npeaxoxpaawa 6asucHa Tepanus c ABa cuHTeTuuHU BMAPI (MeToTpekcaT, necnyHomMua, cyndacanasuH - 3
Q/AHEBHO 1 Ap. KaTo MoHOTepanua unu komGuHupaxa Tepanua ¢ NK) B onTUManHu Kypcoee U A03u 3a NOHe 6 Mece4eH nepuoa 3a
CuHTeTHUYeH bonecT-moanduuympaw NN. 3agbnxuTenHo e eanHaT cuHTeTnyded BEMAP]T ot nposeseHata 6a3ucHa Tepanus ga e
6un metoTpekcar npu cegMmuyHa fo3a 20 mg 3a noHe 6 MeceuyeH mepwod. B cnyyauTe Ha NPOTMBONOKA3aHUR (MNKW paHHa
HENOHOCMMOCT) 3a nevyenune ¢ MTX KaTo YacT OT NbLpPBa NUHWUA Ha TEPanNeBTUYHATA CTPATENMA, Ce NpUema NpoBEAEeHa Tepanus C
NecnyHomug unu CyndacanasnH B ONTUMANHN KYpCOBE W 403K 3a NoHe 6 MeceyeH nepuog. '2

4 | Nwunca Ha n3knOYBaWK KpUTEpUM No Touka I

’pemeuue Ha cneuynannu3vpada KOMMUCHA C OTPA3EHU aHAMHECTUYHN AaHHW, KNUHWYHATa CAMNTOMAaTUKa W EBONIOTUBHUA X0 Ha 3abonseaHeTo
2 MegnumMHCKa AOKYMEHTaLMA, NOTBbPXAABALLA KpUTEpUUTE No npunoxeHue 1 n BCwukn Heobxogumu nicneasanus, cbobpasHo npunoxeHue 2
- NOTEbPAEHa ANarHo3a;

- nabopaTopHU U3CNeABaHMA, NOTBLPXAABALLM AKTUBHOCTTA Ha 3abonnsaHeTo;

- peHTreHorpacuA Ha 3acerHaTtv obnacTW/CTasn C MHTEPNPETALWUA Ha M3MEHEHNATA OT CreyranncT no 0bpasHa AWarHocTuka;

- oueHkn no ckana DAS28 c AByKpaTHO NOTBLPXAABAHE HA NOKa3aTenuTe 3a NoHe 12 ceaMuueH nepuoj 6e3 NPOMAHA B NEYEHNETO;

- Ha3HayasaHa U npoBexpaHa 6aaucHa Tepanus 3a NoHe 6 MeCeYeH Neproa C OTPA3EHW 403U, CPOKOBE Ha NPUNOXEHUe ¥ ePeKTUBHOCT

- 334 bMKUTENHO Aa C& NOCOYBA AaKTYyanHo TENecHo Terno.

B. KPUTEPUU 3A NMPOABMKABAHE HA NNEYEHUETO (SAOBMKUTENHU CA BCUYKN KPUTEPUWN):
3abenexka: bonHute cneasa Aa GbAAT MOHUTOPUPAHM Ha 12-Ta CeAMMUA OT HAYANOTO Ha NEYEHUETO.

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

MoenuaBaHe Ha nokasaTenute: MOCTUraHe M 3agbpXxaHe BbLE BpeMeTo Ha DAS28 < 3.2

2 | CymapHa ouyeHka Ha nokasaTenuTe - noHwkeHne Ha DAS28 ¢ noseye oT 1.2 M 3a4LPXKaHe BLB BPeMeTo

Nunca Ha HeXenaHW NeKapcTBeHW Peakunn U M3KNI0YBALLK KPUTEPUM No Touka B 1 Touxa I

B. HEXXENAHW NNEKAPCTBEHWU PEAKUMMW - Pasartvero Ha Hexenari nexapcTaeHu peakiim cnpsMo BONecTRPOMEHALY aHTHPEBMATHYEH NEKAPCTAEH NPOAYKT Ca
nOTBbPXKAABA Ype3 aMbynaTopeH NUCT OT CLOTBETHWUA NPErnes UnW KonWe OT yBeaoMneHue KM MAI no peaa Ha 4n 184 ot 3NMXM

ragexe, rnasobonue, CBETOBLPTEX aneprvs

NOBWLIABAHE HA APTEPWANHOTO HansaraHe TeXKa nHekyna

XemaTonoruyHu (xemornobur nog 80g/l, nesxounTn nog 3500, TpoMBoumnTh nog 90000) Wunu BNOXUMUYHIA OTKNOHEHUS cbobpasHo hapmakenorMyHoTo JocHe
Ha npogykTa

. U3KNIOYBALLU KPUTEPWUM (npu 3anousaHe 1 npu npoaLMxaBaHe Ha NeYeHueTo)

AKTVMBHA UNW NaTeHTHa TyGepkynoaa

AKTVBHU WHPEKLMK, BKIIOMUTENHO NOKANM3MpaHu nHder u

OCTbP UNK XPOHWMEH BUPYCEH XenaTuT, (npu tofacitinib — 1 Texko uepHoapobHo yepexaare (Child-Pugh C)

HeonnactuyHu 3a60NABaHUA. (C M3IKMIOYEHUE HA YCNEWHO NeKYBaH HEMENAHOMEH paK Ha koxara 3a Tofactinib)

JacToiiHa cepaeqHa HegoctarbuHocT 1l u IV dyHkLmoHaneH knac no NYHA (oTHacs ce camo 3a TNF wHxubutopute)

ANNacTyyHa aHeMns, M3pas’eHa rpaHyNOUMTONSHUS, MUenodubposa

MHoxecTeera cknepoaa v apyrv 6oNecTu ¢ lIeMHenHMaaumn (oTHacs ce camo 3a TNF uHxubutopuTe)

TeKyu NPUeM Ha MOLHM MMYHOCYNPECAHTH (33aTUONPUH, LIMKNOCNOPMH, TakpOnMyC)

XemaTonormiHu OTKNOHeHWA: abconioTer Bpoi Ha numdoymrTTe <750 KN /MM®, aBconoTen Spow Ha HeyTpodrnuTe <1000 kn /mm® Hb < 80
Ivnca Ha TepaneeT4eH edexT Ha 12-Ta cepMMUa cnej 3aN04BaHE Ha NeNeHUeTo

BpemMeHHOCT 1 NaKTALMA (C MIKMIYEHIE Ha CIYYaUTe, NOCOYEHM B KPaTk1Te XapaKTepucTUKA Ha ONpeLeneHy NexapCTaeHn NPoLYKTH)

R LR FNEAINEN

e

E W3WCKBAHWMA HA H30OK NPU NEYEHWE HA YMEPEH 10 TEXXbK AKTMBEH CEPONO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH OBEHUNEH
APTPUT, AKTMBEH W NPOrPECUPALL, MCOPUATUYEH APTPUT U TEXXBK AKTMBEH AHKWNO3WPALL CNOHOWNNT C AHTUPEBMATUYHU
(W NEKAPCTBEHW NPOAYKTWU HAZ 18 TOOWULLHA Bb3PACT



NPUNOXEHWE 1B

NUCT 3A ONPEOENAHE HA KPUTEPUMTE NPU 3ANOYBAHE HA NEYEHWE HA AKTUBEH IOBEHWUIEH
APTPUT HAZ 18 TOAMULUHA BB3PACT C AHTUPEBMATUYHU NEKAPCTBEHW NPOLOYKTH
(Adalimumab, Etanercept, Tocilizumab, Tofacitinib u Secukinumab)

BUONOrMYHNTE NEKapcTBEeHW NPOAYKTHU 1 JAK WHXMBMTOpPUTE Ce npunaraT Kato BTOPA NMHMA Ha NeyveHWe. KOrato NbpBaTa NWHWA e Buna HeycnewHa uiw
NaUUeHTLT He A NOHACH.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (3agbrmkuUTenHu ca BCUYKU KpUTEPUK)
3a NOTBLPXAEHNe Ha 3aALIDKUTENHUTE KPMTEPUM 3a CUIYPHA AMarHo3a no rodka 1 U 3a npoeeaeHa 6azucHa Tepanus No To4ka 3,
3aQLMKUTENHO Ce NpPeacTaBA MeaWUWHCKA AOKYMEHTauus 3a NocTaBeHa OAWMarHoza u npoeeaeHo nedexune Ha 300 noa 18 roguwna

BL3pacT OT CneuuannucT no AeTcka peemMaTonorns.

- ©onka B cakpounuavHa
crasa wunu
nymBocakpanHa 6onka;

- Hanu4ue Ha HLA B27
AHTWreH;

- Ha4ano Ha apTpuT nNpu
MOMYETA Hag 6 roguiiHa
BbL3pacT;

- OCTHP NPEAEH yBeuT;

- aHamHesa 2a
CNoHAWNoapTponarTns

npn poLCTBEHULM OT
nbpBa reHepayuns 2

*  CBLMABLTCTBALLA MAK
npeaxoxAaalla
eXeqHeBHa TemnepaTypa
B NpoAB/mMKEHWE HaA 2
cegmuuun

" 33eAHO C eAuH Unu
noeedye oT cnejHuTe
KpuTepUn:

- npexoaeH (Hedukcupan)
eputemeH 06puB;

- Xenaromeranus,;

= cnneHomeranua,;

- ajeHonaTws;

- cepoaut '?

