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IMpPOTOKONBT Ce M3aaBa OT CNELUANUCTH C KOA Ha cneuuanHocT 04 — KOXHW U BeHepuyecku Gonectu,
paGoTewm no gorosop ¢ H30K. PeweHue ce u3aaBa oT cneunanusmpala KOMMCHUA B nevebHN 3aBefeHUs
3a GonHuyHa nomouw, cknouuna gorosop ¢ H30K 3a u3nbnHenue Ha AMGynaTopHa npoueaypa Ne 38.
Cneuuanu3upaHuTe KOMUCHUM Ce Cb3/laBaT CbC 3anoseq Ha aupekTopa Ha J13: YMBAJT ,AnekcaHnaposcka’ — rp.
Codus, Codwms, BMA - rp. Codpus, YMBAJ ,A-p I. CrtpaHcku' - rp. MneseH, YMBAJ ,Mpod. a-p CrosH
Kupkosuy“ - rp. Ctapa 3aropa

I. 1.PEQ 3A YTBbPXOABAHE U 3ABEPSIBAHE HA NMPOTOKOJIUTE - NEYEHUE C CICLOSPORIN

MpoTokonu 3a 3anoyYBaHe ¥ NpoAbLIMKaBaHe Ha TepanusATa

CneumranucT, ck4un
norosop ¢ H30K \

= ‘MlpoToKON 3a NpeanucBaHe Ha nekapcTea, 3aBepka Ha npoTokona
3annauyann ot H3OK/P30OK” — 06p. M3-H30K B P30K

cneuranuaupana KoMucust /

. 2. PEQl 3A YTBBPXOABAHE U 3ABEPABAHE HA MPOTOKOJIUTE - NIEYEHUE C ADALIMUMAB,
INFLIXIMAB, USTEKINUMAB, ETANERCEPT U SECUKINUMAB

[poTokonu 3a 3ano4YBaHe Ha TepanusaTa

= MonbnHeHo 1 NoANUCaHO NpunoXeHue 1 — NUCT 3a onpeaensHe Ha KputepumTe
CcnewunanucT, cknloumn = MeauuMHCKa AOKYMEHTALMUA C NPUMOXEHU BCUYKM HEOBXOAVUMW nokasatenu u
noroeop ¢ H30K uacneasanua no Tabnuua 1 Ha npunoxexue 2

= “lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H30OK/P30K” — obp.
M3-H30K

T

= PeleHue Ha cneuuann3npaHa KOMUCHS C SiCHa MeaULMHCKa MOTUBALMS
(3a0bmxumenHo ce ombensa3ea nurca Ha U3Kyeawu Kpumepuu)

= “[poTokon 3a NpeanucBaHe Ha NekapcTea, 3annawanu ot H30K/P30OK” - o6p. M3
— H30K

!

cneuuanusvpana Komucus™

Komucus no un. 78, 1. 2
ot 330 B LIY Ha H30K

3aBepka Ha npoTokona
B P30K

I\

* Peluenve Ha crieuManuavpaHa komucus ce uaaaea oT YMBAJSI ,AnekcaHapoBcka“ — rp. Codus, KOSTO U3NbNHSABA
ponsTa Ha lMocTosHeH ekcnepTeH CbBET Mo KOXHU U BeHepuyecku Gonectu (MEC). Cberasa Ha MEC ce onpeaens ot
HauvoHanHms KOHCynTaHT no KOXHW W BeHepudecku Gomectw u lNpeacepatens Ha BbnrapckoTo AepMaTonoryHo
Apyxectso. MNEC usaasa CTaHOBULLE NpW 3ano4yBaHe Ha NeYeHue, Npu NpoMsiHA B JO30BUS PEXUM WNW CNUpaHe Ha
TIEYEHMETO, NPY CMAHA Ha eAWNH NEKapCTBEH NPOAYKT C ADVr.

