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MPU U3OABAHE HA NMPOTOKOINW 3A NPOBEXAAHE HA NNEYEHUE HA YMEPEH [10 TEXXbK AKTUBEH
CEPOMNO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHUITEH APTPUT, AKTUBEH U NMPOIMPECUPALL
MCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUITO3UPALLl CMTIOHOUNUT C BUONOTUYHWU
AHTUPEBMATUYHU NEKAPCTBEHU NPOAYKTU HA BOJTHU HA 18 TOOAULLHA BB3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Tocilizumab, Rituximab)

MpoTokonsT ce u3aaea OT cNeUManucTU ¢ KogoBse Ha cneuynanHocT 20 — peBmaTtonorus, pa6orewmu no Aorosop ¢
H3O0K, ekcnepTHOTO CTaHOBMUUlE Ce M3AaBa OT cneuuanuaupaHa KoMucus B nevyebHu 3asBeaeHus 3a GonHMYHA nomouy,
cknoynnu aorosop ¢ H30K. Cneuuanuampanute KOMUCUM Ce Cb3aaBaT cbe 3anoses Ha avpekTopa Ha J13: YMBAN "Cs. UsaH
Punckn" EAQ rp. Cocous, YMBAJ "Kacnena" rp. Mnoeawe, YMBAI ,Cs. Mapuna” EA/] rp. BapHa.

I PE[] 3A 3ABEPABAHE HA NMPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha nevyeHue

CneunanucT, CKioumn = [MonbnHeHo 1 NoANUCaHo NpUNoXeHue 1 — NUCT 3a onpejensiHe Ha KpuTepuuTe
porosop ¢ H30K (no T.A) ¢ BCUYKK HeoBxoauMM nacneasaHns

* MeAMuMHCKa AOKYMEHTaUUs C NPUNOXEHN BCUYKM HEOBXoAWMM nokasatenu u
n3cnezaBaHus No NpUnoxeHue 2

/ = ‘[poTokon 3a npeanuceaHe Ha nekapcrtea, 3annawanu ot H30K/P30OK” — o6p.

A 4

M3-H30K

o EKC“EPTHO CTaHOBMWE* C siCHA MeAWUUMHCKa MOTUBaLMS (SGABH)KMYETIHO ce

cneuwanuavpaHa

KOMUCHS ot6ennssa nunca Ha U3KNIYBaLLn Kputepum)
Komucus no un. 78, 1. 2 3aBepka Ha npoTokona

ot 330 B LY Ha H30K B P30OK

MpoTokonu 3a NnpoAbiNKaBaHe Ha nevexHve

cneunanuct, ckni4un - MonbnHeHo ¥ noanucaHo npunoxexue 1 - nucr 3a onpeaensiHe Ha KpuTepuuTe
porosop ¢ H30K "l (noT.B)

L) AMGynaTopeH JIUCT OT nocneaHusa npernen c npunoXeHu BCUYKU HeOGXO.ﬂMMM
wnscneasaHus no npunoxexHue 2

/ = “MpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawaxu ot H30OK/P3OK” — o6p.

M3-H30K

= EKCMepTHO CTaHOBMLWE* C siCHA MeAVUMHCKa MOTUBauusi (3agblkuTenHo ce

cneunanusupaqa OTGENs3Ba NUNCa Ha CTPAHWUYHI PEakUMi 1 Ce NPaBy OLeHKa Ha edeKTMBHOCTTa Ha
Komuchs! TepanusTa)

Komwucwusi no un. 78, 1. 2 3aBepka Ha npoTokona

ot 330 B LIY Ha H30K "] BP30K

*cwrnacHo obpasely H30K — npunoxexue 4

Il. OBLUW NOJNOXEHUA
1. 3011 nopasa noaroTBenuTe AokyMeHTH B P30K, Ha TepuTopUsiTa Ha KOATO @ Hanpasuno u3Gop Ha OMJL. [lokymeHTuTe
BKMIOYBAT:

1.1 3asnBnenue ao [vpektopa Ha P3OK.

1.2 MonbnHEeHO W noanucaHo npunoxexue 1. Monbnea ce Mo CbOTBETHATa TOYKa M Ce npunara oTpaseHara B umcpos

WHAEKC MeanUMHCKa A0KYMEHTaums, ya0CToBepsiBaLLa BCeku eAvH OT KputepuuTe.

1.3 MbnHUAT Habop M3cneaBaHus (hU3NKamnHN, MHCTPYMEHTanHM 1 nabopaTopHu), OTpaseH B NpUoxexHue 2.

1.4 ‘MpoToKon 3a NpeAnMcBaHe Ha nekapcTea, 3annawanu ot H3OK/P3OK" — obp. M3-H30K, usgapeH ot nekaps
cneuuanuct, paboteuy no aorosop ¢ H3OK. Mpunara ce opuruHan Ha NpoToKona, a npv KaHAWAATCTBaHE 3a NPoAbIKaBaHe Ha
TepanusaTa ce npeacrTass opuriHan Ha npeaxoaHus NPOTOKON C OTPa3eHn BCUYKN HasHa4YeHusi No Hero.

1.5 [leknapauus 3a uHpopmmpaHo cbriacue ro obpasel (npunoxeHue 3)

2. P30K npuema gokyMeHTUTE no T. 1 cnepa cnpaBka OTHOCHO 3A4PaBHOOCUIypPUTENHUSA CTaTyC Ha 30n.
3. MbpBUAT U BCEKM CneaBaly NpoTOKON ce u3aasar 3a nepuoa Ao 180 aHw.

WU3NCKBAHUA HA H30K YMEPEH [10 TEXKbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUIIEH APTPUT, 2
AKTUBEH W MPOrPECWPALL TCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKWUIO3UPALL CNOHAWNUT C BUONOMUYHA AHTUPEBMATUYHN
NEKAPCTBEHW NPOAYKTU HA BONTHW HAJL 18 TOAVLIHA BB3PACT- B cuna ot 1 Hoemspy 2015 roauHa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE U NMPOABLIMKABAHE HA NEYEHUE HA YMEPEH 10
TEXBHK CEPONO3UTUBEH PEBMATOUAEH APTPUT C BUOJTOrMYHU NEKAPCTBEHM NMPOOYKTHU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab)

WUme: ErH

3abenexka: meduyuHckama OOKyMeHmauus, ydocmoeepsieawja 6Ceku om Kpumepuume e

ey Moluuucame (pumep! nocoyeHa ¢ yugpa e uHOeKc u 3adbIKUMENHO npudpyxaea

:;oorln(omunure NeKapcTBeHN NPOAYKTH ceﬁnpunarar KaTo BTOPA NIMHUA Ha NeYeHne, KOraTo NbPBaTa NIMHUA € 6UNa HeyCNeLHa UNK NAUMEHTBLT He A NOHAaCcs
3annawa 3anouBaHe Ha neueHue ¢ GUONOTMYHM NeKapCTBEHN NPOAYKTH Ha 3071, npoBexaalumM aucnaxce 6.

2004r. 32 NPOGMNAKTUYHUTE NPErNean  AuCnaHcepu3aumMaTa. ks 1 P Raomoneume, cEmacHo Heperp tess.or

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO (SAOBIIKUTENHU CA BCUYKU KPUTEPUN)

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

1A ?;gpna ANarHo3a — Hanuuue Ha 4 1 NoBeYe KPUTepUn OT CreAHUTE 7, CbrnacHo AMepUKaHCKuA konex no peematonorua (ACR)
r.

" CyTpeluHa CKOBaHOCT, NPOAbKaBaLla noseye oT 60 MUHyTH

*  apTpuT Ha 3 U NoBeYe CTaBHM 30HM

*  apTpuUT Ha CTaBu Ha pbueTe;

" CMMeTpUYeH apTpuT

*  peBMaToOMAHM Bb3NN

*  Hanuuue Ha pesmaTouaeH aktop

= DeHTTeHOBM AaHHW 3a peBmMaTouaeH apTput '

1B | PeHTreHoBu AaHHM 3a 2 Il PEHTT@HOMOrMYeH CTaAUI Ha PEeBMaTOWAEH apTpuT |
2 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 *

3 | HenosnussaHe oT npeaxoxaawa 6a3ucHa Tepanus ¢ ABa cuHTeTU4HU BMAPJT (weToTpekcat, nednyHomua, cyngacanasms - 3
g/AHEBHO M AP. KATO MOHOTEpPAnuUA Uk KoMGUHUpaHa Tepanus ¢ MK) B onTUManHW Kypcose U A03W 3a NoHe 6 MeceyeH nepuoa 3a
CcUHTeTMYeH BonecT-moanduumpauw NMN. 3aabmkuTenHo e eaHoTo cuHTeTUyHo BMAPJI oT nposeaerata GasucHa Tepanua aa e
6uno MetoTpekcaT npu ceamudHa aosa 20 mg 3a noHe 6 meceuyeH nepuod. B cnydaute Ha npoTuBONOKasaHus (Mnu pavHa
HEeNnoHOCMMOCT) 3a neyeHne ¢ MTX, KaTo 4acT OT MbPBA NIUHKA Ha TepanesTUyHaTa CTpaTerys ce npuema npoBeAeHa Tepanus ¢
TlechnyHomua nu CyndpacanasiH B ONTUMANHU KyPCOBE U 03V 3a NoHe 6 MeceueH nepuoa. *

4 | Junca Ha M3kniouBalum kputepum no 1. T
npunarar ce:
- amBynaTopen NWCT OT CNELMANKCT NO PEBMATONOMMA C NOTBBPACHA AUTHO3A 1 OPUIMHANKW GNANKW W 33BEPEHW KONWA OT NAGOPATOPHM MICNEABAHNR, NOTBLPKAABALLM BKTIBHOCTTA Ha
3aBonssaneTo. MacneaBaHuaTa Cneasa 4a GbAaT NPOBEAGHY B NABOPATOPHA, CKouMna A0rosop ¢ H3OKIP3OK. 3a AaBHOCT Ha MICNEABaHMATA Ce NPUeMa CPOK OT He NoBeve OT 1 Mecew npean
NOAABAHTO Ha AOKYMeHTUTe B ChoTBeTHaTa P3OK
* PEHTTEHOBW CHUMKM MNW ANCK Y OPUIMHANHM DUWOBE C NMCMEHE MHTEPNPETALMA HA PEHTTEHONOMHHITE UIMeHeHUSA OT cneynanuct no obpasHa auarHocTvka. Uacneasanmsta cnegsa aa
6LAAT OCLUIECTBRHY B NAGOPATOPHA 3 06PAIHA AUATHOCTUKA, CKIOYMNA A0T0BOp ¢ HBOK/P3OK. 3a AGBHOCT Ha MICNEABAHETO Ce NPHeMa CPOK OT He N0BEYE OT 6 Mecea NPeav NoABaHeTo Ha

goxymerrve & croteervara P3OK
PPWNAraT Ce OUeHKM N0 CKana DAS28: HEOOXORMMO © ABYKPATHO NOTBLPKAABAHE HA NOKA3ATENWTE 3a NIOHE 12 CEAMMYEH NEPHOA GE3 MIPOMANA B NEYEHHeTO; NpUNAraT Ce W ABaTa UL,

