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N3NCKBAHWUA HA H30K
NPU U3OABAHE HA NMPOTOKONK 3A NMPOBEXAAHE HA NNEYEHUE HA TEXXBbK NCOPUA3UC

MpoTokonsT 3a Ciclosporin ce U3aasa OT CNEUMANKCT C Ko Ha crieunan+ocT 04 — KOXHW 1 BeHepuyecku bonecrw,
cknouun no gorosop ¢ H30K.

MpoTokonsT ¥ PelweHneTo 3a Tepanua ¢ 6MOMOrMYHM NekapcTeeHn npoayktu M JAK nHxuburopu ce nsaasar ot
crneuyvanuaupaHa KoMucua B neuebuu zaeefeHws 3a BonHwuHa nomoul, ckmiouunu aorosop ¢ H30K 3a usnbnHexue Ha
AmBynaTtopHa npoueaypa Ne38. CrieumManu3MpaHuTe KOMUCWMM CE Cb3aaBaT Che 3anoBej Ha AMPEKTOpa Ha cneaHuTe
neuebHn 3aBeaenus: YMBAI ,Anekcanaposcka” — rp. Codmsa, BMA — rp. Codoua, YMBAN [-p I'.CTpaHckn” — rp. MNnesex,
YMBAT ,Mpod. a-p CTosH Kupkosuy* — rp. Ctapa 3aropa, .,Amxunbaaem Cutn Knunuk MBAN Tokyaa" - rp. Codomst, YMBAT
,Ceeta MapuHa“ - rp. Bapna, YMBAT ,Ceetu Meopru” — rp. Mnoeawve, LlenTbp 3a koxHo-seHepuyecky 3abonasaqns — rp.
Mnoeawms.

. 1.PE[ 3A YTBBLPXOABAHE N 3ABEPABAHE HA MPOTOKOMNWUTE - NEYEHWE C CICLOSPORIN

lMpoTokonu 3a 3ano4yBaHe U NpoAbINKaBaHe Ha TepanuaTa

cneunanunucT, CKn4mn

norosop ¢ H30K
\‘ = ‘NpoTokon 3a npegnuceaHe Ha nekapcTea, 3aBepka Ha npoTokona

3annawanun ot H30OK/P30K" — 06p. M3-H30K B P30K

cneunanuinpaHa KOMMcus /

Il. 2. PEQ 3AYTBBLPXOABAHE U 3ABEPABAHE HA NMPOTOKONWTE - NEYEHWE C BUONOTUYHU NIEKAPCTBEHW
NPOOYKTU N JAK UHXUBUTOPH

HDOTOKOJ"M 3a 3ano4yBaHe Ha TepanuATa

= PelweHWe Ha cneunanmMinpaHa KOMUCKUA C ACHA MeOULUUHCKA MOTUBALWA 3@
3ano4yBaHe Ha Tepanuata

*  MeguumHcKka AOKyMEHTaUWs, NOTBbPXAABALWA KpUTEPUUTE NO NPUNOXEHUe
cneunanuanpana Komucusi | p | 1w BCMUKN HeobxoauMK uscneBaHus, ckobpasHo Nnpunoxexnue 2

* “[MpoToKon 3a NnpeanuceaHe Ha nekapcTea, 3annatadn ot H30OK/P30K" — obp.
Komucua noun. 78, 1. 2 or 3aBepka Ha npoTokona B
330 B LIY Ha H30K 71 P30K

MpoTtokonu 3a npoabMKaBaHe Ha TepanuaTa
MpoTokonM Npu NPOMsAHA (NOBUILEHWE) HA JO30BUA PEXUM UK CMAHA Ha TepanuaTa (CMAHa Ha NekapcTBEH NPOAYyKT
c apyr INN)

3aBepka Ha npoTokona B
P30K

A4

cneyunanusnpaHa KOMUCua

Il. OBLLM NONOXEHWA

1. E-npoTokon ce u3zaaBa OT nekap cneuuanucT no npodmna Ha 3abonaABaHeTo, M3NLMHUTEN Ha cneuvanuavpada
N3BbHOOMHMYHA  MEeJUUMHCKA MOMOL| Ha  OcHoBawue  u3gaaeH  Ambynmatopen  nmet” (3@ Ciclosporin)
nnn OT YneHoBe Ha cneuyuwanuinpaHn KOMMCuu B nevye6HW 3aBeeHUs, OKa3lBalu BonHMYHa MeguuUuMHCKa nomouy
(N3BMN) Ha ocHoBaHve ,PelueHne Ha cneuwanuaupaHa komucus' no Alp Ne 38 Onpefenade Ha nnaH Ha nedyeHue u
npocneasBaHe Ha TepaneBTUYHUA OTrOBOP NpW NAUWEHTKU, Nony4asally CKbLNOCTPYBALUW NEeKapcTBEHN NPOAYKTH No pena Ha
yn. 78, T. 2 330" (3a BGuonoruuna Tepanus u JAK nHxubutopm) B choTBeTCTBUE C HacToswmTe M3uckeanna Ha H30K, kato
NbLPBUAT NPOTOKON NPW 3anodBaHe Ha neveHve ce uaaaea 3a nepuod Ao 180 aHW, a BCekW cneasall NPpoTOKON MOXe aa ce
n3naea 3a cpok Ao 365 aHw.