MpoTokonu 3a npoAbMkaBaHe HAa TepanuaTa

= MeavuUMHCKa [OKYMEHTaLUMs C NPUNOXEHU BCUYKN HEOBXOAUMM U3CNEABaHNS N0
cneunanucT, cknoymn Tabnuua 2 Ha npunoxexue 2

porosop ¢ H30K = MonbnHeHo 1 NoANUCaHO Npunoxexue 1 — NUCT 3a ONpeaensHe Ha KpuTepunTe

= “MpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annaiaqu ot H3OK/P3OK” - 06p.
M3-H30K

N

= PeweHue Ha cneyuanuanpaHa KOMUCHS C siCHa MeAULMHCKA MOTUBaLMS
cneuvanuaupaHa Komucus (3adbmxumenHo ce ombens3ea nunca Ha CMpaHUYHU PeaKyuu U ce paeu oueHKa
Ha eghekmueHocmma Ha mepanusima)

= “lpoTokon 3a npeannceaHe Ha nekapcTea, 3annawaxu ot H3OK/P30K” — o6p.
/ M3 — H30K
Komucus no un. 78, 1. 2 . | 3aBepka Ha npoTokona
ot 330 B LY Ha H30K ~| BP30K
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IIl. OBLUX MONOXEHUA

1. 3011 nopasa noaroTeBeHuTe AokymeHTH B P30OK, Ha TepuTopusiTa Ha KOATO e HanpaBuno u3top Ha OMJI.
[lokyMeHTUTe BKNIOYBaT:

1.1. 3asiBnenue fo [upekropa Ha P3OK.

1.2. MonbnHeHo 1 nognucaHo npunoxexue 1. Monbnea ce No CbOTBETHATA TOYKA U Ce npunara oTpaseHara B
LUMdPOB MHAEKC MEAULIMHCKA OKYMEHTaLMs, yA0CTOBepsiBalla BCeKU EANH OT KputepuuTe.

1.3. MbnHnaT Habop uacneaBaHus (PU3NKaNHU, MHCTPYMEHTANHM U NabopaTopHM), OTPaseH B NpUoxeHue 2.
1.4. “INpoToKon 3a npeAnucBaHe Ha nekapcTsa, 3annawanu ot H30K/P30K” — o6p. M3-H3OK, uspazeH ot
nekaps cneuuwanuct, pabotely no gorosop ¢ H30OK unu ot cneunanuaupaHa komucusi. MNpunara ce opuruHan Ha
npoTokona, a npu KaHAWAATCTBaHe 3a NpoAbMKaBaHe Ha TepanuaTa ce NPeacTaBs OpurnHan Ha NpeaxoaHus
NPOTOKOS C OTPa3EHU BCUYKN HA3HAYEHMA NO HEro.

1.5. PeweHue Ha cneuuanusMpaHa Komucusi OT neyebHO 3aBedeHue — u3NbAHUTEN Ha AmOynartopHa
npoueaypa Ne 38 ,OnpefensiHe Ha NnaH Ha rneyeHue W NpocneasBaHe Ha TepanesTUYHWS OTroBOP Mpu
nauneHTy, nosyyasalyy CKbMNOCTPyBaLM NEKAapCTBEHN NPOAYKTY No peaa Ha un. 78, an. 2 330" - 6n. M3-H30K
Ne 13.

1.6. [leknapauus 3a uHopmMpaHo cbrnacue no obpasel (npunoxexue 3)

2. P30K npuema noKyMeHTUTe no T. 1 cnej cnpaBka OTHOCHO 34paBHOOCUIypuTenHus ctatyc Ha 30J1.

3. MbpBUAT 1 BCeku crneaBally NPOTOKON ce u3aasat 3a nepuoa Ao 180 axu.

V3NCKBAHNA HA H30K NPU NEYEHNE HA TEXXbK NCOPUASUC B U3BBLHBEONHUYHATA NOMOLL - B cuna ot 15 mair 2018 roauna
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TNIUCT 3A KPUTEPWUU NMPU 3ANOYBAHE U NPOABIMKABAHE HA NIEYEHUE
HA TEXXBK MCOPUA3UC C CICLOSPORIN

Ume:

ErH

A. Kputepum 3a 3anouBaHe Ha MbpBM Kypc Ha nevenue ¢ Ciclosporin (He06X0AMMO e Hanuyue Ha BCUYKM KpUTepuu):

3abenexka: MeduyuHckama OOKymeHmauusi, ydocmosepsisauia 6CeKku Om Kpumepuume € rnocoyeHa C yugppa 6 UHOEKC U 3a0bIDKUMENTHO
npudpyxaea HaCMOoSILOMO NPUSTOKEHUE.