Znocroaapuasum NpoBexXaaHe Ha OLEHKUTE, C NOCoYeHa AaTa Ha NPOBEXAaHe, NOANUC Ha CNeUManCTa, 3BBLPLUMN OLieHKaTa 1 nevar Ha nexaps/ne4eGHOTO 3aBeaeHve.
NpWNara Ce 34pABHO AOCME Ha XPOHWUHO BONEH C MPOCTEARBAHE Ha JABONABAHETO OT AMATHOCTALMPAHETO AO MOMEHTA: aMGYNATOPHW NMCTOBE OT MPErfieAM NP Cneuuanct
onor, yaocTo 14 Ha: 11 NPOBEXAaHe Ha NPEAXOXAALLA BA3UCHA TEPANWS C OTPAIeH A03M, CPOKOBE Ha NPUNOXEHHE W EDeKTUBHOCT
3aaLNKMTENHO Aa Ce NOCOYBA AKTYAmHO TeNecHo Terno.
YAOCTOBEPABA Ce C NOANUC HA CNELMANMCTA B NPUNOXEHHME 1 HA HACTOAWMTE MICKBAHMA

B. KPUTEPUM 3A NMPOOABL/MKABAHE HA NEYEHMETO (BAABLINKUTENTHU CA BCUYKU KPUTEPUW):
3abenexka: BonHWTE cneaBa Aa GbAaT MOHUTOPUPAHW Ha 12-Ta CeAMMUA OT HayanoTo Ha nedexweto. Mpu KAaHAMAATCTBaHE 3a NPOAbLNKABaHe Ha
NeveHMeTo cnep 3aBbpLIEH NbPBY WECTMECEUeH KypC Ce OCBLIECTBABA HOBA OLIEHKA M 33ALIKMTENHO Ce NPEACTaBA MeANLMHCKaTa AOKYMEHTAUUA OT nNperneaa Ha
12-Ta cegmmua.
MKB M05.0, M05.1, M05.3, M05.8

1 MoenusiBaHe Ha nokasarenure:
» OTOYHOCT Ha CTaBUTE M CyTPeLUHa CKOBAHOCT — HamansiBaHe ¢ noHe 50% u 3agbpxaHe BbB BpemeTo
= Gpoit Ha GonesHeHUTe U OTOUHM CTaBU — HamansBaHe ¢ noHe 50% u 3aaLpXaHe BLB BpemMeTo
» CYE — noa 40 mm unu C-peakTuBeH NpoTenH — OTpULaTeneH U 3aabpxaHe BbLB BpemeTo

2 | CymapHa oueHKka Ha nokasaTenure - noHwkeHue Ha DAS28 ¢ noseve ot 1.2 u 3aabpXaHe BLB BPeMeTo

3| Jlunca Ha HeXenaHu NekapcTBeHU peakuum 1 U3KNYBalm Kputepum no . B . I %

RPWRAFaT Go: aMOyNaTOpen TWCT OT CEUMAnuCT NO PeBMATONOTAR C OTPA3eHa CTENeN Ha NOBMWABANS HA NOKAJATENINTE W OPWTWHANHM GNaNKA WN 3aBEPeHN KOMWA OT NaGopaTopHM

W3CNERBAHMR, OCHLIECTBEHI B NABOPATOPHR, CKMOYMNA A0roBop ¢ HIOK/P3OK. 3a AGBHOCT Ha WICNeABAHWSTA Ce NPUema CPOK OT He NoBeve OT 1 Mecew NPeav MOAaBaHeTo Ha AOKyMeHTUTE B

cworserrara P3OK.

2 [1pW KAHAMAATCTBaHE CIEA MbPBM LWECTMECEHEH KyPC C& NPMNATAT: OLEHKA Ha 12-Ta CEAMMLIA U OUEHKA Ha B-TWR MeCey OT HAYaNOTO Ha NeueHreTo.

NPV KAHAMAATCTBAHE 3a NOPE/AEH WECTMECE4eH KypC Ce Npunarar Ase OLeHK! (aKTyana 1 OT NPeAXOAEH WeECTMeceYeH NePUOA), Npunarar ce v ABaTa uwa, YAoCTOBEPABALM NPoBeXAaHe Ha
OLiEHKMTE, C NOCONEHA AATA Ha NPOBEXAGHE, NOANMC HA CEUAANWCTA, MIBLPLUAN OLIEHKATA W NeJaT Ha nekaps/ne4eGHOTO 3aseaerie

3aQLIKMTENHO Aa C NOCOYBA aKTYANHO TeNECHO Terno.

3 yROCTOBEpABA Ce C NOANMC Ha CMIELMANNCTA B NPUIIOXEHUE 1 HA HACTOAWMTE MIMCKBAHUSA

B. HEXXENAHW NEKAPCTBEHW PEAKLIUW - PassuTvieto Ha Hexenami nexapcTeeny peaxyu CripiMo GOnecTonpomMensily 8HTMPEBMAaTMeH NexapcTaeH NpoaykT ce
NOTBLPXAABA Ype3 NPeACTaBAHe Ha amGynaTopeH NUCT OT CbOTBETHNA NPernej Unu Konue oT yBeAoMneHne Kb WA no peaa Ha 4n.183 ot 3/INXM
raneHe, rnasobonue, CBeTOBLPTEX | ["aneprus
noBuLWaBaHe Ha apTepUanHoTo HanaraHe | | Texxa nrdexums
XEMaTonoruiHN (xemorno6un nop 80g/l, neskountn noa 3500, TPOMGOLMTH noa 90000) W/nnu GUOXUMUYHM OTKNOHEHNA CbOOPa3HO (hapmakonoruiHoTo

[AOCHe Ha NPOAYyKTa

. U3KIMIOYBALLM KPUTEPUM (npu 3anousaHe WU Npu NPpoALIKaBaHe Ha neveHueTo)
1. AKTMBHa UNW naTewHTHa TyBepkynosa
2. OCTLP WN XPOHWIEH BUPYCEH XenaTuT
3. Heonnactuunm 3abonssanus
4. 3acToiHa CupAe4Ha HepocTaTuHoCT Il v IV dykumoraneH knac no NYHA
5. ANnacTviHa aHemus, U3paseHa rpaHyouMToneHms, muenodmbposa
6. MHOXECTBEHa CKNepo3a U ApYTY GONECTH C AeMUeNMHM3aUMA
7. Nunca Ha TepanesTuueH edexT Ha 12-Ta ceamMMua Cnea 3anousaqe Ha neveHneTo
8. GpEMEHHOCT W naKTauws
9. MIpeKnCaAHe Ha TEPANUATA N0 BUHA Ha GONHUA 33 NEPUOA NOBEYe OT 2 Meceua
10, Briouane Ha 3071 B KNMHUHO NpOy|BaHe. KOMUCUSIMa, KOAMO & Ha3Hauna nevenuemo u Habmiodasa 30/1, e mbxHa He3aGaeno 0a yeedomu KOMUCUAMA 3a eKCrepmu3u
no un. 78 6 LY Ha H30K. Teau Gonwu ce 3anuceam e omdenew peaucmbp U He 2yGAM NPagomo Cu 3 MPOOBIKABaHE Ha NIeYEHUEIMO CIe0 MPUKITIOYeaHE Ha KIUHUYHOMO
NpOyveaHe Cned aKkmyanHa OUEHKa Om CeUUaNUIUPaHamMa KOMUCUS

OTroBaps Ha KpUTEpUUTE 3a fneyeHune ¢ B fo3a
TIOANME HA CIIOLIMANIMCTES i uusosssnsmississavinasin e dudsss

W3VUCKBAHUA HA H30K YMEPEH [10 TEXXbK AKTUBEH CEPOMNO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH APTPUT, 3
AKTUBEH WU MPOIPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUNO3UPALL CNOHAUNUT C BUONOIMYHN AHTUPEBMATUYHA
NEKAPCTBEHMW NPOAYKTU HA BONHW HAJL 18 FTOAVLIHA BB3PACT- B cuna ot 1 Hoemepyu 2015 ropuHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE HA AKTUBEH HOBEH)
WNEH
APTPUT HAZ 18 TO[IULLHA Bb3PACT C BMONOrMYHU NEKAPCTBEHMU NPOAYKTU
(Adalimumab, Etanercept, Tocilizumab)

Ume:

[ErH] [ [ ]

L T T T I

3abenexka: mMeduyuHckama OOKyMeHmauus, ydocmoeepsieausa 6cexu om K Im n0CcoY
! 3 (pumMepuume e nocoyexa c yugpa 8 uHOeKc
: yuepp: U 3a0bKuUMenHo npudpywaea

Buonornynure neKkapcTBeHM NpPoAYKTU Ce npunarat Kato BTOPA JIMHUA Ha NneYeHue, Korato nbpBarta NUHUA e 6una HeycnewHa wnu
nayveHTHLT He A NoHacs.
H3O0K 3annawa 3ano4yBaHe Ha neyeHue ¢ GMONOruYHM nekapcTeeHn npoaykTn Ha 3001, n

, NpoBexXaawm aucnaHcepHo Habniogexwue,
cbrnacHo Hapen6a Ne 39 ot 2004r. 3a npohunakTMyH1Te Nperneav U AucnaHcepusauusTa. i A
A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUETO (3aabrmkuTenHu ca BCUYKU KpUTEpUM)
3a noTBLPXAEHME HAa 3aALIDKUTENIHUTE KPUTEPUW 3a CUIypHa AuarHosa no T.1 M 3a nposefeHa 6a3ucHa Tepanusi no T.3,
3aABLIMKUTENHO ce npeacTaBsl MeAULMHCKA NOKYMEeHTauuMs 3a noctaBeHa AnarHo3a v nposBefeHo nevyeHue Ha 3on noa 18 roanwxa
BBb3pacT OT CNeunanucT no AeTcka peBmarTornorus.

MKB M08.1

MKB M08.2

MKB M08.3

MKB M08.4

CurypHa auarHo3a nocraseHa

noA 18r. ¢ Hanuuue Ha:

" apTPUT W EHTE3UT Mnn

" apTPWUT WNK EHTE3UT C 2 2
OT CNeAHUTE KPUTEPHU:

- 6Gonka B cakpounuayHa
cTtasa wwnn
nymbocakpanHa 6onka;

- Hanuuue Ha HLA B27
aHTUreH;

- Havano Ha apTpuT npu
MomuyeTa Haa 6 roaviHa
Bb3pacT;

- OCTbp NPeAEeH yBeuT;

- aHamHesa 3a
cnoHaunoapTponaTus
npy¥ POACTBEHULYN OT
nbpBa reHepauma

CurypHa auarHosa

nocraseHa nog 18r. ¢

Hanuuue Ha:

*  apTpuT B eaHa unu
noseye cTasu

*  CbMbTCTBALA NN
npeaxoxaaiwa
exeAHeBHa Temnepartypa
B NPOABLIMKEHNE Ha 2
ceammuumn

*  3aEAHO C eAuH unn
noseye OT CreaHuTe
KpUTEPML:

- npexoaeH (Hedukcupar)
eputemeH o6pus;

- xenaTtomeranus;

- cnneHomeranus;

- apeHonaTus;

- ceposuT

CurypHa guarHosa

nocrtaseHa noa 18r. c

Hanuuwe Ha:

HezamueeH peemamoudeH

¢hakmop

*  apTpuT Ha 5 unu noseve
cTasu npes nupeuTte 6
meceua Ha
3abonssaHeTo

= TecT 3a RF — HeraTuseH

IMo3umueeH peemamoudeH

¢hakmop

*  apTpwT Ha 5 unun noseye
cTaBu npes nbpeuTe 6
meceua Ha
3abonssaHeTo

*  MO3UTWUBHM 2 UNK Nnoseye
Tecta 3a RF B uHTepsan
ot 3 meceua npes
nbpeuTe 6 Meceua '

CurypHa auarHo3a nocraseHa

noAa 18r. ¢ Hanuuume Ha:

= apTpwT, 3acAraly eaHa Ao 4
cTasu npes nupsute 6
meceua Ha 3abonsBaHeTo;

*  nepcucTMpauy — 3acsra He
noseue oT 4 cTasu;

*  pas3swupeH — 3acsra noseye
OT 4 cTaBu cnej nupsute 6
mecela Ha 3a6onsBaHeTo '

OueHka no ckana Bath

OueHka no ckana Disease

OueHka no ckana Disease

Ouenka no ckana Disease

2 | Ankylosing Spondylitis Disease | Activity Score (DAS28) > 5,12 | Activity Score (DAS28) > 5,1 2| Activity Score (DAS28) > 5,1 z
Activity Index (BASDAI) 24 °
- HenosnussaHe ot - HenoenusBane ot HCMNBC u | -HenosnusiBaxe ot - Henosnussaxe ot
meToTpekcar uunu 'K B ONTUManHu kypcose u MmeToTpekcar u/unu MeToTpekcar uunu
cyndacanasuH B ONTUManHn AO3¢ 33 NoHe 6 meceyeH cyndacanasvt 8 ONTUMAnH1 cyndacanasuH B onTUManHu
KypcoBe 1 403 3a noHe 6 nepuwoj - nposexaaHa KypcoBe 1 4031 3a noHe 6 KypcoBe 1 034 3a noHe 6
MeceueH Nepuoa - Nposexaana | Tepanua noa 18 roavwsa MeceueH Nepuoa - MeceyeH Nepuoa - NposexaaHa
Tepanus noa 18 roguwHa sb3pact.’ nposexaaxa Tepanus noa 18 | Tepanwa noa 18 roanwHa
Bb3pacT. roAvilHa Bb3pacT. Bb3pacT.

