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M3NCKBAHWUA HA H3OK

NMPWU M3OABAHE HA NMPOTOKONW 3A NPOBEXAAHE HA NEYEHUE HA TEXBbK NCOPUA3UC

MpoTokonsbT Ce M3AaBa OT CMEeUManucT C KOA Ha cneumanHocT 04 — KOXHW M BeHepu4ecku bonecrtw,
cknoumnn no aorosop ¢ H30K. PelueHue ce n3gaea oT cneuynanusmpaHa komucus B nevebHu saeBefeHna 3a
GonHMYHa nomowl, cknouunu gorosop ¢ H3OK 3a um3nbnHeHuwe Ha AmbBynatopHa npoueaypa Ne38.
Cneunanu3MpaHuTe KOMMCUM Ce Cb3[aBaT CbC 3anoBej Ha AvpekTopa Ha cnegHute nevebHu 3asefeHus:
YMBAJ ,Anekcanaposcka’ - Cocus, BMA - Codpusi, YMBAN [A-p I.CtpaHcku' - MneseH, YMBAI ,Mpod. a-p
CrosiH Kupkosuy* - Ctapa 3aropa, ,Agxudagem Cutu Knunnk MBAJT Tokyaa“ - rp. Cocoums.

I. 1. PEQ 3A YTBBLPXOABAHE U 3ABEPABAHE HA NMPOTOKOJIUTE - NIEYEHUE C CICLOSPORIN

npOTOKOHM 3a 3anovyBaHe u nNpoabiKaBaHe Ha TepanusaTa

CNeuManucT, CKIKYun
norosop ¢ H30K

N

cneuvanuavnpanda
KOMUcHA

= ‘lpoTrokon 3a npeanuceaHe Ha 3asepka Ha
nekapcTea, 3annawaxn ot H30K/P30OK" - > npng:ona 8 P30K
06p. M3-H30K

7

. 2. PEQ 3A YTBBLPXOABAHE W 3ABEPABAHE HA NMPOTOKOJIUTE - NEYEHWUE C ADALIMUMAB,
ETANERCEPT, INFLIXIMAB, CERTOLIZUMAB PEGOL, USTEKINUMAB, SECUKINUMAB, IXEKIZUMAB,
GUSELKUMAB WU RISANKIZUMAB

MpoTokonu 3a 3anoyBaHe Ha TepanusTa
MpoTokonu 3a MbpBO NPOABLINKEHWE HA TepanusTa
MpoTokonu nNpu NPpoMsAHa (NOBULIEHWE) B [O30BUSA PEXUM WK CMAHA Ha TepanuaTa

crneuvanucT, CKIIYun
poroeop ¢ H30K

v

= [ToNBbNHEHO W NOANMCAHO NpUNoXeHue 1 — NUCT 3a onpefensHe Ha
Kputepuute

= MeOoMUMHCKA [OOKYMEHTaUusi C TNPUITOXKEHU BCUYKM
nokasaTtenu u uacneaBaHua no Tabnuua 1 Ha npunoxeHue 2
= “lMMpoToKkon 3a npeanucBaHe Ha nekapcTea, 3annawany ot H30K/P30K” -
06p. M3-H30K

Heobxoanmm

cneuwanunsunpaHa
KOMWCUA

iy

= PeweHune Ha cneyManu3mpaHa KOMUCHUA C ACHA MeJULMHCKa MOTUBaLMS
(3a0bmxumenHo ce ombensaaea unca Ha U3KIYealLu Kpumepuu)

= “lpoToKon 3a NpeanucBaHe Ha nekapcTea, 3annawanm ot H30K/P30K" -
06p. M3 — H30OK

Komucua noun. 78, 1. 2
ot 330 B LIY Ha H30K

3aBepka Ha npoTokona
B P30K

[poTokonu 3a npoabKaBaHe Ha TepanuATa

cneunanucT, CKMoYun
porosop ¢ H30OK

e

/

* MeOMUWHCKA [OOKYMEHTAUMA C TMPWIOXKEHN BCUYKM HeoBXxoavmu
n3acrnegBaHus no Tabnuua 2 Ha npunoxexHue 2

