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N3NCKBAHUA HA H30K

NPU USOABAHE HA NPOTOKONU 3A NPOBEXOAHE HA NEYEHUE HA TEXXBK MCOPUA3UC

MpoTokonbT ce usfaea OT CMNEUMaNnMCT C KOA Ha cneuuanHocT 04 — KOXKHM M BeHepuuecku GonecTw,
ckntoyun no gorosop ¢ H30OK. PeweHue ce usgasa o1 cneunanm3mpaHa KOMUCHUA B neyebHW 3aBeaeHus 3a
6onHuyHa nomouy, ckrouunu pgorosop ¢ H3OK 3a usnbnHewne Ha AmbynatopHa npoueaypa Ne38.
CneumanuanpaHuTe KOMUCUM Ce Cb3aaBaT CbC 3anoBef Ha AupeKTopa Ha cnepHute nevebHu 3asegeHus:

YMBAJ ,AnekcaHapoBcka*
CrosH Kupkosuy“ - Ctapa 3aropa.

- Cocpus, BMA - Cocous, YMBAJT ,O-p I.CtpaHcku” -

MneseH, YMBAJ ,Mpoc. a-p

1. PEQl 3A YTBbPXOABAHE U 3ABEPABAHE HA NMPOTOKOJIUTE - NEYEHUE C CICLOSPORIN

MpoTokonu 3a 3ano4BaHe U NPOALIKABaHE Ha TepanuaTa

cneuvanucT, CKIoYun
gorosop ¢ H30K

N

cneunanusupaHa
KOMUcua

/

ETANERCEPT,
RISANKIZUMAB

= “lpoTokon 3a npeanuceaHe Ha
nekapctsa, 3annawanu ot H30K/P30OK™ — > ?2:2::2:: B P3OK'
06p. M3-H30K P 4

2. PEQ 3A YTBBLPXOABAHE WU 3ABEPABAHE HA NMPOTOKOJIUTE - NIEMEHWE C ADALIMUMAB,
INFLIXIMAB, USTEKINUMAB, SECUKINUMAB,

IXEKIZUMAB, GUSELKUMAB M#

. MpoTokonu 3a 3anouBaHe Ha TepanusTa
MpoTokony 3a NLPBO NPoALIHKEHUE Ha TepanuaTa '
MpoTokonu npu npomsiHa (NOBUILEHKE) B AO30BUS PEXUM WITM CMAIHA Ha TepanuATa

cneunanucT, CKIoYmn
poroeop ¢ H30K

= [TONbAHEHO W NOANUCAHO NpUnoXeHue 1 — NUCT 3a onpeaenaHe Ha
KpuTepuuTe

* MeaMuUMHCKA [AOKYMEHTaUMA C NPUNOXEHW BCUYKW Heobxoaumu
nokasartenu u uacnegsanus no Tabnuua 1 Ha npunoxexue 2

* “lpoToKON 3a NpeaAnucBaHe Ha nekapcTaa, 3annatiaxdu or H3OK/P3OK” -
06p. M3-H30K

cneuyunanunsnpaHa
KOMUCUA

T\

= PelweHue Ha cneumnanmimpaHa KOMMCHA C AICHA MeanLMHCKa MOTUBaLWA
(3a0bmxumenHo ce ombesnisi3ea nurnca Ha uskndyeawu Kpumepuu)

* ‘TIpoTOoKON 32 NpeanucBaHe Ha nekapcrea, 3annawanu ot H3OK/P3OK” -
06p. M3 - H30OK

'Komucus no un. 78,71.2
01 330 B LY Ha H30K

3aBepka Ha npoTokona
B P30K

MpoTokonu 3a NpoAbINKaBaHe Ha TepanuaTa -

cneuuanucT, ckniovun
porosop ¢ H30K

-

cneuunanusnpaHa
KomMucua

* MeAMUMHCKA [OOKYMEHTAUMA C NPUNOXEHW BCUYKM HeoBxoaumu
n3cneasaHusa no Tabnuua 2 Ha npunoXxexue 2

* [onbNHEHO U NOANUCaHO NpunoXxeHue 1 — NUCT 3a onpeaensiHe Ha
KputepuuTte

* “‘lTpoTokon 3a npeanuceaHe Ha nekapctea, sannawaxu ot H30OK/P30K” -
06p. M3-H30K

= PelueHue Ha cneymManusmpaHa KOMUCHUSA C SiCHa MeQnLUMHCKa MOTUBaLNS
(3adbmxumenHo ce ombensdea nunca Ha UskKmoYsawu Kpumepuu)

= “lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawaxHu ot H3OK/P30OK” -
06p. M3 - H30OK

v

3aBepka Ha npoTokona
B P30K
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Il. OBLLUX NONOXEHUA

1. 301 nonaBa nogrotBeHuTe AaokymeHTu B P30K, Ha TepuTopusATa Ha KOSAATO @ Hanpasuno u36op Ha ONJ.
LOokyMeHTUTe BKNIOYBaT:

1.1. 3anBneHune no [vpekropa Ha P30OK.