3
- HenosnusBaxe ot - Henoenusisaxe ot HCMNBC - HenosnusiBaxe ot - HenoenussaHe ot
MmeToTpekcar u/ unu u MK B onTUmanHu kypcose n meToTpekcar u/ unu MeToTpekcaT u/unu
cyndacanasuH B ONTUMANHU A03K 33 NoHe 6 MeceyeH cyndacanasuH B ONTUManHun cyncacanasuH B onTUManHu
KypcoBe ¥ 4034 3a noHe 6 nepuoa - NpoBexaaxa KypcoOBe 1 031 3a NoHe 6 KypcoBe 1 403y 3a noHe 6
MeCeueH Nepuos - NpoBexaala | Tepanus Haa 18 roavwHa MeceyeH Nepuoa - MeceueH Nepuo - NposexaaHa
Tepanus Hap 18 roguwHa Bb3pacT. npoeexaaxa Tepanus Hag 18 Tepanus Hap 18 roavwHa
sb3pacr. * roAMWwHa BbL3pacT. Bb3pacT.

4 | Twnca Ka uaknioyBaum Tunca Ha u3knioyBawm Tunca Ha u3knoYBawm TNunca Ha u3knYBawm
kputepun no 1. I kputepum no . I * kputepun no 1. I kputepumno . I *

npunarar ce:

- amBynaTopeH NIUCT OT CNeuuanucT no aeTcka
- OpUrMHaNHM GNaHku UNu 3aBepeHn Konus ot nal
oCbLEeCTBeHN B nabopaTopus, CKilouuna Aorosop ¢

Ha AOKyMeHTuTe B cboTeeTHaTa P30OK;

“ 3aABL/KUTENHO C& Npunarar PeHTreHOBW CHUMKM WU AUCK C OPUrMHAnNHW uwose C NUCMEH

peBMaTonorus ¢ NOTBbLPAEHa AnarHo3a noa 18 roauwHa BL3pact;
60paTopHM M3CNEABAHUS, NOTBbPXAABALLN aKTUBHOCTTA Ha 3aGonssaneTo. UacneasanusTa creasa Aa Gbaat
H3OK/P30K. 3a 4aBHOCT Ha W3CNIEABaHWATa Ce NpUema CpPoK OT He noseve OT 1 Meceu Npean NoAaBaHeTo

@ WHTepNpeTauus Ha PEHTTeHONOTMYHUTE U3MEHEHUs OT

cneuManucT no obpasHa AwarHocTvka. Wacnepsanusita cneasa Aa GbaaT ocwulecTsenu B naGopatopus 3a ofpasHa AWarHoCTMKa, CKlouMna AOrosop C

H30K/P30K. 3a gaBHOCT H
2 npunarat ce OUEHKM No
ABYKPAaTHO NOTBLPXKAABAHE Ha Nokasatenure 3a noHe 12 ceamuel
Ha NpoBEXAaHe, NOANUC Ha CNELMANVCTa, M3BLPLUMA OLEHKATa 1 Ney;

npoBexaaHe Ha OLeHKUTE, C NocoyeHa aara
* npunara ce 33paBHO AOCHE HA XPOHUYHO

npy CNeuManucT no AeTcka pesMaTonorusi, yAoCcToBepssallM NpeaxoaHa

2 MICNEABAHETO Ce NpUeMa CpOK OT He NoBeve OT 6 Meceua NPeAY NOAABAHETO Ha AOKyMeHTWTe B ChoTBeTHaTa P3OK

ckana DAS28 / ckana BASDAI 3a 3011 ¢ auarHosa ¢ MKE kop MO08.1/, npoBeaeHu npes nocneaxure 6 Meceua: Heobxoaumo e
H nepvop Ge3 NPOMsHa B NeueHWeTo; npunarat ce v Agata (uwa, yAOCTOBEpABaLM
aT Ha nexaps/ne4ebHOTO 3aBeaeHve.

6oneH ¢ NpocneasBaHe Ha 3a6ONABAHETO OT AMArHOCTULMPAHETO A0 MOMEHTa: amMOyNaToPHN NUCTOBE OT npernean
GaavcHa Tepanus, NnposeaeHa noa 18 roguwHa Bb3pacT, ambynaropHu nucrose ot

nperneaw Npy CNEUMANUCT NO PEBMATONOrMs, YAOCTOBEPABALLM Ha3HauaBaHe W NPOBEXAAHE Ha NPEAXOAHa 6asncHa Tepanus B ONTUMANHK KypcoBe v 403u 3a

NOHe B MeCeyeH NEpUoA, C OTPA3EHN 403, CPOKOBE Ha NPUIIOKeHNe 1 eheKTUBHOCT

3aQbLKMTENHO Aa Ce NOCoYBa aKTyanHo TenecHo Terno.
*ynocTosepsiBa ce ¢ NOANKC Ha CNeuManicTa B NPUNoXeHue 1 Ha HaCTOALMTE UINCKBAHUA

OTroBaps Ha KpUTEpUUTE 3a NneveHmne ¢

B Ao3a

W3UCKBAHMS HA H30K YMEPEH 10 TEXKbK AKTUBEH CEPOMO3WTUBEH PEBMATOW/EH APTPUT, AKTUBEH IOBEHWUIEH APTPUT, 4

AKTUBEH WU MPOTPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CMOHAUAUT C BUONOTNYHN AHTUPEBMATUYHU
NEKAPCTBEHMW NPOAYKTU HA BONHW HAJL 18 TOAVLWHA BB3PACT- B cuna ot 1 Hoemepn 2015 ropuHa
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TNUCT 3A ONPEAENAHE KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHUE HA AKTUBEH IOBEHUNEH
APTPUT HAJL 18 FO[IULLHA Bb3PACT C BMONOMMYHU NEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Tocilizumab)

e lem| [ [ T T T TTTT1

3aGenexka: meduyuHckama OOKyMeHmayusi, ydocmoeepsieawsa 6cexu Om Kpumepuume e nocoyexa ¢ yugpa e uHOeKc u 3adb/mKumenHo npudpyxaea
HacmoAw,omo NpunoxeHue.

B. KPUTEPUU 3A NMPOABIMKABAHE HA NEYEHUETO (3aabrmkutenimu ca BCUHKU KpUTEPUM):
3abenexka: Bonuute cneasa aa 6vaar MOHUTOPUPaHK Ha 12-Ta cegmuUa OT HAYanoTo Ha NeyeHueTo. an KaHauaaTcTBaHe 3a NpoAbinkaBaHe Ha neveHvweTo
Cnej 3aBbplueH NbpBK LWeCTMECeYeH Kypc Ce OCbLUeCTBABA HOBA OUEHKa U 3aAb/IKUTENHO Ce NpeACTaBs MeanUMHCKaTa AOKYMEeHTauua oT nperneaa Ha 12-ta
ceagmuua.

MKBE M08.1, M08.2, M08.3, M08.4

1 | NMoBnusBaHe Ha nokasaTenuTte U 3aabpXaHe BbB BPEMETO:

6pon Ha 6oNe3HeHn N OTOYHU Ha CTaBK - HamansiBaHe ¢ noHe 50%;

CyTpeLLHa CKOBaHOCT - HamanseaHe ¢ noHe 50%;
- CYE < 40 mm wnu C-peakTseH npoTeuH - oTpuuaTeneH '
2 | CymapHa oueHka Ha nokasatenuTe - noHwkeHne Ha DAS28 ¢ noseye oT 1.2 u 3aabpXaHe BbLB BPeMeTo “~ unu
CymapHa oueHKa Ha nokasarenure - noHwxeHue Ha BASDAI ¢ 50% cnpsiMo U3X0AHUA U 3aabpXaHe BLB
BpemeTo 3a 30J1 ¢ anarHosa M08.1 2

3 | Tlunca Ha HexXenaHu NeKapCTBEHN peakuMmu 1 U3KNIYBaluM KpuTepuu o T. B . T °

T npunarar ce:
» aMGynaTopen JINCT OT CNeuuanucT no peBMaTonorusi C oTpaseHa CreneH Ha nosnMABaHe Ha nokasarenure;
- OpUruHanHu Bnanku wnu 3aBepeHun Kkonus oT naﬁopaTopr nacneasaHus, OCbLIECTBEHU B na6opaTopvm, cknioyuna porosop C
H3O0K/P30K. 3a 4aBHOCT Ha M3CneABaHNsTa Ce NpUema Cpok OT He noseye oT 1 mecel Npean NOAABaHETO Ha AOKYMEHTUTE B CbOTBETHaTa
P30K.
2 npunarat ce oueHku no ckana DAS28 /oueHka no ckana BASDAI 3a 301 ¢ auarHosa MO08.1/. Mpyu kaHauAaTCTBaHe Cnea nbpsu
LecTMeceyeH Kypc ce npunarar: oueHka Ha 12-ta ceagmuua v ouyeHka Ha 6-TUs MeceL, OT Ha4yanoTo Ha NeYeHneTo.
Npu KaHAMAATCTBaHE 3a NOPEAEH LeCTMEceYeH Kype Ce npunarat ABe OLeHK (akTyanHa u OT NPeAXOAEH LUeCTMECeYeH NepuoA); npunarat
ce n asara Q)VILUB. yAocToBepsiBalu nposexpaaHe Ha OLEHKUTEe, C NocoYeHa AaTa Ha npoBexaaHe, NoAnNUC Ha cneynanucra, U3BbpLIW
oueHkara u nevar Ha nexapulneueﬁnoro 3asejeHue.
3aabLMKUTENHO Aa Ce NOCOYBA aKTyanHo TenecHo Terno.
*ynocTosepsBa ce C NOANKC Ha CMELManUCTa B NpUoxeHue 1 Ha HaCTOSILUUTE U3UCKBAHUS

B. HEXEINAHWU NEKAPCTBEHWU PEAKLIUWU - Passutneto Ha HexenaHu NekapcTBEHW peakuuu cnpsmo GonectonpomeHsiy
aHTMpEBMATUYEH NeKapCTBEH NPOAYKT Ce NOTBLPXAABA YPe3 NPEACTaBAHe Ha amGynaTopeH NUCT OT CbOTBETHUS MPErNeA uiw konue ot
ysegomnenue kem WAJI no peaa Ha un. 183 ot 3NXM

rapeHe, rnasobonue, CBETOBLPTEX aneprus

noBuLaBaHe Ha apTepuantoTo HansraHe TexKa uHdekumus

XEMaTonorudHm (xemorno6uH noa 80g/l, neskounty NoA 3500, TpomBoLMTH NoA 90000) w/nnu BUOXMMIUYHM OTKNOHEHUS CbOBPa3HO hapMakonorniHoToO
A0CHe Ha NPoAyKTa