M3WCKBAHMA HA H30OK NPW NEYEHWE HA TEXXBK NCOPWA3NC B N3BBHBONMHUYHATA NOMOLL 12



@

2. 30/ yaocToBepsnsa ¢ noanMca cv 8 ,AMBynatopeH NUCT' unu B Peliexne Ha cneunanusupaxa komuens™ no Afp Ne 38:
cnepHoto: Kenaa na mu 6bae onobpeHo neyeHue C NekapcTBeHUs NPOAYKT, Kato Aeknapwpam, Ye CbM YBEJOMEH 3a
[ECTBMETO Ha Ha3HayeHaTa NnekapcTBeHa Tepanus U AaBaM UHOPMUPaHo Cbrnacue cbliarta aa My 6bae npunaraxa’
_Cbrnaced/a cbM 3a M3NON3BAHE Ha NUYHUTE MU AaHHW 3a UenuTe Ha ekcneptu3ata’; JKenas na 6baa ysegomew/a 3a
pesyntata oT ekcneptuaata oT P30OK no eavH OT crnegHuTe Hauvuu: no e-mail, TenedoH unu Ha MACTo B P30OK*;
,Pa3spelasam foCcTbN A0 ENEKTPOHHOTO MU 3paBHO AOCKe".

3. [lo nony4aBaHe Ha uHopmaumMa 3a 3anovysaHe WKW NPOALIMKaBaHe Ha 3asBEHOTO nevyeHue, 301 npopabnxasa
TepanusaTa ¢ NeKapcTBeH/u NPpoayKT/M, ¢ KOMTO e NpoBexaan NeYyeHWeTo 4o MOMeHTa.

4. Mpeawn cTapTupaHe Ha npoueca no usgaeaxe Ha E-npotokon wa 30]1, cneunanucTbT/CneumanmsnpaHaTa kKomucus, u cnepa
nonyyeHo paspeleHue 3a AocTen oT 30J1 N0 efeKTPOHHOTO My 3/paBHO AOCWE, NPaBy CNpaeka Nno enekTpoHeH MbT 3a
nanaaenn Ha 301 npeaxoaHW NPOTOKONM, Mo cbiuma npodmn Ha 3abonseade. MNpoueckT nNo nanasaHe wa E-npotokon ce
peanuaupa B MEANLMHCKN copTyep. B HacToAwmMTe M3NCKBAHMSA ca NOCOYeHU HeobxoanmMuTe AOKYMEHTH 3a u3naBaHe
Ha E-npotokon Ha 30/1.

5. Kbm Bceku E-npoTokon, € KOWTO € HasHayeHa nekapcTBeHa Tepanus, ce npunarat HeobxogumuTe [LOKYMEHTM
(amBynaTopHWUTE NUCTOBE, ENWUKPU3W, W3CNEABAHWA U ApP.), e/l KOETO [A0KYMEHTUTE Ce U3NPaLLAaT No enekTpoHeH MbT KbM
vHdopmaumnoHHata cuctema Ha H3OK. [okymeHtuTe, kouto culiectBysaT 8 H3MC/mucopmauwmonnata cuctema Ha H30K,
ce peknapuwpaTt B E-npoTokona c TexHute yHukanuu Homepa (HPH). WHdopmaumata, oTHocuma kbm u3gasaHe Ha E-
NpOTOKONa, KOATO € B AOKYMEHT, KOMTO HIMa enekTpoHed (opmart, ce nonknea 8 AMBynatopHws nuct/PeuleHneTo Ha
cneunannanpaHa KOMUCWA - OCHOBaHWe 3a u3garaHe Ha E-npoTokona, unu AokyMeHTa ce npunara kato CKaHupaHo Konwve.
6. Mpw usgasaHe Ha E-npoTokon no pega Ha ekcneptuzata no 4n.78. 1.2 ot 330, otnapa weobxoaumocTTa Oa ce
NpeaocTaBaT v CbxpaHsaeaT npunoxenue Ne 1 n npunoxerne Ne 3 o1 HacToswuTe Mancksanuata Ha H30K", npu cnegHute
YCNoBUA:

- 3a npunoxenue Ne 1, nognucaHo oT cneunanucT/cneunanuaupalaTa KOMUCUs, NPY HanUUMeTo Ha TekcT B ambynaTopHus
TCT UK OTPA3EHO B CbOTBETHMA YekBOoKC B ,PelueHune Ha cneuranvaupaHa komvens' no Allp Ne 38:  Jlunceat naknouysailm
KpUTEpPUK 3a 3anodBaHe/npoabnkaeaHe Ha nedenue c JM"