. apTpuT Ha 5 unu noBeve
CTaBu npe3 NbpBUTE 6
Mecela Ha
3abonABaHeTo

=  TecT 3a RF — HeraTueeH

IMo3umueex peamamouden

chakmop

. apTpuT Ha 5 unun noseue
CTaeu npes nepeuTe 6
meceua Ha
3abonsaBaHeTo

. NO3NTUBHU 2 UMK NoBeYe
Tecta 3a RF B uHTepBan
oT 3 Meceua npe3
nbpeuTe 6 Meceya '

MKB M08.1 MKBE M08.2 MKB M08.3 MKB M08.4
1 CurypHa auarHo3a noctaBeHa | CurypHa gvarHosa CwurypHa aunarHosa CurypHa guarHo3a nocraBeHa
noAa 18r. ¢ Hanu4ue Ha: nocraseHa nop 18r. ¢ noctaeeHa nog 18r. ¢ noa 18r. ¢ HanUu4Ke Ha:
' apTPWT U EHTE3UT MNu Hanuuue Ha: Hanu4ue Ha: " apTpuWT, 3acsraul egHa jo 4
. APTPWUT UMY EHTE3NT C 2 2 . apTpuT B e4Ha unw Hezamueen peamamoudeH CTaeu npes nupeute 6
OT CNEAHUTE KPUTEPUM: noeeve CTasu thakmop mMeceua Ha 3abonsBaHeTo;

. nepcucTupalwy ~ 3acara He
noeeye oOT 4 CTaBw;

L] paswMpeH — 3acAra noseye
oT 4 cTaeu cnea nupeuTe 6
Mecela Ha
saBonasarero’?

QueHka no ckana Bath

OueHka no ckana Disease

OueHka no ckana Disease

QueHka no ckana Disease

Kputepun no touka I’

Kputepum no toqka Il

KpuTepum no Touka Il

2 | Ankylosing Spondylitis Disease | Activity Score (DAS28) > 5,1"2 | Activity Score (DAS28) > 5,1'% | Activity Score (DAS28) > 5,1 '?2
Activity Index (BASDAI) 24 '2
- HenoBnusaBake oT - Henoenuasane ot HCMNBC u | -HenoBnusaeaHe ot - HenoBnusBaxe ot
METOTpEeKCcaT n/unu 'K B onTManHu kypcose u METOTPEKCAT uunu MEeTOTPEeKCaT u/unu
cyndacanaauH B ONTUManHu B,031 33 NoHe 6 MmeceyeH cyndacanasuH B ONTUMANHW cyndacanasny B onTUManHu
KypCcoBe W 03K 3a NoHe 6 nepuos - NpoBeXgaHa KYpCOBE W 031 3a noHe 6 KypCcoBe W J03u 3a NoHe 6
MeceyeH Nepuoyj - npoesexaaHa | Tepanus noa 18 roamiuHa MECEYEH NepUcy - MeceyeH Nepuog - NPoBexaaHa
Tepanus nog 18 roguwHa Bbapacr. 2 nposexaHa tepanva noa 18 | Tepanws nog 18 roauwHa
BL3pacT. '? rogMilHa BL3pacr. 12 BL3pacT.?

3
- HenoenusBaHe ot - HenoBnuasaxe ot HCIMNBC - HenoBnusaBaHe ot - HenosnusaBaHe oT
meToTpekcar w/ unn 1 'K B onTumanHu kypcoee u MeToTpeKcaT u/ unu METOTpPEKCaT n/unn
cyndracanasvH B onTUManHK A034 33 NoHe 6 MeceyeH cyndpacanasuH B ONTUMANHW cyndacanasnH 8 ONTUMaNHW
KypcoBe W A031 3a NoHe & Nepuos - NpoBexXsaHa KYPCOBE W 031 33 NoHe 6 KYPCOBE W 3,031 3a NoHe 6
MeceyeH nepuoj - nposexaaHa | Tepanua Hag 18 roauiuHa MECEYEH Nepuoy - MECeUEH Nepuoy - NPoBEXLaHa
Tepanus Hag 18 roguwHa Bb3pacT. 17 nposexpaHa Tepanva Hag 18 Tepanus Haf 18 roaMwHa
BbapacT. '? rogMilHa Bbapact. '? Bb3pact. 2

4 Ilunca Ha n3knvBalwm INunca Ha n3KMoYBaLlLM Nunca Ha uakn4Bawmn Nunca Ha v3knyBawm

KpuTepuu no Touka Il

'pelieHne Ha cNeUUanNM3nPaHa KOMMCHA C OTPA3eHU aHAMHECTUYHU AaHHU, KMMHUYHATA CUMMTOMATWKA ¥ EBOIOTUBHIA X0j Ha 3abonABsaHeT(
2 MeAULNHCKa AOKYMEHTALMA, NOTBbLPXAaBaLLa KpUTEPUUTE MO npunoxexue 1 v scukn Heobxod UMK M3CNeBaHuA, Cbo6pa3HO NPUNOXeHWUe2

- NOTBLPAEHA ANarHosa;
- nabopaTopHW U3cneBaHUA, NOTBLPXAABALM AaKTUBHOCTTa Ha 3ab0ONABaHETO;
- peHTrexHorpadwa Ha sacerHat o6nacTu/CTasn C MHTEPNPETAUMA HA U3MEHEHUATA OT CNEeLUNANUCT No oBpa3Ha fUarHOCTHKa;
- ouyeHku no ckana DAS28 /ckana BASDAI sa 30J1 ¢ guarHosa ¢ MKE koa MO08.1/, npoBeAaeHu npea NocneaHuTe 6 meceua © ABYKPATHO NOTBLPKAABAHE Hi
noxasartenuTe 3a NoHe 12 cegmuyeH nepvog Ges NpoMaHa B NEYeHUEeTO;
- Ha3Ha4yaeaHa W nposexaaHa GasncHa Tepanua Noja U Hag 18 roawwHa BL3PAcT C A03W, CPOKOBE HA NPUNOKEHME U EEKTUBHOCT;
- 320 B/MKUTENHO Aa Ce NOCOYBA aKTYaNHO TENecH Terno

N3NCKBAHWA HA H3OK NPW NEYEHUE HA YMEPEH A0 TEXXbK AKTMBEH CEPOMNO3UTUBEH PEBMATOWOEH APTPUT, AKTUBEH IOBEHWUNEH
APTPUT, AKTMBEH W NPOrPECWPALL, MCOPUATUYEH APTPUT M TEXKbK AKTUBEH AHKWNO3UPALL CNOHAWNNT C AHTUPEBMATUYHU

NEKAPCTBEHW NPOAYKTU HAJ, 18 FOOWLUHA Bb3PACT
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NUCT 3A ONPEOENAHE KPUTEPUUTE NPU NPOABIMKABAHE HA NNEYEHUE HA AKTUBEH IOBEHWIIEH
APTPUT HAL 18 TOOQULLHA BB3PACT C AHTUPEBMATWUYHU NEKAPCTBEHW NPOOYKTU
(Adalimumab, Etanercept, Tocilizumab, Tofacitinib u Secukinumab)

B. KPUTEPUU 3A NPOOABIMKABAHE HA NNEMEHUETO (3aAbImKUTENHU ca BCUYKN KpUTEPUM):

3abenexxa: bonHuTe cnensa fa HbAAT MOHUTOPUPAaHK Ha 12-Ta cegMMUA OT HAYanOTO Ha NEYEHUETO.

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

1 | NoBnuaBaHe Ha nokasarenuTe: MocturaHe Ha DAS28 < 2.6 1 3aabLpXaHe BbB BPEMeTo

2 | CymapHa oueHKa Ha nokasartenuTe - noHmwkeHne Ha DAS28 ¢ noseuye oT 1.2 1 3afbpXaHe BbB BPEMETO
wnu

CyMapHa oLeHKa Ha Nnoka3arenure - noHuxkeHne Ha BASDAI ¢ 50% cnpaMo n3xogHWA v 3aabpXaHe BbB
Bpemeto 3a 30/1 ¢ anarnosa M08.1

3 | Nunca Ha HeXXenaHKU NeKapCTBEeHN PeakLyMv W U3KMIoYBAaLLM KPUTEpUK No TouKa B M Touka I

B. HEXXENAHW NEKAPCTBEHW PEAKLIMW - PaseutveTo Ha HeXenaHu NeKapcTBEHU peakuuw cnpsmo GonectonpomeHsiy

aHTUPEBMATUYEH NEKapCTBEH NPOAYKT CE NOTBBLPXKAABA YpE3 NpefcTaBAHe Ha amBynaTopeH NUCT OT CLOTBETHWA Npernej Unu xonuwe or
yBegomnenune keMm WAJ no peaa Ha yn. 184 ot 3JINXM

rageHe, rnasobonune, CBETOBLPTEX aneprua

NOBUWABAHE HA APTEPUANHOTO HansraHe Texka MHdeKuus

XeMaTonoruyHm (xemornoBbunx nog 80g/l, neskouutn nog 3500, TpomBounTin noa 90000} w/nu BUOXUMUYHU OTKNOHEH WS cb0Bpa3Ho hapMakonoruuHoTo
AOCHe Ha NpoAykTa