= [TONbNHEHO W NOANWCAHO NpUNoXeHue 1 — NUCT 3a onpegensHe Ha
KputepuuTe

* “lTpoToKoON 3a Npefnuceane Ha nekapcTea, 3annawanu ot H30OK/P30K” -
06p. M3-H30K

cneuvanusvpaxa
KoMucus

= PeweHue Ha cneyuwanuiMpaHa KOMMCHUA C ACHa MeguuUUuHCKa MoTUBaLlunA
(3adbmxumenHo ce ombenssga nunca Ha u3kmoyeawu kpumepuu)

= ‘TipoTOKON 32 NpeanucBaHe Ha nekapctea, 3annawaxu ot H30OK/P30K” -
06p. M3 - H3OK

v

3aBepka Ha npoTokona
B P30K
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1l. OB NONOXEHUA

1. 3071 noaaea noaroTBeHMTe AOKYMeHTH B P30OK, Ha TepuTOpUATA Ha KOATO € Hanpasuno usbop Ha OMNJl.
[loKkyMeHTUTe BKNIOYBaAT:

1.1. 3aasnenue o [npekTopa Ha P3OK.

1.2. MonbNHeHo ¥ nognucaHo npunoxexue 1. Monbnea ce NO CLOTBETHATA TOYKa W Ce Npunara oTpaseHarta B
UMPOB MHAEKC MeauLMHCKa AOKYMeHTaUus, yaoCcToBepsABaLla BCekU eaVH OT KpUTepuuTe.

1.3. MbnHKUAT HaBop M3cneaBaHWA ((DU3NKANHU, UHCTPYMEHTANHN 1 NabopaTopHK), 0TPa3eH B NPUNOXeHue 2.
1.4. “NpoTokon 3a npeAnuCcBaHe Ha nekapcTea, 3annawaiu ot H30K/P30K” — 06p. M3-H30K, nsgaaeH ot
nekap cneuvanucT, padoTew no goroeop ¢ H3OK unu ot cneunanusupada komucus. lNpunara ce opuruHan Ha
npoToKona, a Npu KaHAWAaTCTBaHe 3a NpoAbIKaBaHe Ha TepanuaTa ce NPeACcTaBs OpuUrMHan Ha nNpeaxoaHus
NPOTOKON C OTPa3eH BCUYKN Ha3Ha4YeHUs No Hero.

1.5. PeweHne Ha cneuuanusupaHa KoMmucusa OT neyebHO 3aBefeHWe — M3NbNHUTENn Ha AmDynaTopHa
npoueaypa Ne38 ,OnpegensiHe Ha nnaH Ha nevyeHwe u npocneasBaHe Ha TepaneBTUYHWUA OTrOBOP NPW NauUneHTH,
nony4asalyy CKbMNOCTPYBaLLM NEKapCTBEHU NPOAYKTY No peaa Ha un.78, 7.2 330" - 6n. M3-H3OK Ne13.

1.6. [leknapauus 3a uHgopMUpaHO cbrnacue no obpasel (npunoxeHue 3)

2. P30K npuema QOKyMeHTHUTe Nno T. 1 cnep cnpaBka OTHOCHO 3APaBHOOCHUIypUTenHua ctatyc Ha 30J1.

3. MbPBUAT M BTOPUAT NPOTOKOS NPM 3anoYBaHe Ha feyeHne U Npu CMAHA C APYr NeKapcTBeH NPOAYKT ce
n3pasar 3a nepuog oo 180 AHM, a BCeKM creBall NPOTOKON MOXe Aa ce u3aasa 3a cpok Ao 365 auu.

4. ONMCaHMAT NbNEeH KOMNMEeKT JOKYMEHTH ce M3UCKBA B ClyvyauTe, NpM KOUTO e yKazaHa HeobxoaumocT
oT peweHue Ha Komucusata no un. 78, 1. 2 ot 330 B LIY Ha H3OK.

W3NCKBAHWA HA H3OK MPU NEYEHWE HA TEXXBK NCOPWUA3UC B U3BBLHEONHWUYHATA MOMOLL 3



NPUNOXEHME 1A

NACT 3A KPUTEPUW NPU 3ANOYBAHE U NPOAB/MKABAHE HA NEYEHME
HA TEXXBK NCOPUA3UC C CICLOSPORIN

Nme:

ErMH

3abenexka: mMeduyuHCKama OOKyMeHmayus, yoocmosepsealla CeKu Om Kpumepuume € MocoYeHa ¢ yugpa & UHOeKC U 3adbruKumesnHo
npudpyxaea HacmMosILLOMO NPUNOKEHUE.