1.2. MonbnHeHo 1 nognucaHo npunoxeHue 1. Monbnsa ce N0 CbOTBETHATA TOYKa W Ce npunara otpaseHara B
UMPOB MHAEKC MEAULIMHCKA AOKYMEHTaUms, yA0CTOBEpSBaLlia BCEKN €iMH OT Kputepuure.

1.3. MbnHuaT Habop uacneaBaHUA (DU3NKANHN, UHCTPYMEHTanNHU 1 nabopaTopHu), OTpaseH B NpUNoXeHue 2.
1.4. “NpoTokon 3a npeAnNUCcBaHe Ha nekapcTBa, 3annawanu ot H30K/P30K” — o6p. M3-H30K, uspapeH ot
nekap cneuwanucT, pabotew no gorosop ¢ H3OK unu ot cneunanusupaHa komucus. MNpunara ce opuruHan Ha
NpoTOKONa, a NpU KaHAWAATCTBaHE 33 NPOAbIKaBaHe Ha TepanuaTa ce NPeACcTaBA OpurMHan Ha NPeaxoaHUs
NPOTOKON C OTPA3EHN BCUYKN HA3HAYEHNA NO HEro.

1.5. Pewexnne Ha cneunanumpaHa KOMUCUA OT neuyebHO 3aBepeHve — u3NbNHUTEN Ha AMbynaTtopHa
npoueaypa Ne38 ,OnpeaensiHe Ha NNaH Ha NeYeHue 1 NpocneasBaHe Ha TepaneBTUYHWUS OTTOBOP NpW NALMEHTH,
nosyyasaly CKbNOCTPyBaLLW NeKapcTBEHU NPOAYKTU NO peaa Ha un.78, 1.2 330" - 6n. M3-H30K Ne13.

1.6. leknapauun 3a uHopMupaHo cbrnacue no obpaseu (npunoxexue 3)

2. P30K npuema nokymeHTHUTe No T. 1 cnea cnpaBKka OTHOCHO 3APaBHOOCUTYPUTENHUA cTaTtyc Ha 30/1.

3. MbpBUAT U BTOPUAT NPOTOKON NpU 3ano4BaHe Ha neveHue U NpyU CMAHa C ApYr NekapcTBeH NPoAyKT ce
u3gasat 3a nepuoa Ao 180 AHu, a BCeku cneaBaily NPOTOKON MOXe Aa Ce u3aaBa 3a CPoK Ao 365 AHK.

U3UCKBAHWUA HA H3OK NMPU NEYEHWE HA TEXXHK NCOPWUA3UC B N3BBLHBEONTHUYHATA MOMOLL, - B cuna oT 15 anpun 2020 roanHa 3



NPUNOXEHUE 1A

JINCT 3A KPUTEPUU NPU 3ANOYBAHE 1 NPOABIMKABAHE HA NEYEHUE
HA TEXXBK NCOPUA3NC C CICLOSPORIN

Ume:

ErH

3abenexka: meduyuHckama OoKymeHmauus, ydocmosepsisauia 6Ceku om Kpumepuume e focoYeHa ¢ uugpa 6 UHOEKC U 3adbSIKUMESTHO
npudpyxaea HaCMOAWOMO NPUNIOXKEHUe.

A. Kpurepuu 3a 3anouyBaHe Ha NbpBU Kypc Ha neyeHue ¢ Ciclosporin (Heo6xoaumMo e Hanuumue Ha BCUYKK
KpuTepum):

MKB L40.0, L40.1

1 | CurypHa auarHosa — noTebpAeHa Ha 6asa KIMHUYEH npernes u koxHa Guoncus

2 | TexecT Ha 6bonecTTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012

3 | 'unca Ha uskniouBauy kpurepun no 1. I

B. Kputepuu 3a npoabmkaBaHe Ha nevenue ¢ Ciclosporin (Heo6x0AUMO e Hanu4ne Ha BCUUKU KPUTEPUK):
MKB L40.0, L40.1 :

1 | NpeawecTtBauwo neyeHue ¢ Ciclosporin

2 | NoBnusaBaHe Ha NokasaTenuTe: HamansaBaHe Ha KNMHUYHATa CUMNTOMaTUKa — epuTeM, UHpUNTpaums,
Aecksamauus

3 | Nunca Ha HeXxenaHa NekapcTBeHa peakuus U U3KNIoYBaWy kputepum no T.Bu t. I

B. USKNIOYBALLU KPUTEPUUN

P L=

220 oNoe o

S0

Bwbapact nop 18 roauHu

BpemeHHOCT 1 KbpMmeHe

HekoHTponupaHu obwm unu nokanHu nHdekumum

Texkn 6b6peunn sabonseaHns ¢ HamaneHa 6Gb6peyHa hyHKUUA, C U3KNIOYEHNE Ha HEIPOTUYEH CUHAPOM C MUHUMANHK
rNOMEPYIHN N3MEHEHUA, hoKanHa U CerMeHTHa MoMepynHa ckneposa U MemBpaHo3eH rnoMepynoHedpuT.
3nokayecTBeHn HoBOOGpasyBaHus (0COBEHO XeMaTONMOTMYHN U KOXHIU HEONNasuu, C 3KnioYeHne Ha 6asanHoKneTbYHUA
KapuuHoM)