. U3KNIOYBALLM KPUTEPUM (npu 3anoyBaHe U Npu NpoabiXaBaHe Ha NEYEHUETO)

AKTUBHA UNK NnarexTHa TyGepxynosa

AKTWBHU UHCDEKLWW, BKAYUTENHO NOKANU3UPaH1 MHeKL

QOCTbp UNK XPOHNYEH BUPYCEH XenaTuT, (npu tofacitinib — v Texko yepHoapoBHo yepexpane (Child-Pugh C)

HeonnactnyHw 3abonasaHus

3acroliHa cupaeyHa HegocTaTbuHocT [l 1 IV dyHkumoHaner knac no NYHA (otHaca ce camo 3a TNF unxuburopure)

AnnacTuuHa aHeMus, U3paseHa rpaHynouuToneHus, mnenoduiposa

MHoXecTBeHa ckneposa W Apyri BONecTn ¢ AeMuennHu3aLma (OTHacA ce camo 3a TNF uHxubutopure)

Texyil, NPUEM Ha MOLLHK UMYHOCYTIPECaHTH (a3aTUONPWH, LUMKIIOCNCPHUH, TAKPONKUMYC)

XemaronoruuHu oTknoHeHns: abeontoteH 6poil Ha numdoumnTuTe <750 Kn./mm?*, abcontoTer 6poit Ha HeyTpodunuTe <1000 Kn./Mm®, Hb < 80
Nunca Ha TepanesTueH edekT Ha 12-Ta ceAMMLA CNeA 3an0oYBaHe Ha Ne4YeHreTo

BPEMEHHOCT 1 NAKTAUMA (C N3KMHOYEHUE Ha CNyYauTe, NOCOUYEHW B KPATKUTE XapakTepUCTUKI HA ONPefeneHn NeKapCTBEHW NPOAYKTH)

L0000 @ Gh e ol 9L

e

N3NCKBAHWA HA H3OK NPY NEYEHWE HA YMEPEH 10 TEXXbK AKTMBEH CEPOMO3UTUBEH PEBMATOUAEH APTPWUT, AKTUBEH KOBEHMW
; NEH
APTPUT, AKTMBEH W NPOTPECKPALL, NCOPUATUYEH APTPUT Y TEXKbK AKTUBEH AHKWUNO3WPALL CTOHAWNNT C AHTUPEBMATUYHW :
NEKAPCTBEHW NPOAYKTWU HAJ 18 TOQULLHA Bb3PACT




v o NPUNOXEHUE 1B

NACT 3A ONPEAENSAHE HA KPUTEPUUW NPU 3ANOYBAHE U NPOABMKABAHE HA NEYEHUE HA AKTUBEH W
NPOrPECUPALLL NCOPUATUYEH APTPUT C AHTUPEBMATUYHW NEKAPCTBEHM NMPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab, Ixekizumab,
Guselkumab, Risankizumab, Tofacitinib u Upadacitinib)

EHMONOrMYHWTE NEKAPCTBEHN NPOAYKTH 1 JAK UHXMEMTOpUTE CE NPUNAraT KaTO BTOPA NMHUA Ha NeYeHwe, KOraTo NbpaaTa NMHUS e B1UNa HeyCnewHa U NauMeHTLT He A NoHacs

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUETO (SAABLMKWUTENHA CA BCU4KWU KPUTEPWW)
MKBE M07.1, M07.2, M07.3
1 CurypHa QMarHo3a — Hanuyre Ha 3 unu noseue TOUKK, CbrnacHo kpuTepuute Ha EULAR:
. AMarHOCTULMPaH PSOriasis, NU4YHa unu chamunHa aHamHesa 3a psoriasis (2 Touku)
TUNUYHKA HOKBLTHK neanu (1 TouKa)
HeraTueeH RF, ¢ uakniouenue Ha natekc npoba (1 rouxa)
peHTreHoBu Geneau 3a apTpuT W/MNu EHTE3NT OT NCopUaTHyeH Tvn (1 Touka)
pakTunuT (1 Touka) 2

2 OueHka 3a aKTHBHOCT Ha 3a60NABaHeTO( B 3aBUCHMOCT OT KNWHWYHATa thopma) 2
- ouenka no ckana Disease Activity Score DAS28 > 5,1 3a nepucbepHa hopma nnu
¥ oueHka no cxana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a uenTpanHa opma
3 HenosnuseaHe oT npeaxoxaawa 6a3ucHa Tepanus:
- npu nepudepHa copma - NPoBEAeHa TEPANUA C KOHBEHUMOHANHK cuHTeTuHM BMAPII (MeToTpekcaTt, nedinyHomug, cyndacanasud v ap Kaﬂ
MOHOTEpanus unu komBuHupaHa Tepanus ¢ NK) B ONTUMAanNHK KypcoBe M 403n 33 NOHe 6 MeceyeH NepuoA 3a CUHTeTHYeH GonecT-moauguumpa

N, 3apgenxuTenHo e egHoTo cuHTeTH4HO BMAPI ot nposeaerara GaancHa Tepanus aa e Buno MeToTpexcar npu ceaMnyHa fo03a 20 mg 3a NoHe
6 meceueH nepurop.

B cnyyawTe Ha npoTUBONOKA3aHWA (MNW paHHa HENOHOCKMOCT) 3a neyenne ¢ MTX, KaTto yacT OT MbpBa NUHKA HA TepanesTUYHATa CTpaTerns ce
npuema npoeeaeHa Tepanus ¢ fleconyHomua unn CyncacanasuH B ONTUManNHK KypcoBe 1 03u 3a noHe 6 mece4en nep1oa.

- Np¥ ueHTpanHa ¢opMa — npoBeAeHa Tepanua ¢ Hal-mManko ape nocneaosatenHo npunoxeHnu HCIMBC B onTumanHu kypcose W [03v npes
npeaxoaHua 6 MecedeH nepwop. 12

4 | IWnca Ha M3KNIOYBALLM KPUTEPUU NO TOMKa I

'pewleHne Ha cneuyuananpaHa KOMUCHUA C OTPa3eHU aHAMHECTUYHN AaHHU, KNWHWYHATA CUMNTOMATIKA U eBOMIOTUBHUA X04 Ha 3abonABaHeTc
2 MeAMUMHCKA A OKYMEHTaUMs, NOTBLPXAABALILA KPUTEPUUTE NO NPUNOXKeHKNe 1 W BCUUKU HeOBX0AMMU N3CNEABaHNA, CboBPa3HO NPUNOXeHUe2
- NOTBBPAESHA AMarHO3aTa NCoOprUasnc OT CneyruanncT no KOXHA U BEHEPUYECKN Gonectu n npu Hanuyne XUcTobroncu4Ho nacnenBaHe,

- nabopaTopHu N3CNEeABaHUA, NOTBLPXAABALLM aKTUBHOCTTa Ha 3a6onABaHeTo;

-- peHTreHorpadma Ha 3acerHat obnacTu/cTasm ¢ MHTEPNPETaLMA HAa M3MEHEHMATA OT cneyuwanncT no ofpasHa AWarHoCTMKa C AaBHOCT He noBede OT 6 Meceua, kaTc
npu nepudiepHa popma ce WcneABaT 3acerHaTuTe CTasu, a NPU UeHTpanHa opmMa - CakpounIuAYHN CTaBu unu rpbBHaveH cTbnb;

- oyeHkum no ckana DAS28 unu BASDAI ¢ ABYKpaTHO NOTBbPXAABAHE HA NOKA3aTenuTe 3a noHe 12 ceamuyeH nepuos 6e3 NPOMAHA B NEYEHMETO,

- Ha3HauasaHa v nposexaHa GaancHa Tepanua B ONTUManHK KypCOBE W 403U 3a NOHe 6 MeceyeH Nepuoj C OTPA3eHKU 4031, CPOKOBE HA NPUNOXEHUE N eChEKTUBHOCT:
- 331 bIDKUTENHO A Ce NOCOYBA aKTyanHo TENecHo Terno.