A. Kputepuu 3a 3anoyBaHe Ha NbpBM Kypc Ha nevexue ¢ Ciclosporin (Heo6xoAMMO e Hanu4ue Ha BCUYKK
KPpUTEpUM):

MKB L40.0, L40.1

1 | CurypHa guarHo3sa — noTebpAeHa Ha 6a3a KnuHWYeH nperneg v koxHa duoncus

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

3 | Nunca Ha n3knyBalm kputepun no 1. I

6. KpuTepuu 3a npogbnxasaHe Ha neyenue ¢ Ciclosporin (Heo6x0AUMO e Hanuyue Ha BCUYKW KpUTEepUn):

MKB L40.0, L40.1

1 | NpeawecTBawo neveHue ¢ Ciclosporin

2 | MoBnusABaHe HA NOKa3aTenuTe: HaManaBaHe Ha KNUHUYHATa CUMNTOMaTUKa — epUTeM, MHPUATPaLKS,
Jecksamauus

3 | Nunca Ha HeXXenaHa NeKkapcTBeHa peakuusa U U3KNYBalwm kputepuu no1.Bu . I

B. U3KINKOYBALLUW KPUTEPUN

o hdob=

NG

10.
11.

Bwapact noa 18 rognHu

BpeMeHHOCT U KbpMeHe

HekoHTponupaHu oBLWmM NN NokanHyu MHeKUUn

Texkn 6b6peyHn 3abonssaHus ¢ HamaneHa 6bbpeyHa YHKUMA, C N3KNIoYEeHNe Ha HedPOTUHYEH CMHAPOM C MUHWMATHN
TMOMEPYIHW N3MEHEHUR, (DOKanHa W CErMeHTHa rmMoMepynHa ckneposa u MembpaHo3eH rmomepynoHedpuT.
3noka4yecTBeH HoBOOOPa3yBaHWs (0COBEHO XEMATOMOMMYHN M KOXHKM HEONNA3uun, C M3KMIYeHWe Ha BazanHoKNeTLYHUA
KapuuHOoM)

HekomneHcvpaHa apTepuanHia XunepToHusa

XeMaTtonornuHu n/unu BUOXMMUYHK OTKNOHEHUS, CboBpa3sHo hapMakonoriyHoTo A0CKe Ha NpPoayKTa

Mpuapyxasaw npueM Ha MegukameHT, konTo BaawmopeicTea c Ciclosporin; npuapyxasawa [YBA Tepanus,
npuApYyXasaLll NPUeM Ha APYrv UMYHOCYNPECcopy, PETUHOWAM MK NPEAXOXAALL0 AbAroTpanHo nevexve ¢ Metotrexat.
INeyenwe c Ciclosporin noseve oT 24 Meceua

CBpBbX4YYBCTBUTENHOCT KbM OCHOBHOTO MNW HAKOE OT NOMOLLHUTE BellecTsa

MpekbCcBaHe Ha TepanusaTa No BUHa Ha BonHuA 3a noseye OT 2 Mecela

3abenexka: nuncata Ha W3KNOYBaWM KpUTepuu ce yaocToBepsABa C noaAnuvc Ha cneuyuanucTta B HAaCTOAWOTO
npUnoXeHwue.

B JHEeBHa fo3a

OTFOBapﬂ Ha KpUTepuuTe 3a 3anoyYBaHe Ha nevyeHue C

M3NCKBAHUA HA H3OK NMPU NEYEHUE HA TEXXBK NCOPUA3UC B M3BBHBEONHUYHATA NOMOL, 4




NPUNOXEHWE 16

NUCT 3A KPUTEPMW MPU 3ANOYBAHE HA NNEYEHUE HA TEXXBK NCOPUA3UC C BUONOTM4YHA
NEKAPCTBEHU NMPOAYKTHU

Nme: ErH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmosepseawa eceku Om Kpumepuume e rocoyeHa ¢ uugpa 8 uHoekc u
3adbKumenHo npudpyxaea HaCMOoAUW,0MO MPUMOXeHuUe.