HekomneHcupaHa apTepuanta xunepToHus

XeMaTonormuHn unnu GUOXUMUYHN OTKIMOHEHUS!, CbOBPa3HO hapMakoNorMyHOTO JOCKe Ha NPoayKTa

Mpuapyxasaw, npuemM Ha MeaukameHT, Kouto B3aumopenctea c Ciclosporin; npuapyxasawa [MYBA Tepanus,
NPUAPYXaBaLl NPMeM Ha APyrn UMYHOCYNPECOpM, PETUHOMAW UMW NPEAXOXAALLIO AbNTOTPaiHo nevexve ¢ Metotrexat.
Jleuyenue c Ciclosporin noseye oT 24 meceua

CBpbX4yBCTBUTENHOCT KbM OCHOBHOTO UMW HAKOE OT NOMOLLHUTE BellecTsa

MpekbCcBaHe Ha TepanusiTa No BMHA Ha 6onHUA 3a noseye OT 2 Meceua

3abenexka: nuncata Ha U3KNOYBaWM KpuTepuum ce  yaocTtoBepsiBa C NOANUC Ha cneyuanucrta B HacTOAWOTO
npunoxeHue.

OTroBapst Ha KpuTepuuTe 3a 3anoyBaHe Ha fleyeHue

B AHEeBHa Ao3a

M3NCKBAHUA HA H3OK NPW NEYEHUE HA TEXXbK MCOPUA3NC B U3BbHBEONHUYHATA MOMOL - B cuna ot 15 anpun 2020 roguHa 4




NPUNOXEHUE 16

NNCT 3A KPUTEPWUU NMPU 3ANOYBAHE HA NEYEHUE HA TEXBK NCOPUA3UC C BUONOTUYHU
NEKAPCTBEHM NMPOAYKTHU

Ume: ErH

3abenexka: MeduyuHckama OoKymeHmauus, ydocmoeepsieauja 6ceku om Kpumepuume e rocoyeHa C yugpa e UHOeKc u
3adnLmKkumernHo npudpyxaea HacCMoAW0MO NPUIOKeHUe.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (3aabmkuTenHy ca BCUUYKN KpUTEPUHM)

“MKB L40.0

1 | CurypHa auarHosa — notebpaeHa Ha 6asa knuHuueH npernea v koxHa Guoncus !

TexecT Ha 6onecTtTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012
2 | e eKkcTeH3uBHa hopma Ha BonectTa cbC 3acsaraHe Ha noseye oT 20% OT NOBLPXHOCTTA Ha koxaTa npu 30/ Hag 18 roam-m
e eKkCTeH3uBHa hopma Ha BonecTra cbe 3acsraHe Ha noseve ot 10% OT NOBBLPXHOCTTa Ha koxaTta npu 30J1 noa 18 roaukm

CymapHa oueHKa Mo MHAEKC Ha TexecT Ha ncopua3uc Psoriasis Area Severity Index (PASI) > 20 npu 30/1 Hap 18 roavHm °

3 CymapHa oueHKa Nno MHAEKC Ha TeXecT Ha ncopua3suc Psoriasis Area Severity Index (PASI) > 10 npu 30J1 noa 18 roanxn
Pe3nCTeHTHOCT Ha CTaHaapTHaTa CUCTEeMHA Tepanusi cnep rnoHe 6-MeCceYHO NPUNOXeHUe B ONTUManHW KypcoBe U A03U U
PUVA/UVB, KOHTpanHauKauum KbM CTaH4apTHOTO CUCTEMHO neveHwe n PUVA/UVB

4 | W HEeNOHOCUMOCT/CBPbXUYYBCTBUTESTHOCT KbM CTaHAAPTHOTO cucTemHo neveHne u PUVA/UVB npu 3011 Hag 18 rogutmn

Pe3nCTEeHTHOCT Ha NpoBexaaHaTa Tepanus crnej noHe 6-MeceyHo NPUroXeHue B ONTUManHW Kypcoee u Aosu niunu UVB,
KOHTPaMHAMKaLMKU KbM NPOBEXAAHOTO neuyeHue uivnum UVB unv HenoHOCUMOCT/CBPBXYYBCTBUTENTHOCT KbM MPOBEXAAHOTO
neyenue n /unu UVB npu 30J1 nog 18 roguxu

5 | Nunca Ha uskmouBawm kputepun no 1. I 4

! npunara ce 3agbKMTENHO OpUrMHanHa 6naHka unu 3asepeHo Konue OT NPOBEeAEHO XUCTOMATONOTMYHO W3CneaBaHe; npu
Hanuune Ha XOCMMTanNM3auMs ¢ AaBHOCT A0 1 Mecel npeau KaHauaaTcTBaHeTo ce npunara envkpusa U3 ¢ Ne n para. Mpu
XUCTOSOMMYHO A0Ka3aHa v NOTBbpAeHa AnarHosa ncopuasvc ce Nnpuema JaBHOCT Ha pe3ynTaTta He noBeve oT 5 roauHu.