. U3KMIOYBALLM KPUTEPUM (npu 3anoyBaHe v Npu NpoAbLIKaBaHe Ha nevyeHneTo)
1.AKTMBHa WNW naTeHTHa TyGepkynosa
2.0CTbP MK XPOHUYEH BUPYCEH XenaTut
3.HeonnacTuyHn 3abonseaHus
4.3acToiHa CbpaeyHa HegocTaTbuHOCT Il v IV dyHkumMoHaneH knac no NYHA
5.ANNacTU4Ha aHEMUR, M3Pa3EHa rPaHYNOLMTONEHUS, Muenodubposa
6.MHOXeCTBeHa cknepo3a v Apyrv GONecTH ¢ AeMUenuHu3auns
7./lunca Ha TepanesTUueH edekT Ha 12-Ta CeAMULA CNej 3anoyBaHe Ha NeyeHneTo
8.5peMeHHOCT ¥ nakTaums
9.MpekbCcBaHe Ha TepanuaTa No BuUHa Ha GONHUA 3a NEpUoA noseye oT 2 meceya
10. BkniousaHe Ha 30J1 B KNUHWYHO npoyusaHe. Komucusima, Kosimo e HasHavuna nedeHuemo u Habnwdaea 30/, e dnmbxkHa He3abaeHo da
yeedomu Komucusma 3a excriepmu3u no 4n. 78 & LY na H3OK. Tesu GonHu ce 3anuceam & omadeneH peaucmbp U He 2ybsm npasomo cu 3a
1podbIIXasaHe Ha NeYeHUeMO Ced NPUKITIOYEaHe Ha KIIUHUYHOMO NPOY4EaHe Cred akmyasHa OueHKa om Creyuanu3upaHama KOMUCUs

B nosa
OTroBaps Ha KpUTepUUTE 3a neyeHue c

WU3UCKBAHWUS HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPOMNO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH APTPUT, 5
AKTUBEH U MPOIPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUIIO3UPALL CNIOHANANT C BUONOrNYHU AHTUPEBMATUYHN
NEKAPCTBEHW NPOAYKTU HA BONHU HAZ 18 FOJIULIHA BL3PACT- B cuna ot 1 Hoemspu 2015 roauHa
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NUCT 3A ONPEAENAHE HA KPUTEPUW MPU 3ANOYBAHE U NMPOABIMKABAHE HA NNEYEHUE HA AKTUBEH U
NPOrPECUPALL, NCOPUATUYEH APTPUT C BUONOIMMYHU NEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab)

| Ume: ErH L | | I | l |

3aGenexxa: MEOULUHCKamMa OOKyMEHMaUus, yOOCMOsEepseala 6Ccexu Om KpUMEePUUMe € NOCOYeHa C UUPa 6 UHOBKC U 3a0bIIXUMENHO NPUOPYKaea HaCMOAUIOMO NPUIIOKEHUE.
BUONOrMUHUTE NEKAPCTBEHW NPOAYKTH CE NPUNAraT KATO BTOPA NIMHMA Ha NIeYeHMe, KOraTo NbPBATa NMHUA @ Buna HeyCnewHa Mk NALMEHTLT He A NOHACS.
H30K 3annawa 3anousaWe Ha neueHue ¢ GMONOrMuHM nekapcTeeHu npoayktw Ha 30J1, npoBexaawm AucnancepHo Habnogewwe, chrnacko Hapen6a Ne 39 or 2004r. 3a
NPOGUNAKTUUHTE NPErNIeAN W ANCNAHCEPUIALMATA.
A. KPUTEPUW 3A 3AMNOYBAHE HA NEYEHUETO (SAOB/MKUTENHN CA BCUYKU KPUTEPUW)
MKB M07.1, M07.2, M07.3
1 CurypHa AvarHo3a - Hanuune Ha 4 unu noeeye Touku cbrnacHo CASPAR kputepuue:
. AMarHoCTULMPaH psoriasis, NuiHa unu hamunHa aHamHesa 3a psoriasis (2 Toukm)
*  TUNWYHU HOKBLTHW Nnesun (1 Touka)
. HeraTuseH RF, ¢ uskniouerne Ha narekc npoba (1 Touka)
. PeHTreHosu Genean 3a ncopuatuieH aptput (1 Touka)
= paktunut (1 Touka) '
2 | OueHka 3a aKTMBHOCT Ha 3a6ONsAIBaHETO( B 3aBUCMMOCT OT KNMHWIHaTa (opma)
- oueHka no ckana Disease Activity Score DAS28 > 5,1 3a nepuchepHa opma unu
- oueHka no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a uentpanta gopma
3 Henoenuseaxe oT npeaxoxaauwa 6asucHa Tepanus:
- npu nepuchepHa hopma - Npose/eHa Tepanus ¢ ABa cuHTeTM4HU BMAPJT (MeToTpekcat, nednyHomua, cyndacanasut - 3
Q/AHEBHO 1 AP. KaTO MOHOTEPanus Uk KoMGuHUpaHa Tepanus ¢ MK) B onTUManHM Kypcose u A03n 3a noxe 6 meceueH nepuog
3a cuHTeTMYeH GonecT-moanduumpary M. 3aaLIXUTENHO € eAHOTO cuHTeTHYHO BMAPJ ot nposeaeHaTa 6asucHa Tepanus
nae 6uno mMeToTpekcar npu ceaMudHa Ao3a 20 mg 3a noHe 6 MeceyeH nepuoa.
B cnyyauTe Ha NPOTUBONOKA3aHWs (MMM paHHa HENOHOCMMOCT) 3a feveHue ¢ MTX, kaTo 4acT OT NbpBa NUHUA Ha
TepanesTWuHaTa CTpaTerus ce npuema nposeAeHa Tepanus ¢ flednyHomua unu Cyndacanasut B ONTUManHu Kypcose u A03un
3a noHe 6 meceyeH nepuoa,.
- Npu ueHTpanHa hopma — NpoBeAeHa Tepanus C Hail-Manko ABe NoCneAoBaTenHo NPUNoXeHu HCMBC B onTumanHu Kkypcose
¥ 4031 Npe3 NPeAXOAHNA 6 MeceyeH Nepuoa.
4 | Nwnca Ha W3KniouBalm kpurepuu no 1. I *
npunarar ce:
- amBynaTopeH NUCT OT CNEUManuCT NO KOXHW W BeHepuuecku Gonectn ¢ NOTBLPAGHA AMArHO3aTa NCOPMAIUC; OpuUrMHanHa 6naHka WM 3aBepeHo Konue OT NPOBeAeHO
XMCTOBMONCUYHO MICNeABaHe, NOTBLPXAABALLO AuarHosaTa Mcopuasnc;
- OpMrMHANHU GNAHKN UNV 38BEPEHN KONVWA OT NAGOPATOPHI UICNEBAHMA, NPOBBAGHN B NAGOPATOPUA, CKNKOMNA A0roBop ¢ HBOKIPIOK. 3a AaBHOCT Ha uICNeABaNwSTa ce npuema
CPOK OT He NoBEe O 1 Mecew NPeAV NOAABaHETO Ha AOKyMeHTUTe B ChoTeeTHaTa P3OK
= PHITEHOBM CHHMKH WM AWCK C OPMIUHANHW (MIIOBE C NVCMEHA UNTEPIIPETALIAA Ha PEHTTBHONOTUMHUTE WIMEHEHWA OT CReUMAnWCT No 0Gpa3Ha AVarHocTuka. Macneasanwsra
'enensa aa GLAAT NPOBEREHH B NAGOPATOPUA 3a OGPAIHA AMATHOCTUKA, CKloMNa A0r0Bop ¢ HIOK/P3OK. 3a AABHOCT Ha WICNEABAHETO Ce NpUeMa CPOK OT He noseve oT 6 meceua
npeav NOAABaHeTo Ha AOKyMewTUTe B choteeTHara P3OK, kato npu nepudepHa hopma ce npunarat W3CNeABaHWA Ha 3acerHaTiTe CTaBW, a NpW UeHTpanHa hopma ce npunarar
W3CNeABaHNA Ha CaKPOMAMAMHN CTaBN MK rPbEHaK.
2 npunarar ce oyekv o ckana DAS28 unv BASDAI: HEOGXOAUMO @ ABYKPATHO MOTBLPXAABAHE HA NoKasaTenvTe 3a noHe 12 ceamuveH nepvoa 6e3 NPOMsHa B NEYEHNEeTO; Npunarar ce
g9aTa (wwa, yAOCTOBEPABALLY NIPOBEXAZHE Ha OLIHATE, ©NIOCONENA AT Ha TIPOBEXAAHE, NOATAC A CTGUAANIACT, USBLPLITI OUEHKETS W ear 4a nexaps/neueGHOTO 3asenenve;
npunara ce 3ApasHO AOCHE Ha XPOHW4HO BoneH C npocneassane Ha 3a60NABAHETO OT AWArHOCTULMPAHETO A0 MOMEHTA: ambynaTopHM NWCTOBE OT NPerneaw npw cneuuanvct no
PEBMATONONA, yAOCTOBEPABALLIA HA3HAYABAH 1 NPOBEXAAHE HA NMPEAXOAHA GAIUCHA TEPANMA B OMTAMANKM KYPCOBE U AOIU 33 NIOHE 6 MECENEH NEPHOA, G OTPAIeHN AOSH, CPOKOBe Ha

PUNOXeHE U BAEKTUBHOCT,
3apLIKMTENHO Aa Ce NOCOYBA AKTYaNHO TeNecHo Terno.
4 yA0CTOBEPABA Ce C NOANMC Ha CNEUMANNCTA B NPUNOXEHUE 1 HA HACTORWMTE UINCKBAHMA

B. KPUTEPUM 3A NPOABLMKABAHE HA NEYEHMETO (BAABIDKUTENHN CA BCUHKK KPUTEPUN):
3abenexka: BonHuTe cneasa Aa GbAaT MOHUTOPUPaHKM Ha 12-Ta CeAMMUA OT HaYanoTo Ha neyeHueTo. MNpyu kaHAKWAATCTBaHE 3a NPOAbIXaBaHe Ha
NEeYeHUEeTo CNej 3aBbplieH NbpBU WecTMeceyeH Kypc Ce ocbliecTensa HOBA OL|EHKA W 3a4b/DKUTENHO Ce npeacTass MeAMUMHCKaTa AOKYMEeHTauus oT nperneaa
Ha 12-Ta cegmuua.
MKB M07.1, M07.2, M07.3
1 | MoenusiBaHe Ha nokasaTenure W 3apgbpXaHe BbB BpemMeTo:
6poit Ha GoNe3HEHN U OTOYHN Ha CTaBK - HamansBaxe C noHe 50%'

- CyTpeLUHa CKOBaHOCT - HamanseaHe C noHe 50%"
- aKTyanHu nokasareny 3a aktusHocT (CYE n C-peakTuseH npotewH) '
2 | CymapHa olLeHka Ha noka3atenure:
- noHwxeHue Ha DAS28 ¢ noseye ot 1.2 1 3afbpXaHe BLB BPEMeTo 3a nepudepHa opma unn
- noHwxeHune Ha BASDAI ¢ 50% 1 3aabpxaHe BbB BPeMeTO 3a LeHTpanHa gopma