B. KPUTEPHUW 3A NMPOABLIMKABAHE HA NEYEHUETO (SA0BIMKUTENHWU CA BCUMKW KPUTEPUWN):
3abenexka: GonHute cnegsa Aa 6bAaT MOHUTOPUPAHK Ha 12-Ta ceAMMLIA OT HAYANOTO HA NEYEHWETO.
MKB M07.1, M07.2, M07.3

1 MNoeBnuaBaxe Ha nokasatenure: Mocturave Ha DAS28 < 3.2 U 3aaLpXaHe BLE BPeMeTo.

2 CymapHa OLeHKa Ha nokasaTenure:

- NoHUXKeHWe Ha DAS28 ¢ noBeve OT 1.2 ¥ 3aAbpKaHe BLB BpeMeTo 3a nepudepHa popma unu

- noHuxeHne Ha BASDAI ¢ 50% 1 3aabpxaHe BLB BpeMeTO 3a LieHTpantsa (popma

3 INunca Ha HeXenaHn NekapcTBeHHU peakLMK M U3KNIOYBALYM KPMTEpUK NO Touka B ntouka I

B. HEXXENNAHW NEKAPCTBEHW PEAKLIMW - Passutieto Ha HexenaHn NekapCTBeHW PeakLvv CNPAMO GONeCTONPOMEHSLY aHTMPEBMATUYEH NeKapGTBeH NpOQYKT Ce
NoTBLPXAEBA Ypes NpeacTassHe Ha amBynaTopeH NUCT OT CLOTBETHUS NPernes N konve ot yeegomnenve ksm WA no peaa Ha 4n 184 ot 3NINXM

rapene, rnasoGonue, CBETOBLPTEX aneprus

T Ha apTep Hanaraxe TeXKA HHDEKUHUA

XeMaTonorM4HK (xemorno6uH nop 80g/l, neekounTw nog, 3500, TpomBounTh Noa 50000) u/unn WM4YHM OTKNO , €bobpa3Ho hapmakonoruuHOTO NOCHE Ha
npoaykxra

. U3KNKOYBALLWX KPUTEPWM (npu 3anoyBaHe U NPU NPOALMKABAHE HA NEYEHWETO)
AxTvBHA UNW NaTeHTHa Tybepkynoaa
AKTUBHU MHDEKLMW, BKNIOYATENHO NOKANN3UPaHA MHMEeKLMA
OCTbp MNW XpoHU4eH BHPYCEH xenarut, (npw tofacitinib — 1 Texko YepHoapoGHo yepexaare (Child-Pugh C)
HeonnacTtuumu 3abonssanus
3actoina cepaeyHa HenocTaTeyHOCT I v IV dyHkumMoHaneH knac no NYHA (oTHacs ce camo 3a TNF uHxuBuTopute)
ANNacTUiHa aHeMMR, U3pas’eHa rpaHyNoLMTONeHUA, Muenodubposa
MHoxecTBeHa Cxneposa u apyr GONecTi ¢ AeMUenuHU3aUMA (OTHACA ce camo 3a TNF uHXMBbuTOpUTE)
Tekyw| NPUeM Ha MOLLHIM MMYHOCYTPECAHTU (A3aTMONPUH, LIMKNOCNOPUH, TaKpOMUMYC)
XemaTonormuHu oTknoHeHus: abconioTen 6poit Ha NuMpoLmMTUTe <750 Kn /mm® aBcontoter 6poii Ha HeyTpodunuTe <1000 kn im®. Hb < 80
Nnca na TepanesTuyer edekT Ha 12-Ta CEAMMLA CNep 3aM0YBaHe Ha NEYeHNeTOo
BpemMeHHOCT 1 NaKTaLma (C U3KMIoHeHHE Ha CYYaWTe, NOCOYEHN B KPATKWTE XapaKTepUCTIKM Ha ONPEAENeHy NeKapcTBeHY NPORYKTH)

SORNDIOE LN

-

: W3WCKBAHMSA HA H30K NPU NEYEHME HA YMEPEH [10 TEXbK AKTUBEH CEPOMO3UTWUBEH PEBMATOWOEH APTPUT, AKTUBEH KOBEHWNEH 6
L APTPUT, AKTUBEH W MPOrPECWUPALL NCOPUATUYEH APTPUT W TEXCBK AKTUBEH AHKUNO3WPALL CNOHAUNUT C AHTUPEBMATUYHWU
N2 NEKAPCTBEHW NPOAYKTW HAJ 18 MOAWLLIHA Bb3PACT




NPUNOXEHWUE 1T

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE U NPOOABMKABAHE HA NEYEHWUE HA TEXBK
AKTUBEH AHKMNO3WPALL CNOHAWNUT C AHTUPEBMATUYHW NEKAPCTBEHM NPOAYKTWU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab, Ixekizumab, Upadacitinib u Tofacitinib)

BHONOrMYHUTE NeKapcTBeHW NPoAyKTH ¥ JAK MHXMGUTOPUTE Ce NPWNarar kaTo BTOpa NMHWA Ha NeYeHne, KOraTo NbpBaTa NUHKA & Buna HeyCnewHa unu
NaLMEHTBLT He A NoHacs

A. KPUTEPUM 3A 3ANOYBAHE HA NEYMEHUETO (SAABMKUTENHWU CA BCUYKKU KPUTEPUN)
MKBE M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CurypHa anarHo3a — Hanuyue Ha PeHTTeHONOTMYHNUTE KPUTEPUN U NOHE eAUH OT KNUHUYHWTE (CbrNacHo MoAKW(UUMpaHuTe
New York Criteria, 1984 ): 2

KNnuHWYHK KpuTEpuu

*  Gonka B rep6a: HanW4Ha OT NoBeye OT 3 Meceua, KoATo ce NoAobpsABa OT ycUnus, Ho He ce obnek4aBa npu NOKoO#

*  QrpaHWveHu ABWKEHWA Ha rpubHaKa B caruTanHaTta v poHTanHaTa paBHMHa

*  OrpaHuyeHve B NOABWKHOCTTA Ha MPBAHUA KO B CPaBHEHWEe C HOpManH1UTe CTOWHOCTH 3a nona u Bb3pacTra
PeHTreHoNoruiHmn Kputepum

KapTuHa Ha cakpounuuT — ctaguil 2 2 GunarepanHo unu 3-4 yHunarepanHo

2 OueHkn no ckanm: '

Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) = 4 wnu
- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1
3 Henoenusaeane OT npeaxoxaawa NpPoOTMBOBBL3NANWTENHa Tepanwusa, nNposBedeHa B nocneaHute 6 meceua npeau
KaHAMAATCTEaHe 3a GMONOrMyeH NekapcTeeH npoaykT: '?
- NpW ueHTpanHa cdopmMa — NpoBejeHa Tepanua ¢ Hail-manko Ase nocnepoeatenHo npunoxexn HCMNBC B onTumantu kypcoee
1 403K Npes3 NpeaxoaHUA 6 MeceyeH nepuog
- npu rpbbHavHo-nepuchepHn hopmum - npoBeaeHo koMBuHMpaHoTo neverne ¢ HCMBC n cyndacana3vd B oNTUManNHW Kypcoee
1 031 Npe3 NpeaxoAHUA 6 MECEYEH nepuog
4 Jiunca Ha u3kNYBaWK KpUTEPUM NO Touka I

'pelwieHune Ha CneLManU3Mpaia KOMUCHA C OTPA3EHN aHAMHECTUYHM AaHHN, KMHWYHATA CUMNTOMATUKA U @BONIOTUBHUSA XOA Ha 3ab0NaBaHeTo

 MEAMUMHCKa [JOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUMTE N0 NPUIIOXEHUE 1 1 BCUKM HEOBXOANUMN N3CNEeABaHNS, CboOPasHo NpUNoXeHue 2

- NOTBbLPAEHA ANarHo3a;

- naBopaTopHW M3cneaBaHus, NOTBbPX/AABaLLM aKTUBHOCTTA Ha 3abonsBaHeTo;

-- peHTreHorpacms Ha 3acersatn obnactw/ctasu, KT-nacnegsare wnu MPT o6pas, No3uTUBEH 3a CMIOHAWNMT/CAKPOUNUUT C MHTEPNPETauUs Ha W3MEeHeHWsTa o
cneyuanucT no obpasHa AuardocTuka ¢ AaBHOCT He noBeye OT B Meceua;

- OUEeHKM no ckana BASDAI unu ASDAS cnopep hopmata Ha 3a6onsBaHeTo ¢ 4BYKpaTHO NOTBbLPXKAABAHE Ha NOKA3aTENUTE 3a NoHe 12 ceamMuueH nepuog 6ea npomsiH:
B NEYEHVETO;

- Ha3HaYaBaHa v NposexaaHa 6asucHa TepanuA B ONTUMANHK KYPCOBE M 03K 33 NOHE B MECEYEH NEPUOA C OTPA3EHM 1031, CPOKOBE Ha NPUNOXEHNE U eDEKTUBHOCT;
- 33 bIMKUTENHO Aa C& NOCOYBA AKTYaNHO TENECHO Terno.

BE. KPUTEPUU 3A NPOABIMKABAHE HA IEMEHUETO (SAOBMKUTENHU CA BCUYKU KPUTEPUW):

3aGenexka: bonHute cneapa na 6uAaT MORMTOPMPAHK Ha 12-Ta CeQMMUA OT HAYanoTO Ha NEYEHUETO.