- 3a npunoxenue Ne 3, nognucano ot 30J1, npu HanuuumeTo Ha TekcT B ambynaTtopHua nucT unu  Pellexne Ha
crneuunanuavpasda komucus® no Allp Ne 38: >Kenas ga mMu Obae onobpeHo nevyeHwe C NEKapcTBEHWA MPOAYKT, Kato
neknapupaM, Ye CbM yBeJOMEH 33 AeWCTBUETO Ha Ha3HauyeHaTa nekapcTBeHa Tepanua v asam WHGOPMUPaHO cbrnacue
cbllara ga mu 6bae npunaraHa“.

W3UCKBAHWA HA H30K MPWU NEMEHWE HA TEXBK NCOPUA3NC B N3BLHBEONHUYHATA NOMOLL 3



NPUNOXEHWE 1A

JINCT 3A KPUTEPUU NPU 3ANOYBAHE U NMPOABIMKABAHE HA NEYEHUE
HA TEXXBK MCOPUA3UC C CICLOSPORIN

A. Kputepuu 3a 3anouBaHe Ha NbpBM Kypc Ha nevenmne ¢ Ciclosporin (He06X0AMMO € Hanu4ue Ha BCUYKK

KpUTEpUK):

MKB L40.0, L40.1

1 | CurypHa auarHo3a — NoTBbpAeHa Ha Gasa KnMHUYeH npernes u koxHa Guoncus

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

3 | Nlunca Ha U3KNOYBaLLK KPUTEPHUKU MO ToUKa I

B. Kputepuu 3a npoabmxasaHe Ha neyeHueTo ¢ Ciclosporin (HeoGX0AMMO e Hanu4yne Ha BCUYKU KPUTEPUH):

MKB L40.0, L40.1

1 | NpepwecTBawo neyexnue c Ciclosporin

MoBnusaBaHe Ha NoKa3aTenuTe: HamanaBaHe Ha KNUHWYHATa CUMNTOMAaTUKa — epuTeEM, MHPUNTPaLUWS,
AEecKBamaLums

3 | N'unca Ha HeXxenaHa nekapcTBeHa peakUMsa U U3KMOYBaLWM KPUTEPUKM No Tovka B u Touka I’

B. U3KMHOYBALLW KPUTEPUNA

=) S Ly e

oNe

8.
10.

BwapacTt noa 18 rognum

BpeMeHHOCT U KbpMeHe

HekoHTponupaHu o6y unu nokanHn nHhekuumn

Texkn 6b6peynn 3abonssadus ¢ HamaneHa BvbpeyHa hyHKUMS, C U3KINKYeHne Ha HePOTUYEH CUHAPOM C MUHUMATTHW
rMOMEpPYNHU M3MeHeHUs, chokanHa u CerMeHTHa rmomMepynHa ckneposa u MembpaHo3eH rmomepynoHedpur.
3nokayecTBeHM HOBOOBpasyBaHUA (0COBEHO XEMATONOMMUYHW U KOXHW HEONNAa3uK, C U3kNYeHne Ha BazanHokneTb4YHus
KapuuHOM)

HekomMneHcupaHa apTepuanHa XunepToHus

XematonorndHu n/mnm BUoXMMUYHN OTKNOHEHUS, CboBpa3Ho hapMakonorMyHoTo A0CKE Ha NPOAYKTa

MpuopyxaBaw nNpuvem Ha MeaukameHT, kouTo B3ammoaewctsa c Ciclosporin, npuapyxasawa [MYBA Ttepanus,
npuUapyxasaly NpMem Ha 4pyri UMyHOCYNPecopu, PeTUHOWAM UMK NPeaxoXaallo AbNroTpanHo neveHve ¢ Metotrexat.
Neuenne ¢ Ciclosporin noBeye oT 24 meceua

CBpPbX4YBCTBUTENHOCT KbM OCHOBHOTO UMW HAKOE OT NOMOLLHUTE BellecTsa

M3NCKBAHWA HA H30K NPU NEYEHWE HA TEXXBK NCOPUA3SNC B U3BbHEONHWYHATA NOMOILL A



NPUNOXEHWUE 16

NACT 3A KPUTEPUM NMPU 3ANOYBAHE U MPOABIMKABAHE HA NEYEHWETO HA TEXHK NCOPUA3UC C
BUONOMMYHN NEKAPCTBEHU NPOAYKTU U JAK UHXUBUTOPU

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (3agbnmKUTeNnHU ca BCUYKU KPUTEPUH)
MKB L40.0