MKB L40.0, L40.1

1 CurypHa auarHo3sa — noTebpAeHa Ha 6asa knuHu4eH npernea u koxHa buoncus

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

3 | Nlunca Ha u3knoyBawm kputepum no . I

B. Kputepuu 3a npogbnkasaHe Ha neveHue ¢ Ciclosporin (Heo6xoauMO e Hanuyne Ha BCUYKU KpUTepum):

MKB L40.0, L40.1

1 | NpenwecTtBawo nevexue c Ciclosporin

2 MNMoBnusBaHe Ha Nnoka3aTenuTe: HamansiBaHe Ha KNWHWYHATA CUMNTOMATHKa — epUTEM, MHUNTpaLms,
Aecksamauus

3 | Nlunca Ha HexenaHa nNekapcTBeHa peakuus W U3KNoYBalm Kputepum no 1. Bu . I

w

239 ONoOO hwN=

20

. U3KINKOYBALLU KPUTEPUM

Bwbapact noa 18 roaunnu

BpemeHHOCT 1 kbpmeHe

HekoHTponupaxu o6wu unu nokanHu nHbekunmn

Texkn 6b0peyHn 3abonasaHua C HamaneHa GbOpPeyHa (HyHKUVS, C U3KNIOYEHUE HA HEPPOTUYEH CUHAPOM C MUHUMANHU FNOMEPYSHH
M3mMeHeHus, hoKanHa U CerMeHTHa rnoMepysHa cknepo3a 1 MemBpaHo3eH rmoMepynoHedpuT.

3nokayecTeeHn HoBoOBpasyBaHs (0COGEHO XEMATOMOMMYHI I KOXKHI HEONNA3NK, C U3KIIOYEHNE Ha Ba3anHOKNETBYHNA KApLUHOM)
HexomnexcupaHa apTepuanta xunepToHus

XemaTonoruyHn u/mnu GUoXMMUYHYN OTKNOHEHWS, CbOBPA3HO (hapMakonorMYHOTO A0CHe Ha NPOAYKTa

Mpuapyxasaly npuem Ha MeaUKaMeHT, KoiTo B3aumoaeiictea c Ciclosporin; npuapyxasawa MYBA Tepanus, npuapyxasal npuem Ha
APYr¥ IMyHOCYNPECOPU, PETUHOMAN UNK NPEAXOXAALLO ABATOTPaHO neveHne ¢ Metotrexat.

TNeyerue c Ciclosporin noseue ot 24 meceua

Cepbxuyam'awrenuocr KbM OCHOBHOTO WSIM HAKOE OT NOMOLLHUTE BellecTsa

MNpekbcBaHe Ha TepanusaTa no BUHa Ha GoNHUA 3a Noseye oT 2 Meceua

3abenexka: nuncara Ha W3KIOYBaLM KpUTEPUKN Ce yAOoCTOBEpsiBa C NOANUC Ha CNeumuanucTa B HaCTOAWOTO NPUNOXEHHe.

OTroBapsi Ha KpUTEpUMTE 3a 3ano4BaHe Ha

B AHEeBHa Oo3a

neyeHue c

ks
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TIUCT 3A KPUTEPUM NPU 3ANOYBAHE HA NEYEHUE HA TEXXBK MCOPUA3UC C BUONOrUYHU NEKAPCTBEHHU
NPOAYKTU

Ume: ErH

3abenexka: MeOULUHCKama OOKyMeHmayusi, yOoCmoeepssalia 6CeKu Om KpUumepuume € MocoyeHa ¢ yugpa 6 UHOBKC U 3a0b/KumenHo
npudpyxaea HaCMOAW,0MO NPUNOXeHUe.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (3aAbmKUTENHU Ca BCUYKU KpUTEpUM)

MKB L40.0

1 | CurypHa auarnosa — notebpaeHa Ha 6a3a KNUHUYEH Npernes U koxHa Groncus '

TexecT Ha GonecTTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012
2 | o ekcTeHausHa hopma Ha GONECTTa CbC 3acaraHe Ha noseye ot 20% OT NOBbPXHOCTTa Ha koxata npu 30J1 Hag 18 roaukn *
e eKcTeHauBHa chopma Ha BonectTa Ccbe 3acsiraHe Ha noseye ot 10% OT noBbpXHOCTTa Ha koxata npu 30J1 noa 18 roauHu 2

CyMmapHa oueHKa Mo UHAEKC Ha TexecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 npu 30J1 Haa 18 roauu ?