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

1 MoBnuABaHe Ha NoKasaTenwuTe U 33 bPXaHe BB BPEMETO!
Bonka 1 orpaHUYeHu ABMKEHUA B rPbOHAYHNA CTBNG/PbAEH KoL
- aKTyanHu nokasarenu 3a aktueHocT (CYE u C-peakTuBeH npoTeunH)
2 CymapHa oueHka Ha nokasaTtenure:
- Mopo6perne Ha BASDAI ¢ 2 2 0T U3X04HOTO HUBO W 334 bpKaHe BbB BPEMETO UK
- MNoaocBpenne Ha ASDAS ¢ 2 1,1 OT H3XOAHOTO HWBO M 3aAbPXKAHE BLB BPEMETO
3 Jlunca Ha HexenaHw NeKapCTBEHN PeakuMM M M3KNIOYBALLU KpUTepWUu No Tovka B n touka I

B. HEXXENAHWU NEKAPCTBEHU PEAKLIUU - PassutveTo Ha HexenaHu NekapcTaeHi peakumm Ge NOTBLPKAABA YPE3 NPEACTABSHE Ha
ambynaTopeH NUCT OT CbOTBETHWA NPErnes MW KONwe OT yseaoMneHue kbM MAJT no peaa Ha un. 184 ot 3NINXM
rageHe, rnasofonve, CBETOBLPTEX aneprua
NOBULIABAHE HA apTEPUanHOTO HansraHe TeXKa UHeKkUmna

XemaTonoru4HM (xemornobux nog 80g/l, neekounTh nopa 3500, TpomBouwTy noa 90000) W/Mnu GUOXMUMUYHN OTKNOHEHNA ChOBPa3HO
(PapMakonormyHoTo AOCHE Ha NPOAYKTa

I. U3KNIOYBALLM KPUTEPUU (npu 3ano4BaHe ¥ Npy NpoALIHKAaBaHe Ha NeYeHneTo)
1 AKTMBHa WNn nateHTHa TyGepkynoaa
AKTUBHW MHDEKLMW, BKIKOUMTENHO NOKANM3UDaHU WHGESKLMA
OCTBp N XpoHWyeH BUPYCeH xenarwT, (npw tofacitinib — u Texxo yepHOAPOBHO yspexaane (Child-Pugh C)
Heonnactuqnm 3a6onseamHns
3acToiHa chpaeyna HeaocTatuHOCT Il M IV hyHkyvoHaner knac no NYHA (otHacs ce camo 3a TNF uHxuButopuTe)
ANNacTuiHa aHeMWs, U3paleHa rpaHynoLMTONeHUR, Muenobubposa
MHoxecTBeHa ckneposa u Apyri 6onecty ¢ ieMMenHU3aLms (OTHaCs ce camo 3a TNF mixubutopuTe)
Texyw, Nprem Ha MOLLHW MMYHOCYNPECAHTM (a3aTUONPMH, LIMKNOCNOPUH, TAKPONUMYC)
XemaTonoruuHu oTknoHerus: abconioTeH 6poi Ha NumdoumTUTe <750 Kn IMM?: abconiaTen Bpoi Ha HeyTpodunuTe <1000 kn /mm®. Hb < 80
Nunca Ha TepaneaTuyeH edexT Ha 12-Ta ceaMMLia CNepl 3aN0NBAHE HA NEYEHNETO
BpemeHHOCT 1 NaKTauwma (C MIKNHOHYEHWE Ha CY4aWTE. NOCOHEHMU B KPATKUTE XaPaKTePUCTUKK HA ONPeaeneHi NekapcTBEHU NPOdYKTH)

S OONOUNAWN

=0

W3NCKBAHWA HA H30K NPU NEYEHWE HA YMEPEH [10 TEXbK AKTMBEH CEPONO3WTWBEH PEBMATOWAEH APTPUT, AKTUBEH KOBEHUNEH
APTPUT, AKTUBEH W NPOTPECWPALL MCOPUATUYEH APTPUT W TEXXBK AKTUBEH AHKWINO3WUPALL CNOHAWAWT C AHTUPEBMATUYHMA
NEKAPCTBEHW NPOAYKTW HAL 18 FOAMLIHA BL3PACT



NPUNOXEHMWE 1

NUCT 3A ONPEAENAHE HA KPUTEPUMMUTE MNPU 3ANOYBAHE U NPOABLIMKABAHE HA NEYEHUE HA TEXBK
AKTMBEH CEPONO3UTUBEH PEBMATOMUOEH APTPUT C RITUXIMAB

Rituximab e noka3aH 3a NeYyeHne Ha BL3PACTHU NALUEHTH C TEXLK aKTUBEH PEBMATOMAGH apTPUT, KOMTO HE CE NOBNNABAT AOCTATBYHO UNK MaT
HENOHOCWMOCT KbM Apyrn BonecT-moantuUMpalyn aHTupesMaTyHmn nekapctea (BMAPJT), BkniouuTenHo Tepanua ¢ eAnH nnu noseve Buaose
nHXWBUTOPM Ha TyMOp-HekpoThanpawus daktop (TNF) Wunu WHTEpneBKUHOBM NHXMBNTOPH.

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBU KYPC (SAOBMKUTENHU CA BCUYKU KPUTEPUK)
MKB M05.1, M05.2, M05.3, M05.8

1 | CvrypHa ouarHo3a — Hanuuue Ha 4 U NOBEYE KPUTEPUM OT CAEAHWTE 7, CLrNacHo AMepUKaHCKuA konex no pesmartonorua (ACR)
1987r. 12

= CyTpELUHa CKOBaHOCT, NPOALMKagalla noseve oT 60 MUHYTH

apTpuUT Ha 3 ¥ NoBeYe CTaBHU 30HU

apTPUT Ha CTaBuW Ha PbUETE;

CUMETPUYEH apTPUT

PEBMATOUAHNA BB3NN

Hanu4me Ha peematouaeH aktop

PEHTTEeHOBM JaHHU 33 pEeBMaTouaeH apTpuT '2

2 | PeHTreHONOrMYHM W3MEHEHUS, NOTBLPKAABALUM TEXECTTa Ha NaToMoOrMyHWA npouec = ll-pu peHTreHonorMyeH CTaguid Ha
peematouaeH apTput 2

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

4 | HenosnusaBaHe ot apyru GonecT-moauncduuvpawn aHTMpeBMaTuyHn nekapctBa (BMAPI), BKNIOYMTENHO €4AWH WNW noBede
6nonornyHM nekapcTeeHM NPOAYKTM (TYMOp-HekpoTwuaupawms daktop (TNF) wunu WHTEPNEBKUHOBW WHXWBUTOPM) KUnK
HEeNOHOCUMOCT KbM Apyru GuonoruyHn EMAP 1

5 | Nunca Ha u3KNYBaWK KPUTEPUM NO Touka M

‘pemenue Ha cneuranuaupaHa KOMUCHA C OTPA3EHN aHAMHECTUYHN AaHHW, KNMHUYHATA CUMNTOMATUKA W €BONIOTUBHUA X04 Ha 3abonaBaHeTc
2 MEAMLMHCKA AOKYMEHTAUNA, NOTBbPXKAABALLE KpUTEpUMTE No npunoxeHue 1 1 Bouukn Heobxoanmun acneasaHns, cbobpasHo NpuNoxeHue 2
- NOTBbPAEHA fWarHo3a;

- nabopaTopHK W3CNeaBaHns, NOTBbPXAABALLM AaKTUBHOCTTA Ha 3abonssaHeTo;

- peHTreHorpacusa Ha 3acerHati obnacTu/cTaBu ¢ MHTEPNPeTaUua Ha M3MEHEHWATA OT CneuwanucT no obpasHa AuarHocTuka;

- oyeHku no ckana DAS28 ¢ aBykpaTHO NOTBBLPXKAABAHE HA NOKA3aTENUTE 3a NoHe 12 ceamuyeH nepuod 6e3 NPOMAHA B NEYEHNEeTO,

- Ha3Ha4yaBaHa 1 nNpoBexaaHa 6a3nMcHa Tepanmsa C 403K, CPOKOBE Ha NPUNOKEHWE N ePeKTMBHOCT.

B. KPUTEPUU 3A NPOOABIMKABAHE HA NEYEHUETO (SAOBMKUTENHU CA BCUYKWU KPUTEPUM)

Heo6x0MMOCTTa OT AONBAHUTENHW KypcoBe TPAGBA A3 CE OLEHABA 24 CeAMMUM CNea NPUKNIOYBAHE Ha NPEALECcTBaLNA Kype

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

1 | Peunaume Ha Gonecrra:

- OTOYHOCT Ha CTaBuTe (CMHOBHSI'IEH W3NVB W/MN MeKoTbKaHeH OTOK) W CyTpellHa CKOBaHOCT — HapacTBaHe noHe
¢ 50%

= Bpoit Ha GoneaHeHMTe N OTOYHM CTaBK — HapacTeaHe nowe ¢ 50%

* CYE >40 mm wnu CRP - Hag pedepeHTHaTa 3a nabopaTopusTa CTOMHOCT

2 | OueHka no ckana Disease Activity Score (DAS28) > 3,2
3 | N'unca Ha HexenaHW NekapcTBeHU PpeakLuuKu U U3KNIDYBALLM KPUTEPUU NO Touka B u Touka I

B. HEXXENTAHW NEKAPCTBEHW PEAKUWM - Passirvero Ha rexenari nexapcTaeHi peakLyn cnpamo SONeCTONpOMEHSLY aHTVPEBMATMEH NeKAPCTBEH NpOAYKT
Ce NOTBbPXAAaBA 4Ype3 npeacTassHe Ha amBynaTopeH NUCT OT CbLOTBETHWUA NPernea UNW Konue oT yeeaoMneHue kbm MAT no pepa Ha un. 184 ot 3MINXM
ragexe, rnasobonue, CBETOBLPTEX [ aneprus
NOBWLLABAaHE Ha apTEPUANHOTO HanAraHe | TexKa Hdexuns
xemaronoru4Hu (xemornoGux nop 80g/l, neskounTy noa 3500, TpomBouuTh Noa 90000) WKNKU GUOXUMUUHM OTKNOHEHWS CboBpa3HO (hapMaKoNorMyHOTO
Aocue Ha npoaykTa

r. U3KNIOYBALLU KPUTEPUKN

1 AKTUBHW, TEXKN MHDEKLK

2z MNayueHTH B TEXKO MMYHOKOMNPOMETUPAHO CHCTOSHUE.

