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YTBBPXOABAM: /n/
NPO®. A-P METKO CANYEB
YIPABUTEN HA H30K

BAPHO:
AWPEKTOP AWPEKLIM
YPAO:

PAWHA NOPIAHOBA

U3UCKBAHUA HA H30K

NPU NEYEHUE HA YMEPEH 10 TEXXbK AKTUBEH CEPOMNO3WUTUBEH
PEBMATOWOEH APTPUT, AKTUBEH FOBEHWUNEH APTPUT,
AKTWBEH U NMPOrPECUPALL NCOPUATUYEH APTPUT U
TEXBK AKTUBEH AHKANO3WUPALL CNOHAUIUT
C AHTUPEBMATWUYHW NEKAPCTBEHU NPOAYKTU
HAL 18 TOAULLHA Bb3PACT

B U3BBHBOMHUYHATA nNomoll




U3UCKBAHUA HA H30K
NPU U3NABAHE HA MPOTOKONA 3A NPOBEXAAHE HA NEYEHWE HA YMEPEH 0O TEXBK AKTUBEH
CEPOMNO3UTUBEH PEBMATOVAEH APTPUT, AKTUBEH IOBEHUIEH APTPUT, AKTUBEH U NMPOrPECUPALL
MCOPUATUYEH APTPUT U TEXXBK AKTUBEH AHKUNTO3UPALL CNOHAUNUT C AHTUPEBMATUYHU
NEKAPCTBEHU NPOOYKTW HA BONHM HAQl 18 FTOAULLIHA Bb3PACT
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Ustekinumab, Secukinumab,
Ixekizumab, Guselkumab, Tofacitinib, Baricitinib, Upadacitinib, Rituximab)

MNpoTokonbT ce W3paea OT cneuuanuavpaHa xoMucus B rneye6Hu 3asefeHUA 3a OONMHWYHA NMOMOLY, CKMIOHWUNHK
porosop ¢ H30K 3a u3nbnHenne Ha AmbynatopHa npoueaypa Ne 38. CneumwanuaupaHuTe KOMUCUU, BKITIOYBALLK
cneumannucTu ¢ Ko Ha cneunanHoct 20 — peBMaTonorusi, ce cb3agaeat CbC 3anoeea Ha AupexTopa Ha cnegHute N3 YMBAT
.Cg. MBan Puncku"” - rp. Cocus, YMBAT Kacnena” - rp. Mnosaue, YMBAJT ,Ce. Mapuna’ - rp. Bapra, YMBAI ,Ceetu F'eoprv* —
rp. Mnosave, YMBAIl ,leopru CrpaHckn” — rp MneseH, YMBAI ,Codmsimea" — rp. Cocous.

I. PEQ 3A YTBBbPXOABAHE U 3ABEPABAHE HA NPOTOKONUTE

MpoTOKOMNM 3a 3anouBaHe Ha neuexue
MpOTOKOAY NPV NPOMSAHA (MOBULLIABAHE) HA 030BUS PEXUM WIK CMAHA Ha TepanusTa (cMAHa Ha nekapcTeeH NPOAYKT ¢

Apyr INN)

» [OMbAHEHO ¥ NOAMNCAHO NPUAOKeHUe 1 — NUCT 3a ONpeAensHe Ha KpuTepunTe

» MeauuuHCKa AOKYMEHTaLMA C MPUMOXEHM BCUYKM Heobxoaumu nokasateny v

uacnegBaHus no npunoxexue 2

« PeweHue Ha chneuManuavupadHa KOMUCUSI C fiCHa MeauuMHCKa moTveaumns 3a
cneunanusupana »| 3anousane Wa TepanusiTa (MOOMUCAHO OM 6CUNKU UfIeHOSE Ha crieyuanuaupaHama
KOMUCHS KOMUCUS)

= “[poToKON 3a NpeLnUCcBaHe Ha NexkapcTea, 3annallanu ot H30K/P30K" — 0bp. M3

/ -H30K

Komucusi no un. 78, 7. 2 3aBepka Ha NPOTOKONA
ot 330 B LY Ha H30K B P30K

A4

MpoTokonu 3a NpoAbikaBaHe Ha nevexHue

cneyuanuaupaHa 3aBepka Ha npoToKona
KOMUCUA 8 P30K

II. OBLUN NONOXEHKA

1. 3011 noaaBa NOAroTBEHUTE AOKYMEHTU B P30K no HacTosiwus cn aapec. [lokymeHTUTe BKNIOYBaT:

1.1 3asBnenue Ao [upektopa Ha P30OK

1.2 MonbhHEHO M noanuUcaHo npunoxexue 1. Monbnsa ce Mo CLOTBETHATA ToYka U C€ npwunara oTpaseHara B uwcdpos

MHAEKC MEeANLIMHCKA AOKYMEHTaLMs!, YA0CTOBEpsABaLLA BCEKU €ANH OT KpuTEpHUTE.

1.3 MbnHUAT Habop uacneaBaHns (PpuUanKanHn, NHCTPYMEHTaNHY U nabopaTopHW), OTpaseH B NpUnoxeHue 2

1.4 ‘lfiporokon 3a MpeAnUCBaHe Ha rnekapcTea, sannawaHu ot H3OK/P30K" — obp. M3-H30K, wuspapeH o7
cneuranvanupaHa Komucus B nevebHu 3aseieHuns 3a GONHMYHA NOMOLL, CbINACHO YTBbpAEHUTe ManckeaHus. Mpu nbpBoHayanto
KaHAMAATCTBAHE Ce Npunara Konue Ha OpUrMHanH1s NPoTOKoN, a Npu KaHaMAaTCTBaHe 3a NPOoAbIHkaBaHe Ha TepanusaTa B P30K
Ce NPeaCTaBAT OPUTVHANU HA HOBUS U HA NPEAXOAHNSA NPOTOKOIA.

1.5. PelueHue Ha cneuuanuavpaHa KoMucus oT nieuebHo 3aBeaeHne — U3NBLIHUTEN Ha AmBynaTopHa npoueaypa Ne 38
,OnpesensHe Ha NnaH Ha neveHne u NpocneassaHe Ha TepaneBTYHWS OTFOBOP NPU NauneHTy, nonydasaluy CKbNOCTPYBALLU
NeKapcTBEeHU NPOAYKTU NO pEAA Ha un. 78, an. 2 330“ - 6n. M3-H30K Ne13

1.6 flexnapaumsi 3a tHpopMUpaHo crLrnacue no obpasey (npunoxeHue 3)

2. P30K npuema AoKyMeHTUTE Mo T. 1 cnef cnpaska OTHOCHO 30pPaBHOOCUIYPUTENHMA CTATYC HA 305.

3. NuLPBUST NPOTOKON NPU 3aNOYBaHe Ha neyeHne U Npu CMsiHa ¢ ApYr NeKkapcTeeH NPOAYKT ce u3gasa 3a nepuoa po 180
[HW, a BCEKWU CneaBail NPOTOKON MOoXe Aa ce n3aasa 3a cpok Ao 365 aHw.

4. ONUCaHWAT MbAEeH KOMAMEKT AOKYMEHTU Ce M3UCKBA B CryyauTe, Npu KOUTo € ykasaHa HeoBX0oAvMMOCT OT pelleHue Ha
Komucusita no un. 78, T. 2 ot 330 B L{Y Ha H3OK.

M3NCKBAHUA HA H30K NPU NEYEHWE HA YMEPEH [0 TEXBK AKTVBEH CEPONO3VTUBEH PEBMATOUAEH APTPUT, AKTWUBEH IOBEHUNEH 2
APTPUT, AKTUBEH ¥ NPOrPECWPALL NCOPUATUYEH APTPUT Y TEXXBK AKTUBEH AHKUTIO3WPALY CNIOHAUNUT C AHTUPEBMATUYHKU
FIEKAPCTBEHW MPOAYKTU HAL 18 FOANWHA BB3PACT




! NPUNOXEHWUE 1A

NUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3ANOYBAHE U MPOLBLINKABAHE HA NEYEHUE HA YMEPEH 10
TEXbK CEPONO3UTUBEH PEBMATOMAEH APTPUT C AHTUPEBMATUYHU NEKAPCTBEHN NPOAYKTH
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Tocilizumab, Tofacitinib, Baricitinib, Upadacitinib)

WUme: EMH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmoeepsealia ecexku Om kpumepuume e nocodeHa uugpa € uHdeKc u 3adb/KuMenHo npudpyxaea
HacMosWomo nNpunoXeHue.

BWONOrMuHNTE NeKapcTBeHM NPOAYKTH CE NpunaraT kaTo BTOPA NUHUA Ha NeveHue, kOrato NbpeaTa MHUs & HuNa HeycnewHa Ny NaLMEHTHLT He | NOHacs.
H3O0K 3annatia neyeHmne ¢ GMONOrMYHKM NekapcTBeHn npoaykTu Ha 3071, npoBexaalin AUCNaHCepHo Habnwogexne.

A. KPUTEPWN 3A 3ANOUYBAHE HA NNEMEHUETO (3ABIMKUTENHA CA BCUYKN KPUTEPUW)

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

1A | CurypHa AnarHosa — Hasmuve Ha 4 ¥ NOBEYE KpUTepun OT CnejHuTe 7, cbrnacHo AMEepUKaHCKUA KONEeX No pesmMaTonorns (ACR)
1987r.

. CyTpeLlHa CKoBaHOCT, NPOAbIIXaBaLlia noseye oT 60 MuHyTM

. apTpuT Ha 3 ¥ NoBEYE CTaBHW 30HU

= apTpuT Ha CTaBu Ha pbueTe;

= CUMETPUYEH apTpuT

L peBMaToOVAHA B3Nk

. Hanuyne Ha peemaTounaeH dakrop

= PEHTIEHOBW AaHHN 32 PEBMATONAEH apTPUT !

1B | PeHTreHoBM aanny 3a 2 Il peHTreHONOrM4eH CTaauin Ha PEeBMAaTONAEH apTPhT !

2 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 z

3 Henoenusgaxe oT npeaxoxaauwa 6asucHa Tepanus ¢ ABa CUHTETUYHU BMAP (MeToTpekcat, nednyHomna, cyndacanasuy - 3
Q/GHEBHO U AP. KATO MOHOTEPANMA nnu koM6uHupana Tepanus ¢ 'K) B onTMMantn kypcose v 4031 33 NoHE 6 Mece4eH nepuopn 3a
cuHTeTHYeH 6onecT-Moanduumpaw NMN. 3a4BMKUTENHO € EANHUAT CUHTeTUYeH BEMAP/ oT npoBeaeHaTta GasucHa Tepanus Aa
e 6un mMeToTpeKkcaT npu ceaMmuuHa Aosa 20 mg 3a nowe 6 MeceueH nepwod. B crnyuauTte Ha NpOTBONOKA3aHWS (WNKU paHHa
HEMOHOCMMOCT) 3a Neverne ¢ MTX KaTo 4acT OT NbpBa NUHWA Ha TepanesTu4HaTa cTpaTerus, ce Npuema npoeejeHa Tepanua ¢
NednyHomua nnu Cyndacanasnt 8 ONTUMANHN KypCOBE W 4031 33 NOHE 6 Mece4yeH nepuoa. 3

4 TNunca Ha u3KknouBawm kputepyn no 1. I ¢
npunarar ce:
_ Jcr 3a aucnancepHo HabmoaeHve” (6n. M3-H30K Ne 9) ¢ noTBbpAEHa AvarHosa; nonbnHena Tabnuua 2 OT NPUMOXEHNE 2 A OPUrMHAITHW GNaHKK N 3aBeper Komms oT nabopaTopHu
M3CNeaBaHnA, NOTBLPXKAABALLM aKTUBHOCTTa Ha 3abonssareTo. Wacneasanvsita cneapa Aa 6bAaT rposesenv B Nabopatopua, cknrouvna Aorosop ¢ H30K/P30K. 3a gaBHOCT Ha uacneaBaHusTa
ce nprema cpok OT He Noseye OT 1 Mecel| Npeam NOAaBaHeTO Ha LOKyMEHTUTE B CboTBeTHaTa P3OK.
N peHTreHoBM CHUMKM WK OUCK U OpUruHantivn (bVIII.IOBe € NUCMEHa NHTepnpeTayns Ha peHTreHonormunre M3MEHEHWA OT Creuuannct no oﬁpasHa AnarHocTuka. Wacnepepanuata cneagea aa

6baaT oCbUieCTBeRM 8 NabopaTopus 3a 00pasHa ANAarHOCTMKa, CKMIoNMNa fOfoBop ¢ H30OK/P30K. 3a 4aBHOCT Ha W3CMeABaHETO Ce NpUemMa CPOK OT He NnoBede oT 6 MeceLia npeaun NOAABaHETOo Ha
nokyMeHTUTe B choTBeTHaTa P3OK.