3 CymapHa oueHKa No MHAEKC Ha TexecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npu 30J1 nog 18 roauku 2
Pe3UCTeHTHOCT Ha CTaHAapTHaTa CUCTEMHA Tepanusi cnej noHe 6 MeceyHo NPUNOoXeHWe B ONTUMAanHU Kypcose U A03u U
PUVA/UVB, KoHTpauHANKaLmMM KbM CTaHAAPTHOTO cUCTEMHO neyerne n PUVA/UVB

4 | WM HEMOHOCUMOCT/CBPbXYYBCTBUTENHOCT KbM CTaHAAPTHOTO cUCTEMHO Nnederne n PUVA/UVB npu 3011 Haa 18 roauHn *

Pe3ncTeHTHOCT Ha npoBexaaHata Tepanusi Crea NoHe 6 MeceuyHo MpUNoXeHue B ONTUMAnHN Kypcose w aosu w/munu UVB,
KOHTPauHAMKaLMKU KbM NpOBEXAAHOTO neyenne n/mnu UVB nnu HemoHoCcUMOoCT/CBPLXYYBCTBUTENHOCT KbM NPOBEXAAHOTO
neyenve u /munu UVB npu 3011 nog 18 roauun *

5 | INunca Ha uskmouBawm Kputepumno 1. I *

b npunara ce 3aAbimKUTENHO OpUruHanHa 6GnaHka unu 3aBepeHo Konue OT NMPOBEAEHO XMCTONAaTONOrM4YHO u3cnejaBaHe; Npu Hanuuve Ha

XOCMUTanu3auus ¢ AaBHOCT A0 1 Mecey Npean kaHAuAaTCTBaHeTo ce npunara enukpusa M3 ¢ Ne u gata. MMpyu XUCTONOMUMYHO AoKa3aHa v
IZ'IOTELleeHa AnarHosa ncopuasuc ce npuema AaBHOCT Ha pesynTara He noseye oT 5 roanHu.

npunarat ce oueHku no ckana PASI: Heo6Xx0aUMO € ABYKPaTHO NOTBbPXKAABAHE Ha NokasaTenute 3a noHe 12-ceamuyeH nepuos 6es npomsHa B
neyeHUeTo; Npunarar ce 1 ABaTa (uLIa, YA0CTOBEPSBALLM NPOBEXAAHE HA OLIGHKUTE, C MOCOYEHa AaTa Ha NPoBeXJaHe, NOANNC Ha cneumanucTa,
U3BBPLIMN OLEHKATA 1 NENaT Ha NIekaps/neyeBHOTO 3aBeaeHve;

npunara ce MeAMUMHCKa [OKyMEHTauusi ¢ npocriefisiBaHe Ha 3abGonsBaHeTo: npunaraT ce ambynaTOpHW NUCTOBE OT Mperneau npu
cneumanuct no KBB, yjocToBepsiBalumM HasHauaBaHe M NpocrieAsiBaHe npu NpoBeXaaHe Ha NpeAxoAHa CTaHAapTHAa CMCTeMHa Tepanus C
OTpaseHu 03¢, NPOABLIKUTENHOCT Ha NPUNOXKEHUE U EPEKTUBHOCT; BUA 1 GPOI Ha NPoBEAEHUTE NPOLEAYpU hOTOTEpanus, UHAUBUAYANHN 403K /
KyMynaTusHa A03a, IPOABIKUTENHOCT ¥ EEKT OT NPUNIOXEHaTa hoToTepanis;

yAOCTOBepsABa Ce C NOANUC Ha CneyuaniucTa B Npunoxexne 1 Ha HaCTOAWMUTE U3UCKBAHUA.

B IHeBHa Ao3a

OtroBaps Ha KpuUTepuuTe 3a 3ano4YBaHe Ha
nevyeHue ¢

V3UCKBAHUA HA H30K MPU NEYEHMUE HA TEXXbK MCOPUA3UC B U3BBLHEONHWYHATA NMOMOLL - & cuna ot 15 mait 2018 roguHa 5
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NIUCT 3A KPUTEPWUMU NPU NPOABITMKABAHE HA NEYEHUETO HA TEXXbK MCOPUA3UC
C BUONOrnYHU NEKAPCTBEHU NPOAYKTU

Ume: ErH

3abenexka: MeOuLUHCKkama OOKyMeHmauusi, yoocmoeepsisalya 6CeKU Om KPUMEPUUME € M0CoYeHa C ugpa 6 UHOBKC U 3a0bIDKUMESTHO
npudpyxaea HaCMOSULOMO NPUSTOKEHUE.