2 npvnarart ce oueHku no ckana PASI: HeoOxoauMo € ABYKpaTHO MOTBbPXAABaHe Ha nokasatenute 3a noHe 12-ceamuuyeH
nepuwog 6e3 NnpoMsiHa B NeYeHUeTo; Npunarar ce v asaTa vlia, yA0CTOBEPSBALLYM NPOBEXAAHE HAa OLIEHKUTE C NOCOYEHa AaTa Ha
nposexzaaHe, NOANMUC Ha CNeuManncTa, U3BbPLUUN OLEHKaTa U neyat Ha nekaps/neyebHoOTo 3aBeaeHue;

3 npunara ce MeAMLUMHCKA OOKYMEeHTauus ¢ npocrneassBaHe Ha 3abonsiBaHeTo: aMbynaTopHu NUCTOBE OT nperneaun npu
cneumnanncT No KOXHM U BeHepuyecku Gonectu, yaoCToBepsiBally Ha3HavyaBaHe U NpocneAsBaHe NpU NpoBeXaAaHeTo Ha
npeaxoaHa CTaHAAPTHA CUCTEMHA Tepanusl ¢ OTPa3eHu A03W, NPOALMKUTENHOCT Ha NpUNoxeHne U ePekTUBHOCT, BUA 1 Gpoi
Ha nposeaeHuTe npoueaypu OTOTEpPanus, C MHAVBMAYyanHW A03n / KymMynatueHa A03a, NPOABIKUTENHOCT U edekT oT
npunoxeHara cototepanus;

4 yAocToBepsiBa Ce C NOANUC Ha cneumManucTa B npunoxeHue 1 Ha HaCTOALWMNTE UIUCKBAHUA.

OTroBapf Ha KpUTEepuuUTE 3a NIeYeHUue € JIeKapCTBEH NPOAYKT ............. N - J7 1 (o x T- P .

NOANUC HA CNELMANUCTA:. ...
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: NPUNOXEHUE 1B

NNCT 3A KPUTEPUU NPU NPOABINKABAHE HA NEYEHUETO HA TEXXBK NCOPUA3UNC
C BUONOIrMYHU NEKAPCTBEHU NPOAYKTU

Uwme: ErH

3abenexka: mMeduyuHckama GoKymeHmauyusl, ydocmosepsieauja 6CeKU OM Kpumepuume € rocoyeHa C¢ yugpa e uHOeKc u
3adbsKumenHo npudpyxaea HaCMosU,0MoO NPUNOKeHUe.

BonHute cnegsa Aa 6baaTt MOHUTOPUPAHU Ha 12-Ta cegmuua OT HavyanoTo Ha nedeHueto. [lpn kaHaupartcTeaHe 3a
npoabnXasaHe Ha NeYeHWeTo Cnej 3aBbplUeH MbpBU LWECTMECEYEH KypC Ceé OCbLuecTBfABa HOBa OUEHKa U 3aAbnXuTenHo ce
npeacrassa MeauunHcKaTa JOKyMeHTauma OT nperneaa Ha 12-ta ceamuua.

5. KPUTEPUM 3A NPOABINKABAHE HA JIEYEHUETO (3aabimKuTenHK ca BCUYKKU KpUTEpuu)
MKB L40.0

MosnuaBaHe Ha nokasarenure:

1 = HamanasaHe Ha K‘l1l/lHl'1‘-ll-*laTa1 CMMNTOMaTUKA — epuTeM, MHPUNTpaLUUS, AeckBamauua — HamansiBaHe C NoHe 50%
1 3aabpXxaHe BbB BpemMeTo

2 CymapHazoueHKa Ha nokasaTenuTe — 3Ha4YnTerNHO NoHMkeHue Ha PASI cnpsMo naxoaHara CTONHOCT — NOCTUraHe Ha
PASI 50

3 | Nlunca Ha HeXxenaHW NeKapcTBEHU peakuun U U3KNYBaLLM KpuTepum no T. Burt.rl 3