2 npunarat ce ougHku no ckana DAS28: HeoBXoAMMO @ ABYKPAaTHO NOTELPKAABaHe Ha nokasatenuTe 3a noHe 12 cepmuueH nepuop Ge3 NpoMsHa B NEYEHUETO: Npwnarat ce v Asata uwa,
X,noc‘rosepﬂaau.l,m npoBexaaHe Ha OUGHKMATE, C MOCOYEHa AaTa Ha NPOBEXAAHE. NOANNC Ha CRELMAnUCTa, WIBLPLLMT OUEHKETA 1 NeYaT Ha nekaps/nevebHOTO 3aBegenne.
npunara ce 3APaBHO AOCHME Ha XPOHWUUHO Gonen C npocneaseaHe Ha 3aBONABAHETO OT AMAHOCTULMPEHETO A0 MOMenTa aMBynaTopHu AMCTOBE OT Npernean npu cneuuanucT
PeBMATONION, YROCTOBEPSBALLM HasHauaBaHe N NPOBeXAAHE Ha NPeAxoxaawa GasncHa Tepanms C 0TPa3eHy 03K, CPOKOBE Ha NpUnoxerne 1 eeKTUBHOCT.
3anbAKUTENIHO A C& NOCOYBA aKTYanHO TeNecHo Terno.
ynoc-roaepasa ce C noaAnuc Ha cnet Ta 8 NpwWs 1 Ha HACTOAWMNTE U3UCKBAHUA

B. KPUTEPUWN 3A NMPOOBIMKABAHE HA NEYEHUETO (3AOBMKATENHW CA BCUYKI KPUTEPWUW):
3a6enexka: BonHuTe cnejsa Aa GbaaT MOHUTOPUpaHW Ha 12-Ta cegmuua OT HavanoTto Ha nevenueto. Mpn KaHAKAATCTBAHE 32 NPOAbMMKaBaHe Ha
NEYEHNETO Crief, 3aBbPLUEH MbPBH LIECTMECEUYEH KYPC C& OCbLIECTBABA HOBA OLUEHKA W 334 BIKWTENHO Ce NPeACTaBs MeAULIMHCKaTa LOKYMEHTaUus oT nperneaa Ha
12-ta ceammnua.
MKB M05.0, M05.1, M05.3, M05.8

1 MosnusABaHe Ha nokasaTenute:

» OTOYHOCT Ha CTABUTE U CYTPELUHA CKOBAHOCT — HaMansBaHe ¢ noHe 50% M 3aabLpXKaHe BLB BPeMeTo

« Bpoit Ha GoNesHeHNUTE U OTOYHU CTaBU — HaManABaHe ¢ noHe 50% v 3apbpXaHe BLB BpemMeTo

» CYE - noa 40 mm unu C-peakrtuBeH NpoTenH — oTpuuateneH U 3aabpxane BLB BpPeMeTo

2 | CymapHa oueHka Ha nokasaTenuTe - NoHWwkeHue Ha DAS28 ¢ noeue oT 1.2 ¥ 3aQbpXaHe BbB BpeMeTo :
3 | Nunca Ha HeXernaHn NekapcTBeHN peakuun 1 U3KNIOYBaLIW KpUTepnu no 7. But.l’®

T npunarar ce: ,/lvct 3a ancnaHcepHo Habniopermne (6n. M3-H3O0K Ne 9) ¢ oTpaseHa CTenen Ha NoBMABAHE Ha nokasarenure: nonbnHeHa Tabnuua 2 OT MPUNOXEHNE 2 1 OPUTHHAITHI [LECTC]
Wik 33BEPEHK KONWs OT NaiopaTopH M3CNeABaHns, OCbLLECTBEH B nabopatopus, ckmoqmna gorosop ¢ H3OK/P3OK. 3a aaeHocT Ha W3CNeaBaHUATa Ce NpveMa CpoK OT He noseve oT 1 Mecey
NPEAV NOAABAHETO Ha AOKYMEHTUTE B CLOTBETHATA P30K

Mpw KAHAWAATCTBAHE CNeJL MLPBM WECTMECEYEH KYPC Ce Npunara oLeHka Ha 12-1a cegmuua
flpu KaHAWAATCTBAHE 3a NOpeAeH WeCTMece4eH kype ce npunara akTyanHa oLgHKa C NOCO4EHa AaTa Ha NPOBEXAAHE. NOATMC Ha CrieLmanmeTa, M3BLPLLIAA OLIGHKATa U MeyaT Ha nekaps/neweGHOTO

3apejeHve.
3agLnxuTenHo Aa ce NOCoYBa aKTyanHo TEeNeCHo Terno.
yAOCTOBEPABaA Ce C NOANUC Ha cnel Ta B np 1 Ha HaCTOAWMNTE NIUCKBAHUA

B. HEXXENAHU NEKAPCTBEHW PEAKLIMWN - Passutueto ta Hexenaky nekapcTeenn peakyuu cnpamo HONECTNPOMEHSLY AHTUPEBMATIMEH NEKapCTBEH NPOAYKT Ce
NOTEbPXAaBA Hpe3 NpeacTaBAHe Ha amBynaTopeH NCT OT ChOTBETHUA NPErnea uni konve ot ysegomnerivie kem WAJL 10 pepa Ha 4n.184 ot 3NNXM
rafieHe, masobonve, CBETOBbPTEX [ aneprus
NoBvWABaHe Ha apPTEPUANHOTO HansraHe | | texxa nHgekuus
XeMaTonorudHn (xemornobun nog 80g/l, neskouUTM NOA 3500, TpomBounTi noa 90000) Wiam GUOXMUYHW OTKMIOHEHWS cboBpasHo hapMakonorniHoTo
[ROCHE Ha NPOAYKTa

. 3KIIOUYBALLM KPUTEPUM (npu 3anoysaHe 1 Npu APOALIKABAHEe Ha neuyeHueTo)
1. AKTUBHa MW nateHTHa TyBepkynosa
2. AKTVIBHW UH(DEKLMM, BKIIONUTENHO NOKANM3UPaHM MHekumn
3. OCTBP MW XPOHUHEH BUPYCEH XenaTuT, (npw tofacitinib — v TexKo YepHOApoBHo yepexaare (Child-Pugh C)
4 HeonnacTuuHu 3a50NsIBaHNs, (C W3KMIOHEHNE Ha YCTIELLIHO MeKyBak HeMENaHoMeH pak Ha koxara 3a Tofacitinib)
5. 3acToiHa copaedHa HegocTarbyHocT Il v IV dyHKUnoHaneH knac no NYHA (xe saxp 3a Tofacitinib v Baricitinib)
6. AnnacTuyHa aHemMus, napaseHa rpaHynoLUTONEHUs. muenotnbposa
7. MHOXeCTBEHa CKIepo3a 1 Apyrv Sonectu ¢ aemMvwennHusaLins (He Baxw 3a Ttofacitinib Baricitinib)
8. TekylL, NpUeM Ha MOLLHY MMYHOCYMpecaHT1 {@3aTUONPUH, LUKNOCNOPUH, TaKPONMUMYC)
9. XeMaTonorvyH1 OTKNOHEHUS: aGCONOTEH BpoR Ha nMpoyuTuTe <750 kn./MM®, abconioTeH Gpon Ha HeyTpogdmnute <1000 kn /mme, Hb < 80
10. flunca Ha TepanesTuueH ecekT Ha 12-Ta ceamuua cneq 3anoqeane Ha neYeHneTo
11. BPeMEHHOCT 1 NAKTAUMA (C U3KMOYEHNE Ha cnyvaunTe, MOCOYEHW B KPATKUTE XapaKTepucCTUKX Ha onpeaeneHn NeKapCTBEHV NPOAYKTY)
12. NpekbcBaHe Ha TepanmsTa Mo BuHa Ha B0OMHUA 33 Neprog noBeye oT 2 meceua

OTroBapsf Ha KpuTepuure 3a NEYEHME C .. ... B AOHEBHA [03a ...................
CHeUMANU3NPAHA KOMUCUS ...

WN3WCKBAHWA HA H30K MPU IEYEHWE HA YMEPEH 0 TEXXbK AKTUBEH CEPOMO3WTUBEH PEBMATOUEH APTPUT, AKTUBEH JOBEHWUNEH 3
APTPUT, AKTUBEH W MPOrPECUPALL NCOPUATUYEH APTPUT U TEXXHLK AKTUBEH AHKUNO3UPALL CNOHANAWUT C AHTUPEBMATUYHU
TIEKAPCTBEHV NPOAYKTU HAJL 18 FTOQWWHA BB3PACT




MPUNOXEHWE 16

NINCT 3A OMNPEOENAHE HA KPUTEPUNTE NPU 3AMOYBAHE HA NEYEHWE HA AKTUBEH IOBEHWUIEH
APTPUT HAJl 18 TOAULLIHA BBL3PACT C AHTUPEBMATWUYHWN NEKAPCTBEHW NPOAYKTH
(Adalimumab, Etanercept, Tocilizumab)

[ we: e[ [ T [ [ [ T | [ |

JaBenexka: meduyuHckama Ookymenmauusi, ydocmosepaeawa sceku om kpumepuume e nocouexa ¢ yuchpa 8 uHOeKC U 3a0LKUMENHO npuodpyxaea
HacMoAW0Mo npunoXexHue.

BMONOrMYHUTE NeKapCTBEHM NPOAYKTH Ce NpunaraT kaTo BTOPa NUHUA Ha fieYeHue, KoraTo Nepsata MuHns e 6una HeycnewHa UNV NauNeHTLT He A NoHacA.
H30K 3annawa neueHue ¢ GMONOTUYHM NEKapCTBEHY NPOAYKTH Ha 3011, nposexaawm AMCNaHCcePHO HaGmoaeHue.

A. KPUTEPUMN 3A 3ANOYBAHE HA NEYEHUETO (3agbnxuTenHu ca BCUUku KpUTEpum)
3a NOTBLPXKAGHMe HAa 3aALIMKUTENHWTe KPUTEPUWM 3a CUlypHa AuarHosa no 1.1 # 3a npoBeaeHa 6asucHa Tepanus no T.3,

334LMKUTEeNHO ce NpeacTaBs MeavunHCKa AOKyMEeHTauus 3a nocraBeHa awarH

BbL3pacT OT cneuuannucT no Aetcka peBMaTonorma.

o03a # nposeneHo neuexve Ha 30/ noa 18 roauwHa

MKB M08.1

MKB M08.2

MKB M08.3

MKB M08.4

CurypHa gnar{osa nocraseHa
noa 18r. ¢ Hanuuune Ha:

s apTPUT U EHTE3NT WK Hanuuve Ha: Hanuuue Ha: *  apTpuT, 3acsraul efHa A0 4
" aPTPUT UAM EHTE3UTC 22 | *  apTPUT B eAHa vy Hezamueer peemamoudeH cTaBu npes nupeuTe 6
OT CNeaHNTE KpUTEpHN: noseue cTaBu ¢hakmop Meceua Ha 3abonaBaHeTo;

- Bonka B cakpounuauHa

cTaBa wunu npeaxoxaaiia cTasw npes nbpeuTe 6 noseve OT 4 cTasu;

nymBocakpanHa 6onka; eXeHeBHa Temneparypa Meceua Ha . paslmnpeH — 3acAra noseve
- Hannuue Ha HLA B27 8 NPOABLIKEHUE Ha 2 3abonaeaHeTo oT 4 cTaBu cnea nbpeute 6

aHTUIeH; ceamuLm »  TecT 3a RF — HeraTueeH Mecela Ha 3abonaBaHeTo

- Havano Ha apTpuT npu
MomuyeTa Hag 6 roguluHa
Bb3pacT,

- OCTbp NPeAeH YBEWT;

CurypHa guardosa
nocraseHa noa 18r. ¢

. CbMbTCTBAWE N

s 33eAHO C €4UH unu
noseue OT cnepHuTe
KpuTepuu:

- npexoaeH (Hedukcnpan)

CurypHa gnarHosa
nocTtaeeHa noa 18r. ¢

. apTpuT Ha 5 wnu noeeve

MozumueeH peemamoudeH

¢hakmop

= apTpuT Ha 5 unw noseye
cTaBw npes nupeuUTe 6

CurypHa guarHosa nocraBeHa
nop 18r. ¢ Hanu4ue Ha:

. nepcucTupatl — 3acara He

- aHamHesa 3a epuTemeH 0BpuB; mecela Ha
CNOHANMOAPTPONATUS - xenaTomeranus; 3a6onaBaHETO
NPV POACTBEHNLA OT - CcnneHoMeranus; = NO3UTMBHYM 2 UNK NOBEYE
nbpBa reHepaums | - apeHonatus; tecTa sa RF B uxtepsan l
- cepoaut’ oT 3 Meceua npe3 "
1

nspeuTe 6 Meceua |

OueHka no ckana Bath

OueHrka no ckana Disease

Ouenka no ckana Disease

OueHka no ckana Disease

2 | Ankylosing Spondylitis Disease | Activity Score (DAS28) > 5,1 2 | Activity Score (DAS28) > 5,1 2 | Activity Score (DAS28) > 5,1 2
Activity Index (BASDAI) 24 °
- HenosnuaeaHe o7 - HenosnusaeaHe ot HCMBC u | -HenoenusBaHe OT - HenoBnusBaHe 0T
MeToTpeKcaT nunu K B ONTUMANHYW Kypcose U meToTpekcaT Wunu meToTpekcar w/unu
cyndacanasuH B ONTUMAanHu 031 32 noHe 6 meceuyeH cyndacanasuH B ONTUManHm cyncacanasnd 8 ONTUMANHU
Kypcose # 4034 3a noHe 6 nepuoa - nNposexaaHa Kypcose 1 4034 3a noHe 6 KypcoBe 1 403K 3a noHe 6
MeceueH nepuoa - NpoeexaaHa | Tepanus nop 18 roguwHa MeceueH Nepuoa - MeceudeH Nepuog - NpoBexaaHa
Tepanus nop 18 rogviiHa Bb3pacT. npoBexaaxa Tepanusa noa 18 Tepanus noA 18 roguwHa
BbapacT.’ roauuiHa BbL3pacT. BbL3pacT.

3
- HenoBnusieaHe ot - Henosnusagaxe ot HCMNBC - HenoBnusieaHe oT - HenoBnuABaHe OT
METOTpEKcaT W um v K B ONTUMANHKU KypCoBe # meToTpekcat w/ unn meToTpeKkcar wwnu
cyncacanasuH B ONTUMANHu 031 32 NoHe 6 mecedeH cyndacanasvH B ONTUMAHKU cyndacanasny B onNTUManHu
KypcoBe u 4o3u 3a note 6 nepuoj - NposexaaHa KypcoBe 1 403K 3a noHe 6 KypcoBe W 03K 3a noHe 6
MeceueH nepuoa - nposexaana | Tepanus Haa 18 roauwHa MeCeUeH Nepuos - meceyeH nepuoj - NPoBeXaaHa |
Tepanua Hag, 18 rogvuHa Bb3pacT. nposexaaHa Tepanust Han 18 Tepanus Hap 18 roguuiHa
Bb3pacT. roauilHa Bb3pacT. sbapacr. °

4 INunca #a n3kniovBalm Nlnnca Ha u3knoYBaLin funca Ha u3knoYBauy Jiunca Ha u3Kno4BalLM
xpurepuu noT. I"* kputepum no 1. 1 kputepumu no 1. I * kputepuno 1. T ¢ J

npunarar ce:
- ,Jluct 3a pucnancepHo Habnoaerne” (6n. M3-H3OK Ne 9)

. nonbnHeHa Tabnuua 2 OT NpuUNoXeHwe 2 OpurUHanHu
3aBonsBaHeTo. NscneasanuaTa cneasa fa ObAaTt OChLIECTBEHM B Nna
CPOK OT HE noBeuye OT 1 Mecey, PEAN NOAABAHETO Ha JOKYMEHT
~ 3anBIKATENHO CE NpUnaraT PEHTIeHOBU CHUMKW wIM AUCK C Op
cneuvanuct no obpasHa AuarHocTuka.
H30K/P30K. 3a 4aBHOCT Ha U3cneasaHeTo ce npu
2 fipunarar ce OLEeHKU
JBYKPATHO NOTBbpXAasaHe Ha nokasarenure 3a Moxe 12-ce,
NPOBEXAAHE HA OLEHKMTE, C NOCOYEHA AATa Ha NPOBEXAAHE, NO
3 npunara ce 33pasHO AOCUE Ha XPOHWHHO BOneH ¢ npocneaABaKe H
Npy CReLManucT No AeTcka pesmaTonorms, yA0CTOBEpABALLN npeaxoaHa
npernean Npy CreUnanucT No pesmaTonorus, yAoCToBEpABaLIN HazHnauasaH
NnoHe 6-MeceueH Neproa, ¢ OTPa3eHy 403K, CPOKOBE HA NPUNOXeEHKUE ! edeKTUBHOCT.

M3cnepsaKusTta cneasa Aa
ema CpoK OT He noseye OT 6 Mecela npean NoAaBaH
no ckana DAS28 / ckana BASDAI 3a 3001 ¢ AnarHosa C MKB kog M08.1/, nposeaeHu np
AMUueH nepuoa Ges npomsHa B NEYEHWETO, npunarar ce v aBaTa (bvwa, yaoCTOBEPABalM
AMAC Ha CNEeLManucTa, M3BbPLUIMN OLIEHKaTa u nevat Ha nekaps/nevebHOTO 3aBeAeHme.

a 3a60nsBaHETO OT AUArHOCTULMPAHETO A

3aabLImKMTENHO Aa ce nocousa aKTyanHo TenecHo Terno.
‘ygoc'roaepﬂea ce ¢ NoANMC Ha cneunanucTa B npunoxeHue 1 Ha HaCTOALLUTE U3UCKBAHUA

OTroBaps Ha KPUTEPUUTE 33 NEUBHNR C ...

V3VUCKBAHWSA HA H30K NPU NIEYEHUE HA YMEPEH [0 TEXXHK AKTWUBEH CEPONO
APTPUT, AKTUBEH W MPOrPECUPALL NMCOPUATUYEH APTPUT U TEXXbK AKTUB!
NEKAPCTBEHW NMPOAYKTU HAL 18 FOAVWHA BB3PACT

B AHEBHA A03a ..................

cneuuanu3npaHa KoMumcusa ...

GnaHKu VN 3aBepeHu Konus OT NabopaTtopHi M3CneaBaHus, NOTELPXAABALLN AKTUBHOCTTA Ha
6GopaTopus, CKnoYmna Aorosop ¢ H30K/P30K. 3a AaBHOCT Ha uacneaBaHuaTa ce npueMa
ute B cwoteeTHaTa P30OK;
UrMHaNHW PUILIOBE C NMCMEHa wHTepnpeTauus Ha DEHTIEHONOTNUHUTE U3MEHEHNA OT
Gbaar ocblwecTeHn B nabopatopus 3a ofpasHa AwarHocTuka, ckniouvna AOroesop C
eTO Ha LOKYMEHTUTE B CbOTBETHATa P30K;

e3 nocneaHuTe 6 meceua: HeobxoguMmo e

0 MOMEHTa: aMByRaTopHW NUCTOBE OT Nperneau
$aanCHa Tepanws, NpoBeAeHa nof 18 roauWHa Bb3PacT; ambynaTopHit NMCTOBE OT
e W NpOBEXIAHE Ha NPeAXoaHa BasMcHa Tepanus B OMTAMANHK Kypcose ¥ AO3K 33

3UTUBEH PEBMATOUAEH APTPUT, AKTUBEH IOBEHWNEH 4
EH AHKUTTO3WUPALL CTTOHAMANT C AHTUPEBMATUYHU




NPUNOXEHME 16

NUCT 3A ONPEOENAHE KPUTEPUMTE NPU NPOABIMKABAHE HA NNIEYEHWUE HA AKTUBEH {OBEHWINEH
APTPUT HA 18 TOJULLIHA BBL3PACT C AHTUPEBMATUYHN NEKAPCTBEHW NPOAYKTHU
(Adalimumab, Etanercept, Tocilizumab)

we: e [T T T L L1

3abenexka: MeduyuHckama OOKyMenmauus, ydocmosepssawa ecexky Om Kpumepuume e [ocoYeHa C uugpa & uHOeKC U 3adbAKUMenHo npudpyxasa
HacmMoRUIOMO APUNOKEHUE.

B. KPUTEPUM 3A NPOOBMKABAHE HA NEYEHWUETO (3aabmkuTentn ca BCUUKK KpuTepun):

3aGenexka: BONHUTE CNeABa 4a GbAAT MOHATOPMPAHK Ha 12-Ta CEAMMUA OT HAYanoTo Ha neverueTo. MNpy kaHanjarcTsaxe sa NPOABLIKABAHE HA NEYEHNETO
Crea 3aBbpLIEH NHPBY LECTMECEUEH KyPC Ce OCBLIECTBABA HOBA OLIEHKA U 38ABIKMTENHO Ce NPeACTaBs MeguUMHCKaTa JOKyMEeHTaUmMa OT nperneaa Ha 12-1a
ceamvLa.

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

MoBnusiBaHe Ha rokasaTenuTe U 3aabpXaHe BbB BPeMeTo:
6poit Ha GONE3HEeHN 1 OTOYHU HA CTaBU - HamanaBaHe ¢ NoHe 50%;
CyTpeluHa CKOBaHOCT - HamanseaHe ¢ noHe 50%;

- CYE <40 mm unu C-peakTvBeH NpoTeuH - oTpuuatenex !

CymapHa OLieHKa Ha NokasaTenuTe - NOHWKEeHUe Ha DAS28 ¢ nogeue oT 1.2 1 3aabpXKaHe BbLB BpeMeTo ‘unm
CymapHa oueHka Ha nokasarenure EnOHM)KeHVIe Ha BASDAI ¢ 50% cnpsamMo U3X0AHUA U 3aabPXKaHe BbB
BpemeTo 3a 3011 c anarHosza M08.1

3

Nunca Ha HeXenaHh NeKapCTBEHU Peakuuu 1 U3KITIOYBALM KpuTepuu Mo T.Bn . [ ® ]

" npunarar ce:

- Jluct 3a pucnanxcepHo Habnioaexue" (6n. M3-H30K Ne 9) ¢ oTpaseHa cTeneH Ha NoBnusBaHe Ha nokasaTenure,

- NoNbRHeHa Tabauua 2 oT NPUNOXeHue 2 1 opurvHanHu GriaHkn unu 3aeepeHn konua OT nabopaTopHW W3CNeABaHUA, OCbLUECTBEHN B
na6opatopusi, ckmouuna gorosop ¢ H3OK/P3OK. 3a [aBHOCT Ha W3CNEABaHUATA Ce Npuema CPoK OT He nosedve oT 1 meceyu npeav
noAaBaHETO Ha AOKYMEHTWUTE B CbOoTBETHAaTa P30K.

2 npunarat ce ouexku no ckana DAS28 (ouenka no ckana BASDAI 3a 300 ¢ guarHoza M08.1). lNpu kaHaWAaTCTBaHE CneA NupBu
LECTMECEYEH KypC Ce npunaraT: oueHka Ha 12-Ta ceAMuua ¥ OUeHKa Ha 6-TUA Mecel, OT Ha4arnoTo Ha NevYeHueTo.