BonHuTe cneaBa Aa GbAaT MOHUTOPUPAHK HA 12-Ta ceamuua OT HA4YanoTo Ha NeYeHneTo. anI KaHAWAATCTBaHE 3a NPOAb/MKaBaHe Ha NeYeHneTo

Cnej 3aBbpLUEH MbPBU LIECTMECEYEH KYpC CE OCBLUECTBSIBA HOBA OLEHKA M 3aAbIKUTENHO CE MPEACTaBs MEeAULMHCKaTa AOKyMeHTauus ot
nperneaa Ha 12-Ta ceamuua.

B. KPUTEPUU 3A NPOABLINKABAHE HA NEYEHUETO (3aALrmKuUTenHmu ca BCUYKM KpUTepum)

MKB L40.0

MNoBnusBaHe Ha nokasarenure:
1 *  HamansiBaHe Ha KNuHUYHaTa CUMnToMaTuka — epuTeM, MHUNTPaLms, AeckBamaLuus — HamansBaHe C NoHe 50%
U 3aabpXaHe BbB BpEeMeTo 1

CymapHa oLeHKa Ha MoKasaTenuTe — 3HaunTEeNHO NoHmkeHne Ha PASI cnpsAMo naxoaHata CTOMHOCT — NOCTUraHe Ha
PASI 50 2

3 | Nunca Ha HeXenaHu NeKapcTBEHN PeakLum 1 U3KMIoYBaLm Kputepum no T.Bu . IM°

T npunara ce MeAMUMHCKA OOKyMEHTauusi OT npernej npu cneuwanuct no KBB c oTpaseHa CTeneH Ha noBnusBaHe Ha nokasartenute;

nonbnHeHa Tabnuua 2 OT NPUIOXEHNE 2 U OPUrMHANHKU GNaHKK UNKM 3aBEPEHU KONUA OT akTyanHu nabopaTopHu M3cneaBaHus (C NOCOYEeHM

echepeHTHU CTOMHOCTY 3a CboTBETHaTa nabopatopus)

npunarat ce oueHku no PASI. Mpu kaHAMAATCTBAHE CNeA NbPBY LUECTMECEUEH KypC Ce Npunarat oueHku Ha 12-Ta ceamuua u Ha 6-Tus mecey oT
HaYanoTo Ha NEYEHNeTO; NPN KaHAWAATCTBAHE 3a MOPEAEH LUECTMECEYEH KypC Ce mpunara akTyanHa OueHKa C NOCOYeHa AaTta Ha npoBexaaHe,
TIOANKMC Ha CNEUUANUCTE, UIBBPLUIAN OUEHKATA U NevaT Ha nekaps/ne4eGHOTO 3aBefeHNe

yZAoCTOBepsiBa Ce C MOANUC Ha CreLuaniucTa B NpUnoxeHue 1 Ha HaCTOSILMTE N3NCKBaHMUA

B. HEXXEJTAHU NEKAPCTBEHU PEAKLIUU

Pa3BuTUETO Ha HEXenaHu NekapcTBEeHN peakuuu ce NoTBbPXAaBa Ypes npeAcTaBsHe Ha amBynaTopeH NUCT OT CLOTBETHUSA NPErneA v konue ot
cbobLyerneTo Ao WA no peaa Ha un.184 ot 3/MNXM

rajeHe, rnasobonue, CBETOBBPTEX

aneprus

noBULIABAHE Ha apTepNanHoTo HanaraHe

TexkKa UHdekuus

xematonoruynu (xemornobun noa 80 g/l, neskouutu noa 3500, TpomBouuTu nog 90000) u/mnu BUOXUMUYHU OTKIOHEHUS, CbOBPA3HO

apmakonorniHoTO JOCHUE Ha NPoAYKTa

. U3KIMOYBALLU KPUTEPUMN

. Bb3pact noa paspelueHara, CbrmacHo kpaTkaTa XapakTepUCTMKa Ha CbOTBETHUS GUONOTMYEH NPOAYKT
BpeMeHHOCT 1 kKbpmeHe

. AKTUBHa UNW NaTeHTHa Ty6epkyno3aa, Cencuc Unu Apyri TeXK MHdekuun

. HIV nHcbekumns

OCTbp UNK XPOHUYEH BUPYCEH XenaTuT

Heonnactuunu 3a6onsisaHus

3acToiiHa cbpaeyHa HegocTaTbyHOCT Il v IV chyHkumoHaneH knac no NYHA

. AnnactuyHa aHemus, u3paseHa rpaHynouuTonerus, Muenocpubposa, numdom
. MHoXecTBeHa cknepo3a 1 Apyrv 60necTu ¢ AemuenuHusauus