! npunara ce MeAWUMHCKA AOKyMeHTauuss OT npernea npu cneuuanuct no KBB c oTpa3eHa creneH Ha nosnusaBaHe Ha

nokasaTenuTte; nonbAHeHa Tabnuua 2 oT NpUoXeHne 2 U OPUrMHANHN GnaHkn UK 3aBepeHn KONUA OT akTyanHu nabopaTopHu
n3cneasaHus (C NocoueHn pechepeHTHU CTOMHOCTU 3a CboTBEeTHaTa nabopartopus)
npunarat ce oueHkn no PASI. Mpu kaHauaaTcTBaHe CNeA MbpBU LLECTMECEYEH KypC Ce npunarat oueHku oT 12-Ta ceamumua v ot
6-TUS Mecel, OT Ha4yanoTo Ha NleYeHNeTo; NpU KaHAMAATCTBaHe 3a nopeaeH LWeCTMECeYeH KypCc Ce npunara akrtyanHa oueHka C
MOCOYEHA JaTa Ha NPOBEXAAaHe, NOAMKUC Ha CNeLUanucTa, U3BbPLUNN OLEHKaTa 1 nevat Ha nekaps/neyebHoTo 3aBeaeHne
yAOCTOBepsiBa ce ¢ NOANUC Ha cneuuanucTa B NpunoXeHne 1 Ha HaCTOALWUTE M3UCKBaRUSA

B. HEXXEJIAHN NEKAPCTBEHU PEAKLIUA

Pa3BUTUETO Ha HEXENaHW NeKapCTBEHW peakuun ce MOTBbpXAaBa 4Ype3 npeacTaBsHe Ha ambynaTopeH NUCT OT CbOTBETHUS
npernea u Konue oT cboblueHueTo Ao NAJ1 no peaa Ha un.184 ot 3NMXM
rageHe, rnasobonue, CBETOBbpPTEX

aneprus

noBuULIABaHE Ha apTepUanHoToO Hanarade

TeXKa UHEKUUA

xematonorudHu (xemorno6ut nog 80 g/l, neskountn nog 3500, TpomGoumnTyn noa 90000) W/iunn GUOXMMUYHN OTKMOHEHMS,
cbobpa3Ho hapMakonormyHoOToO foCKe Ha nNpoaykTa

. U3KNIOYBALLU KPUTEPUU

1. Bb3pacT noj paspelieHara, CbrnacHo KpaTkaTta XxapakTepucTvka Ha CboTBETHUA BuonoruueH npoaykT

2. BpeMEHHOCT ¥ KbpMEHE (C U3KITIOUEHNEe Ha CnyYauTe, MOCOYEHN B KpaTkuTe xapakTepucTUku Ha onpeaenexu
neKkapcTBEHMW NPOAYKTH)

3. AKTUBHa UNK NaTeHTHa TyGepKyno3aa, Cencuc Unu Apyru Texkn nHgexumm

4. HIV nHdexumns

5. OCTbp WU XPOHUYEH BUPYCEH XenaTut

6. HeonnactuuHu 3abonssaxus

7. 3acToitHa cbpaeuHa HepaocTaTbuHocT HI v IV dyHkumoHaneH knac no NYHA

8. AnnacTu4Ha aHeMus1, napaseHa rpaHynouuToneHus, Mmenogubposa, nuMom

9. MHoXecTBeHa ckneposa u gpyrun 6onecTtu ¢ AemmenuHusauus

10. ABTOMMYHHO 3abonsBaHe

11. CbnbTCTBALLO NeYeHue ¢ Apyr 6uonornyeH nekapcTeeH NPoayKT

12. MpekbCBaHe Ha TepanusTa no BuHa Ha 6onHus 3a noseye oT 2 Meceua

OTI'OBapil Ha KputepuuTte 3a fie4eHue C JNIeKapPpCTBEH NMPOAYKT .....cceveerianinrecnanes B A03QA ....ccinvnnnnnnnnannnans
noANUC Ha CNeUNANUCTA: .....ccccvenennnee veseressresarnsnnans
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NPUNOXEHUE 2

. NEMEBHO-ANATHOCTUYEH AJTTOPUTBM

1. NEKAPCTBEHUM NMPOAYKTW, Bxntoyenu B Mpunoxenue 1 Ha MNMJIC, kouto H30K 3annawa B cboTBeTCTBUE C
AEeNCTBalWMTE HOPMATUBHU JOKYMEHTHU.

Tabnuua 1
INN MKB [DO3A U HAYUH HA NPUNOXEHUE

3a 3011 or 4 no 18 roguHu 3a 3011 Haa 18 roguHn
e ot 15 kg go < 30 kg - nbpBOHaYanHa f03a or
20 mg, nocnepBaHa oT 20 mg npe3 ceamuua, eaHa
ADALIMUMAB L40.0 ceamuua cnel nbpBoHavanHara Aosa
e 2 30 kg - nbpBoHa4yanHa po3a ot 40 mg,

nocneagBaHa ot 40 mg npe3 ceamuua, eaHa
ceaMuua cnepj NbpBoHavyanHara fo3a

e npv 3anousaHe Ha neveHue - 80 mg
e noaAbPXalWa 403a - 40 mg npes cegmuua

** Tlpu nauueHTM € HeaoCTaTbyeH OTroBop Ha 12-ta
CeaMuLa, YecToTaTa Ha A03upaHe MOXe Aa Ce MOBULLK
Ao 40 mg ceaMuuHO 3a nepuoa A0 16 ceamuuu, cnea
KOETO NIe4YEeHMeTO NpoAbiMKasa C NoAAbpxalla 4032