A. KPUTEPUM 3A 3AMNOYBAHE HA MbPBU KYPC (3aabnkuTenHu ca BCUUKU KpUTepuu)
MKB L40.0

1 | CurypHa guarHo3a — noTebpaeHa Ha 6asa kKnuHUYeH npernea u koxHa Guoncus 1
TexecT Ha 6onecTTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012

2 e eKcTeH3ueHa chopma Ha BonecTTa cbe 3acaraHe Ha noeede oT 20% OT NOBBPXHOCTTA Ha KoXaTa npu 3011 Hap 18 roguHu 2
e eKcTeH3uBHa chopma Ha HonecTTa cbe 3acaraHe Ha nosede oT 10% oT noswbpxHoCcTTa Ha koxaTa npu 30J1 noa 18 roanHun 2
CymapHa OUeHKa No MHAEKC Ha TexecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 npn 301 Hag 18 ro,.qm-m

. CymapHa oLeHKa No MHAEKC Ha TeXeCT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npu 3011 nog 18 roavHM °

Pe3WCTEHTHOCT Ha CTaHjapTHaTa CUCTEMHA Tepanws crep noHe 6-meceqHo NpunoXeHue B ONTUMANHW Kypcose W 403W U
PUVA/UVB, KOHTPanHaAUKaUMKU KbM CTAHAAPTHOTO cUCTeMHO nevexune n PUVA/UVB

4 | M HEMOHOCHMMOCT/CBPBLXYYBCTBUTENHOCT KbM CTAHAAPTHOTO cucTEMHO nevenne n PUVA/UVB npn 3011 Hag 18 roauHm *
Pe3UCTEHTHOCT Ha npoBexaaHata Tepanus crej noHe 6-MecedHo NpUMoXeHwe B ONTUManHu Kypcoee v aoau wiunu UVB,
KOHTPanHAMKALMK KbM MPOBEXAAHOTO NeveHe w/vnu UVB 1nn HENoOHOCUMOCT/CBPBLXYYBCTBUTENHOCT KbM NPOBEXIaHOTO
nevexune v /unu UVB npu 30/ noa 18 ro.quuu

5 | Nunca Ha U3KNKOYBaALLMU KPUTEPUM MO T. r

1

npunara ce 3agdb/MKUTENHO OpUruHanHa 6naHka wnu 3aBepeHo Konue OT NpoBeAeHO XUCTONATONOrMYHO U3cnenBaHe; npwu

HanWuMe Ha XOCMWTaNM3auuA ¢ AaBHOCT A0 1 Mecey npeaw kaHaMaaTcTBaHeTo ce nmpunara envkpusa U3 ¢ Ne u aata. Mpu

XWUCTONMOTUYHO AOKa3aHa M NOTBbPASHa AMarHo3a Ncopruasuc ce npuema AaBHOCT Ha pesynTaTta He NoBEeYe OT 5 roguHu.

2 npunaraT ce oueHkM no ckana PASI: Heobxoaumo e ABykpaTHO NOTBLPXAABaHE Ha MokasaTenuTe 3a noHe 12-ceamuyeH

nepvop 6e3 NpoMAHa B NEYEHWETOo; Npunarat ce v Asata (uiia, yA0CTOBEPSBaLLM NPOBEXAAHEe Ha OLEHKUTE C MocoYeHa aata Ha

npoBexaaHe, NOANWUC Ha CeunanqcTa, M3BbPLUXN OLIEHKaTa W nevaT Ha nekaps/neyebHoTo 3aseaeHue,;

® npunara ce MeOMUMHCKa [OKYMEHTauus ¢ npocneassaHe Ha 3abonsBaHeTo: ambynaTopHW NUCTOBE OT nperfeav npu

CreuranucT No KOXHW U BeHepuyeckn GonecTy, yAOCTOBEpsBALLM HA3HA4YaBaHe W NpocneAsiBaHe NpPU NMPOBeXOaHEeTo Ha

npeaxoaHa CTaHAApTHa CMCTEMHA Tepanus ¢ OTPa3eHW 403U, MPOABIMKUTENHOCT Ha NPUNOXEHWE U eEKTUBHOCT; BMa 1 Bpoi
Qa nposeaeHnTe npouedypu ¢oTOTEpanusi, ¢ WHAMBMAYaNHU [O3W [ KyMynaTUBHa [03a, NPOABMKATENHOCT W edekt oT

p

unoxeHara coToTepanus;

4
yaoCcTOBepsABa Ce C NoANUC Ha cneuuanucTa B NpUnoxXxeHuwe 1 Ha HacTOALINTE U3UCKBAHMUA.