10. AsToumyHHo 3abonsisare

11. CbnbTCTBALLO NeYeHme C Apyr GMonorMyeH nekapcTeeH NPOAYKT

12. MNpekbcBaHe Ha TepanusaTa No BUHa Ha 6onHUA 3a NoBeYe OT 2 Mecela

OC®NOOA BN

OtroBaps Ha KpuTepuuTe 3a

npoabMmMkKaBaHe Ha NevYeHUeTo ¢ B AIHEBHA fo3a

NOANMC HA CNELUMANMCTAL .......orveessersosenusosnsssasssrsionsssnssmnnsssnnmsnn
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1. NEKAPCTBEHU MNPOAYKTW, skniovenn B Mpunoxenne 1 Ha MNC, kouto H3OK 3annawa B cboTBETCTBUE C
AencTBalmMTe HOPMATUBHU AOKYMEHTH.

Ta6nuua 1
INN MKB [03A U HAYUH HA NPUNOXEHUE

3a 30J1 ot 4 no 18 roauHu 3a 3011 Hap 18 roanHu

e npu 3anouyBaHe Ha neveHue - 80 mg

e  noaAbpxala fo3a - 40 mg npes ceamuua

** MMpu nauweHTU C HeAoCTaTb4YeH OTroBop Ha 12-Ta
CeAMuULa, YECToTaTa Ha [lo3upaHe MOXe Aa Ce NOBULM A0
40 mg ceAMUYHO 3a nepuoA A0 16 ceammuum, cnea KoeTo
NeYeHNeTo NPoALMIKaBa C NoaAbPXALLA 4033

¢ 15 kg Ao < 30 kg - nbpBoHayanta Ao3a ot 20 mg,
nocneasaHa ot 20 mg npe3 ceagmuua, €epHa

ADALIMUMAB L40.0 ceaMuLa cnea NbpBoHaYanHara 403a

e 2 30 kg - nbpBoHavanHa posa ot 40 mg,
nocneasaHa or 40 mg npe3 ceagmuua, eaHa
ceamuua cnej nbpBoHavanHara gosa

< 100 kg:

e pu 3anoyBaHe Ha NneyeHue - Nbpeu Mecel 45 mg Ha
0 v 4 cegmuua

e noaAbpXalla 4o3a - 45 mg Ha Bcekn 12 ceamuumn

USTEKINUMAB | L40.0 x > 100 kg

e npu 3anoyBaHe Ha neuexune - nbpeu mecel 90 mg Ha
0 v 4 ceamuua

e noaabpxala go3a - 90 mg Ha Bceku 12 ceamuum

e npu 3anoyBaHe Ha nevexue - 5 mg/kg MHTpaBeHo3Ha

INFLIXIMAB | L40.0 x uhcpysua 4 0,2 1 6 ceammua

e  noaabpxaiia 403a - 5 mg/kg UHTpaBeHo3Ha UHDY3ua
Ha BCeku 8 ceamuum

3a 30J1 ot 6 8o 18 roauHn 3a 30J1 Hag 18 roguHn

e npu 3anoysaHe Ha neyexne - 0.8 mg Ha kg
TenecHo Terno (MakcumanHa eaHokpaTHa Aosa

ETANERCEPT L40.0 A0 50 mg), NpUnoxeHa BEAHBX CEAMUYHO

e noaabpxawa posa - 0.8 mg Ha kg TenecHo
Terno (MakcumanHa epHokpaTtHa Aosa Ao 50
mg), NPUIOXEHA BEAHBXK CEAMUYHO

e npu 3anoysaHe Ha neuexue - 25 mg unu 50 mg Asa
MbTW CEAMUYHO A0 12 ceamuum

e noAAbpXalwa Ao3a - 25 mg ABa NbTU CEAMUYHO NN
50 mg BeAHBX CEAMUYHO

e npu 3anoysaHe Ha neyeHne - 300 mgHa 0, 1,2,3u 4
ceamuua
X e noaabpxawa posa - 300 mg exemeceyHo, kaTto ce
SECUKINUMAB L40.0 3anoysa OT ceagmuua 5.
Bcska posa or 300 mg ce npunara kato pAse
NOAKOXHM WHXeKLun oT 150 mg.

L40.0,

CICLOSPORIN* L40.1

. 2,5 -5 mg/kg AHEBHO

3abenexku: *MakcumanHama rnpoob/IKUMENHOCM Ha Kypca Ha neyeHue ¢ Ciclosporin e 24 meceya.
**H30K 3annawa eduH Kypc uHmeHauguyupara mepanus ¢ Adalimumab Ha nayueHm.