3a 301 ot 6 #o 18 roguHM 3a 30/ Hag 18 roguHM

e npu 3anouysaHe Ha nevenue - 0.8 mg Ha kg
TENecHo Terno (MakcumarnHa egHoKpaTHa A03a A0 ;bm":: m’:“:‘?agi gac:e;:":e - 25 mg ww 50 mg Asa
ETANERCEPT |L40.0| 50 mg), npunoxeHa BeAHBX CEAMA4HO A A AmMAL

e noaabpxawa aosa - 0.8 mg Ha kg TenecHo
Terno (makcumanHa egHokpatHa Aosa Ao 50 mg),
NpUNoXeHa BEAHBX CEAMUYHO

¢  NOoAAbpXaWa A03a - 25 mg ABa NbTU CEAMUYHO UNU
50 mg BeAHBX CEAMUYHO

e Npu 3anouysaHe Ha nevenue - 5 mg/kg HTpaBeHo3Ha
nHdysuns Ha 0, 2 n 6 cepmmua

INFLIXIMAB L40.0 X
e noaabpxawla fo3a - 5 mgl/kg uwHTpaBeHo3Ha
MHy3ns Ha BCekun 8 ceamuum
<100 kg:

e  Mpu 3anoyBaHe Ha nevyeHue - nbpBM Mecey 45 mg
Ha 0 u 4 ceamuua

USTEKINUMAB | L40.0 X . :o,q;q;::(au.\a A03a - 45 mg Ha Bcekn 12 cegmmnum

g:

e Mpu 3anodBaHe Ha neveHue - nbpeu mecey 90 mg
Ha 0 u 4 cegmuua
e noaabpxawia gosa - 90 mg Ha BCeku 12 ceamuum
e  npu 3anouyBaHe Ha nevyeHne - 300mgHa 0,1,2,3n4
cegmumua

SECUKINUMAB |L40.0 X e noaavpxalya 4o3a - 300 mg exemMeceuHo

Beaka posa ot 300 mg ce npunara KaTo ABe MOAKOXHW
nHxXekuum ot 150 mg.

e  npu 3anouysaHe Ha nevexue - 160 mg Ha ceamuua 0,
IXEKIZUMAB L40.0 X nocneasaHa ot 80 mg Ha ceamuua 2, 4, 6,8, 10 n 12

* _noaawbpxalua 4o3a - 80 mg Ha Bcaka 4-Ta ceamuua

e npu 3anousaHe Ha neueHne - 100 mg Ha O un 4
GUSELKUMAB |L40.0 X ceamumua

e noaabpxawa Aosa 100 mg Ha Bcekm 8 ceamuun

e  npu 3anoyBaHe Ha neuveHue - 150 mg Ha ceamuua 0
na

RISANKIZUMAB |L40.0 X ¢ noaawbpxaua Aosa — 150 mg Ha Bceku 12 ceamuum
Bcsika po3a ot 150 mg ce npunara Kato ABe MOAKOXHW
WHXeKUMK oT 75 mg

L40.0
L40.1

3abenexku: *MakcumanHama npodbmxkumesniHocm Ha Kypca Ha neveHue ¢ Ciclosporin e 24 meceuya.
**H3O0K 3annauwa eOuH Kypc uHmeH3auguyupaHa mepanus ¢ Adalimumab Ha nayueHm.

CICLOSPORIN* X e 2,5-5mg/kg AHEBHO

Mpu 3anouBaHe Ha TepanuA Ha HOBW GonHu (6e3 npeawecTBalwo neyeHne ¢ nocoyeHute B Tabnuua 1 INN) ce
Ha3HayaBa neKapcTBeHUs NPOAYKT/TepaneBTUYHUA KypC C HaW-ronsma pasxoAHa edeKTMBHOCT (Han-fo6poTo
CLOTHOWIEHME MeXay nocTuraHe Ha TepaneBTHYEeH pe3ynTar oOT npunaraHe Ha JeKkapcTBeH
npoaykT/nekapcTBeHa Tepanusa M pasxoABaHe Ha cpeAcTBa oT 6omkera Ha H30K 3a cuuua npoaykr/Tepanus,
NpU CbNOCTABAHETO My C ApYyr/v nexkapcTBeH/M NpoayKT/M WNW NeKapcTBeHW Tepanuu, NpeAcTaBnABaliv
TepaneBTMYHU anTepHaTUBYU U 3annailaHu HambnHO unu yacTu4Ho ot H3OK), Ha ocHoBaHKue un. 23a, an.1 oT
Hapen6a Ne4 ot 2009r.