3 | Tiunca Ha HexenaHu NeKapCTBEHW peakuvu 1 U3KnioyBawm kputepumno 1. Bu . =
RPWIAraT G6 GMByNaTopen TWCT OT CeLVATVcT no PeBMATONIONAA C OTPAJeHa CTeneH Ha NOBNAABAHE Ha NIOKASATNTS W OPMIUHANINA GMIANK AN 3aBEPEHA KONWUA OT N1ACOPATOPHA
3CneRBaNUS, NPOBAAEHA B NAGOPATOPHR, CKNIOWNA A0rosop ¢ HAOKIP3OK. 3a AGBHOCT Ha WICIEABBHATA e NPHeMa CPOK OT He NoBeYe OT 1 Mecel| npeau MoAABAHETO Ha A0KyMeHTUTe
8 cvorserHara P3OK
% npunarar ce ouieHKv no cxana DAS28 wri BASDAL. Mpy KaHAAATCTBAHE CNIE NbPBU LIECTMECE|EH KYPC Ce NPUNATAT. OLeHKa Ha 12-Ta CeAMMLA ¥ OLEHKa Ha B-TUA Mecel| OT HauanoTo Ha
neuerveTo. P KEHAVATCTBAHE 33 IOPeeH LWECTMECENEH KYPC e IPNAFAT ABE OLIEHKV (aKTYANHA W O NIPBAXONEH WCTMECeUeH NepUOA); NPUNAraT 06 U A8aTa (LI, YAOCTOBEPABaLLM
NIPOBEXAHE Ha OLIGHKUTE, C NIOCONEHA AATA HA NIPOBEXANE, NOANAC HA CNBMANACTA, WIBLPLIT OLIEHKAT U NeYAT Ha NeKapA/Ne4eGHOTO saseaeHie
3aALIXHTENHO Aa Ce NOCOUBA AKTYANIHO TENECHO Terno.
3 ynocToBepnBa Ce C NOANNC Ha CEUMANUCTA B MPUNOXEHUe 1 Ha HACTOAINTE MINCKBAHUA

B. HEXXEAHU NEKAPCTBEHMU PEAKLINUM - Pasauviero Ha Hexenanu nekapcTaenv peakL Cipsimo G0MecTonpoMeraly aHTUPEeBMaTHeH NexapcTsen npoayxkT
e NoTBLPXAABA pe3 NPEACTaBAHe Ha amGynaTopeH TWCT OT CLOTBETHUA NPErneA W Konve oT ysesiomneHue kbm AN no peaa a un 183 ot 3NNXM
rageHe, rnasoGonue, CBETOBLPTEX | ["aneprus
NOBUWABaHe Ha apTepUanHoTO HansaraHe | | Texka nrdekumns
XEMaToNorMuHN  (xemornioGuH noa  80g/l, neskouuTH noA 3500, Tpombouut nos 90000) W/MNW GUOXMMWYHW OTKNOHEHWUS CcbobpasHo

papMakonorniHoTO A0CUE Ha NPOAYKTA

I'. U3KMNIOYBALLM KPUTEPUU (npu 3anoy4BaHe 1 npu NnpoabinkasaHe Ha neyYeHueTo)

1. AKTVIBH& WM NaTeHTHa TyGepkynosa

2. OCTBP WV XPOHUEH BUPYCEH XenaTuT

3. HeonnacTuHu 3abonneanns

4. 3acToitna cbpaeqHa HegocTaTbuHocT Il v IV dyHKuroranew knac no NYHA

5. ANNACTUYHA AHEMUS!, U3PA3BHA rPAHYNOLMTONEHUR, MUenohucposa

6. MHOXECTBeHa CKNepo3a 1 ApYTM GONECTH C AeMUeNMHUIaUMA

7. /lunca Ha TepanesTvieH eexT Ha 12-Ta CeAMMLa CNeA 3anouBaHe Ha neveHmeTo

8. BPEMEHHOCT ¥ NaKTauus

9. MpeKbCBaHe Ha TEPaNWATa N0 BUHa Ha GONHMA 3a NEPUOA NoBeve OT 2 Meceya

10. Bxmousare Ha 3011 B KMHUMHO NPOyuBaHe. KOMUCUAMa, KOAMO € HasHavuna neveHuemo u Ha6niodaea 3011, e OnbxHa Hesabaeo 0a yeedomu Komucusma 3a
excriepmusuy no un. 78 @ LIY Ha H3OK. Tesu Gonu Ce 3anuceam & omdeneW peaucmbp u e 2yGAM NIPaeomo Cu 38 MPOJLIKAGaHe Ha NledeHuemo cned
PUKITIONEEHE Ha KNUHUYHOMO NPOYEaHE CIIE aKMYAIHA OUEHKA O CNeUUaNU3UPaHama KoMUCUs

OTroBaps Ha KpUTEpUMUTE 3a NneveHue C B Ao3a
! NOANMC Ha CNeUManucTa:..... 5
W3UCKBAHUA HA H30K YMEPEH [10 TEXKbK AKTUBEH CEPONO3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHWIEH APTPUT, 6

AKTUBEH W NPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CMIOHAUAUT C BUONOIMMYHN AHTUPEBMATUYHA
NEKAPCTBEHM NPOAYKTU HA BONHW HAZ 18 FOAULLIHA Bb3PACT- B cuna ot 1 Hoemepu 2015 roguHa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE U NMPOOABIINKABAHE HA NEYEHUE HA TEXBK
AKTUBEH AHKUNO3UPALL, CMOHAWIIUT C BUONTOrMYHU NEKAPCTBEHU NPOAYKTH

(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab)

£ Hwe: 3. a0 R I I S N T R

3abenexka: meduyuHckama OOKyMeHmayus, ydocmosepsisauia 6cexu om Kpumepuume € nocoyeHa ¢ yugpa 6 UHOEKC U 3a0b/KUMENHO Npudpyxasea
HacmoAW,omo NpunoXexue.

BuonoruyHuTe nekapcTBeHu NPOAyKTH Ce Npunarar Kato BTopa fIMHUSA Ha NeYeHune, KoraTto nbpeara fimHus e 6una HeycnewHa wnun
NauMeHTHLT He A NoHacs.

H30K 3annawa 3ano4sBaHe Ha fevyeHue ¢ GMONOrMYHM nekapcTBeHn npoayktv Ha 30J1, nposexaawm AucnaHcepHo Habnioaexue,
cbrnacHo Hapen6a Ne 39 ot 2004r. 3a npohMNakTMYHUTE Nperneau U AucnaHcepusaumsTa.

A. KPUTEPUM 3A 3ANOYBAHE HA JIEYEHUETO (SAOBMKUTENHU CA BCUYKU KPUTEPUWN)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CurypHa AnarHo3a — Hanuyne Ha PEHTTeHONOTMYHUTE KPUTEPUN W NOHE eANH OT KIMHUYHWUTE (CbrnacHo MoauduuMpaHuTe
New York Criteria, 1984 ): '

KnuHuunu kputepun

»  Gonka B rbp6a: HanWyHa OT noBeye oT 3 Mecelia, KOATo ce NoA0GPABA OT yCUNUsA, HO He ce obnekyasa npu NOKow

= OrpaHMyeHu ABWKEHWUS Ha rpbOHaka B caruTanHara u poHTanHata paBHuHa

*  OrpaHuyeHue B NOABWKHOCTTA HA FPBAHNS KO B CPaBHEHUE C HOPManHUTe CTOWHOCTY 3a nona v Bb3pacTra

PEHTreHoNorMyHM kpuTepun
KapTuHa Ha cakpouneuT — CTaauii 2 2 GunatepanHo unu 3-4 yHunarepanHo

2 OueHKuM No ckanu:

I Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 2 4 nnu

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

3 | HenoenusBaHe OT npeaxoxaawia NPOTMBOBBL3NAnUTeNnHa Tepanusi, npoBejeHa B nocriefHuTe 6 meceua npeau

KaHAMAATCTBaHe 3a GMONOTMYEH NeKapCTBeH NPoayKT:

4 npu uewTpanHa copma — nposeaeHa GasucHa Tepanus C Hai-Manko Ase NOCNEAOBATENHO NPUNOXKEHN HCMNBC &

ONTUMAnNHM KypcoBe W 4031 Npe3 NPeAXOAHNS 6 MeceueH Nepuoa

- npu nepudepHn hopmm - NPOBEAEHO KOMBMHMPAHOTO nevyeHue ¢ HCNBC u cyndacana3ud B ONTUManH1 Kypcose 1 4031

npes NpeaxoAHMs 6 MeceyeH nepuoa

4 TIMnca Ha M3KNIOYBalM KpUTEpUU No T. I

npunarar ce:

- amMBynaTopeH NUCT OT CIELMANCT NO PEBMATONOMS C NOTBLPAGHA AVarHo3a;

- opWrMHanKW BnaNKu WU 3aBEPEHN KONWA OT NABOPATOPHN MaCTEABANWS. MacneasaHwATa Cneasa Aa GwAaT NpoBeaeHy B naopatopus, ckniouwna Aorosop ¢ H3OKP3OK. 3a
ABBHOCT HA U3CNEABAHWATA Ce NpveMa CPOK O He NIoBeqe OT 1 Mecel NPeAV NOAABAHETO Ha AOKYMeHTWTe B ChoTeeTHaTa P3OK

= PeHITEHOBM CHAMKM WM MCK ¥ OPMIUHANINW (DWIIOBE C NVCENHA UHTEPNDETALA Ha PEHTTEHONOTUHHNTE UIMEHEHNA OT CUAnVCT No 06pasKa AuarkocTuka. Wscreasarmsra
'cnensa aa GbAAT NPOBEAGHH B NAGOPATOPA 3a 0BPAIHA AMATHOCTAKA, CKTIOWNA A0T0BOp C H3OKIP3OK. 3a AGBHOCT Ha UICNEABAHETO Ce NPYeMa CPOK OT He Noseve OT 6 Meceua
NPeav NoAaBaHeTo Ha AoKyMeHTUTe B choTeeTHata P3OK, CbOTBETHO Ha CaKpOUNUANHM CTaBN Un rpu6HaK.

2 npunarar ce oueHkw no ckana BASDAI unu ASDAS criopea (hopmara Ha 3a6onsBaHeTo: HeOGXOAUMO @ ABYKPATHO NOTBLRXAABAHE Ha NOKA3ATeNWTe 3a noHe 12 cepmuyen nepuoa 6e3

NPOMSIHA B NEYEHUeTO; NPUNaraT ce W ABaTa (uwa, YA0CTOBEPABALIM NPOBEXAAHE HA OLBHKUTE, C nocoueHa AaTa Ha NPOBEXAAHe, NOANUC Ha CNeuManicTa, M3BLPLINN OLeHKaTa 1 nevat

Ha nexaps/ne4eGHOTO 3aseneHme.

3 npunara ce 3A{ABHO AOCHE Ha XPOHWSHO GONeH C NPOCNEARBAHE Ha 3aGONABAHETO OT ANATHOCTULMPAHETO A0 MOMEHTa amBynaTopHu NUCTOBE OT NPErNEAY NPU CNEUMANUCT PeBMaTonor,

YAOCTOBEPABAUY Ha3HAABAHE U NPOBEXaHE HA NPEAXOXAALLA NPOTUBOBL3NANMTENHA TEPANWS 3a MO 6 MeceueH NePUOA, C OTPA3eHM A03M, CPOKOBE Ha MPUNIOXENIe 1 edekTUBHOCT;

3agLIKUTENHO A Ce NOCOYBA aKTYanHO TeNecHo Terno.