Mpu

KaHAMAaTCTBaHE 3a NOpejeH wWwecTmeceyeH KypC ce akTyansa ¢ nocodexa aAara Ha NpoBeXaaHe, NoANUC Ha cneynannucTa, nasbpuinn

oueHKaTa u nevaTt Ha nekapa/neveGHOTO 3aBeAeHME.
3aabLkuTenHo aa ce nocoyBa aKTyanto TeNnecHo Terno.
3yp.oc1'oaepnaa ce C NOANUC Ha ceynanncTa B npunoxeHve 1 Ha HaCTORALWNTE UIUCKBAHKA

B. HEXENAHWN NEKAPCTBEHWN PEAKLIMW - PassuTneTo Ha HexeraHn nekapcTsenn peakuuu cnpsmo GonecTonpoMeHsLY

aHTUpeBMaTHYeH NeKkapcTeBeH NpPoayKT ce NoTBbpXKAasa upes NpeacTaBaHe Ha aM6ynaTopeH AWUCT OT CLOTBETHWUA NpPErnea unu konue ot

ysegomnexue koM WAJl no peaa Ha un. 184 ot 3JINXM

rafeHe, rmasobonue, CBETOBLPTEX aneprus ‘
noBULLIABAHE Ha apTepUanHoTo Hanaraxe TEXKa MHDEKUNA

XEMaTONOrM4HM (xemornobuH noa 80g/l, neskoLmTy noa, 3500, TpomBouwTi nog 90000) Wiunn GUOXUMUUHI OTKNOHEHUS cbo6pasHo HapMakonoriHOTO J
LOCHEe Ha NpoaykTa

. U3KNIOYBALLIM KPUTEPUMN (npw 3anouBaHe # Npy NpoAbkaBaHe Ha rieyeHuneTo)
1.AKTMBHA Unun naTeHTHa TyGepkynosa
2.0CTbP UK XPOHUYEH BUPYCEH xenaTtut
3.HeonnacTuuHK 3a6onAaBaHus
4.3acToitHa CbpaeyHa HeaocTaTbuHOCT Hi v IV dbyHkumMoHaneH knac no NYHA
5.AMNaCTAYHA AHEMUS, U3PA3EHa rPaHYNIoLMTONeHVS, Muenodubposa
6.MHOXeCTBEHa CKepo3a n Apyry GonecTu ¢ AeMunenvHusaums
7.Nvnca Ha TepaneBTHYeH edeKT Ha 12-Ta cegMmLa Cnej 3anoyBaHe Ha neyeHueTo
8.BPEMEHHOCT ¥ NaKTaLMs (C U3KIIOYEHNE HA CMyHauTe, NOCOYEHN B KpaTknTe XapakTepUCTUKU Ha ONpeaeneHi nekapcTeeru NPOAYKTY)
9.TIpeKbCBaHe Ha TepanusTa no BuHa Ha GONHUA 33 NepuoA noseve ot 2 mecela

OTroBapsi Ha KpUuTepuu1Te 3a neveHue o R BAHEBHA Ao3a ...................

CReUMANUINPAHA KOMUCUR ...

 y W3MCKBAHUS HA H30K NPV NEYEHME HA YMEPEH [10 TEXXbK AKTUBEH CEPOMO3UTVBEH PEBMATOMAEH APTPUT, AKTUBEH FOBEHWNEH 5
!'%,( APTPUT, AKTMBEH 1 POrPECPALL NCOPUATVYEH APTPUT U TEXXbK AKTUBEH AHKANOSUPALL CROHAWNAT C AHTUPEBMATUYHW
(\;'2)‘ NEKAPCTBEHW MPOAYKTY HAJL 18 FOAMLIHA Bb3PACT

e




' g NPUNOXEHUE 1B

TNWCT 3A ONPEAENAHE HA KPUTEPUW NPU 3AMOYBAHE U NPOABMKABAHE HA NEYEHUE HA AKTUBEH N
NPOrPECUPALLl MCOPUATUMEH APTPUT C AHTUPEBMATWYHU NEKAPCTBEHU NMPOAYKTH
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Ustekinumab, Secukinumab, Ixekizumab, Tofacitinib,
Upadacitinib, Guselkumab)

Tldme: N ErH
Jabenexka; MeOULUHCKama OoKyMeHmauus, yGoCmosepssala eceku Om kpumepuume e nocodera ¢ yughpa 6 uHOEKC U 380 bKUMEIHO Npuopy*asa

BuonorMuHuTe neKapcrseHn npoAayKTu ce npwnarat KaTo BTOPA NUHUA Ha NeJYeHuve, KoraTo nvpBarta nHvs e Buna HeycnelwHa unn nauneHTbT He A MoHacH.
H30K 3annawa neyexsne ¢ GHONOrMYHN NEXAPCTBEHN NPOAYKTU Ha 30/, npoBexaawy A e

A. KPUTEPKMN 3A 3ANOYBAHE HA NEYEHUETO (3AABMKUTENHU CA BCUYKH KPUTEPUM)
MKBE M07.1, M07.2, M07.3

1 | CurypHa auar{o3a — Hanmune Ha 4 nnu nogeqe TOHKM, ChINacHo CASPAR kputepuute:

*  [ANarHOCTULMPaH psoriasis, NuuHa unu chamunHa aHamHe3a 3a psoriasis (2 TOuKM)

*  TUMMYHW HOKBLTHW Ne3uu (1 Touka)

. HeraTuser RF, ¢ naknioueHue Ha narekc npo6a (1 Touka)

. peHTreHosu Genesu 3a ncopuaTuyeH apTpur (1 Touka)

«  paxrunut (1 Touka) '

2 | OueHka 3a aKTMBHOCT Ha 3abonaBaHeTo( B 3aBUCUMOCT OT KnuHu4HarTa dopma) *

- ouewxa no ckana Disease Activity Score DAS28 > 5,1 3a nepucbepra popma nnu

- oueHKa no ckana Bath Ankylosing Spondylitis Disease Activity Index BASDAI > 4 3a LieHTpan1a hopma 4J
3 | HenoenusBaHe oT npeaxoxaauia 6asncHa repanus:

- npv nepudepra hopma - nposejeHa Tepania ¢ KOHBEHLMoHaNHM cvHTeTudH BMAPI (MeToTpekear, necnyHoMua,
cyndacana3v - 3 g/AHEBHO 1 Ap. KATO MOHOTEpans wnv xomGuHupana Tepanus ¢ [K) B onTumanti kypcose U A03u 3a noHe 6
mece4eH nepmop 3a CUHTeTUYeH 6onect-moauduumpauy M. 334 LMKUTENHO € 8AHOTO CUHTETUYHO BEMAPJI oT npoBeaeHaTa
GasucHa Tepanus Aa e 6UNo MeToTpexcar npu CeamuuHa A03a 20 mg 3a noHe 6 MeceveH nepuoa.

B cnydyauTe Ha NPOTMBONOKAa3aHuA (Wnk paHHa HEMOHOCWMOCT) 3a nederune ¢ MTX, KaTo 4acT OT MbPBA NUHUA Ha
TepanesTuUYHaTa CTPATerus ce npuema npoBeAeHa Tepania ¢ NledpnyHommna wnn CyncacanasuH B ONTUMANHK KypCOBE ¥ A03K
3a noHe 6 meceyveH nepuoa.

- Npu WeHTpanHa hopMa — NPOBEAEHA TEPaNUR ¢ Hal-Manko JAee NOCAeA0BaTENHO NPUNOXKEHN HCNBC B onTumanHu Kypcoee

1 403K NPe3 NPeaXoAHUsA 6 MeceyeH NepuoA. :

4 | Nunca Ha u3kniouBaum Kputepun no 1. I *

npunarar ce:
- flucT 3a aucnancepHo HabmoaeHne” (6n. M3-H30K Ne 9)
- amGynaTopeH NWUCT OT CTIELMANUCT N0 KOXHU i BeHepuueckn GonecT ¢ NOTBbLPAGHA AMAarHosara ncopuasuc; opurMHanHa Gnawka wnv 3aBepeHo Korve oT npoBeAeHo
XUCTOBMONCUYHO MACNEABaHe, NOTBLPKAABALIO Avarto3ata Meopuasuc:
- ROMbAHEeHa Tabnuua 2 oT NPUNIOKEHNE 2 OPUTNHARHN 6naHKM WNu 3aBepeHn Konns oT NabopaTopHi NICNEABAHMA. NPOBEASHN g nabopaTopus, CKNKMUNE AOrOBOP C H30K/P30OK. 3a
AaBHOCT HA wnacnenBaHuATa ce npuema CpOK OT He noeede ot 1 Mecey npean noAgaBaHeTo Ha ,uo»(ymeHTwre B CbOTBETHATa P30K
- PEHTFEHOBY CHUMKY USTM AINCK C OPUTUHATIHU PULIOBE C NMCMEHA MHTEPNIPETALIMRA Ha PEHTIEHONOMUHITS M3MEHEHMS OT CeLManmcT no obpaaHa auarHocTuka. Mscneasanvsta cneasa
Aa Gvpar nposeaeHy B naBopatopus 3a 0BpasHa gwarHocTvka, ckounna porosop ¢ H3OK/P3OK. 3a pasHoCT Ha 13cneABaHeTo Ce Npuema Cpok OT He roseve o7 & meceua npean
N0AaBaHETO Ha AOKYMEHTWTE B CbOTBETHATA P30OK, kaTo npu nepucepHa hopma ce npunarar M3CNeABaHNsA Ha sacerHaTuTe CTaBu. a Npw LieHTpanHa ghopma ce npunarar uscreasaHmns Ha
CaKpOWNMAYHI CTABY NNk rPBOHAK.
npunarar ce oLeHku no ckana DAS28 nnu BASDAI HeOBX0RMMO @ ABYKPATHO NOTBbPXAABAHE HA noka3aTenuTe 3a noHe 12 ceaMuuer nepuoa Bes NpoMsHa B NeueHNeTo, npunarar ce v
4BaTa (rwa, yAOCTOBEPABALLV MPOBEXAAHE Ha OLEHKNTE, © OCOYEHa AaTa Ha NPOBEXAAHE, MOAMMC Ha CreunanicTa. U3sbLplinn OUEHKATa ¥ MeyaT Ha nekaps/ne4etHoTo 3aseaeHne.
npunara ce 3apasHO [OCME HAa XPOHUYHO GoneH ¢ MpocneAsBaHe Ha 3aBONABAHETO OT AUarHOCTULMpaHeTo A0 MOMeHTa: amBynaTopHW fvCToBE OT nperneaun npu cneuwanucT o
peBMaTonoms, YAOCTOBEPABALLM Ha3Ha1aBaHe 1 npoBexgaHe Ha NPeAxoaHa GasncHa Tepanvs B ONTUMANHA KypCoBe U [03N 33 NOHe 6 MECeueH NepuoA, G OTpaseHn 03K, CpoKoBe Ha
npUnokeHne 1 edexTUBHOCT,
3aabLINKUTENHO Aa Ce NOCOYBA AKTYanHO TENECHO Terno.

R

y.qoc'roaepﬂsa ce ¢ noanNnue Ha cneynanucra s npunoxexHune 1 Ha HAcTORIWMTE M3UCKBAHURA
5. KPUTEPUM 3A NPOOBIMKABAHE HA NEYEHUETO (SAOBIDKUTENHU CA BCUYKWN KPUTEPWUN):
3abenexka: bonuute cneagsa fa 6b,an MOHWUTOPUPAHW Ha 12-ta cegmmua o7 HaYanoTo Ha NeJeHNneTo. an KaHauaaTcTBaHe 3a nNpoAbIKasaHe Ha
neyeHneTo cneg 3asbplied NbPen LuecTMmeceveH Kypc ce OCbLECTBABA HOBA ouexka m 3a4BMKATENHO Ce npeacrassa MeauluHcKaTa AOKyMeHTauua ot nperneaa
Ha 12-Ta cegmuua.
MKB M07.1, M07.2, M07.3
1 | TloBnmMABaHe Ha Noka3aTeNuTe U 3aAbPXaHe BLB BPEMETO:
) Gpoil Ha GONe3HeHN W OTOUHU CTaBK - HamanssaHe ¢ none 50%'
- CYTpelJHa CKOBaHOCT - HamansBaxe C noxe 50%'
- aKkTyanHuW nokasaTenn 3a akTUBHOCT (CYE v C-peaKTueer nNpoTeunH) !
2 | CymapHa oueHka Ha nokasaverimre: Z
- noHwxeHne Ha DAS28 ¢ noseuye OT 1.2 1 3aabpXaHe BLB BpeMeTo 3a nepuchepHa cdopma unm
- noHuwxeHve Ha BASDAI ¢ 50% ¥ 3aabpXaHe BbB BPeMeTo 33 LieHTpanta ¢opma

3 | Tlunca Ha HexenaHn NIeKapCTBEHN Peakuum W U3KIIoYBaWM KpUTepun no T. Bur.l®

npunarar ce ,JIUCT 3a AMCnancepHo nabrrogerve” (6n. M3-H30K Ne 9) ¢ otpaseHa cTenex Ha nOBAVABAHE Ha MOKA3aTenVTe, nofbaHexa Taénua 2 OT NPUNOXEHNE 2 1 OPUTHHASTHU
6niaHKm Vv 3aBEPEHN KONUs O NabopaToPHX U3CNeABaHNS, NpoBeAeH! B naboparopus, CKNIYMAA AOroBop ¢ H3OK/P30OK. 3a AaBHOCT Ha W3CNENBAHNATA C& NPUEeMa COK OT He nopeve
oT 1 Meceu, npeav NoAaBaAHETO Ha ACKYMEHTUTE 8 cwoTeeTHaTa P3OK.