2. NPOCINEOSABAHE:

2.1. NMpwu nevyenune ¢ CICLOSPORIN
INN NPEOQU 3ANOYBAHE KOHTPOJ1 NPU NPOCNEQABAHE

CICLOSPORIN e cbobpasHo hapMakonoru4YHOTO AJOCUE HA NPOAYKTA U | ®© CboOpasHO ¢hapMakonorMyHOTO AOCUE HAa NPOAYKTa
KoHceHcyca 3a neveHue Ha ncopuasuc Ha B n KoHceHcyca 3a neveHue Ha ncopuwasuc Ha b1
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2.2. Mpn nevyeHne ¢ GUONOrUYHYU NEKAPCTBEHU NPOAYKTH

[ UME: e [ [ [ [ [ [ [ [ [ ||
Ta6bnuua 2

U3CNEABAHUSA U3xoaHu KRZHSEE#%‘;“:SE
Terno v v

AN
AN

CymapHa oLeHKa No MHAEKC Ha TeXECT Ha Nncopuasunc
Psoriasis Area Severity Index (PASI)
MKK c AKK

ASAT, ALAT

CYE, CRP

CepyMeH kpeaTuHUH

XenatutHu mapkepu (HBsAg, Anti HCV)
HIV

PeHTtreHorpacusa Ha 6sn apob

KoxHa 6uoncus

ANERN RSN NIV RN

Ty6epkynuHoBa npoba

npunarar ce:

- opuruHanHu 6naHkKm unu 3aBepexn konusa ot nabopaTopHu U3cneaBaHUs, OCHLIECTBEHN B nabopaTopus, CKnio4Mna aoroBop ¢
H3O0K/P30K. 3a gaBHOCT Ha M3cneaBaHusATa ce npuema Cpok OT He noseye OT 1 meceu npeau NoJaBaHETO Ha AOKYMEHTUTE B
cvotBeTHaTta P30K;

- OpUrMHanHu (UILOBE OT pasuMTaHeTo Ha obpasHuTe uacneaBaHus, ocbliecTBeHn B nabopatopusi 3a obpasHa AnarHoCTHKa,
cknoumna porosop ¢ H30K/P30K. 3a aaBHOCT Ha M3cneaBaHeTo ce NMpuema Cpok OT He noseuye oT 6 mMeceua npeav NoaaBaHeTo
Ha oKyMeHTuTe B cboTBeTHaTa P3OK. He e Heo6xoaumo Aa ce npunara CHUMKa UNK AUCK OT PeHTreH Ha 6san apo6!

- opurMHanHa 6naHka ¢ pesynrart oT npoBeAeHa Ty6epkynuHosa npo6a.

Il. OB U3BNCKBAHUA

1. Bb3pacToBaTa rpaHMuUa Ce M34YMCnsBa B HAaBbLPLUEHW FOAWHN - T.€. BKMIOYUTENHO KbM AaTaTta Ha u3aasaHe Ha npoTokona oT
cneuuanusmpaHara KOMUCUS.

2. Mpn Ha3HayaBaHe Ha Tepanus No NPOTOKON 3a4bIHKUTENHO ce CbobpasaBaT Bb3PACTOBUTE OrPaHWUYEHUSs, CbIMAacHO KpaTkaTa
XapaKTepucTuKa Ha CbOTBETHUS fleKkapCTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annatua neyeHue U3BLH yka3aHaTa Bb3pacToBa rpalnLa B KpaTkaTa XxapakTepucTuka Ha npoaykTa.

4. H30K He 3annatiua nevyeHue ¢ A03n Ha MaKCUManHo paspelleHnTe No KpaTka xapakrepuctuka Ha npoaykTa.

5. B cniyyait Ha HacTbNWNA NOJO3MPaHa HeXenaHa nekapcTBeHa peakums, nekapaT yseaomssa MAJ no peaa Ha un.184 ot 3/IMNXM.
Konue oT cbobuienneto Ao WAJ ce npunara KbM meguumHckaTa aokymentaums Ha 30J1 npu kaHauaaTcTeaHe 3a neveHue.

6. MPU CNELIMAIIUCTA, curn. un. 218 B, 7. 1 ot HALIMOHAJIEH PAMKOB [JOrOBOP Ne P1-HC-01-4 ot 23 nekemBpu 2019
r. 3a MeAMLMHCKUTE AenHOCTH Mexay HauvoHanHata 3gpaBHooCUrypuTenHa kaca u Bbnrapckus nekapcku cbio3 3a 2020
- 2022 r. (06H., 1B, 6p.7 oT 24.1.2020 r.), Ha 30J1, Ha KOMTO Ca u3gaBaHW NPOTOKONM NO peaa Ha HacTosWMNTe USUCKBAHUSA,
creaBsa Aa ce npunarat BCUYKM Heo6XoaMMM AOKYMEHTHM KaTo: amOynaTopHuTe NMCTOBE OT U3BbPLLEHUTE nperneau, BTopuaTt
€K3eMNNsp OT U3AaaeHNTE NPOTOKONM, KONUS OT ENUKPU3K, Konus OT pelueHmns no Allp. Ne38, kouto ca ocHoBaHue 3a U3faBaHe Ha
NPOTOKOM, BCWUYKW M3UCKBAWWM Ce M3CNeABaHUs, KOnMMe OT NpUIoXeHWe 1 Ha HACTOAILUTE WU3UCKBAHWSA MONMBLIIHEHO no
cbOoTBEeTHaTa TOYKa, NOANMCAHO OT cneunanucra, usaan npoTokona.