*ynocr ce ¢ noaAnuc Ha mcTa s n 1 Ha HacToRwMTe

B. KPUTEPUM 3A MPOABIMKABAHE HA NIEYEHUETO (3AOBIMKUTENHN CA BCUYKU KPUTEPUW):
3aBenexka: BONHATE CNeABA A3 GLAAT MOHATOPUPAHU Ha 12-Ta CEAMMLIA OT HAUANIOTO Ha NeveHVeTO. M KBHAWAATCTBANE 33 NPOALIXABAHE HA NEYEHNETO CRea
3BLPLIEH MHPBY LIECTMECRYEH KYPC Ce OCUIECTBABA HOBA OLGHKA W 3AABLIKUTENHO C8 NPEACTABA MeAMLMHCKATE AOKYMEHTALUA OT npernepa Ha 12-Ta ceamuua

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

1 TloBnWsABaHe Ha nokasaTenuTe y 3aabpXKaHe BbB BPEMETO: '
60nKa U OrpaHNYEeHN ABIKEHNS B rpbBHAYHNA CTNG/MPBAEH Kow
- aKTyanHu nokasatenu 3a aktusHocT (CYE u C-peaktuser nNpoTeunH)
2 | CymapHa oueHKka Ha nokasarenure:
- ToHwkeHue Ha BASDAI ¢ 50% OT U3XOAHOTO HUBO W 3aAbpXKaHe BbB BPEMETO Unn
- MoHwkeHue Ha ASDAS c noseye oT 1,3 ¥ 3aabpXaHe BbB BpeMeTo

3 Tiunca Ha HeXenaHu NekapCTBeHU peakuun v U3KNIuBaly Kpurepuu no 1. B u . (R
‘RPANATAT Co aMOyNaTopen MWCT OT CeLMAnCT N0 PEBMATONIOTMA C OTpa3eHa CTeneH Ha NOBNMABAHE Ha NOKA3aTeNTe M OPUrMHANKU GNAaHKM ANV 3aBEPEHV KONWA OT NabOPaTOpHY
eneRBANIR, NPOBERGHN B NABOPATOPUR, CKNIOWMNa A0roBop c HBOKIP3OK. 38 AABHOCT Ha MICNIBABAHWATA B MPAEMA CPOK OT He NOBEYE OT 1 Mecel| NPeau NOAABAHETO Ha AOKYMeNTUTE

8 cworeetHaTa P3OK

% npunarar ce oueHkw no ckana BASDAI unu ASDAS. MpH KaHAUAATCTBAHE CrieA MbPBY LIECTMECENEH KYPC e NPUnarar: OueHKka Ha 12-Ta CeAMMUA ¥ OLieHKa Ha 6-TS MeCeL| OT Ha4anoTo Ha
NeYeHHeTO; NPY KaHAMAATCTBAMHE 3a NOPEAEH LECTMECEYeH KYPC Ce NPUNarar ABe OLeHKW (aKTyanHa u OT NPeAXOAsH wecTMeceyeH NepUoa), NpUnarar ce 1 Asarta uwa, yaocTosepRsaLLm
POBEXAHE Ha OLISHKUTE, C IOCOHEHA AT Ha NPOBEXANE, MOANC Ha CNELMANVCTA, UIBLPLLIAN OLIEHKATa U NeYaT Ha Nexapaine|eGHoTo saseqenve

3aALNXUTENHO Aa Co NOCOUBA AKTYANIHO TeNecHo Terno.

yaocTt ce Ha cneu Ta B NPUNOXeHUe 1 Ha HACTORMTE UIUCKBAHNS

B. HEXKEJNTAHW NEKAPCTBEHW PEAKLIVUM - Passutueto Ha HexenaHu NekapcTeeHy peakuuy ce noTebpkAasa Ypes NpeacTassHe Ha
ambynaTopeH NUCT OT CLOTBETHUA NPEerneA unu konue oT yBeaoMneHne KoM WA no peaa Ha un. 183 ot 3/INXM
rageHe, rnasobonue, CBETOBbLPTEX I [ aneprus
noBMWABAHe Ha ApTEPUASIHOTO Hansrane | | Texka undekums
XEMaTONOrMuHM (xeMornobuH nog 80g/l, neskounTy nog 3500, TpomBouuTH noa 90000) W/MNK GUOXMMUUHI OTKNOHEHUS cbobpasHo
papMakonorMiHOTO AOCHE Ha NPOAYKTa

. U3KITIOYBALLWN KPUTEPUM (npu 3anoysaHe U Npu npoabrnkasaHe Ha neveHneTo)
1. AKTMBHa WM NaTeHTHa TyGepkynosa
2. OCTLP WAV XPOHWIEH BUPYCEH XenaTuT
3. Heonnacruuri aBonaeanms
4. 3acToiHa cupaeqHa HeaocTarsuHocT Il v IV dyHkumonaneH knac no NYHA
5. ANNACTM4HA GHEMWR, M3PaILHA FPEHYTIOLMTONEHUR, Menodpuoposa
6. MHOXECTBEHa CKNepo3a v ApyrM 6oNecTn ¢ AeMuenvHu3auMs
7.NAnca Ha TepanesTUYeH ehexT Ha 12-Ta CeAMMLA CIeA anouBaHe Ha neveHmeTo
8. BpEMeHHOCT 1 nakTauus
9. MpeKbCBaHe Ha TEPANUATa o BuHa Ha GONHMA 3a NEPUOA NoBeve OT 2 Meceua
10, Brnvousare Ha 3011 8 KNMHWIHO NPOyuBaHe. KOMUCUAMa, KOSIMO @ Ha3Hawuna nevewuemo u Wabmodaea 301, e dnbxHa Hesabaswo Oa yeedomu Komucusma sa
excrepmuau no un. 78 6 LY na H3OK. Teau GonHu ce 3anuceam e omdene peaucmp u He 2yGAm npasomo cu 3a npodbxasaHe Ha neyeHuemo cned npuknioyeare Ha
KNUHUSHOMO NPOYYBaHe CNed aKmyanHa OUeHKa Om Cneyuanu3upaHama KoMucus

OTroBaps Ha KpUTEpUUTE 3a NleYeHune ¢ B Ao3a
noAnuc Ha cneuuanucra

W3UCKBAHUA HA H30K YMEPEH [10 TEXKbK AKTUBEH CEPOMO3WUTUBEH PEBMATOWAEH APTPUT, AKTUBEH HOBEHUNEH APTPUT, 7
AKTUBEH W MPOTPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CNOHAVANUT C BUONOTUYHN AHTUPEBMATUYHN
NEKAPCTBEHW NPOAYKTU HA BONHW HAL 18 FOAULIHA BBb3PACT- B cuna ot 1 Hoemspy 2015 roauHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE U NPOABLIIKABAHE HA NEYEHUE HA TEXBK
AKTUBEH CEPOMNO3UTUBEH PEBMATOUAEH APTPUT C RITUXIMAB

[(Wme: 1. K o B S o e PO R R T

3abenexxa: meduyuHckama OoKymeHmauus, ydocmosepseawa 6ceku om Kpumepuume e nocoyeHa ¢ yughpa 8 UHOEKC u 3adbKumenHo npudpyxaea
HacmoAWomMo NPuNoXeHue.

Rituximab e nokasaH 3a neyeHve Ha BL3PACTHN NALNEHTU C TEXLK aKTUBEH PEBMATOMAEH apTPUT, KOUTO He Ce MOBAMABAT AOCTATLYHO NN
WMaT HEeMoHOCUMOCT KbM Apyrv GonecT-moauduumpalyu aHTupesmaTuiHu nekapcrea (BMAPJI), BkniounMTENHO TEpanus C €AUH WNW noseye
BUAOBE UHXMBMTOPU Ha TyMOp-HekpoTuaupaiums caktop (TNF) u/mnn uHTEepneBKUHOBN MHXMBUTOPK.

H30K 3annawa 3anoyBaHe Ha revyeHne ¢ GMONOruYHM nekapcTeeHu npoaykt Ha 30J1, nposBexaawm aAvcnaHcepHo Habnwpaexue,
cbrnacHo Hapen6a Ne 39 ot 2004r. 3a npounakTMyHUTE Nperneamn u aucnaHcepusaumnaTa.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAAB/MKUTENHU CA BCUYKU KPUTEPUWN)
MKB M05.1, M05.2, M05.3, M05.8

1 C;gypl:aa_nnamoaa — Hanuuue Ha 4 1 NoBeYe KPUTEPUN OT CNeAHUTE 7, CbrnacHo AMepukaHckus konex no pesmaronorus (ACR)
1987r."

*  cyTpeluHa CKOBaHOCT, NpoAbmkasaiya noseye ot 60 MuHyTH

apTpUT Ha 3 1 noBeye CTaBHMN 30HN

apTPUT Ha CTaBu Ha pbueTe;

CUMETpUYEH apTpuT

PEeBMaTOMAHM Bb3NK

Hanuuue Ha pesmaTouaeH dakrop

PEHTIEHOBM AaHHW 38 PEBMATONAEH apTpuT '

2 | PeHTreHONoruyHu Memenenuﬂ. NOTBbPXAABALN TEXEeCTTa Ha NaToNOrMYHUA Npouec 2 Il-pu peHTreHonornyeH craguii Ha
pesMaTouAeH apTpuT
3 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 *
4 | HenoBnuaBaHe ot Apyrn Gonect-moaucuuupaliy aHTupeematiHu nekapcrsa (BMAPJI), BKNIOUMTENHO €AWH unu noseuye
6MONOrMYHIM NIEKAPCTBEHM NPOAYKTU U HEMOHOCUMOCT KbM Apyrn Guonoruisn BMAPII 2

5 | Jlunca Ha M3KNioYBaluyM KpUTepun no 7. I
npunarar ce:

- ambynaTopeH NUCT OT CNeLMAnNCT NO PeBMaTONOMA,

OPUIUHANHM BNaHKM WK 38BEPEHI KOMUA OT NAGOPATOPHM UICTIEABAHNR, NOTBLPXAABALM AKTMBHOCTTA Ha 3abonsBareTo. MacneasaruaTa creasa Aa GbAaT nposeaeHy B
naGoparopus, ckniownna gorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha MICNIGABAHWATA Ce NPYeMa CPOK OT He NoBeve OT 1 Mecel) NPeAv NOAGBAHETO Ha AOKYMEHTHTE B ChboTseTHaTa
P30K.