nipunarar ¢e oOLeHku No ckana DAS28 vy BASDAL Npu kaHauAaTCTBaHe CRea Nbpe LWSCTMECEYeH KypC ce npunarat. oyeHka Ha 12-7a ceamMMua 1 olieHka Ha B-Ts MeceL, OT HauanoTo
Ha neuenneto. fpy kaHaWAATCTBaHE 3a NOPESH WeCTMECE|eH Kype ce npvnara akTyanHa oueHka C foco4eHa AaTa Ha NPOBeXAANE. FIOANUC Ha CreLUanicTa, U3BbPLIMN OLIeHKaTa U nedar
Ha nexaps/nevebHOTO 3aBefeHUe.
3aQbAXUTENHO AA CE NOCOYBA AKTYanHO TENeCHO Terno.

y,qocmaepﬂaa ce C noAnMec Ha cneuynanucra 8 npunoxeuue 1 Ha HACTOALNTE UINCKBAHUA

S R

B. HEXXETAHWU NEKAPCTBEHW PEAKUWM - Paseutvero Ha nexenann nekapcreetin peaKLn CPSIMG BONIECTOMPOMEHSL BHTUDEBMATUIEH FexapCTBEH NPoAYKT
ce noTBbPKAABRa Ypes NpeacTassHe Ha amBynaTopeH NCT OT CLOTBETHWA NPerned Uim KONWE OT YBEAOMANEHNE KbM VAN no pega Ha un 184 ot 3NNXM

rapeHe, rnasoGonue, CBETOBBLPTEX ] aneprus

NOBWIWABaHE HA aPTEPUASTHOTO HANATAHE ] [ TexKa nHhexumus J
XEMaTonorniHm (xemorno6ux noa 80g/l, neskounTtn Noa 3500, TpomBounTn noa 90000) niunu Buc UHK OTKINO ¢c1L06pa3HO (hapMaKONTOTUUHOTO AOCUE Ha J!
npoaykTa

. U3KIMOYBALLY KPUTEPUU (npw 3anoysaHe u npu npoAbLNXKaBaHe Ha ne4eHneTo)
1. AKTUBHA Vv naterTHa Ty6epkynosa
2. OCTBE UMK XPOHNHEH BUPYCEH XENATUT
3. HeonnacTuuHn 3abonssaHna
4. 3aCTOMHA ChpeuHa HegocTaTbUHOCT IIf 1 IV dyHKUMOHANeH xnac no NYHA
5. ANNAcTAYHa aHemus, napaseHa rpaHynouuToneHns, muenothubposa
5. MHOXeCTBEHa CKNepoaa u Apyrv 60Nectn ¢ pemueniHusaumns
7.MNvnca Ha TepanesTuieH edexT Ha 12-Ta ceamuua cnen 3an0uBaHe Ha NeYeHneTo
8. BPEMEHHOCT M NAKTAUMA (C USKTHOHEHVE HA CMy4auTe, NOCOUEHN B KpaTKUTE XaPAKTEPUCTUKA Ha OMPEAENIEHM NEKAPCTBEHU NpoAYKTY)
9. NpeKbCBaHE Ha TEPANUATa NO BUHA HA Bonmna 33 NEpUoA Noseue OT 2 Mecela

OTroBaps Ha Kputepuure 3a FIEMEHMEO € ..o BOHEBHA A03A ......... ...
cneuuanuiupaHa KOMUCUs

T WN3UCKBAHWNA HA H30K NPY NEYEHWE HA YMEPEH 10 TEXBK AKTUBEH CEPOMNO3NTVBEH PEBMATOWIEH APTPUT, AKTUBEH OBEHUIREH 6
y(é APTPUT, AKTUBEH W MPOrPECUPALL NCOPWATUYEH APTPUT U TEXKbK AKTUBEH AHKUNIO3WPALL CMOHANAUT C AHTUPEBMATUYHM
£

\ 2

NEKAPCTBEHW MPOAYKTU HAJl 18 TOAWLIHA BB3PACT

e
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' ' NPUNOXEHUE 1
MINCT 3A ONPEAENSAHE HA KPUTEPUWTE NMPU 3AMOYBAHE M MPOABIMKABAHE HA NEYEHWE HA TEXBK
AKTUBEH AHKMNO3WPALL cnoHpunuT C AHTUPEBMATUYHW NEKAPCTBEHW NPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab, Infliximab, Secukinumab, Ixekizumab, Upadacitinib)

[we: el [ [ [ [ ] T [T [ |

3abenekka: MeouLUHCKama OoKyMeHmayus, yoocmosepsieala eceku om KpUMEpUUMe € Nocodena ¢ uudpa 8 UHOSKC U 3adbmKkumento npudpyxaea
HacMoAWOMO NPUSTOXEHUe.

BHONOrMYHNTE NEeKApCTBEHU NPOAYKTH CE NpUnaraT kaTo BTOpa NIUHUA Ha NevyeHue, KOraTo NbpBeaTa NnHUA e Buna HeycnetuHa unu
nNayneHTbLT He A NnoHacs.
H3OK 3annaua neveHne ¢ GUONOrMYHN NeKapCTBEeHU NPOAYKTH na 30/1, npoBexaauy AMcnaHcepHo Habniogexue.

A. KPUTEPWM 3A 3AMOYBAHE HA NEYEHUETO (SAABIKUTENHN CA BCWYKW KPUTEPWN)
MKB M45.0, M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8

CwrypHa AMarHo3a — Hanwuue Ha PEHTFEHONOTMYHUTE KPUTEPUIA 1 MOHE EAUH OT KITMHUUHUTE (CBINACcHO MoanULIMpanuTe
New York Criteria, 1984 ):"

KnuHU4HW KpuTEpuu

+  Bonka B repba: HanuyHa oT noseue oT 3 meceua, KosTo ce NojobpsABa oT yCUnus, Ho He ce obnek4aBa Npu NOKON

" OrpaHuuyeHu ABWKEHUA Ha rpu6Haka B caruTanHara u poxTandara paBHuHa

= orpaHuueHve B NOABIKHOCTTA Ha IPBAHUA KOW B CpaBHEHUEe C HOPManHuTE CTOMHOCTY 33 nona v gb3pacTra
PeHTreHONOrMYHN KpUTepuun

KapTuHa Ha cakponnuT — ctagun 2 2 bunaTepanHo unm 3-4 yHunatepanHo

2 | OueHku no ckanu:”
i Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) 2 4 unn
- Ankylosing Spondylitis Disease Activity Score (ASDAS) >2,1
3 HenoBnMsiBaHe OT NPeAXOXAalla NpoTWBOBBL3NAnuTenHa Tepanus, nposefieHa B nocnefHute 6 meceua npeau
KaHAMAATCTBaHe 3a GUONOTUYEeH NeKapcTBeH NPOAyKT:
- Npv ueHTpanHa copma — nposesena Tepanusa C Hai-Manko ABe ROCNej0BaTeNHo npunoxedn HCMNBC B onTuManin
KyPCOBE M 03¢ Npe3 NPeAXOAHUS 6 MeceueH nepyuoa
- npu nepudepHU hopmu - NpoBeEeHO KOMBUHUPAHOTO neveHue ¢ HCMBC v cyndacanasuH 8 ONTUMAaNHA Kypcose u 4034
npes NPeAXoAHUA 6 MeceueH nepuoa
4 TNunca Ha M3KnYBaWy Kpurepun nNo 1. re
npunarar ce:

- JIucT 3a gUCnaHcepHo Habnoaermue” (6n. M3-H30K Ne 9) ¢ noTebpaeHa Anarosa;

- norbAHeHa Tabauua 2 OT NPUroXeHne 2 1 OPUIMHaNKN 6r1aHKK WW 3aBEPEHI KOMMA OT NabopaTopHu N3CneaBaHna WacneasanusTa cneasa Aa 6vbaat nposeaeHu B naBopatopus,
ckmoumnna poroeop ¢ H3OK/P3OK. 3a pasHocT Ha W3CrenBaHWaTa Ce Npuema CPoK OT He nosede ot 1 MeceL, NPeAn NOAABAHETO Ha ROKYMEHTUTE B cwoteeTHara P3OK.

- PEHTIEHOBM CHUMKM MIK ANCK OT NpoBeaeHn peutrenorpacpus unv KT/MPT 1 opurunanim uwose C NMCMEHa MHTEpNpeTaLma Ha PEHTTEHOMOTUHHTE USMEHEHNA OT CNeLUancT
no obpasHa AvarHocTuka. UscneasanuaTa cnensa na 6bpat nposeneHn B naboparopus 3a oBpasrHa ANarHoCTUKa, CKuMna 4orosop © H3OK/P30K. 3a 4aBHOCT Ha W3CNEABAHETO Ce
fprema CpoK OT He foBeye o 6 Meceua Npeav NoAABaHeTo Ha AOKYMEHTUTE B cboTeeTHaTa P30K, ChOTBETHO Ha CaKpOUNMAYHM CTaBN Unk rpubHaK

npunarar ce oueHku no ckana BASDAI vnu ASDAS cropes dopmata Ha 3a6onasaHeTo: HEOGXOAUMO € ABYKPaTHO NOTBBLPXAZBAHE Ha nokasatenuTe 3a noHe 12 ceamvueH nepuog Ges

NPOMAHE B NIEYSHNETO; Npunarar ce v Asata hula, yRoCTOBEPABALLM NPOBEXAAHE HA OUEHKUTE, C nocoueHa 4aTa Ha NPOREXAAHE. MOATMC Ha CeUManiicTa, M3BbpLLIMn oueHKaTa v nevar Ha
nekaps/neyebHOTO 3aBefenne.

npunara ce 3apasHo [OCKUE Ha XPOHUYHO GoneH ¢ npocneaasaHe Ha 3a6onaBaHeTo OT AMArHOCTUUMPaHeTo 40 MOMeHTa, amBynaTopHu siMcToBe 0T nperneamn Npu cneumanier pesMaronor,
YAOCTOBEPABALMA HasHauaBaHe v NpoBexaaHe Ha npeaxoxgaua NpoTMBOBB3NANUTENHA Tepanusa 3a NoHe 6 MeceueH Nepyoa. C OTpaseHn A03N. CPOKOBE Ha NMPUNOXKERWE K eeKTUBHOCT;
3agbLNKUTENHO Aa Ce NocoUBa aKTyanHo TenecHo Terno.

ynocToBepABa ce C MOANMC HaA cneynanucTa B npunoxexHne 1 Ha HACTOAWMUTE N3NCKBAHNA

B. KPUTEPUM 3A NPOABIMKABAHE HA NEYEHUETO (SAQBMKUTENHN CA BCUYKK KPUTEPUW).

3a6enexka: bonHute cneaea Aa 6baaT MOHUTOPUPaHWK Ha 12-Ta ceagMMLa OT Ha4anoTo Ha nevenveTo. Npw kaHgnaatcTeare 3a npodbrkasaHe Ha NEYEHNETO CMNeA 3aBbPLUEH NBPBU
LLeCTMECeYEeH Kype ce ocbuecTsasa HoBa oueHKka u 3a0BbIMKUTENHO Ce npeacrass MeauumHekaTa AOKYyMeHTauua oT nperneaa Ha 12-Ta cepmmya

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

1 TloBnMsiBaHe Ha NOKa3aTENuTE U 3aAbpXKaHe BbB BPEMETO: !
- Gonka u orpaHUHeHn ABIKEHUA B TPBOHaYHNA cTeRG/rpbAEH KOWw
- akTyanHu# nokasarenv sa akTuBHOCT (CYE un C-peakTuget npoTenH)
2 CymapHa oueHKa Ha nokasarenure: z
- MopoGpeHue Ha BASDAI c 2 2 OT U3XOAHOTO HUEO ! 33/ bpKaHe BLB BPEMETO unu
- TMoaobpenne Ha ASDAS c 2 1,1 OT M3XOAHOTO HUBO U 3aAbpXaHe BbLB BPEMETO
3 JIunca Ha HexenaHu NeKapCcTBEHU peakLnu v Usknioveau kputepyn noT. Bu 1. I ¥
npunarar ce ,/UCT 3a AUCNAHCEPHO nabniogenmre’ (6n. M3-H30K Ne 9) ¢ oTpasena cTeneH Ha NOBRWSBAHE Ha MOKa3aTenuTe. NofMbiHeHa Tabnuua 2 OT MPUROKERMe 2 1 OpUrHHanNHn