1 | CurypHa guarHosa — noTebpaeHa Ha 6a3a KNuHUYEeH npernes 1 koxHa Guoncus ' ©

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

e  eKkcTeHausHa opmMa Ha BonecTTa che 3acaraHe Ha nosede ot 20% 0T NOBbLPXHOCTTa Ha koxata npw 30J1 Has 18
2| roguumn 2

s  eKcTeHauBHa opma Ha BonecTTa cbe 3acaraHe Ha noeeve oT 10% oT noBbpxHOCTTa Ha koxara npu 30J1 noa 18
roguHn 1?2

CyMapHa OLeHKa N0 WHOEKC Ha TexecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 npu 30/1 Hag 18 rognHu 12
CyMapHa oueHKa No MHARKC Ha TeXecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npn 3011 nog 18 rogunu 12

Pe3nCTEHTHOCT Ha CTaHAapTHaTa CUCTEMHA Tepanusa cnep noHe 6-mecevyHo NPUNoXeHne B ONTUMANHA KYPCOBE U 403U 1
PUVA/UVB, KOHTpanHaVKaLuMumM KbM CTaHAApTHOTO cucTemHo nevenve n PUVA/UVE

Ui HENOHOCHUMOCT/CBPBXYYBCTBUTENHOCT KbM CTaHAAPTHOTO cucTemHo nevernne u PUVA/UVE npu 3011 Hag 18 roanHn
4 1,2

Pe3WcTEeHTHOCT Ha NpoBeXaaHaTta Tepanus cnej noHe 6-MeceyvyHo NpunokeHue B ONTUManHW Kypcoee u goav n/mnu UVB,
KOHTPauHOWKALUKU KbM NPOBEXKAAHOTO nevenne u/unu UVB nnv HenoHoCUMOCT/CBP XYY BCTBUTENHOCT KbM
npoBexaaHoTo nevexne n /umn UVB npu 30J1 noa 18 roguum ' ?

5| Nunca Ha u3knNoYBalM KpuTepum no Touka I

T PeuweHne Ha cneuuanuanpana komucua“ no Allp Ne 38

2 MeMUMHCKa JOKYMEHTALMS, NOTBBLPXAaBaLla KPUTEPMUTE N0 NpUNoxeHue 1 1 Bcuukn Heobxoarmi n3cneasanns. cbo6pazHo NPUNoXeHue 2,
BKNKOYBALLM 334 BMKUTENHO:

- XWCTOMOTMYHO MOTBBLPAEHA AMATHO3A NCOPMA3NC (A0NYCKA Ce AaBHOCT Ha pe3ynTara He noseye oT 5 rofnHn);

- oueHkn no ckana PASI: HeoBxoanmo e ABYKPaTHO NOTBLbPXKAABAHE Ha nokasatenuTe 3a noHe 12-ceamuyed nepuwoj Ge3 npomsaxa B
neYyeHueTo;

- MpoBeXaaHa NpeaxoAHa CTaHAApTHa CMCTEMHA TePanua C 0TPa3eHn 4031, NPOALIKUTENHOCT Ha NpunoXeHne 1 edeKTWBHOCT,

- Bua 1 Opol Ha nposBeaeHuTe npoueaypu doToTepanua, C WHAWBWMAYANHW A03W/KyMynaTUBHA 4033, NPOALMKUTENHOCT U edekT oT
npunoxexara otoTepanus

B. KPUTEPUWN 3A NPOOABINKABAHE HA NEYEHUETO (3apbmKUTENHW ca BCUYKU KPUTEpPHH)

MKB L40.0

MoBnuaBaHe Ha nokaszatenuTe
1 | = HamansBaHe Ha KNWHWYHaTa cuMnTOMaTHKa — epuTeM, MHUNTpauusa, AeckBamauus — HamanseaHe ¢ noxwe 50%
v 3aQbpXaHe BbB BPEMETO

2 CyMapHa oueHKa Ha nokaszatenuTe — 3HauYUTenHo NoHmkKeHne Ha PAS| cnpsiMo u3xoaHaTta CTOMHOCT — NOCTUraHe Ha
PASI 50

3 | N'unca Ha HeXenaHW NeKkapcTBeHU peakumMu U M3KINIYBaWK KpuTepun no touka B v touka Il

B. HEXXENNTAHU NEKAPCTBEHW PEAKLIUWU

rageHe, rmasobonwe, CBETOBBPTEX

aneprua

noBulaesaHe Ha apTepuanHoTo HandaraHe

TexKa uHekuma

xemaTtonornyHu (xemornobuu noa 80 g/l, neskounTy noa 3500, TpombouwnTi noa 90000) n/vnu BNOXUMUYHN OTKNOHEHWS,
cbobpasHo hapmMakonorMyHOTO AOCKHE HA NpoAayKTa

. UBKNHO4YBALLN KPUTEPUA

. BbapacT nog paspelueHaTa, CbrnacHo KpaTkaTa xapakTepucTika Ha CbOTBETHUA BUONOrnyeH npoaykT
. BpeMEHHOCT 1 KbpPMEHE (C U3KNIoYEHNE Ha CAy4YauTe, NOCOYEHU B KPATKUTE XapakTepUCTUKN HA ONPeAEeneHi NekapcTBeHn NPOAYKTH)
AKTUBHA UNWU NaTeHTHa TybepKyno3a, Cencuc unun Apyru TEXKN NHMEeKun