- PeHTTEHOBM CHUMKM MNM AWCK W OPUIMHANHW (PUWOBE C NUCMEHA WHTEPNPETALMA HA PEHTIeHONOTUMHMTE W3MEeHeHWA OT CneuManucT no obpasHa AWarHocTvKa.
W3cneasaHusTa cneasa aa GbaaT NPoBeAeHU B NABOPATOPUA 3a 0BPAIHa AUATHOCTIKA, CkntouMna Aorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha M3CNEABAHETO Ce NPUemMa CPOK OT He
noseve oT 6 MeceLa NPeay NoAaBaHeTo Ha AOKyMeHTUTe B ChoTeeTHata P3OK

2 npunarar ce ouenkv no ckana DAS28: HEOGXOAMMO € ABYKPATHO NOTBLPXAGBAHE Ha NOKA3ATENWTE 33 NOHE 12 COAMM|EH NePUOA 663 NPOMANA B NEYEHVETO; NpunaraT ce 1 ABaTa duwa,
JAOCTOBEDABALLIA NIPOBEXAGHE Ha OUGHKUTe, C IOCOEHA AATA HA MPOBEXAANE, NOANHC Ha CMEUANIACTa, MIBLPLIAN OLeHKaTa U nevar Ha nexkaps/ne4eGHOTO 3aseaeHme.
NpWnara ce 34pasHo AOCHE Ha XPOHMIHO BOMIeH C NPOCNeAsBaHe Ha 3ABONABAHETO OT AMATHOCTALWPAHETO AO MOMEHTA: aMGYNaTopHM NMCTOR OT NPErNeAW NPW CneuManCT
BMATONOT, YAOCTOBEPABALLY HA3HAYABAHE W NPOBEXAAHE HA NPEAXOXAALLA TEPaNKs C OTPA3EHM AOIM, CPOKOBE Ha NPUNOKEHWE U eHeKTUBHOCT.
yaocT Ce C NOANKC Ha Ci cTasn 1 Ha HaCTOAWMTE UINCKBAHNA

B. KPUTEPUM 3A MPOABINKABAHE HA NEYEHMETO (3AIBIDKUTENHN CA BCUYKU KPUTEPUK)

HeoBX0AUMOCTTa OT A0MBLAHUTENHM KypCoBe TPAGBA Aa Ce OLEHsIBA 24 CeAMMUM CNIEA NPUKNIOYBAHE Ha NPEALIECTBALUMS KyPC.
MKB M05.1, M05.2, M05.3, M05.8

1 | Peunaws Ha 6onectra: '

*  OTOYHOCT Ha CTaBuUTe (CMHOBMANEH M3NuB W/WNN MEKOTbKAHEH OTOK) M CyTpellHa CKOBaHOCT — HapacTBaHe
noxe ¢ 50%

= 6poii Ha 6ONe3HeHNTe N OTOYHM CTaBM — HapacTeaHe noHe ¢ 50%

= CYE >40 mm unu CRP — Hag pedepeHTHaTa 3a naGopaTopusTta CTONHOCT

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

3 | Nunca Ha HeXenaHu NeKapcTBEeHWU peakuun U U3KMIYBaLm Kputepum no 1. B . I 1
TPWNAraT ce: aMOynaTopeH NWCT OT CIeLWAnuCT No PEBMATONOMMA C OTPAa3eHa CTeneH Ha NOBNMABAHe Ha NOKA3aTenuTe U OPMIMHANHM GNaHKW N 3aBEPeHN KOMUA OT NabopaTopHy
WICNEABANUR, OCLLIECTBEHM B NABOPATOPMs, CkilouMna Aorosop ¢ H3OK/P3OK. 3a AaBHOCT Ha MICNeABaHWATA Ce Mpvema CPOK OT He rosede OT 1 Mecel| NPeaw NOAaBaHeTo Ha
oKymeHTUTe B ChoTBeTHaTa P3OK.
npWnaraT ce oLieHKu o ckana DAS28: OT NIOCNEAHATE 28 AHW U OT 24-Ta CEAMMLA OT HAYANOTO Ha NIEYEHVETO; NPUNAraT Ce ¥ ABATA (LA, YAOCTOBEPABALLM MPOBEXAAHE Ha OUeHKVTE, C
NOCOEHA AATa HA NPOBEXAAHE, MOANMC HA CELMANKCTA, UIBLPLUMN OLIEHKATA U NevaT Ha NeKaps/neebHOTo 3aBeaeHve.
3a0LKMTENHO Aa Ce NOCOYBA AKTYanNHO TeNecHo Terno.
3 yROCTOBEPABA CE C NOANNC HA CMELMANUCTA B NPUNOXEHNE 1 Ha HACTOAWMTE WIUCKBAHUSA

B. HEXXENAHU NEKAPCTBEHU PEAKLIMM - Paseumvero Ha HexenaHh nekapcTeeHy peakiyui Cipamo G0NecTonpoMeHsLL aHTUpeBMATHHeH NeKapcTBeH NpoayKT
Ce NOTBLPXAABA YPe3 NPeACTaBAHe Ha aMByNaTopeH NUCT OT CLOTBETHMS NPErNeA Wik Konue ot yseaomnenue kM WA no peaa Ha un 183 or 3NNXM
rageHe, rasoGonve, CBETOBbPTEX | aneprus
noBULIABAHE HA APTEPUANIHOTO Hansraqe 7 | Texxa nrdekums
XEMaTONOrMiHI (XeMorno6uH nog 80g/l, neskounTyh nog 3500, TpoMGOLMTI oA 90000) W/KNK GUOXMUMUUHI OTKNOHEHUS Ccb0o6pa3Ho hapMakonorMyHoOTo
[AoCcHe Ha NpoayKTa

. U3KNIOYBALLN KPUTEPUU

AKTUBHM, TEXKM MHDEKLM
TaUMeHTI B TEXKO UMYHOKOMNPOMETMPAHO CbCTORHME.
Texxa CbpAeuHa HBAOCTaTLUHOCT (knac IV NYHA)
PaaBuTVe Ha 6enean Ha NPOrPECUBHA MyNTUGIOKANHA nesKoeHuedanonaTus
BONHY C 6poit Ha HeyTPodUNHUTE rparynouwTy < 1,5 x 1071 wiunu Gpoi Ha TpomBowwTuTe < 75 X 10°/
Jluya NoA 18 rOAMLHA BLIPACT.
JIANCA Ha TEpaNeBTIEH EHEKT (HEMOBNMABAHE NPOALMKMTENHOCTTA HA CYTPELLIMATA CKOBAHOCT, NEPCUCTUPaHe Ha CTABHUA OTOK; HeNoBNMABAHe GPOR Ha GonesHenvTe
WWnW OTOuHUTE CTaBw; HenoBnuABaHe Ha CYE u CRP)
|/, BPOMeHHOCT U naKTaus
Brmiousae Ha 30J1 B KNMHWYHO NPOyuBaHe. KOMUCUSMA, KOSMO € Ha3Ha4una neveHuemo u Habniodaea 30/1, e dmbxHa HesabaeHo da yeedomu Komucusma sa
excnepmu3u no un. 78 & LIY Ha H3OK. Teau 60nHu ce 3anuceam 6 OmOeNnex peaucsp U He ayGAim npasomo cu 3a MPOJLIKACAHE Ha NIEYEHUEIMO Cred NPUKMIoYEaHe Ha
KNUHUYHOMO NPOyYeaHe Cned akmyanHa oueHKa om creyuanusupaHama KOMUCUs

O'rroaapﬁ Ha KpuTepuuTe 3a nevyeHuve c B AHeBHa Ao3a
noanuc Ha cneyuwanucra

NoorWN

o

WU3UCKBAHWUS HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPOMNO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHUNEH APTPUT, 8
AKTUBEH W1 MPOIPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUNIO3UPALL CNOHAUAWT C BUONOrNYHN AHTUPEBMATUYHW
NEKAPCTBEHM NPOAYKTU HA BONHW HAJL 18 FTOAVLIHA Bb3PACT- B cuna ot 1 Hoemspy 2015 roanHa
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1. NEYEBHO-OWATHOCTUYEH ANMOPUTBM

NPUNOXEHWE 2

1. NEKAPCTBEHW NPOAYKTW, Bkniovenn B lMpunoxenuwe 1 Ha MNC, kouto H3OK 3annawa B CLOTBETCTBME C AeiCTBauUTe

HOPMaTUBHU [LOKYMEHTH.
INN MKB A03A
M05.0, M05.1, M05.3, M05.8;
MO7.1, M07.2,
ADALIMUMAB MO07.3; M08.1, M0B.3, M0B. 4; * 40 mg npes ceamuua

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

ETANERCEPT

MO05.0, M05.1, M05.3, M05.8;
M07.1, M07.2, M07.3; M08.1,
MO08.3, M08.4; M45.0, M45.1,
M45.2, M45.3, M45.4, M45.5,
M45.6, M45.7, M45.8

= 50 mg eauH NbT CeAMUYHO

¥

CERTOLIZUMAB

MO05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; M45.0,
M45.1, M45.2, M45.3, M45 .4,
M45.5, M45.6, M45.7, M45.8

= Npu 3anoy4BaHe Ha neyeHue — nbpsu mecel 1200 mg (Ha 0, 2
u 4 ceammum — 2 NbT AHeBHo no 200 mg)
= nogabLpXawa ao3sa — 200 mg Ha Bceku 2 ceamnum

GOLIMUMAB

MO05.0, M05.1, M05.3, M05.8;
M07.1, M07.2, M07.3; M45.0,
M45.1, M45.2, M45.3, M45 4,
M45.5, M45.6, M45.7, M45.8

= 50 mg eavH NbT MEeCeYHo

INFLIXIMAB

M05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3; M45.0,
M45.1, M45.2, M45.3, M45.4,
M45.5, M45.6, M45.7, M45.8

* PV 3anoYBaHe Ha fneveHue:
— 3 mg/kg uHTpaBeHo3Ha UHdy3us Ha 0, 2 u 6 ceamuuyn 3a M05
— 5 mg/kg UHTpaBeHo3Ha nHayaus Ha 0, 2 n 6 ceammuuym 3a MO7
— 5 mg/kg uHTpaBeHo3Ha uHdyaus Ha 0, 2 n 6 ceamuum 3a M45
* noAAbLpPXKawa aosa:
— 3 mg/kg MHTpaBeHo3Ha Hcy3us Ha BCekn 8 ceamuum 3a MOS
— 5 mg/kg MHTpaBeHo3Ha UHdY3us Ha BCekn 8 ceammum 3a MO7
— 5 mg/kg uHTpaBeHo3Ha Hdy3na Ha Bcekn 6-8 ceamuum 3a
M45

TOCILIZUMAB

M05.0, M05.1, M05.3, M05.8;
M08.2, M08.3, M08.4

M05.0, M05.1, M05.3, M05.8;

= 8 mg/kg UHTPaBEHO3HA UH(Y3NA EANH NBT MECEYHO
(makcumym 800 mg)

= 162 mg NOAKOXHO €ANH MNbT CEAMUYHO

USTEKINUMAB

M07.1, M07.2, M07.3

* Npy 3anoyYBaHe Ha neveHne — Nbpeu Mecey 45 mg Ha O n 4
ceaMULM
= noaabpXawa Ao3a — 45 mg Ha Bcekn 12 ceamuumn

RITUXIMAB

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

= TepaneBTUYHUAT KypC C& CbCTOW OT 2 MHTPABEHO3HN UHCY3UK
no1000 mg npes 14 gxun

2. NPOCNEAABAHE:

peHTreH Ha 6sn Apob, peHTreH Ha cTasn™

ok

Ty6epkynuHoBa npoba

INN NPEAW 3ANOYBAHE* KOHTPOI Ha Bceku 6 meceua™
2?:#:5“;%'2‘;?' MKK ¢ KK, CYE, CRP, ASAT, ALAT, xenatuThu
CERTOLIZUM AB mapkepw, pesmatonaeH daktop (6es M45),*
GOLIMUMAB, * | peHTreH Ha 6sn Apo6, peHTreH Ha cTasun™
INFLIXIMAB 4 TyGepkynuHosa npoba***
MKK c KK, CYE, CRP, ASAT, ALAT, xenatutHu
mapkepu, ypes, KpeaTuHuH, peBmatouaeH akrop*
USTEKINUMAS peHTreH Ha 6sn Apob, peHTreH Ha cTasu™
Ty6epkynuHosa npoba***
TIKK c IKK, CYE, CRP, ASAT, ALAT, xenatnu MK GIKK, CYE, CRE, ASAT, ALAT
MapKepy, XonecTepor, TPUIMUUEepnan, pesmartonaeH
TOCILIZUMAB akTop*
peHTreH Ha 6sin Apo6, peHTreH Ha cTaBu™
Ty6epkynuHoBa npoba***
MKK ¢ KK, ASAT, ALAT, xenaTuTHu Mapkepu,
RITUXIMAB pesmatouaeH dakrop*

naopaTopus, ckniouuna aoroaop ¢ HIOK/P3OK. 3:
** 33/ LIKATENHO CE NPUNAraT PEHTTEHOBN CHUMKI
MacnepsanvsTa Cneasa Aa GBAAT OCHULIECTBEHY B NaGOPaTopus 3a

MeceL|a Npeav NOAGBAHETO Ha AOKyMeHTHTe B CroTeeTHaTa P3OK
*+ npUNara ce opUrMHANHa GnakKa ¢ Pe3yNTaT OT NPOBEAeHa TY6EPKYNMHOBA NPOGa.