3. Tewxa copaedHa HegocTaTbyHOCT (knac IV NYHA)

4 Pa3sutne na Genean Ha nporpecieHa My TbOKanHa neskoeHUedanonarus

5 BonHu ¢ 6poi Ha HeyTpoduUnHUTe rpaHynounTy < 1.5 x 10%/ wunu Bpoi Ha TpomBouuTuTe < 75 x 1091

6 Nuya noa 18 roaviuHa ewvapact

T Nunca Ha TepaneaTueH ecexT (HeNnoBnMABaHE NPOABLITKWTEINHOCTTA HA CYTPELUHATA CKOBAHOCT. NEPCUCTUDAHE Ha CTABHWA OTOK, HENOBNWABaHe BPOR Ha BonesHeHUTe
WnW oTouHUTE CTaBK; Henoenuasaxe Ha CYE u CRP)

8. BpemeHHOCT 1 nakTaums

M3NCKBAHWA HA H30K MPU NEYEHWE HA YMEPEH [10 TEXBK AKTUBEH CEPOMNO3WUTUBEH PEBMATOWEH APTPUT, AKTUBEH KOBEHUNEH 8
APTPUT, AKTUBEH W NPOrPECWUPALL NCOPWATUYEH APTPUT W TEXKBK AKTUBEH AHKWUNO3NPALL CTIOHAWNWUT C AHTUPEBMATUYHI
TNIEKAPCTBEHW NPOAYKTU HAL 18 MOUIUHA BL3PACT

(w'l.,‘.
d



1. NEYEBHO-AWATHOCTUHEH ANFOPUTBM

MPUMOXEHME 2

1. NNEKAPCTBEHW MPOOYKTW, Bknioyenn B Mpunoxenne 1 wa MNINC, kouro H30OK 3annawa B cLOTBETCTBME C AeWCTBaWMUTE

HOPMaTUBHHU OOKYMEHTH

Tabnwua 1
INN MKB AOO03A
M05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; = 40 mg npe3 cegmuua
ADALIMUMAB** M08.1, M08.3, M08.4, = WHTeH3udMKauma B Ao3a 40 mg Bcska cegmuua unu 80 mg npes
M45.0, M45.1, M45.2, M45.3, cegmMuua 3a cpok OoT 12 cegmMuuM, B CLOTBETCTBME C KpaTkuTe
M45.4, M45.5, M45.6, M45.7, XapakTEPUCTUKWN Ha NeKapcTBeHnTe npoaykTu 3a M0O5
M45.8
MO05.0, M05.1, M05.3, M05.8;
MO7.1, M07.2, M07.3;
i MO08.1, M08.3, M08.4; = 50 mg eanH NbT CEAMUYHO
ETANERCERT M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5, M45.6, M45.7,
M45.8
" IpY 3aN0oYBaHe Ha NeveHune — nbpen mecey, 1200 mg (a0, 2n 4
M05.0, M05.1, M05.3, M05.8; cegMuumn — 2 nbTu AHeBHo no 200 mg)
MO07.1, M07.2, M07.3; " nogabLpXawa noasa - 200 mg Ha BCcekn 2 ceamuum
CERTOLIZUMAB*** M45.0, M45.1, M45.2, M45.3, WK anTepHaTMBHA nogabpala ao3a ot 400 mg Ha Bceku 4 cegmun
M45.4, M45.5, M45.6, M45.7, Mpwn nauweHTn ¢ AKkcuaneH cCNOHAMNOAPTPUT cnef noHe 1 rognHa neyYeHne c
M45.8 TpailHa pemucus moxe pa ce obcbaW M3NCN3BAHETO Ha HaMmaneHa
noAaspxalla aoza ot 200 mg Ha Bceku 4 ceamuun.
= 50 mg efuH NBT MECEYHO
M05.0, M05.1, M05.3, M05.8;
MO7.1, M07.2, M07.3; Mpwu naunexTn c TenecHo Terno Han 100 kg, npu xouTo cnep 3 A0 4 A03K OT
GOLIMUMAB*** M45.0, M45.1, M45.2, M45.3, 50 mg eAUH NBT MECEYHO HE Ce MOCTUrHEe 3a0BONUTENeH KNMHWYEH OTrOBOP,
M45.4, M45.5, M45.6, M45.7, MOXe Aa ce obcBvAn noBuwasaHe Ha fo3arta Ao 100 mg BeaH®BX MecevHo. Mpn
M45.8 nurnca Ha TepaneBTU4eH oTroBop cned 3 40 4 AONLAHUTENHU 403U NEYEHNETO
ce npeoueHnBa.
BeHO3HO NpunoXeHue:
* NPy 2ano4BaHe Ha neyeHue:
- 3 mg/kg nHTpaBeHosHa uHdy3ua Ha 0, 2 u 6 ceamuuym 3a MO5S
~ 5 mg/kg uHTpaBeHo3Ha uHdyaua Ha 0, 2 n 6 cegmuum 3a MO7
— 5 mg/kg wHTpaseHo3Ha uHdyaua Ha 0, 2 n 6 cegmuum 3a M45
* noagaLpXalla no3a:
— 3 mg/kg MHTpaBeHo3Ha UHY3na Ha Bcekn 8 cegmuum 3a M0O5
— 5 mg/kg nHTpaBeHo3Ha UHPY3Na Ha Bcekn 8 cegmuum 3a MO7
— 5 mg/kg MHTpaBeHO3Ha UHGDY3ua Ha BCekK 6-8 ceamuun 3a M45
* UHTEH3U(UKALMA - NPU HEAOCTATHLYEH OTTOBOP CE AONYCKA NOBULLIABAHE
Ha posata ¢ 1,5 mg/kg A0 makcumanHa posa 7,5 mg/kg Ha Bceku 8
CeAMULM Unu NpunoxeHune B 4o3a 3 mg/kg Ha Bceku 4 cefMULM 3a CPOK
M05.0, M05.1, M05.3, M05.8; oT 12 ceaMuun, B CHOTBETCTBUE C KDATKUTE XapaKTEPUCTUKM Ha
MO07.1, M07.2, M07.3; nekapcTeeHuUTe npoaykTu 3a M05
M45.0, M45.1, M45.2, M45.3,
INFLIXIMAB M45.4, M45.5, M45.6, M45.7, MoaKOXKHO NPUNOXEHKE:
M45.8 * Ipu 3ano4YBaHe Ha ne4veHue:
- 120 mg noakoxHo Ha 0, 1, 2, 3, 4 ceamuua 3a M05
— ABE WHTPABEHO3HA WHAy3us ¢ 5 mg/kg npes ase ceamuuu 3a MO7
— ABe UHTpaBeHo3Ha nHoy3usa ¢ 5 mg/kg npea pse ceamuum 3a M45
" nogabLpXalla [o3a:
— 120 mg noaKOXHO Ha BCEKU ABe ceamuum 3a M05;
Mpw cmAHa OT BEHO3HO NPUNOXEHUE CNES ABE UHTPABEHO3HU UHAY3UU C
3 mg/kg npes 2 ceamuLM Ce 3anoyea NoJKOXKHO NPUNOXEHWE OT ceaMnua
4 3a M05. MosTtopeH kypc 3a MO5 ce pgonycka cnep npeKkbceaHe B
pamkuTe Ha 16 ceaMuLM Cnes NOCNeAHOTO NPUNOXKEHWE.
- 120 mg NOAKOXHO Npes ABe CeAMULM Cnej ABe UHTPABEHO3HU UHDY3UN
¢ 5 mg/kg kaTo ce 3ano4sa NOAKOKHO NPUNOKEHWE OT ceamMMLA 4 3a M45.
- 120 mg NoAKOXHO Npes3 ABe CEAMULM CNej ABE WHTPABEHO3HM NHIDY3UK
¢ 5 mg/kg kaTo ce 3anoysa NOAKONHO NPUAOKEHWE OT ceamnua 4 3a MO7.
TOCILIZUMAB MO05.0, M05.1, M05.3, M05.8; * 8 mg/kg WHTpPaBEHO3HA UHCY3UA €4WH NBT HA 4 ceamuum (4o 800 mg)
M08.2, M08.3, M08.4 * 162 Mg NOAKOXHO EAWH MBLT CEAMNYHO
" Npu 3ano4BaHe Ha neveHune — Nbpeu Mecey 45 mg Ha 0 u 4 cegmuLm
" nogaLpxaiwa no3a — 45 mg Ha scekun 12 cegmuum
USTEKINUMAB MO07.1, M07.2, M07.3 AnTEpHaTMBHO, NpU nauweHTW ¢ TermecHo Terno > 100 kg, moxe ga ce
u3nonssat 90 mg
W3MCKBAHUA HA H30K MPU NEYEHUE HA YMEPEH J10 TEXXHK AKTUBEH CEPOMNO3UTUBEH PEBMATOUNEH APTPWUT, AKTUBEH KOBEHWUNEH g