. HIV nHdekuma

OCTbp WK XPOHUYEH BUPYCEH XenaTuT

Heonnactuunn 3abonasaHus

. 3acToiiHa cbpaedHa HegocTtaTbeyHocT Il u IV dyHkumoHaneH knac no NYHA

. AnnacTtnyHa aHemus, u3paseHa rpadynoyuTonenus, muenodubposa, numdom

. MHoxecTeeHa ckneposa u apyri 6onecTu ¢ AeMUennH13auns

10. AeTOMMYHHO 3abonaeaHe

11. CenbTCcTBaLWO NeYeHune ¢ Apyr BuonoruyeH nekapcTeeH NpoaykT

CONOOAWN =

7(', W3WUCKBAHWA HA H30K NPU NEYEHWE HA TEXXBK NCOPWUA3UC B U3BBLHEONHWYHATA NOMOLLY 5



I. NEYMEBHO-OWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW MPOOYKTW, Bkntoyenn B Mpunoxenue 1 Ha MNC, kouto H30K zannawa B CHLOTBETCTBUE C
AEeWCTBALMUTE HOPMATUBHU JOKYMEHTH.

NPUNOXEHWE 2

Ta6nuua 1
INN MKB [03A U HAYUH HA MPUNOXEHUE
ot 4 oo 18 roguHn Han 18 rognHu
» o7 15 kg Ao < 30 kg - nepBOHa4anta 403a oT 20 | 4 npy 3anousane Ha neuerue - 80 mg
mg, nocneasaHa ot 20 mg npea ceaMuua, eaHa
ceaMuUa CNej NbpeoHauanHara 4oaa * nogavpxkalla fo3a - 40 mg npes ceamuua
ADALIMUMAB L40.0 **Tpn NauMeHTu ¢ HeaocTaTbYeH OTroBop Ha 12-Ta
«2 30 kg - nupBoHayanHa pgo3a oT 40 mg, [ ceamwuua uecTtoTata Ha AO3upaHe Moxe Aa ce
nocneasaHa ot 40 mg npe3 ceamuua, efHa | nosuwu Ao 40 mg cepMUYHO 32 nepuos A0 16
ceAmMWLa cnej nbpBOHaYanHaTta jo03a ceAMMLM, CNej KOeTo NedYeHueTo npojbmkasa C
noAAbpXauia Ao3a
oT 6 oo 18 roguum Hag 18 roauHun
;enﬁ:c:jg:::?33:;;:::::1H-OK%ST:;QAOH; :g « NpU 3an04BaHe Ha neueHue - 25 mg unu 50 mg ABa
ETANERCEPT L40.0 50 mg), NpUNoXeHa BEAHBLXK CeAMUYHO BT COAMInHO A8 12 Cammnun
*TIoAALpHaLLE Aosd - 0.8 mg Ha kg TenecHo | noAAbpXallya 403a - 25 mg ABa NbTU CEAMWYHO UNK
Terno (MakcumanHa egHokpaTtHa gosa o 50 mag). 50 Mg BEAHLK CEAMUYHO
NPUNOXKEHA BEAHBX CEAMUYHO
BeHo3HO npunoxenue:
* NPy 3ano4BaHe Ha neveHve - 5 mg/kg MHTpaBeHo3Ha
uHdyaus Ha 0, 2 n 6 ceamuua
snogabpkawa aosa - 5 mg/kg WHTpaBeHO3Ha
UHY3UA Ha BCeku 8 ceammuumn
nOAKOJKHO npunoxeHue:
* MpU 3anN04BAHE Ha NEYEHUE:
NeuyenneTo c Infliximab, npunaran nogkoxHo, Tpabea
L3 ce 3anoyHe KaTo MNoAAbpxawo nedveHue 4
INFLIXIMAB L40.0 A CEAMMUM CMej NOCMEAHOTO NPUNIOXEHVE Ha ABe