PATaTaT G8 OPWAR GRARKA W1 3a88peHM KOWA OT NAGOPATOPHW MICIEABAHMA, IOTBLPXAABALIA BKTWBHOCTTA Ha JACONIABAHETO. VISCHeABAHWAT CieABa Aa GBAAT OCkUieCTaeHH B
a AGBHOCT Ha UICNEABAHMATA C NPUEMa CPOK OT He NoBEvE OT 1 MeceL| NPeau N0JaBaHeTo Ha ACKYMeHTHTe B ChoTeeTHara P3OK

1 W QUCK 1 OPUTUHANHI (DMLIOBE C NMCMEHa WHTEPNIPETALIMA Ha PEHTTEHONOMVHHMTE MIMEHEHWS OT CELMANACT N0 0GPasHa ANarHoCTUKA
06pa3Ha AMATHOCTKE, CKnIowMNa A0rosop ¢ HBOK/P3OK. 3a AaBHOCT Ha M3CNEABAHETO Ce NpUeMma CPOK OT He noseve oT 6

V3VUCKBAHMSI HA H30K YMEPEH /10 TEXKbK AKTUBEH CEPOMNO3UTUBEH PEBMATOMAEH APTPUT, AKTUBEH IOBEHWNEH APTPWT, 9

AKTVBEH W NPOrPECUPALL MCOPUATWUYEH APTPUT U TEXKbK AKTUBEH AHKUNO3UPALL CMIOHAUNWT C BMONOMMYHN AHTUPEBMATUYHA
NEKAPCTBEHMW NPOAYKTU HA BONHW HAZL 18 FOAULIHA BBb3PACT- B cuna ot 1 Hoemspy 2015 roauHa
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3 Bbapac‘rosa'ra rpaHMua ce u3yucnssa B HaBbpLUEHW rOAVHU - T.€. BKITIOYMTESTHO KbM AaTaTa Ha u3[iasaHe Ha npoTokona ot
cneyuanusmpaHaTa KoMucus.

2. Mpu Ha3Ha4yaBaHe Ha Tepanusi No NPOTOKON 3aAb/MKUTENHO Ce Cbobpa3nBaT Bb3PACTOBUTE OrpPaHUYEHUs, CbIMacHo kpaTtkaTta
XapaKkTepucTuka Ha CbOTBETHUSA NeKapCTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3/1MXM.

3. H30K He 3annalya neyexve U3BbH ykasaHaTa Bb3pacToBa rpaHuLA B kpaTkaTa XxapakTepucTuka Ha npoayKTa.

4. H30K He 3annalya neyeHve C 4031 HaJ MakCUManHO paspelleHUTe No KpaTka XxapakTepucTuka Ha npoaykTa.

5. B cryyai Ha HacTbnuna nojo3vpaHa HexenaHa nekapcteeHa peakuws, nekapst yseaomasa WAJ no peaa Ha un. 183 ot
3/IMXM. Konue oT cbobLieHneTo ce npunara KbM MeavumMHckaTta AokyMeHTaums Ha 30J1 npu kaHauaaTcTBaHe 3a fieveHue.

6. MPU CMEUMAIIUCTA, cbrn. un. 158 B, 1. 1 ot HP[l 3a meauuuHckute aenHocTu 2015 r. (06H. 1B 6p. 6 oT 23.01.2015 r.),
Ha 30J1, Ha KOMTO ca M3aaBaHW NPOTOKONW MO peAa Ha HacTOAWMTE W3UCKBaHWSA, cCrieABa Aa ce npunarat BCUYKW
Heo6XoAUMM AOKYMEHTW KaTo: ambynaToOpHWTE NUCTOBE OT W3BbPLUEHWTE Nperneau, BTOPUAT eK3eMnnsp OT u3jajeHuTe
NPOTOKONW, KOMWSI OT ENUKPM3W, eKCTIEPTHU CTAHOBMLLA M APYrW AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a W3AaBaHe Ha npoTokon,
BCUYKM M3NCKBALLM CE€ W3CNeaBaHus, Konue OT npunoxeHue 1 Ha HacTOAWMTE M3UCKBAHMSI MOMBIIHEHO NO CbOTBeTHaTa
TOuKa, NOANMCAHO OT CneumanucTa, usaan npoTokona.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue 4ni. 56 om HayuoHwaneH pamkoe 002080p 3a MEOUUUHCKUMe
deliHocmu 3a 2015 200uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 Hoemepu 2015 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annauiaHe Ha fiekapcmeru npodykmu 1o 4n. 262, an. 6, m. 1 om
3akoHa 3a niekapcmeeHume npodykmu e xymaHHama meduyuxa, Ha MeOUUUHCKU u3denusi u OUemuyHU Xpaxu 3a creyuanHu
meduyuHcku yenu (06H., OB, 6p. 31 om 2007 2.).

WU3UCKBAHUA HA H30K YMEPEH [10 TEXKbK AKTUBEH CEPOMO3UTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWUNEH APTPUT, 10
AKTUBEH W MNPOMPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUNIO3UPALL CNOHAUAUT C BUONOMMYHN AHTUPEBMATUYHN
NEKAPCTBEHW NPOAYKTU HA BOSTHW HAJL 18 TOAVLIHA BB3PACT- B cuna ot 1 HoemBpu 2015 ropuHa
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NPUNOXEHWE 3

AEKNAPALUNA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
TNEYEHUETO C NNEKAPCTBEHUA NPOAYKT

KaTo Cce 3ano3Hax C Uuanata Mu npejocTaBeHa WHopmauus W uenta Ha neYeHWeTo C neKkapcTBeHus

CUDORYKT . sisspsesavivns Sisibonvsnss sy vassiepioradassisssshivs iovsssbanstsgmn REeRwed (ov s ss o s Earchsatipstpasssns W cnep Kato Nomnyyux usyepnaternHu OTTOBOpU Ha
NoCTaBeHUTe OT MEH BbNPOCH, ieKnapupam ye:

1.

MHOpMMPaH CbM 3a OTKa3 OT MaiuMHCTBO / BALMHCTBO NO BPEMEe Ha NPOBEXAAHe Ha NeYeHUe C ropenocoyeHus
nekapcTBEH NpOAYKT.

OA HE

u.le cnaseam npenopbYaHara Mu Cxema Ha neveHvne n NepuoanyHOCT Ha KOHTPONHUTe nperneaw.
PenoBHO We ce sBABaM Ha KOHTPOMHW Mperneaun v Hama Aa NpOMEeHsM CamMOBOMHO vnu noAa Apyro BHyLleHue
HaszHayeHaTa Mu Tepanus.

4. [pu NpeycTaHOBSIBAHE Ha NEYEHNETO MO NPUUMHU, HENPONU3TUYALLYM OT pelueHneTo Ha KomucunTta 3a ekcneptuan B P3OK
wiunu Komucusita no un. 78, 1.2 ot 330, we ysefomsi HezabasHO nuuHua cu nekap n P3OK u we sbpHa 8 P30OK
nocneaHus NPOTOKOS, NO KOMTO CbM Monyyasan/a nekapcTBeHust NpOAYKT.

5. [pu Hecna3eaHe Ha NOCOYEHUTE YCNOBWUA NIEYEHUETO MU C yNOMEHATUs NIeKapCTBEH NPOAYKT Le 6bae npekpaTeHo u
HAMa aa umam npeteHuumn kem H30K.

DRATRN cvnoshons i dnnsospaiissomidndes
LIORABRBTODNN .+ it vvdssslibaibemiiabssasavsssiiosssvssvonvssmsna
(me, npesume n hamunus)
HOBANMNC:: 5 nvssannasmmmesiises
W3UCKBAHUSA HA H30K YMEPEH 10 TEXKbK AKTVBEH CEPOMO3WUTUBEH PEBMATOW/IEH APTPUT, AKTUBEH IOBEHWUNEH APTPWUT, 1

% AKTUBEH W NPOIMPECUPALL NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKWITIO3UPALL CNOHAUIWUT C BUONOTNYHU AHTUPEBMATUYHN

NIEKAPCTBEHU NMPOAYKTU HA BONHW HALl 18 TOJIULIHA Bb3PACT- B cuna ot 1 Hoemspu 2015 roavHa
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NPUNOXEHUE 4
OBPA3EL| H30K e,

WIX-NR i B

EKCMNEPTHO CTAHOBMLLE
CNEUUAITU3UPAHA KOMUCUA KBM ...
Cb3paneHa cbe 3anosep Ne...../.

OHeC .......ovvvivennnn. I. KOMUCUATA 3a U3BbPLUBAHE HA ekcnepTu3a Ha BONHNC ...............
B cbeTas:

MpeacepaTen Ha komucusTa:

YneHose:

1.

2.

3.

MN3BBbPLIM MEAVULIMHCKM Npernea Ha:

WM iosnssvmsnssod isasvaiin SETH o s S B o v B it i
Appec:

[uarHosa:

Mpuapyxasawm 3abonssaHus:

W U3ncKBalaTa ce MeuunHcKka AOKyMeHTauus, yCTaHoBu:

|. AHAMHECTUYHU AaHHW, NOTBbPAEHM B NpuapyXasalwara meanumHeka AoKyMeHTaums (amBynatophu nuctose, JIAK,
enukpuam n ap.):
1. QebioT Ha 3abonsBaHeTo:
2. EBonioums n xo Ha 3abonsBaHeTo:
Il. MuHanu 3abonssaHus:
1ll. ®amunHa o6peMeHeHOCT:
IV. ComatuyeH 1 nokaneH craryc:
- Terno(aaLmkuTenHo Aa Ce NOCoUBa aKTyasnHo TENECHO Terno) =
V. OueHka Ha npoBeaeHara npeaxoaHa 6asucHa Tepanusi, NoTebpAeHa ¢ MeanumnHeKka AoKyMeHTauuns.
1. JlekapcTBeH NpoAayKT
2. [osalcxema Ha npunaraHe
3. CpokoBe Ha npunoxeHue
4. EcpekT OT npunoxeHarta tepanus
VI. CurypHa AnarHo3a 1 akTUBHOCT/TEXeECT Ha 3abonssaHeTo:
PeHTreHoBM AaHHW, NOTBbPXAABALLUM AuarHosara:
PesynTar OT NpoBe/ieH peBMaTonaeH hakrop:
Nabopatophu nscneasanus (MKK ¢ AKK, CYE, CRP, TpaHcamuHasw):
OueHka no ckana (BAS28; BASDAI; ASDAS):
Ty6epkynuHosa npoba u peHTreHorpacus Ha 6an npo6 3a uskniousaHe Ha TBC npouec:
. PeaynTaTy OT NpoBEAEHN XenaTuTHN Mapkepu:
VII. Hanuuune Ha u3kno4YsalLn KpuTepuu:
VIIl. O6cwxpaHe:
IX. 3aknio4eHue:

N

C noanuca cy NOTBbPXKAABAME...............eevnnsl
Mpeaceparen:

YneHose:

1.

2.

3.

W3UCKBAHUA HA H30K YMEPEH 10 TEXXbK AKTUBEH CEPONO3WTUBEH PEBMATOWAEH APTPUT, AKTUBEH IOBEHWUJIEH APTPUT, 12
z« AKTUBEH W MPOMPECWPALL, NCOPUATUYEH APTPUT U TEXKbK AKTUBEH AHKUNIO3UPALL CMNOHAWNUT C BUONOMMYHN AHTUPEBMATUYHA
NEKAPCTBEHW NPOAYKTW HA BONHN HAJL 18 FOAULUHA Bb3PACT- B cuna ot 1 Hoemepu 2015 roguna