GnaHKW Wi 3aBepeHn KONUA OT NabopaTopHn uacneasanus, nposeaeHu B naboparopus, ckmowmna aorosop ¢ H3OK/P3OK. 3a paBHOCT Ha W3CNEeABAHWSTA CE NPUEMa CPOK OT He noseye
oT 1 MecelL| Npeam NOAaBaHeTo Ha AOKYMeHTUTE B cvoTeeTHaTta P30OK

npunarar ce OLUEHKU no ckana BASDA! nnu ASDAS. Npw kaHavaaTcTeaxe cnea Nbpav LWeCTMEeCeYeH Kype C& Npunarat: ouexka na 12-Ta cepmMLA 1 OUeHKa Ha B-Tua Mecey OT Ha4anoTo
Ha NEYEHNETO, NPU KaHANABTCTBAHE 38 NOPeASH WeCTMeceueH KyPC C& NpUnara akTyanka oueHka C noco4ena Aara Ha MPOBEXAGHE. NOAMKMC HA CNELIMANKCTa, N3BLPLIMN oueHKkara n nevart Ha
nekaps/neyebHOTO 3aBefeHue.
3agLAKNTENHO Aa CE NOCOYBA aKTYaSIHO TENECHO Terno.

yaocrosepasa ce € noANUC Ha cneynanucTa e npunoxexwe 1 Ha HACTORIWNTE UINCKBAHUA

B. HE)XXENAHW NEKAPCTBEHMN PEAKLIMM - Passntnero Ha HexerniaHn NekapcTeeHu peakuuy ce NOTBLPXAABA UPE3 NPEACTABAHE Ha
aMGynaTopeH NWUCT OT CbOTBETHUS Npernea unu xonue oT yseaomneHue kum WA no peaa Ha un. 184 ot 3/INXM
rageHe, rnasobonue, CEETOBLPTEX [ aneprus
noBWLLABaHe Ha apTepUanHoTo Hanarave | | Texxa wHderuns
XEMaTONOTUUHU (XeMOrnoBuH noa 80g/!l, neBKOUMTY NOA 3500, TpoMBOLUTH NoA, 90000) W/ BUOXUMUUHN OTKNOHEHUS cbobpasHo
¢hapmaKoIoTMMHOTO AOCKe Ha NPoAYyKTa

. N3KIMOYBALLW KPUTEPUW (npw 3anoysaHe U npu npopbikaBaHe Ha nevyeHueTo)
1. AKTMBHA UnW natenTHa Tybepkynosa
2. OCTHP MM XPOHUHEH BUPYCEH xenaTuT
3. Heonnactuunu 3abonsasaqns
4. 3aCTOMHA CbP/EYHA HEAOCTATEYHOGT H v 1V PyHKurorareH knac no NYHA
5. ANAACTNHHE aHEMMUS, U3PE3EeHa MPaHyNoUMTONeHUA. muenogubposa
6. MHOXECTBEHA CKNepo3a 1 Apyru BonecTy ¢ AeMrenuHusaLmna
7. Nwrica Ha TepanesTn4eH edexT Ha 12-Ta CEAMMLA CNEA 3aN04BAHE HA NeHeHneTo
8. BPEMEHHOCT U NAKTALMS (C M3KIToUeHue Ha CRyvauTe, NocoYeHu B kpatkure XapakTepuCTUKN Ha onpefenexn NeKapCTBEHW NPOAYKTY)
9. fipexbCcaaHe Ha TepanuaTa no BuHa Ha HonHna 3a Neproa noseve oT 2 Meceua

OTroBapAa Ha Kputepuunrte FANEUEHNE C ... B AHEBHAa nO3a .................

s VI3UCKBAHUSA HA H3OK MNPV NEYEHWE HA YMEPEH [0 TEXbBK AKTUBEH CEPOMO3SWTUBEH PEBMATONIEH APTPUT, AKTWBEH HOBEHWUNEH 7
V APTPUT, AKTUBEH W NPOMPECUPALL NCOPWATUYEH APTPUT N TEXXbK AKTUBEH AHKUNO3UPALL CNOHAUAUT C AHTUPEBMATAYHN
NEKAPCTBEHW NPOAYKTW HAL 18 FTOANLLIHA BBb3PACT

L
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AUCT 3A ONPEQENAHE HA KPUTEPUWUTE MNPU 3AMOYBAHE Y NPOABMKABAHE HA NEYEHMUE HA TEXDBK
AKTVUBEH CEPONO3UTUBEH PEBMATOWAEH APTPWT C RITUXIMAB

[Awe: Enl [ 1 [ T ] [T1L]

3ab6enexka: MeduyuHckama OokymeHmauus, ydocmogepsisauua ecexu om kpumepuume € nocoYeHa ¢ yughpa 8 UHOEKC U 3adbmKumenHo npudpyxaea
Hacmosuwomo npusnoxenue.

Rituximab e nokasaH 3a neveHue Ha Bb3PacTHN NALMEHTN C TeXBK aKTUBEH PEBMATOVAEH apTPWT, KOWUTO HEe Ce NoBNUABAT AOCTaTBYHO UIn
UMaT HENOHOCMMOCT KbM Apyri GonecT-moAnduumpailin aHTUPEBMaTUYHI nexapcTea (BMAPJT), BKMIOUNTENHO TEpanuA C €ANH nIi noseve
BNAO0BE MHXNBUTOPK Ha TYMOpP-HEKPOTH3NpaLLnA caxTop (TNF) n/unu NHTEpNEeBKUHOBN VMHXMBNTOPK.

H30K 3annauwa 3anovysade Ha neveHue ¢ 6UONOrMYHN NeKapcTBeHV NPOAYKTH Ha 30/, npoBexaaum AucnaHcepHo HabmopgeHve.

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

1 | CurypHa anarnosa — Hanuiue Ha 4 v noBeje KpUTepnM OT CREAHNTE 7, CbrnacHo AMEpHKAHCKNS KONEX Mo peBmaTonorks (ACR)
1987r."

»  CyTpeiLHa CKOBAHOCT, POABL/IKABALLA NoBeYe oT 60 MUHYTH

*  apTpuT Ha 3 v noBeYe CTABHN 30HK

*  apTPWT Ha CTaBY Ha PBUETE;

" CAMETPUYEH apTpuT

«  peBMaTOMAHW BL3MK

»  HanMune Ha peBMaTonAeH thakTop

= pEHTreHOBH JaHHK 33 PEBMATONAEH apTpuT !

2 | PeHTreHOonorMuHM W3MEHEeHNs, NOTBLPXAABALIM TexecTTa Ha naTonorudHMA npouec 2 1l-pn peHTreHonornieH cTagnit Ha
peBMaTonaeH apTput

3 | Ouenka no ckana Disease Activity Score (DAS28) > 5,1 :
4 | HenoBnusaBaHe OT Apyrn BonecT-MoAnULMApaLLN AHTMPEBMATUHHA nekapctea (BMAPJT), BKMIOYNTENHO efVH nnn nosedve
GVNOMOrMUYHN  N1IeKapCTBEHU NPOAYKTH (TYMOp-HEeKpOTU3NPALLMA caktop (TNF) w/unu WHTEPNEBKVHOBU nHXnouTOopy) WAnn
HEeMOHOCUMOCT KbM APYrH BUONorniHN BMAPA *
5 | Jiunca Ha V3KNioYBalm KpuTepuu no 7. re

npunarar ce:

- ,JucT 3a ArcnancepHo HabnioaeHve” (6n. M3-H30K Ne 9):

- HombnHeHa Tabnuua 2 OF NPUNoXeHWe 2 ¥ OpurmHanku GRAHKM WM 33BEPEHM KOMMA OT 1abopaTopHu W3Cneasanus. fIOTBLPXAABALIM AKTUBHOCTTA Ha 3abonnBaHeTo.
WacneasanusTa cnepea pa 6baar nposejennt B nabopatopus, CKIKYMNa AOroBop ¢ H3OK/P30K. 3a faBHOCT Ha W3CneABaHuATa ce npuema Cpok OT He nose4e oT 1 mecel|
npeau NojaBaHeTo Ha ACKyMeHTuTe B cwoTBeTHaTa P30OK

- PEHTTEHOBM CHMMKH WM OUCK U opurvHaniv guwose C nucmexa UHTEPNPETAUMA Ha PEHTIEHOROTUMHMTE saMeHeHus OT cneupanvcT flo ofpasHa AvarHocTika
WacnensanuaTa cnensa na Gbaat NpoBeaeHn 8 nabopaTopus 3a 06pa3Ha AUarHOCTMKa, CKoHMNa porosop ¢ H3OK/P3OK. 3a paBHocT Ha wacnensaHeTo ce npuema CPoK OT He

2 noseve oT 6 MeceLa NPeAn NOAABAHETO Ha AOKYMEHTUTE B cvoTteeTHaTa P30OK
npunarar ¢e OLeHK No ckana DAS28: HeoBX0AUMO € ABYKPATHO NOTBBLPXAABAHE Ha rokasatenuTe 3a noHe 12 ceammden nepuog 6e3 npomsHa B NeueHWEeTO, Npynarat ce v AsaTa (puia,
[OCTOBEPABALLM MPOBEXAAHE Ha OLIHKUTE, C NocoueHa narta Ha nposexaaHe. MOANUC Ha cneyuanieTa U3BBLPLLMN OLEHKATa 1 neqaT Ha nekapa/ne4ebHOTO 3aBeaeHme.
npunara ce 34paBHO AOCHE HA XPOHWHO GoneH ¢ NpocneassaHe Ha 3afonaBaHeTo ot ANATHOCTLMPEHETO 4O MOMEHTa amBynatopHu nucToBe OT Npernean npu cneunanmct
gesmaronor, yAOCTOBEpSABALM HA3HAYABAHE U NPOBEXAEHE Ha NPeaXOXAaLa TEPaMuA C 0TPa3eHM 031, CPOKOBES Ha NPUNOKEHNE U EPEKTUBHOCT
YAOCTOBEPABA Ce C NOANMC Ha crewy ta B nf 1 Ha HACTOSALINTE NIUCKBAHNA

B. KPUTEPUU 3A nPOjlr'bH)KABAHE HA NEYEHWUETO (3ARBIDKUTENHU CA BCUYKWN KPUTEPUN)

Heo6X0AMMOCTTa OT AONBIHUTENHU KyPCOBE TpsbBa fa ce oueHnBa 24 cepMwnuy cnejd nNpuknoysare Ha npeawecTsawma Kype.

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

1 | Peunaue Ha 6onecrTa: '

= OTOYHOCT Ha CTaBuTE (CUHOBUANEH M3NUB UMMM MEKOTBKAHEH OTOK) W CyTpellHa CKOBaHOCT — HapacTeaHe
noHe ¢ 50%

= Bpoit Ha BonesHeHNTE N OTOUHN CTaBn — napacTaaHe note ¢ 50%

»  CYE > 40 mm unn CRP — Hag pedpepeHTHaTa 33 nabopaTtopusiTa CTONHOCT

L]

2 | Ouetka no ckana Disease Activity Score (DAS28) > 3,2°
3 | Tiunca Ha HeXenaHu eKapcTBEeHN peakunu 1 U3KN4Balun kputepum no 1. BuT. I :

17npunarar ce: ,JIUCT 3@ ancnaHcepHo HaBnioaermne” (6n. M3-H30K Ne 9) ¢ oTpaseHa cTenex Ha NOBMMABAHE Ha NokasaTenure: NoNbNHeHa Tabrmua 2 O NPUNoXeHue 2 U OPUIMHAIHN
BRaHKN VAN 3aBEPEHK Konus OT NabopaTopHu uscneasanHus, OCblLUECTEEHN B NAabopaTopus, CknKunna Aorosop ¢ H30K/P30K. 3a AaBHOCT Ha W3CneaBaHusTa ce npuema CPOK OT He
noseue OT 1 Mecet) npeam NOAaBaHETO Ha AOKYMEHTUTE B cvoteeTHata P3OK.

npunarar ce oLeHku no ckana DAS28: 0T NOCNERHUTE 28 AHMA 1 OT 24-Ta CEAMMLA OT Ha4anoTo Ha REeYEHMeTO; NpUNarar ce 1 aBata uwa, yaocToseprBallin NPOBEXAAHE Ha OLieHKUTE, C
OCOMEeHa AaTa Ha NPOBEXAAHE, NOATMC Ha CreuuanicTa, M3BBLPLUMA OLeHKaTa 1 nevar Ha nekaps/nevebHOTO 3aBeaerve

yNocTOBEpsABA Ce C NOANNG Ha cheumanucTa s npunoxenie 1 Ha HACTOAMNTE UINUCKBAHNA