uHTpaeeHo3Hn  wHdyaun  Infliximab 5  mg/kg.
npoBeAeHW npes 2 ceamuum B fo3a 120 mg BegHBX
Ha Bcekn 2 ceamuun
s noaabpKauwa gosa:
- 120 mg BEAHBX HA BCEKW 2 CEAMULN
[Mpu npemwuHaBaHe OT NOAAbPXKAWlATA Tepanus C
UHTPaBeHo3Ha nekapcTeeHa opma Ha Infliximab kbm
nekapcTeeHa GopmMa 3a MOAKOXKHO MPUNOXKEHWE Ha
Infliximab, nogkoxHaTa nekapcTeeHa copma MoXe Aa
ce npunara 8 ceaMuunm cnej  NocnefHoTo
NPUNOXEHNE HA MHTPABEHO3HM MHPy3uK Infliximab.
* pU 3ano4yBaHe Ha nedexue - 400 mg (npunaraHa
KaTo 2 NoAKOXHU uHx¥exkuwun no 200 mg AHEBHO) Ha
CERTOLIZUMAB L40.0 y ceamuua 0,2 v 4
PEGOL ’ « NoAAbPXaLWa Ao3a — 200 mg Ha BCekn 2 cefMULM
***Mpu nauneHTV ¢ HeaOCTaTBLYEH OTTOBOP MOXe Aa
ce obmucnu go3a ot 400 mg Ha BCekn 2 cejmuum
ot 12 o 18 roguHmn Han 18 roguHn
<100 kg: <100 kg:
* nNpu 3ano4BaHe Ha nevenne - 45 mg Ha O v 4 | e npn 3anoysBaHe Ha nedeHwe - 45 mg Ha O n 4
ceamuya ceamuua
USTEKINUMAB L40.0 ;::nﬁﬂ:fmau.ta Acaa - 45 mg wa ecewn 121, noAALpxXaLla 403a - 45 mg Ha Beekn 12 cepmuum
> 100 kg: > 100 kg:
e NpW 3anouysaHe Ha neyeHue - 90 mg Ha 0 u 4 | » npu 3anouyBare Ha nevexnne - 90 mg Ha 0 n 4
ceamuua ceamuua
s nopAbpkaua Ac3a - 90 mg Ha Bcekn 12 e nogabpxauwia go3a - 90 mg Ha Bcekun 12 cegmuum
cegmuymn
ot 6 go 18 roannHun 2 50 kg: Han 18 roavHm
* NP 3ano4BaHe Ha nevexue - 300 mgra 0. 1,2, 3 1
4 ceamuua
e Npu 3anoyBaHe Ha neveHue - 150 mgHa 0. 1, 2.
SECUKINUMAB L40.0 3 W4 ceammua * NoAgabpxawa goaa - 300 mg exemece4Ho
® NoaAbPXaLa Ao3a - 150 mg exemeceyHo “***Mpu  nauweHTn c TenecHo Terno = 90 kg w
***Mpn NauMeHTn c HeAOCTATbYEH OTIOBOP MOXE | HeaoCTaTbYeH OTFOBOP KbM ceamuua 16, cnej
Aa ce yeenuun a0 300 mg exemeceuHo ceamuua 16 cxemata moxe Aa ce WHTeHauduumvpa ¢
300 mg Ha Bcexn 2 ceamuun
* Npy 3ano4ysaHe Ha nededne - 160 mg Ha cegmuua 0,
IXEKIZUMAB L40.0 X nocneasaHa ot 80 mg Ha ceamuua 2. 4,6, 8, 10um 12
B * NoAAbPXaLWla 4osa - 80 mg Ha BeAka 4-Ta ceamuua
’g." M3UCKBAHWNA HA H3OK MPWU NEMEHWE HA TEXXBK NCOPWA3NC B M3BbHBEONHWUYHATA NMOMOLLL 6
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GUSELKUMAB L40.0 X ceamuua