APTPUT, AKTMBEH W NPOrPECUPALL NCOPUATUYEH APTPUT M TEXKLK AKTUBEH AHKWUNO3WPALL CMTOHAWNUT C AHTUPEBMATUYHU
NEKAPCTBEHW NPOAYKTWU HAZL 18 FTOQULLHA Bb3PACT




INN MKB OO03A
MQ7.1, M07.2, M07.3;
M08.3, M08 .4; * Npu 3ano4saHe Ha nevenue - 150 mg Ha 0, 1, 2. 3 n 4 ceamuua
M45.0, M45.1, M45.2, M45.3, * nogabpXawa ao3a - 150 mg exemeceyHo
M45.4, M45.5, M45.6, M45.7, Bb3 OCHOBa Ha KNMHWYHUS OTrOBOp 403aTa MOXe Aa ce noevm Ao 300 mg 3a
M45.8 MO7 u M45.
Mpw naunentn ¢ MO7.1, M07.2, MO7.3 n CbNbTCTBAL] YMEPEHO TeXbK AC
TeXbK NfakaTeH NCopUas1c®, NN KOWTO He Ca Ce NOBNUANK A0CTaTbYHO OT
SECUKINUMAB npoeeaeHaTa aHTu-TNFa Tepanus:
" Npuy 3ano4ysaHe Ha nevenne - 300 mg Ha 0, 1, 2, 3 4 ceammnua
ML M 2. MD7 3 * nopabLpXKala A4o3a - 300 mg exemeceuHo
Bb3 OCHOBa Ha KNUHWYHWA OTTOBOP, AONBAHWUTENHA NON3a Npu NauueHTy C
TenecHo Terno 90 kg unn nosBeve ce NOCTUra ¢ Noagabpxaiua gosa 300 mg Ha
BCEKW 2 ceAMuLn. ™™
= Npu 3anouyBaHe Ha neyexune — 160 mg Ha cegmuua 0
M07.2 MO7.3 " nogaLpxawa aosa - 80 mg Ha BcAka 4-ta ceamuua
i o . Bcaka ao3a oT 160 mg ce npunara kaTo ABE NOAKOXHU UHxekuun ot 80 mg.
IXEKICUNAB mjg?l m:g; Migg ngg 3a naumenTtuTe ¢ McA 1 CBNBTCTBALY YMEPEHO TEXBK A0 TeXLK MNaKkaTeH
i M45 8 et & ncopvasuc® npenopbynTenHaTa Cxema nNpu 3anoyBaHe Ha nedyeHwe e
: CblUaTa, KaKTo Npw NnakaTeH ncopnasuc - 160 mg Ha ceamuua 0, nocnepBaHa
ot 80 mg Ha ceamuua 2, 4, 6, 8, 10 u 12.
" NpyY 3anouYBaHe Ha neveHue - 100 mg Ha ceamuum 0 n 4
* noaabpKawa go3a - 100 mg Ha scekn 8 cegmuum
GUSELKUMAB MQ7.1, M07.2, MO7.3 [Mpu nauyueHTU C BUCOK PUCK OT YBPEXAAHE Ha CTABWUTE CNoped KNnHWYHaTa
npeueHka moxe aa ce obmwucnu npunarade Ha aosa 100 mg Ha Bcekn 4
cegmMuum.
" Npy 3ano4yBaHe Ha neveHue - 150 mg Ha ceamuumn 0 n 4
RISANKIZUMAB MO07.1, M07.2, M07.3 = NOAMLPNSNA 034 - 150 Mg Ha BERKM 12 cALMMLM
MO05.0, M05.1, M05.3, M05.8,
MO07.1, M07.2, M07.3 . 5 Mg ABA NLTM AHEBHO
M45.0, M45.1, M45.2, M45.3, 2
TOFACITINIB M45.4. M45.5. M45.6. M45.7. 11 mg eAUH NbT AHEBHO
M45.8
M08.3, M08.4 . 5 mg ABa NbTY AHEBHO
BARICITINIB MO05.0, M05.1, M05.3, M05.8 L] 4 mg eAVH NbT AHEBHO
M05.0, M05.1,M05.3, M05.8
MO7.1, M07.2, MO7.3
UPADACITINIB M45.0, M45.1, M45.2, M45.3, . 15 mg eAuH NBT JHEBHO
M45.4, M45.5, M45.6, M45.7,
M45.8
FILGOTINIB M05.8 . 200 mg eguH NbT LHEBHO
RITUXIMAB MO5.1. M05.2. M05.3. MO5.8 * TepaneBTUYHUAT KYPC CE CbCTOM OT 2 UHTPABEHO3HK WHGY3MK no 1000
o b i : mg npes 14 gHu.

*AunardosaTa ce NOTBLPXKAABA ¢ MeAULMHCKa OOKYMEHTaUMsA, B ChLOTBETCTBUE C KPUTEPUHTE, NocoyeHu B Uauckeanmusta Ha H30K za
nevyeHue Ha TeXbK NCcopua3uc.

**HAKomn nauneHTH MOXe Aa NonyYaT AoNBAHWUTENHA Nonaa oT No-BUcoKaTa Ao3a.
*UHANKaUNMN 1 NPY NEYEHNEe Ha BB3PACTHN NALMEHTI C aKTUBEH HEPEHTTEHOrpadiCku aKCUaneH CNOHAWIOAPTPUT C 0BEKTUBHY NPU3HaLM Ha

BbananeHwe,

Npw 3anoyBaHe Ha Tepanua Ha HoBW GonHu (6e3 NpeawecTBalo NeYeHHe ¢ NocoyeHuTe B TaGnuua Ne 1 INN) ce HazHauYaBa NeKapCTBEEHUA
NPOAYKTITEPaNeBTUYHNA KYPC C HaW-ronAaMa pasxoaHa eheKTUBHOCT (Han-A06POTO CLOTHOWEHME MEXaY NOCTUTaHe Ha TepaneBTHYeH
Pe3ynTar OT npunaraHe Ha nekapcTBeH NpoaykKT/nekapcTBeHa Tepanus W paixoABaHe Ha cpeacTsa or Gomketa Ha H30K 3a chuwma
NPoAyKT/TEPanuA, NpU CHLNOCTAaBAHETO My C APYrHM nexkapcTBeH/M NpoAYKT/M WNM NEeKapcTBeHM TepanuW, npencTaBnABaliu
TepaneBTUYHW anTepHaTUBM U 3annaiaHu HaNLNHO UK YacTvHo ot H30K), Ha ocHoBaHue un. 23a, an.1 or Hapea6a Ne4 ot 2009r.

N3NCKBAHWA HA H3OK NMPW NEYEHUE HA YMEPEH 0 TEXXbK AKTMBEH CEPOMO3UTUBEH PEBMATOWIEH APTPUT, AKTUBEH KOBEHWUNEH
APTPUT, AKTUBEH W NPOTPECWPALL, NCOPUATUYEH APTPUT U TEXKHK AKTMBEH AHKUNO3WPALL CNOHJWNAT C‘AHTMPEBMATW-IHM (o
NEKAPCTBEHW NPOAYKTU HAZ 18 TOQULLIHA Bb3PACT
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2. NPOCNENABAHE:

Tabnuua 2
W3CNEABAHWUA n3XogHu HA BCEKW 6 MECELIA
Terno v v
Disease Activity Score (DAS28) (M05.0, M05.1, M05.3, M05.8, M08.2, v v
MO08.3, M08.4, M07.1, M07.2, M07.3)
Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) (M08.1, v v
MO07.1, 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) (M45.0, M45.1, v v
M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8)
CRP (C - peakTueeH npoTeuH) v v
CYE v v
NKK/OKK v v
ACAT v v
ANAT v v
Xonectepon (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, M08.3, v
M08.4)
Tpurnuuepnan (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, M08.3, v
M08.4)
Ypes (M07.1, M07.2, M07.3 3a Ustekinumab) v
KpeatuHud (M07.1, M07.2, M07.3 3a Ustekinumab) v
Waaler Rose/RF (M05.0, M05.1, M05.3, M05.8) v
Ty6epkynuHosa npoba v
XenaTuTHN Mapkepu v
PenTreHorpadgus Ha 3acerdati obnactu/crasu v
PeHTreHorpacdusa Ha rpbaeH kow u 6an apob 4
KoxHa 6uoncus (M07.1, M0O7.2, M07.3) (npu Hanuuune) v

nabopaTopHM MW3cnejBaHus, NOTBBPXAABAWM aKkTUBHOCTTA Ha 3abonmeaHeTto. WM3acneasaHwaTa cneaBa aa ObjaT OCLLUECTBEHW B
nabopatopus, cknouuna goroeop ¢ H3OK/P3OK. 3a gasHocT Ha M3cneaBaHWsTa ce MpMema CpoK OT He noseye oT 1 Mecel Npeau NoAaBaHeTo
Ha JOKYMEHTUTE.