AN

B. HE)XXEJIAHU NEKAPCTBEHW PEAKLINW - Pasenmeto Ha HexenaHy nekapCTaein peakLd cnpsmo 5ONECTONPOMEHAL 2HTHPEBMATIEH NeKapCTBEH NPOAYKT
ce NOTBbPXKAABA 4pes NpeacTaBaHe Ha aMBynaTopeH NCT OT ChOTBETHWA Npernea ANU KONWE OT YBEJIOMIIEHNE KbM WA no peaa Ha un. 184 ot 3NNXM

rajene, rnasobonue, CBETOBbPTEX | aneprus

NOBULLIABAHE HA ApTEPUAnNHOTO HanArate | | Texxa wHdexuns

XEMATONOrMuHU {xemornobuH noa 80g/l. neskouuTv NOA 3500, TpomBouunTu nof, 80000) u/unu BUOXVMUIHM OTKIOHEHNs CboBpasHo (PapmMakonoruiHoTO J
A OCHE Ha NPOAYKTa

I. U3KNIOYBALLU KPUTEPUU

1 AKTUBHU, TEXKN UHBEKLN

2. NauMeHTH B TEXKO MMyHOKOMNPOMETHPAHO ChCTOSHUE.

3. Texka CbPASYHa HEAOCTATHHHOCT (Knac IV NYHA)

4 PaszswTvie Ha 6enean Ha nporpecusra MynTucpokarnHa neskoeHLedanonarns

5 Bonku ¢ Bpoii Ha HEeYTPOMUIHATE MPaHYOUUTY < 1.5 x 10%/1 wiunn 6pow wa TpomBoumrThTe < 75 % 10

6 Jlnya noa 18 roaviuna sw3pactT

7 flunca Ha TepaneBTdeH eekT (Henosnussane NPOALMKUTENHOCTTA HA CYTPELIHATA CKOBAHOCT NepCUCTUPaHE Ha CTaBHUA OTOK, HenoenuaBaHe 6pos Ha BoneHenuTe
WHVAN OTOUHUTE CTaBu; HenosnuasaHe Ha CYE v CRP)

BpemMeHHOCT 1 fiakTaums

o

OTroBaps Ha KpuTepuuTe 3a neveHue ¢

i g WN3UCKBAHUS HA H30K IMPY NEYEHWUE HA YMEPEH [0 TEXBbK AKTUBEH CEPOMNO3UTUBEH PEBMATOWIEH APTPUT, AKTVUBEH KOBEHWAEH 8
rg‘yﬁ APTPUT, AKTUBEH ¥ MPOrPECUPALL NCOPUATUYEH APTPUT U TEXXbK AKTUBEH AHKUNO3UPALL CTTOHAUANT C AHTUPEBMATUYHW
"’\} " NEKAPCTBEHMW NMPOAYKTU HAL 18 TOANLIHA BB3PACT

e




NPUNOXEHWUE 2

1. NEMEBHO-AVAMHOCTUYEH ANTOPUTHM

1. NEKAPCTBEHW NPOAYKTH, BknioyeHn B Mpunoxenune 1 Ha nnc, komro H30K sannawa B cLOTBETCTBME C AeWcTBawmTe
HOPMAaTMBHU AOKYMEHTH — Tabnuua 1

““”

MO05.0, M05.1, M05.3, M05.8;
MO07.1, M07.2, M07.3;
ADALIMUMAB M08.1, M08.3, M08.4;
M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5, M45.6, M45.7, M45.8

M05.0, M05.1, M05.3, M05.8;
MO7.1, M07.2, MO7.3;

» 40 mg npes ceamnua

= yHTeH3udukaums B A03a 40 mg BCAKa ceamnua wnu 80 mg npes
cegMuua 3a Cpok OT 12 ceamnuyn, B ChbOTBETCTBME C KpaTkuTe
xapakTepuCTUKh Ha nekapcTBEHNTE NPOAYKTH 3a MO05

ETANERCEPT MO08.1, M08.3, M08.4; = 50 mg eAnH NbT CEAMUIHO
M45.0, M45.1, M45.2, M45.3,
M45.4, M45.5, M45.6, M45.7, M45.8
= npw 3ano4BaHe Ha Nne4eHne — nbpsn mecey 1200 mg (Ha 0,2n4
. CeaMnuUM — 2 NBTH AHEBHO O 200 mg)
M05h.;)67|\ll105l\.d167M20 5'\:07M 39 58, s noAAbpKawWa ao3a — 200 mg Ha BCekn 2 CeAMULIA
CERTOLIZUMAB M45.0 M45 1 M45 5 M45 3 WNK anTepHaTMBHa NOAABPXALLA no3a oT 400 mg Ha BCEKA 4 cepMmuLu
.y i A .y Mpw nauweHTn ¢ AKCWaneH CroHANNoapTpuT CREA noHe 1 roguHa neverve ¢
M45.4, M45.5, M45.6, M45.7, M45.8 .
Tpaitha peMmucHs MOXe A3 ce ofcbAn W3INON3BaHETo Ha HamaneHa
nopAbPAKaLLa aosa 0T 200 mg Ha BCEKN 4 CeAMULM.
» 50 mg eanH NbT MeceuHo
MOS,\?O;\A?E)'\;O;W?SJO;\A:?E’S Mpw nauweHTH C TENEeCHO terno Han 100 kg, npn KOWTO CNeA 3 a0 4 ao3n o7
GOLIMUMAB A vy - 50 mg €AWH MBT MECEYHO He ce NOCTWFHe 3aJ,0BONUTENEH KNUHUYEH
M45.0, M45.1, M4S.2, M45.3, OTroBOp, MOXe Aa ce 06CBAN NO a 100 m
M45.4, M45.5, M45.6, M45.7, M45.8 P, A AV MOBALIABAHE HA RO3ATA A g BEAHBXK
meceuHo. Mpy nunca Ha TepanesTHeH otrosop cnea 3 Ao 4 AOMBAHVTENHU
A031 NEYEHUETO Ce NPEOLIeHABA.
* nipu 3anovBaHe Ha neyeHne:
— 3 mg/kg NHTpaBeHo3Ha nHpyana Ha 0, 2 v 6 ceammnum 3a M0OS
— 5 mg/kg WHTPaBEHO3HA wHepysus Ha 0, 2 n 6 ceamnum 33 MO07
— 5 mg/kg wHTpaBeHo3Ha urdbyans na 0, 2 n 6 CEAMALIN 38 M45
M05.0, M05.1, M05.3, M05.8; = noaaLpXawa gosa:
M07.1, M07.2, M07.3; — 3 mg/kg uHTpaseHo3Ha nHy3MA Ha BCekN 8 ceamuin 3a M05
INFLIXIMAB M45.0, M45.1, M45.2, M45.3, — 5 mg/kg NHTPaBEHO3HA nH(Y3WUA Ha BCEKK 8 cepmmum 3a MO7
M45.4, M45.5, M45.6, M45.7, M45.8 — 5 mg/kg UHTpaBeHo3Ha NHPY3WA Ha BCEKN 6-8 cepmuum 3a M45
»  pHTeH3ndwkauns - npy HepocTaTbMeH OTroBOp C€ ponycka
noemMiaBaHe Ha gosatac 1,5 mg/kg AO Makcumanta posa 7,5 mg/kg Ha
BCEKN 8 CEAMMLN NN NpUnoxXeHne B aosa 3 mg/kg Ha BCEKK 4 cepMvumn
3a cpox oT 12 ceamnun, B CLOTBETCTBME C KPATKNTE XapaKkTepuCTUKA Ha
nekapcTBEHWTE NPOAYKTH 33 MO05
TOCILIZUMAB M05.0, M05.1, M05.3, M05.8; * 8 mg/kg NHTPaBEHO3HA WHDY3NA eANH NBT Ha 4 CEAMULIM (no 800 mg)
M08.2, M08.3, M08.4 * 162 Mg NOAKOXHO EAVH NBT ceaMuIHO
* npu 3anousaHe Ha fieyeHune — Nbpemn mecel 45 mg Ha 0 n 4 ceamuLn
USTEKINUMAB MO7.1, MO7.2, M07.3  nopABLPKawa A03a - 45 Mg Ha BCeKA 12 CEAMALLE
AnTepHaTUBHO, NPN NauAeHTy ¢ Tenecho Terno > 100 kg, moxe pa ce
nanonssaTt 90 mg
MO7.1, M07.2, M07.3; : npw 3anoysaxe Ha ne:f)e;ue -150mgHa0,1,2,3% 4 ceamnua
M45.0, M45.1, M45.2, M45.3, B3 ollﬁg‘s; g:( irl:"vnanﬁ:::ﬂ— o-rronr::)g O aara O 300
M45.4, M45.5, M45.6, M45.7, M45.8 P A03aTa MOXE A3 CE MoBAM A0 303 MI-
Beska aosa oT 300 mg ce npunara KaTo ABE MOAKOKHW MHXEKUUN OT 150 mg.
Mpw nauueHTh € MO7.1, M07.2, M07.3 1 cenbTCTBAL yMepPEeHO TeXbK AO
SECUKINUMAB TEXbK MNaKaTeH NCOPUA3NC™, MK KOUTO He ca ce NOBMUANM AO0CTaTBLHHO OT
nposepeHaTa aHTu-TNFa Tepanma:
MO7.1, M07.2, M07.3 * NpY 3anNO4BaHe Ha neveHne - 300 mg Ha 0, 1, 2, 3 n 4 ceamnua
*» noaAbPXaLA A03a - 300 mg exemeceuHo
Bcsika gosa ot 300 mg ce npunara kaTo ABe NOAKOXKHN UHXEKLIAN OT 150 mg.
———
= npu 3anovBaHe Ha rneuyenne — 160 mg Ha ceamuua 0
* nopAbLpXKaLia no3a - 80 mg Ha BCAKa 4-Ta ceammua
IXEKIZUMAB M07.2, M07.3 Besika posa ot 160 mg ce npunara KaTo ABE NOAKOXKHM NHXEKLMKN OT 80 mg.
M45.0, M45.1, M45.2, M45.3, 3a naumeHTuTe C McA v CbNbTCTBALL YMEPEHO TEXBK A0 TeXbK nnakareH
M45.4, M45.5, M45.6, M45.7, M45.8 | ncopmasuc* npenoppuuTenHaTa Cxema npw 3anoysaHe Ha nedenne e
cblyaTa, KaxTo npu nnakareH ncopwasuc - 160 mg Ha ceamuua O,
nocneasana ot 80 mg Ha cepmmnua 2, 4, 6, 8,10mn12.
N3UCKBAHNA HA H30K NP NEYEHNE HA YMEPEH N0 TEXBK AKTUBEH CEPOMO3NTUBEH PEBMATOWAEH APTPUT, AKTUBEH ¥OBEHWNEH [¢]

APTPUT, AKTUBEH U NPOTPECUPALL MCOPUATUYEH APTPUT Y TEXbK AKTUBEH AHKWUNO3UPALL CIOHAUINT C AHTUPEBMATUYHU
NIEKAPCTBEHM NPOAYKTY HAJL 18 roaviLLHA Bb3PACT

T




* npyn 3anoyBaHe Ha neuyeHue - 100 mg Ha ceamuLi Oné

= noaakbpKawa fo3a - 100 mg Ha BCcekn 8 cepmMuun
Mpy nauveHTh C BUCOK pHCK OT yBpeXaaHe Ha CTasuTe cnopef, KNMHNYHaTa
npeueHka moxe Aa ce obmucnA npunarade Ha Aosa 100 mg Ha Bcekn 4

MO7.1, M07.2, MO7.3

MO07.1, M07.2, M07.3

T INN MKB
GUSELKUMAB MO7.1, M07.2, M07.3
TOFACITINIB M05.0, M05.1, M05.3, M05.8,

5 mg ABa NbTH AHEBHO
11 mg eAnH NbT AHEBHO

BARICITINIB M05.0, M05.1, M05.3, M05.8

4 mg efuH NbT AHEBHO

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

15 mg egnH NbT AHEBHO

TepaneBTU4HNAT KYpC Ce CBCTON OT 2 WHTPABEHO3HN WHY3MW NO
1000 mg npe3 14 pHun.

UPADACITINIB | w145 0 M45.1, M45.2, M45.3, M45.4, .
\I45.5, M45.6, M45.7, M45.8
RITUXIMAB M05.1, M05.2, M05.3, M05.8

NPUNOXEHUE 2

AO3A

|

|

*[lnarnosarta ce noTBBLpXKAABA C MeguuuHcka OOKYMEeHTalLusA, B cboTBeTCTBMUE C Kpurepumre, noco4exu B U3NCKBaHUATA Ha H30K 3a

nevyeHne Ha TeXbK ncopuasuc.