* nogabpxalya aosa 100 mg Ha Bcekn 8 ceagmuun

« NPV 3ano4YBaHe Ha neverue - 150 mg Ha cegmuua 0
RISANKIZUMAB L40.0 X na

« noaAbpXawa ao3a — 150 mg Ha Bcekn 12 ceamuuu
® NpK 3anoysaHe Ha nedyexune - 320 mg 8 ceamuua 0,

4,.8,12n16
« nogabpxalga Ao3a - 320 mg Ha Bceku 8 ceamuum
BIMEKIZUMAB L40.0 X ***3a HAKOW naumeHTw ¢ TenecHo Terno = 120 kg,

KOWTO HE €a NOCTWIHaNU NbMHO W3YMCTBAHE Ha
kowaTa kem ceamuua 16, 320 mg Ha Bcekn 4 ceamuum
cnea ceamuua 16 Moxe AoNbLNHUTENHO A3 NoA06pAT
OTrOBOPa KbM NEYEHUETO.

DEUCRAVACITINIB | L40.0 x « 6 Mg NepopanHo BEAHBK LHEBHO
N L40.0
CICLOSPORIN L40.1 X 2.5 — 5 mg/kg AHEBHO

3abenexku: *MakcumanHama npodbmKumMenHocm Ha Kypca Ha nedexue ¢ Ciclosporn e 24 meceya
**H30K 3annawa eduH Kypc UHmMeH3uuuupasa mepanus ¢ Adalimumab Ha nayuesm
***Hakou nayueHmu moxe 0a nonyvam GonbiKUMenHa non3a om no-eucokama 003a
**x*QueHKa Ha eghexma om uHmeHsugukayuama Ha 6-mus Mecey om cneuyuanuaupara KoMucusa

Mpu 3anoyBaHe Ha Tepanua Ha HOBW BonHu (6e3 npeawecTBawWwo neveHne ¢ nocoyeHute B Tabnuua 1 INN) ce HazHavyaBa nNekapcTBEHHUA
npoayKT/TepaneBTUYHUA KypC C Hal-ronsama pa3xogHa edeKkTUBHOCT (Han-406poTO CHLOTHOWEHWE MEeXAy MoCTUraHe Ha TepaneBTU4eH
peaynTat OT npunaraHe Ha NekapcTBeH NMpOAYKT/MekapcTBeHa Tepanus v pa3xofBaHe Ha cpeacTsa oT Glaxeta Ha H3OK 3a chbwus
npoayKT/Tepanus, NpU CbMNOCTABAHETO MY C APY /v NekapcTBeH/M NPoAYKT/M UMK NekapcTBeHN Tepanuu, NpeacTaBnaBal TepaneBTUYHN
anTepHaTMBM M 3annawaii HanLNHO UNK YacTuyHo ot H30K), Ha ocHoBanue yn. 23a o1 Hapen6a Ned ot 2009r.

2. NPOCNEAABAHE:
2.1. NMpwu neyenue ¢ CICLOSPORIN

INN NPEQM 3ANOYBAHE | KOHTPON NPV NPOCNEAABAHE
e cLob6pasHo apmakonornyHoTe AOCWE Ha NpoaykTa n| e  CcLoBpasHo hapMakonoryHOTO A0CUE Ha NPOAYKTa U
CICLOSPORIN KoHceHcyca 3a neyeHue Ha ncopuasuc Ha bl  KoHceHcyca 3a nederve Ha ncopwasuc Ha bAJ

2.2. Npu nevyeHue c GUONOrUYHU NeKapPCTBEHU NpoayKTU U JAK nHxubuTopu

Tabnuua 2 o I S
NMPU CNEQBALLO

W3CNEABAHWSA MERGRMM _KAHnVIﬂE'IgCTBu;\lHE
Terno Vi v
CyMapHa OLieHKa NO UHAEKC Ha TeXECT Ha NCOpUasnc A ¥
Psoriasis Area Severity Index (PASI) e B
MKK ¢ KK v v
ASAT, ALAT R o v 7
CYE, CRP oy v
CepyMeH KpeaTUHUH B r — v
XenatuThn mapkepu (HBsAg, Anti HCV) I
ik R . R R
PeHnTreHorpacvs Ha 6an apob _ - o }
KoxHa 6voncus v |
TyBepkynuHoea npoba o S B

Il. OB U3UCKBAHWUA

1. Bb3pacToBara rpaH1ua Ce W34NCNABa B HABbPLIEHW FOAMHN - T.€. BKNKYMTENHO KbM AaTaTa Ha W3faBaHe Ha NPOTOKONa OT CNeynaniuanpaHaTa KOMUCHs.

2. Mpwn HasHayaBaHe Ha Tepanua No NPOTOKON 3aAbMKUTENHO ce Cbobpa3dnsaT BLIPACTOBUTE OrPaHUUEHWS CLINACHO KPaTKaTa XapakTEpPWUCTWKA Ha CbOTBETHUS
nekapcTBeH NPOAYKT, yTBbpAEHa no peaa Ha 3MMXM.

3. H30K He 3annawa neyeHne W3BLH YkasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTta xapakTepucTika Ha NpoaykTa

4, H30K He 3annawia nevyeHue C 4031 Hag MakCUManHo pas3pelleHnTe No KPaTka xapakTepucTuka Ha npoaykTa

5. B cnyyail Ha HacTbNUNa NOA03WMPaHa HEXENaHa NekapcTBeHa peakuws, nekapsT yeegomssa WMAT no pepa wa yn. 184 ot 3MIMXM. Konwe oT cbobueHneto ce
npunara/onucea KeM/B MeAMUMHCKaTa JoKymeHTaumna Ha 3001 npu kaHAWAATCTBaHe 33 NeYeHne.

6. Bcekn e-npoTOKON Ce M3QaBa Bb3 OCHOBA HA W3AafeH MEfUUMHCKU AOKYMEHT AMOynatoped nucT’ oT cneunanuct - uanvnuuten Ha CUMIM wnwu ot
cneunanuaupana komucus B NI3BMN Ha ocHoBakue Alp Ne 38 OnpeaensHe Ha nNnaH Ha nedveHwe u NpoCneAfBaHe Ha TepanesTUYHWUA OTrOBOP NPX NauUeHTH.
nony4asally CKsNOCTPYyBaLLM NEKAPCTBEHW NPOAYKTU NO peaa Ha yn. 78, 1. 2 330"