** peHTreHorpadhma Ha 3acerHatu obnacru/ctasu u huwWoOBe OT pasunTaHeTo Ha 0BpasHuTe nacneasanuna. NacneasanuaTta cnegsa Aa 6vaar
ochlecTBeHu B nabopatopus 3a obpasHa gnarHocTuka, ckntouuna aorosop ¢ H3OK/P30K. 3a AaBHOCT Ha U3CnesBaHeTo ce Nnpuema Cpok oT
He noeeuye OT 6 MeceLa npeau noaasaHeTo Ha AokymeHTuTe. He e HeoGxoauMo Aa ce Npunara CHUMKa WNU AUCK OT peHTreH Ha 6an apo6!
*** pesynTar oT npoBeaeHa TyGepkynuHoBa npoGa WnKM pe3ynTaT oT APYro M3cnefBaHe, M3KMIOYBALO Hanuuue Ha TyGepkynoixa
WHEeKUUA.

Il. OBLL UBUCKBAHUA

1. Bb3pacToBarta rpaHuLa ce N3YNCNABA B HABBLPLUEHW rOAMHU - T.€. BKMIQYATENHO KbM AaTaTa Ha W3AasaHe Ha NpoToKona OT CneLvanisMpaHaTa
KOMWCHA.

2. MNpu HasHavyaeaHe Ha Tepanus No NPOTOKON 33 BMKUTENHO Ce CboOpPa3ABaT BL3PACTOBUTE OrPAHUUEHUS CHINIACHO KPATKaTa XapakTepucTHKa Ha
CbLOTBETHWA NEeKapCTBEH NPOAYKT, yTBbpAEHA No peaa Ha 3NINXM.

3. H30K He 3annawa neveHne U3BBH yka3aHaTa Bb3pacToBa rpaHNLA B KPATKATA XapaKTepUCTMKa Ha NPOAYKTa.

4. H30K He sannalla neyeHne C 4031 Hag MaKCUMaNHO pa3peLleHUTe Mo KpaTka XapaKkTepucTuka Ha npoaykTa.

5. B cnyuaii Ha HacTeNMNa NOAO3NPaHa HeXenaHa nekapcTeeHa peakuyws, nexapaT yseaomasa WA no pega Ha un. 184 ot 3/IMXM. Konwme ot
chobleHneTo ce npunara/onucea KeM/B MeAMUMHCKATa AokyMeHTaunA Ha 301 npu KaHAWAATCTBaHe 33 NeveHune.

6. Bcekn e-npotokon ce uanaea oT cneuwanuanpana komucus B JI3BIN Ha ocHosaHue AlMp Ne 38 ,OnpedensHe Ha NNaH HAa NedYeHWe un
npocneaAsaHe Ha TepaneBTUYHWA OTrOBOP NPU NaLMEHTW, NOMy4YaBallk CKLNOCTPYBALUM NEKapPCTBEHN NPOAYKTY MO peaa Ha un. 78, T. 2 330"
Exaemnnsap Ha xapTueH Hocuten oT AMp Ne 38 ,OnpeaensHe Ha NnaH Ha NeYeHWe N NPOCNeARBaHE Ha TepPaneBTUYHNA OTrOBOP NPWU NALWEHTH,
nony4asalln CKbNOCTPYBALLN NEKAPCTBEHW NPOAYKTK No peaa Ha yn. 78, T. 2 330", koiTo e OCHOBAHWe 3a M3gaBaHe Ha NPOTOKOM, MOANUCAH OT
cneuwanuaupana komucus n 30]1 (poauTen, HACTORHNK/NPUEMEH POAUTEN), CE BOAMW NO Pefd, ONPeAeneH oT nevebHOTO 3aBeJeHne U ce CbXPaHaBa
B kabuHeTa Ha KOMWCUATA.

7. MNpu uspaeaxe Ha E-npoTokon no peda Ha ekcnepTusata no un.78, T.2 ot 330, oTnasa HeoBX0AMMOCTTA 4a Ce NPeAOCTABAT U CbXpaHABar
npunoxexue N21 v npunoxenue Ne3 ot HacToawwmTe Mancksanua Ha H30K".

8. UspaBaHeTo Ha E-npoToKoNn ce OCbLUECTBABA B CHOTBETCTBUE ChC CLBMECTHU YKasaHus 3a paboTa c nogageH No enekTPOHEH MbT NPOTOKON

IA/IB/IC (e-npoTokon)”, mexay HauwoHanHaTta 3apaBHOOCMIYpUTENHA kaca u Bbnrapcku Nekapekn chbios 3a npunarade Ha HaunoHanHWA pamkos
AOroBOP 33 MEAULMHCKUTE AEAHOCTH.

Hacmosiwume usuckeaHus ca ymebpdeHu om ynpaesumens Ha H30K cned Pewerue Ne PL-HC-04-25/14.02.20242. Ha HadsopHus cveem Ha H30K
u npedeapumento cbanacysare ¢ BJIC, Ha ocrosaHue un.51, an.10 eve ep. ¢ an.8 om [lpasunHuka 3a ycmpoiicmeomo u deiiHocmma Ha
HauyuonanHama 3dpasHoocuzypumenna Kaca. M3uckeaHusima enusam e cuna om damama Ha 06HapoOSaHEMO UM & .JIbPXaseH eeCmHUK" u
ommeHsm delicmealyume u3uckeaHus, e cuna om 23.05.20232. Ha ocHosaHue pewerue Ne PLJ-HC-04-30/11.05.2023z.

W3NCKBAHUA HA H3OK MPU NEYEHWUE HA YMEPEH [0 TEXbK AKTUBEH CEPONO3WTUBEH PEBMATOWOEH APTPWUT. AKTUBEH KOBEHWNEH
APTPUT, AKTMBEH M NPOTPECWUPALL NCOPWATUYEH APTPUT W TEXHK AKTUBEH AHKWUNO3WPALL, CNOHAMANT C AHTUPEBMATUUYHM
NEKAPCTBEHW NPOAYKTW HAZL 18 TOOWULLHA Bb3PACT
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NPUNOXEHMUE 3

DEKNAPALINA 3A UHOOPMWUPAHO CBIMACHUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOOBIMKABAHE HA
NEYEHWUETO C NEKAPCTBEHWA NPOLAYKT

cneg Karto ce 3ano3Hax C uAnata MW npepoctaBeHa  MHdopmauus M UenTa Ha JNeYyeHUeTo C JIEKAPCTBEHUA
APOAYET. . sl e e s W Creq KaTto nonyunx vadepnarenHu oTroBopu Ha
MOCTaBEHUTE OT MEH BLMPOCK, AeKnapupam Je;

1. WHopmupaH CbM 33 0TKas OT MaWdMHCTBO / DALWMHCTBO NO BPEME HA NPOBEXAAHE HA NEevYeHWe ¢ ropenocodeHus

nexapcTBeH NpoayKT (MOCOYEHW B KPATKUTE XapakTepUCTUKM Ha ONpedeneHi NekapcTBEHK NPOAYKTH).

OA HE

Lle cnassam npenopbyaHaTa Mu CXema Ha nedeHne v Nepnoan4HOCT Ha KOHTPONHUTE nperneau.
PepnosHo Lie ce ABABAM HA KOHTPOMHN NPErnean 1 HAMa Aa NPOMEHAM CaMOBOINHO NV NOA APYTO BHYLUEHWE Ha3HaYeHaTa
MW Tepanus.

4. [lpu npeycTaHOBABaHE Ha NEYEHWETO NO NPUYUHKA, HEMPOU3TUHALLM OT pelleHneTo Ha KomucusaTa 3a ekcnepTuan B P30K
n/unn Kommueunata no un. 78, 1.2 ot 330, we ysegomsa HezabaBHO NUYHUA CU Nekap.

5. [lpwv HecnasBaHe Ha NOCOYEHWUTE YCNOBUA NEYEHUETO MU C YNOMEHaTUsA NEKapCTBEH NPOAYKT wWe ObAe NpeKkpaTeHo v HaAMa
Aa umam npeteHuun kbM H3O0K.

WU3NCKBAHWA HA H30K NPU NEYEHWE HA YMEPEH [10 TEXXbK AKTMBEH CEPOMQ3UTUBEH PEBMATOMWLEH APTPWT, AKTUBEH KOBEHUNEH
APTPUT, AKTUBEH U NPOTPECUPALL MCOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKUNO3UPALL CNOHAWNUT C,AHTMPEBMATW-IHM "
NEKAPCTBEHW NPOLYKTWN HAL 18 TOOULLIHA BL3PACT