2. NPOCNEAABAHE:
2.1. Npu neyenune ¢ CICLOSPORIN
INN NPEOVU 3AMNOYBAHE* KOHTPOI NPU NPOCIEAABAHE

® cbobpasHo (hapmakonoruyHoTO AOCHE Ha MpoaykTa U | @  CboGPasHO (PapMakonoru4HOTO JOCUE Ha NPOAYKTa
CICLOSPORIN
KoHceHcyca 3a neyeue Ha ncopuasuc Ha B4 1 KoHceHcyca 3a neyeHue Ha ncopuasuc Ha A0

2.2. Mpw neyeHue ¢ GUONOTMYHU NEKaPCTBEHN NPOAYKTH

[ MME: e [ [ [ T T T T T T T]

Tabnuua 2
W3CNEOBAHUA U3XOAHU HA BCEKW 6 MECELIA
Terno v

CymapHa oLeHKa Mo WHAEKC Ha TEXECT Ha Ncopnasunc v
Psoriasis Area Severity Index (PASI)
MKK ¢ KK

ASAT, ALAT

CYE, CRP

CepyMeH KpeaTuHUH

xenaTtutiu mapkepu (HBsAg, Anti HCV)
HIV

peHTreHorpacus Ha 6sin Apo6

KOXHa Buoncus

TybepkynuHosa npoba

A%

ANANANEN

ANANANENANANANANAN

npunarar ce:

- OPUrMHANHKU 6naHKu UM 3aBepeHn Konusi OT NabopaTopHU U3CNEABaHUS, OCBLLECTBEHN B nabopatopus, cknouuna gorosop ¢ H3OK/P3OK. 3a
A3BHOCT Ha u3cnejaBaHuATa ce npuema CPOK OT He noseye oT 1 mecey npeAun NoAaBaHETO Ha AOKYMEHTUTE B CboTBeTHaTa P30K.

- OPUrUHanNHu meuoae OT pas3yMTaHeTo Ha OBDEGHMTG U3CneaBaHusi, OCbLIECTBEHU B HEGODETcpMﬂ 3a OGDEJHE AWarHoCTuka, cknioyuna 4orosop
¢ H3OK/P3OK. 3a 4aBHOCT Ha M3CNeABaHETO Ce MpUeMa CPOK OT He noseve oT 6 Meceua npeAn NoaaBaHETO Ha AOKYMEHTUTE B CbOTBETHaTa
P30K. He e Heo6xoauMo fa ce npunara CHUMKa UM AUCK OT PeHTreH Ha 6sn apo6!

- OpuruHanHa 6naxka c pesynrTart ot nposeaeHa Ty6epkynuHoBsa npo6a.
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1. Bb3pacToBaTa rpaHuua Ce W34ucnsiBa B HAaBbPLUEHN FTOAMHW - T.€. BKIIIOYUTENHO KbM AaTtaTta Ha u3aasaHe Ha npoTokona ot
cneuvanuaupaHara KoMUcus.

2. MNpu Ha3HayaBaHe Ha Tepanusi No MPOTOKON 3a4b/KMTENHO ce CbobpassBaT Bb3PACTOBUTE OrPaHWYEHMs, CbINacHo kpatkaTa
XapaKTepucTMka Ha CbOTBETHUS NIEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annaiya neyexve U3BbH ykasaHata Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalua neyeHure C 403N Haj MakCUManHo paspeLleHuTe no KpaTka xapakTepucTuka Ha npoaykTa.

5. B cniyyail Ha HacTbNMNa NoAo3NpaHa HexXenaHa nekapcTeeHa peakuus, nekapst ysegomssa VAT no peaa Ha un.184 ot 3JIMXM.
Konwue oT cwobiuenuneTo ao MAJ ce npunara KbM MeauumMHckaTa AokymeHTauus Ha 30J1 npu kaHaAMAaTCTBaHe 3a neYeHme.