Ek3aemnnap Ha xapTueH HocuTen oT amBynaTopHWs nucT unu Alp Ne 38 ,OnpepensHe Ha NNad Ha NeveHve u NPpocneaABaxe Ha TePaneBTUYHMA OTrOBOP NP NaUNEeHTH,
nony4YaBsaly CKbNOCTPyBallM NeKkapcTBeHW NPOAYKTW nNo peaa Ha 4n. 78, 7. 2 330", KOWTO e OCHOBEHWE 33 W3AABaHEe Ha NPOTOKON, NOANUCaH OT nekaps
cneuvanuct/cneywanuampaHa komucua n 300 (poauTen, HacTOWHWK/NPUEMEH POAUTEN). Ce BOAW NO pea, onpeaenes oT nevebHoTO 3aBedeHWe U Ce CbxpaHasa B
kabuHeTa Ha nekapsa/koMucnaTa.

7. Npu n3gasarHe Ha E-npoTokon no peaa Ha ekcnepTuaara no 4n.78, 7.2 ot 330, oTnaga HeoBxoauMOCTTa A Ce NPeAOCTaBAT U ChxpaHasaT npunoxeHne Net un
npunoxexne Ne3 ot cboTBeTHuTe ManckeanuaTa Ha H30K".

8. NapgaBaHeTo Ha E-NpOTOKON Ce OCLLLECTBABA B CbOTBETCTBUE ChC CHBMECTHM  Ykazanua 3a paboTa ¢ nofaneH no enekTpoHeH net npotokon IA/IB/IC (e-npoTokon)
mexay HauuoHanHaTa 3fpaBHOOCMIypUTEnHa kaca v Bbnrapcku nexkapcku Chbio3 3a npunarase Ha HaywoHan+us paMKoe 40r0BOP 33 MEAVLMHCKUTE A@MHOCTH

Hacmosiwume usuckeaHus ca ymebpoeHu om ynpasumens Ha H30K cned PeweHue Ne P/I-HC-04-38/22.05 2025 2. Ha HadzopHus cveem Ha H30K u npedeapumen+Ho
cbanacysare ¢ B/1C, Ha ocHosanue 4n.51, an.10 ebe 8p. ¢ an.8 om [lpasuntuka 3a ycmpoticmeomo u delinocmma Ha Hayuonansama 30paeHoocueypumen+a xkaca.
UzuckeaHusima enusam & cuna om damama Ha o6HapodeaHemo um & [bpxaeeH eecmHuKk’ U ommexsm delicmaalume u3uckeaqua. 8 cuna om 19.04.2024 2. Ha
ocHosaHue Pewerue Ne PL-HC-04-34/22.03.2024 2. Ha HadzopHus cveem Ha H30K.
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NPUNOXEHWE 3

LEKNAPALUWA 3A MUHOOPMUPAHO CbIMMACHKE C UBUCKBAHUATA 3A 3ANMOYBAHE/ NPOABINKABAHE
HA NEYEHWUETO C NEKAPCTBEHMWA NMPOAYKT

cnej KaTto ce 3anos3Hax ¢ usnara My npefoctaBeHa WHopMauus 1 UenTa Ha nevyeHneTo ¢ NekapcTseHnsa npoayKT
.................................................................................................. W cnej kato Nony4dux w3depnaTenHun OTroBopw Ha
nocTaBeHUTe OT MeH BBLMNPOCK, AeKnapupam Ye:
1. WHcopmupan/a cbM 3a 0TKas OT MandWHCTBO/OAWMHCTBO NO BpeMe Ha NpoBexJaHe Ha nevyeHne ¢
ropenocoYeHns NekapCcTBeH NPOAYKTW (CBOBPA3HO KpaTKUTe XapakTepucTUKK Ha onpefeneHn NexapcTeeHu

NPOAYKTK).
OA HE

2. Ule cnassam npenopbYyaHaTa Mu CXxema Ha NedveHune U NepuoanYHOCT Ha KOHTPONHUTE nperneau.

3. PepoBHO e ce ABSIBaM Ha KOHTPOMHW Npernean u Hama Aa NnpoMeHsam camoBONHO WK NOA APYTo BHYLUEHWE
HasHa4yeHaTa My Tepanus.

4. [lpn npeycTaHOBABaHE Ha NEYEHWETO NO MPUYUHW, HenpowusTU4alln oT pelleHneTo Ha Komucuata 3a
ekcneptnan B P3OK u/unu Komucusita no un. 78, 1.2 ot 330, we ysegomsa He3abasHO NUYHUS CU Nekap.

5. Tpw HecnasBaHe Ha MOCOMEHWTE YCNOBWSA NEYeHWMeTO MW C YNOMEHATWA nekapcTBeH Npoaykr we 6vae

npeKkpaTeHo n HAMa ga umam npeteHumn kem H30K.

ﬁ"{’ U3NCKBAHMNA HA H3OK NPW NEYEHWE HA TEXXBK NCOPWA3NC B M3BLHEONHUYHATA NMOMOLL 8