7. CNEUMANU3UPAHATA KOMUCUA nspasa Pewenue cnen nposeaeHa AMGynatopHa npoueaypa Ne 38 ,Onpepenste Ha
NNaH Ha NeYeHue U npocrneassaHe Ha TepaneBTUYHWS OTTOBOP NPW NauMeHTW, nonyvyasalluy CKbNOCTPYBALLW NEKapCTBEHU
npoaykT™4 no pega Ha un.78, 7.2 330 Ha ocHoBanue un.53, an.1, 1.3 1 un.309 ot HAUMOHAJEH PAMKOB AOIMOBOP Ne PL1-
HC-01-4 ot 23 pekemBpu 2019 r. 3a MeguUMHCKMTE AevMHOCTM Mexay HauuowanHata 3gpaBHoOOcWUrypuTenHa kaca v
BbLNrapckus nekapckn cbios 3a 2020 — 2022 r. (06H., 1B, 6p.7 ot 24.1.2020 r.) u npepocraseHa ot 30/1 MeanuMHCKa
AOKyMeHTauus. CrnieumanuanpaHata KOMUCHS CbXpaHsiBa eiuH eksemnnsp ot PewuenneTo. Mpn napasaxe Ha npotokon Ha 30/1,
CbXpaHsiBa BTOPU €K3EMNNSP Ha NPOTOKONA, BCUYKM HEOGXOAUMM AOKYMEHTU 33 U3[1aBaHETO My M KOnve OT npunoxeHue 1 Ha
HaCTOSILLUTE U3UCKBAHUS, MOMBITHEHO NO CbOTBETHATa TOUYKAa W NOANUCAHO OT YNEHOBETE Ha cneunanusnpaHaTa KoM1cus.

Hacmosiwume usuckeaHusi ca pa3pabomeHu Ha ocHogsaHue u4n. 58 om HayuonaneH pamkos 002080p 3a MeOUUUHCKUME
detiHocmu mexdy Hauuonannama sdpasHoocuzypumenna kaca u Bbfizapcku nekapcku cbro3 3a 2020-2022r. (o6H., 1B, 6p. 7 ot
24.01.2020 r.), enuzam e cuna om 15 anpun 20202. Ha ocHoeaHue peweHue Ne P[]-HC-04-36/06.04.20202. u ommeHam
delicmeawume u3uckeaHus, é cuna om 15 maii 20192. Ha ocHoeaHue peweHue Ne PL-HC-04-38/08.05.2019a.
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NPUNOXEHUE 3

DEKNAPALIUA 3A UHOOPMUPAHO CBHIMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ NPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

CneA KaTo ce 3ano3Hax C Lsinata My npeaoctaseHa MHAOPMauUs U LenTa Ha NeYeHNeTo C NekapcTBeHNs NpoayKT
.................................................................................................. W Cnea KaTto MONyYux W3YepnaTernHu OTrOBOPW Ha
NOCTaBEHUTE OT MEH BLNPOCH, AEKNapUpam Ye:
1. WHdopmupan/a CbM 3a OTKa3 OT MailuMHCTBO/GALUMHCTBO NO BpEMe Ha NpoBexaaHe Ha neyeHve C
ropenocoyYeHns NeKkapcTBeH NPoAyKTU (CboGpasHO KpaTkuTe XapakTepuCTUKW Ha ONMPEAEeneHn nekapcTBeHu

NpoAYKTH).

AA HE

2. Ule cnassam npenopbyaHaTa MM CXEMa Ha neveHue 1 NepuoanNYHOCT Ha KOHTPONHUTE nperneau.

3. PepnoBHO Le ce ABiBaM Ha KOHTPOMHW Nperneau U HAMa aa NPOMEHAM CaMOBOSHO WK NOA APYro BHYLWEHWe
Ha3HayeHaTa Mv Tepanus.

4. Tpu npeycTaHOBSBAGHE Ha NEYEHUETO MO MPUYUHM, HENpOM3TUYALLM OT pelleHneTo Ha KomucusTa 3a
ekcnepTuau B P3OK wunu Komucusita no un. 78, 7.2 ot 330, Wwe yBeaoms He3abaBHO NUYHWUA CU nekap v
P30K u we BbpHa B P3OK nocneaHusi npoTokon, No KOWTO CbM nosyyasan/a NekapcTseHus npoaykKT.

5. Tpu HecnasBaHe Ha MOCOYEHUTE YCMOBMS NEYEHUETO MU C YNOMEHATUs NekapcTBeH NpoAykT e Gwuae

npeKkpaTeHo ¥ HAMA Aa umam npeteHumn kbm H30K.
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