6. MPU CMELUUATNUCTA, cbrn. un. 218 B, 7. 1 ot HP[] 3a MeanuuHckute aeiHoctu 2018 r. (o6H. [1B 6p. 28 o1 29.03.2018 1.),
Ha 30J1, Ha KOUTO Ca M3AaBaHuU NPOTOKONM MO peja Ha HAaCTOSILUMTE W3WUCKBaHWS, CNeABa Aa ce npunarat BCUYKM Heobxoanmmu
[IOKyMEHTW, KOUTO Ca OCHOBaHWe 3a W3aBaHe Ha NPOTOKON: ambynaTopHuTe NUCTOBE OT W3BbPLUEHWUTE Mperneaun, BTOPUAT
eK3eMnnsap OT W3AaAEHNUTE NPOTOKOMK, KONUS OT ENUKPU3N, Konus OT pelerns no Alp. Ne38, BCUUKM M3UCKBALLM Ce U3CresBaHus,
KOnue OT NpuUnoxexue 1, NOANUCAHO OT cneumanucTa, usaan npoTokona.

7. CNEUMANU3UPAHATA KOMUCUA wn3paea Pewenve cnes nposeaeHa Allp Ne 38 ,OnpeaensHe Ha nnaH Ha nededve n
npocreasBaHe Ha TepaneBTUYHIS OTFOBOP NPW MAaLMEHTY, NONy4aBaluy CKbMOCTPYBALLM NEKapCTBEHM NPOAYKTY MO peaa Ha un. 78,
7. 2 330 Ha ocHoBaHWe 4n. 53 1 un. 303 oT HauuoHaneH pamKoB JOrOBOP 3a MeAWLIMHCKUTE AeMHOCTU Mexay HauwoHanHata
3ApaBHoOCUrypuTenHa kaca u Bbnrapcku nekapcku cbiod 3a 2018r. (06H., [1B, 6p. 28 ot 29.03.2018 r.) u npepoctaseHa ot 30/
MeauuuHcKa AokymeHTauusi. CreuuanuavpaHata KOMUCUS CbXpaHsiBa €MH ek3emnnsp OT PeweHneto, cbxpaHssa BTOpU
EK3EMNNAP Ha NpOTOKOMa, BCUYKM HEOOXOAUMM AOKYMEHTU 3a W3[aBaHETO My U Konue OT npunoxexue 1 Ha HacToswwuTe
V3NUCKBaHUS!, MOMbIHEHO NO CLOTBETHATA TOYKA U NOANUCAHO OT YNIEHOBETE Ha creyuanuaupaHaTa KOMUCUs.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHoeaHue u4ni. 58 om HayuoHaneH pamkoe 002080p 3a MeOUUUHCKUME

deliHocmu mexdy HayuoxanHama 30pagHoocuzypumenHa kaca u bbneapcku nekapcku cbto3 3a 20182. (06H., OB, 6p. 28 om
29.03.20182.)

]
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OEKNAPALUA 3A UHOOPMUPAHO CBHIMMACHUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
JNIEYEHUWETO C NEKAPCTBEHUA NPOOYKT

crnea kato ce 3anmo3Hax C usnarta MU npeaoctaBeHa WHGopMauuMs M UenTa Ha NeYeHMeTo C NeKapcTBEHWs MpPOAyKT
.. U cnep kaTto nony4uMx usyepnartesiHi OTroBOpuM Ha noctaBeHuTe OT

MeH BBNPOCH, ieKnapupam ye:
1. WHdopmupaH/a CbM 3a 0TKa3 OT Mai4MHCTBO/GALMHCTBO MO BPeMe Ha MPOBEXAAHe Ha NEYeHWe C ropenocoyeHns

NeKapCcTBEH NPOAYKT.

OA HE

LLle cnassam npenopbyaHaTa My CXEMa Ha NEYEHNE U NEPUOAUYHOCT Ha KOHTPOSHUTE Nperneau.
PenoBHO e Ce ABSBaM Ha KOHTPOMHW Mperfiean U HsMa Aa NpOMEHsSIM CaMOBOMHO WNW NOA APYro BHYyLUEHWe
Ha3HayeHaTa Mu Tepanus.

4. Tpu npeycTaHoBABaHE Ha NEYEHNETO NO NPUYMHI, HENPOU3TUYALLM OT peLLeHneTo Ha Komucusita 3a ekcneptuaun B P30K
nwvnn Komucusata no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuHua cu nekap u P30OK u we BbpHa B P3OK
NOCneaHNA NPOTOKON, NO KOWTO CbM MosyyaBan/a nekapcTBEHNS NPOAYKT.

5. [pu HecnasBaHe Ha MOCOYEHUTE YCNOBUS NEYEHUETO MU C YNOMEHATUsI NEKapCTBEH NPOAYKT We 6bae npekpaTeHo u

HAMa Aa umam npeTeHuun kem H30K.

]
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