Mpu 3ano4saHe Ha Tepanusi Ha HOBW 6onHmn (6e3 n
Ha3HavyaBa neKapcTBeHusl npoayKT/TepaneBTUUHUS
ChOTHOWEHNE MEXAY nocTurade Ha TepaneBTWYEH P
Tepanus 1 pa3xopBaHe Ha cpenctBa oT Gopkera Ha
apyrin nexapcreen/v npoaykt/v wnn neka
3annaWany HambHO UNY HYacTU4HO OF H3O0K),

2. NPOCNEAABAHE:

pepwecTBawo nevexne C nocouenute B Tabnuua Ne 1 INN) ce

Kypc ¢ HaW-ronsMa pasxoaHa edeKTUBHOCT (nan-poSpoTo
e3yntaT OT npunaraHe Ha neKkapcTBeH NpoAyKT/nekapcTeeHa
H30K 3a cbwmAa npoaykT/Tepanus, npn CBLMNOCTABAHETO MYy C
pcTBEHU Tepanum, npeacTaBnABalin  TepaneBTHHU anTepHatMeu ¢
Ha ocHOBaHwe un. 23a, an.1 or Hapen6a Ned ot 2009r.

EME:

Tabnuua 2

W3CNEABAHWUA

Terno

MO08.2, M08.3, M08.4, M07.1, M07.2, M07.3

M45.4, M45.5, M45.6, M45.7, M45.8)

Disease Activity Score (DAS28) (M05.0, M05.1, MO05.3, M05.8,

Bath Ankylosing Spondylitis Disease Activity Index (BASDAID)
(M08.1, M07.1, MO07.2, M07.3, M45.0, M45.1, M45.2, M45.3,

Ankylosing Spondylitis Disease Activity Score (ASDAS) (M45.0,
M45.1, M45.2, M45.3, M45.4, M45.5, M45.6, M45.7, M45.8)

CRP (C - peaktvieeH NPOTEuH)

CYE

NKK/IAKK

| \|I|‘%
<«

ACAT

ANAT

M08.4)

M08.3, M08 .4
Ypesa (M07.1, M07.2, MO07.3 3a Ustekinumab)

Ty6epkynuHosa npoba

XenaTtuTHu Mapkepu

PeHTtreHorpacduva Ha 3acerHatu obnacTu/cTaBu

PenTreHorpacuvs Ha rpbAEH KoL ¥ 6sn apob
@»ma Evonows (MO7.1, M07.2, M07.3)

Xonectepon (M05.0, M05.1, M05.3, M05.8, M08.1, M08.2, M08.3,

Tpurnuuepnan (M05.0, M05.1, MO5.3, M05.8, M08.1, M08.2,

KpeaTHwn (MO7.1, M07.2, MO7.3 sa Ustekinumab)
Waaler Rose/RF (M05.0, M05.1, MO05.3, M05.8)

ETH [TTITT]

HA BCEKM 6 MECELA
v

v

A ENENENENERN

VW3UCKBAHUA HA H30K NPU MIEYEHME HA YMEPEH 10 TEXXbK AKTWBEH CEPOMOSUTUBEH PEBMATOWOEH APTPUT, AKTUBEH HOBEHWUNEH 10
APTPUT, AKTUBEH W NPOTPECWUPALL, NCOPUATUYEH APTPUT ¥ TEXXbK AKTUBEH AHKUNO3WPALL CNOHAUNUT C AHTUPEBMATUYHW
NEKAPCTBEHW NPOAYKTU HAJl 18 rOpVIWLHA Bb3PACT

l




* npunaraT ce OpUrUHaNHK GnaHKu NN 3aBEpeHn KOTMR 0T nabopaTopHi W3CneABaHNA, NOTBBLPNAABALN AKTUBHOCTTA Ha 3abonsBaHeTo.
WscnepsaHwsaTa cnepsa aa 6baaT OCbLUECTBEHV B naBopaTopua, CkAluMna Aoroeop C H30K/P30K. 3a AaBHOCT Ha M3cneABaHuATa ce
npuema cpok OT He noseye oT 1 meceu, npeaw NOAABAHETO HA AOKYMEHTHUTE B cwotBerHaTa P30K.

** 33|LMKNTENHO CE NPURAraT CHUMKKU UM AUCK oT 06pa3Hu M3CNeABaHUA Ha 3acerHatn o6nacTu/cTaBu »n OpUrMHanHu guwose o7
pasunTaHeTo Ha obpasHute W3CNepBaHVA. WscneagaHwATa cnepsa Aa 6baaT ochbLUECTBEHW B nabopatopust 3a obpasHa ANarHoCThKa,
ckmiounna gorosop ¢ H3OK/P3OK. 3a aaBHOCT Ha W3CnefBaHeTo ce npuema CPoK OT He noseue OoT 6 meceua NPean nopasaHeTo Ha
DOKYMEHTHTE B CbOTBETHATA P30K. He € HeobxoauMo Aa ce npunara cHuUMKka unu [WCK OT PeHTreH Ha 6sn npob!

*** npunara ce opuruHanHa 6nanKa ¢ pe3ynrar oT nposeaeHa Ty6epkynuHoBa npoba.

II. OBWM UINCKBAHUA

1. Bb3pacToBaTa rpaHuua ce usiucnssa 8 HABDBPLIEHN TOANHM - T.€. BKIIOYUTENHO KbM jatata Ha vsgasaHe Ha npoTokona ot
cneuvanuanpadara komucus.

2. Mpw Ha3Ha4aBaHe Ha Tepanus no NpoToKos 3aQbMKUTENHO Ce CbobpassBaT Bb3PACTOBUTE orpaHuyeHusi, CbINacHo KpaTtkara
XapakKTepucTuka Ha CbOTBETHMA fiekapcTBeH NpoAYKT, YTBbpAieHa no peaa Ha 3NNXM.

3. H30K He 3annaiua nevexne U3BLH ykasaHata Bb3paAcTOBa rpaHuLa B kpaTkata xapaxTepucTuka Ha npoaykTa.

4. H30K He 3annaila neverne ¢ Ao3n Haa MaKCHUManHo paspelleHute no kparka XapakTepucTuka Ha npoaykTa.

5. B cnyuai Ha HacTbnuna noaosnpaqa HexenaHa nekapcTBeHa peakuus, nekapst ysepomsiea WAl no peaa Ha un. 184 ot
3MIMXM. Konve oT cbobileHNeTo ce npunara KM MeJuLIMHCKaTa JoKyMeHTaUmA Ha 300 npu KaHauaaTcTeaHe 3a nedYeHne.

6. CNEUMANU3UPAHATA KOMMCUA u3nasa Pewenne no obpaseu CbrnacHo HaLUMOHaNHWA pamMKoB [OroBop 3a
MeaNLMHCKUTEe AeWHOCTH 33 ambynaTtopHa npoueaypa Ne 38 "OnpegensHe Ha NnaH Ha neuenue u npocneasBaHe Ha
TepanesTU4HKUA OTTOBOP NPU NaLMenTH, nony4yaeaily CKbMOCTpyBalLy nekapcTBEHW NPOAYKTU No peaa Ha un. 78, 1. 2 330" o1
npunoxexne N 7 Kbm un. 1 oT Hapenfa Ne 9 ot 2019 r. 3a onpeaensHe Ha nakeTa OT 34paBHU AeAHOCTW, rapanTupaH ot
poaketa Ha HauyuonanHara 3apaBHoOCHTYpuTenHa kaca w npepocTaseHa ofF 301 megMuMHCKa AOKYMEHTaUWA.
CneuvanusupaHaTta KOMMCHSA CbxpaHsBa et exsemnnsip ot Pewenneto. Npu n3nasaHe Ha npotokon Ha 30/1, cbxpaHsasa
BTOPYW €K3eMNNAp Ha NPOTOKONa, BCUHKA HeoBX0aUMU AOKYMEHTU 33 W3AaBaHETO My U Konue oT npuroxexue 1 Ha HacToAwuTe
W3UCKBaHWS!, MOMBIIHEHO NO CHOTBETHAaTa TOUKa 1 MOAMNUCAHO OT UNEHOBETE Ha cneunanuanpaHarTa KoMUcUs.

Hacmoswjume u3uckeaHusi ca ymebpdeHu oM ynpaeumens Ha H30K cned Pewexue Ne P[]-HC-04-54/27.04.2022 2. Ha
Had3opHusi cbeem Ha H30K u npedsapumen+Ho cbariacysaHe ¢ B/IC, Ha ocHoeanue un.52, an.8 ebe epb3ka ¢ an.6 om
MpasunHuka 3a ycmpoiicmeomo u 0eliHocmma Ha HauuoHanHama 30pagHoOCu2ypumesHa Kaca. W3uckeaHuama enu3sam e cuna
om damama Ha obHapodsaHemo uM 6 JbpxaseH eeCmMHUK" U OMMEeHsM delicmeatyume U3UCKeaHusl, & cuna om 02.07.2021 a.
Ha ocHoeaHue PeweHue Ne PO-HC-04-69 om 11 roHU 2021 2. Ha Had3opHuA cbeem Ha H3OK.

W3NCKBAHUA HA H3OK NPY NEYEHWE HA YMEPEH 10 TEXXbK AKTUBEH CEPONO3UTVBEH PEBMATOWIEH APTPUT, AKTUBEH tOBEHUNEH 11
APTPUT, AKTUBEH ¥ MPOFPECUPALL NCOPWATWUYEH APTPUT U TEXXBbK AKTUBEH AHKWNIO3UPALL CTIOHAWIUT C AHTUPEBMATUYHU
NEKAPCTBEHW MPOAYKTY HAZ 18 FOOUWHA BBb3PACT




NPUNOXEHUE 3

AEKNAPALUA 3A UHOOPMUPAHO CbIMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOOBLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHMA NPOAYKT

crea Kkato ce 3anosHax C usnata Mu  MpejocTaseHa uHchopMaLMs M LienTa  Ha  feveHMeTo C  NeKapecTBeHvA
PIDOBYKT . -eoevvvoessse s e W ches KaTto MOoMyuux u3depnartenHu OTToBOpyu Ha
[OCTaBEHUTE OT MEH BbMNPOCK, AeKNapupam He:

1. WHopMuUpaH CbM 3a OTKa3 OT MaluuHCTBO / GaWMHCTBO NO BPEME Ha NPOBEXAaHe Ha NeveHne C ropenccodeHns

NeKapcTBEH NPOAYKT (MOCOUEHU B KPATKUTE XapakTepucTuky Ha onpeaeneHi NekapcTBeHn NpoayKTH).

A HE

2. Llle cnaseam npenopbyYaHaTa M1 cxema Ha fleYeHne 1 NEPUOLUYHOCT Ha KOHTPONHWTE Nperneau.

PefoBHO le Ce sBSBaM Ha KOHTPOMHW npernean HAMA 43 NPOMEHSIM CaMOBOMHO MR NOA /APYro BHyLLEHUE
HasHayeHata Mu Tepanus.

4. Tlpv npeycTaHOBABAHE Ha NEYEHUETO No NPUUUHK, HENPOUSTUYALLIN OT PELLIEHNETO Ha KomucusTa 3a ekcnepTtuan 8 P3OK
wiunn Kommemsita no un. 78, 1.2 ot 330, Wwe yBeaoMs HeszabaBHO nuuHus o nekap u P30OK v e BbpHa B P30K
NOCNEeAHWS NPOTOKON, N0 KOWTO CbM nonyyasan/a nekapcTBeHWA NPOAYKT.

5. [lpu HecnasBaHe Ha MocoueHUTe yCroBus FIEYEHMETO MK C YNOMEHaTUs NekapcTBeH NPOAYKT Wie 6bae npekpaTeHo n

HsMa Ja UMam NPeTEeHLU KbM H30K.

JATA o
JLEKIMAPATOP .. oovrvscereeemsmsrss s
(vme, npesume U damunns)
TIOAMUC ... ceeveenieimneserr s
iy M3VUCKBAHUS HA H30K NPY IEYEHWE HA YMEPEH 10 TEXXbK AKTUBEH CEPOMO3UTUBEH PEBMATOWEH APTPUT, AKTBEH IOBEHWIIEH 12
"%y( APTPUT, AKTUBEH W1 POTPECUPALL NMCOPUATUYEH APTPUT U TEXBK AKTVMBEH AHKUIO3UPAL CROHONMT C AHTUPEBMATAYHA
“\2-%,‘ NEKAPGCTBEHW MPOMYKTY HALL 18 TOVLLHA BB3PACT