OTI'OBapﬂ Ha KpUTEepuUUTE 3a NevyeHue C NeKapCTBeH NPOAYKT .............. B AO3A ..cvccicienraranncasian

noaonuc Ha cneuMnanmeTa:.......................iiiiiinn..

M3UCKBAHWA HA H30K NPW NEYEHWE HA TEXXBK NCOPUA3NC B M3BBHBEONHUYHATA NMOMOLL 5




NPUNOXEHWE 1B

NACT 3A KPUTEPUU NPU NPOOABIMKABAHE HA NEYEHUETO HA TEXXBK NCOPUA3UC
C BUONOrNYHU NEKAPCTBEHU NPOAYKTH

Nme: ErH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmosepseawa 6CeKku Om Kpumepuume € nocoyeHa ¢ yugpa e UHOeKC U
3a0B/mKUMenHo Npudpyxasa HaCMOAUWOMO NPUNOXeHue.

BonuuTte cnegea Aa ObaaT MOHUTOpUpaHW Ha 12-Ta cegmuua OT Ha4anoTo Ha neYeHueTo. Mpn kaHaupaTcTBaHe 3a
NpoAbMKaBaHe Ha NEYEHUETO Crej 3aBbLPLUEH MbpBU LUECTMECEYEH KYPC CE OCLLIECTBABA HOBA OLEHKa W 3aAbIKUTENHO Cce
npeacTasa MeauUMHCKaTa AOKYyMEeHTauma oT nperneaa Ha 12-Ta cegmuua.

B. KPUTEPUU 3A MPOOABIMKABAHE HA NEYEHMETO (3aAb/DKMTENHK Ca BCUYKU KPUTEPUH)
MKBE L40.0

MoBnusiBaHe Ha nokasaTenuTe:
1 | = HamansBaHe Ha KMMHWUYHATA CUMMTOMATUKA — EpUTEM, UHUNTPaLMS, AeCKBaMaLus — HamanasaHe ¢ noxe 50%
1 3aAbpXaHe BbB BPEMETO

. CymapHazoueHKa Ha nokasaTenuTe — 3Ha4YMTENHO NoHwkeHne Ha PASI cnpAMO n3xogHata CTOMHOCT — MOCTUraHe Ha
PASI 50

3 | Nunca Ha HeXenaHW NeKapcTBeHN Peakuuu U U3KNYBaWm kputepum no . Bu . T .

1 npunara ce mMeAuUMHCKa AOKyMeHTauusa OT npernea npu cneunanuct no KBBE ¢ oTpaseHa cTeneH Ha MNOBNWABaHe Ha

nokasaTenuTe: NoNbhHeHa Tabnuua 2 oT NPUNOXEHNE 2 1 OPUIUHANHKU BNAaHKW UNU 3aBEPEHN KOMURA OT akTyanHu nabopatopHu
gtscne,u.aauun (c nocoueHn pehepeHTHU CTOMHOCTU 3a CboTBETHaTa nabopaTopus)
npunarat ce oueHku no PASI. Mpu kaHauaaTcTeaHe cnef Nbpsu LIECTMECEYEH KypC Ce npunarat OueHKn oT 12-Ta cegmuua v oT
B-TUS Mecel OT HayanoTo Ha MEeYeHUeTOo; NPWU KaHauaaTCcTBaHe 3a NOpeaeH LUeCTMeCceYeH Kypc Ce npunara akTyanHa OueHka C
gocoqua JaTa Ha npoBexaaHe, NOANUC Ha CneLnanucTa, M3BbPLUKMM OLEHKaTa U Nevat Ha nekaps/ne4ebHoTo 3aseaeHue
yAOCTOBEpsABa Ce C MOAMNUC Ha cneuManucTa B NpuUnoxeHue 1 Ha HacTOALWMTE U3MCKBAHUA

B. HEXXEINNAHW NEKAPCTBEHW PEAKLIMA

Pa3sBUTMETO Ha HeXenaHu feKapcTBeHW peakuuu ce MoTBbpkAaea 4pe3 npeacTaBsHe Ha ambBynaTtopeH NUCT OT CbOTBETHMA
nperneg v konve ot cbobeHneTo fo MAJI no peaa Ha 4n.184 ot 3/1MXM
rageHe, rnasofonve, CBETOBbPTEX
aneprus
NOBULLIABAHE Ha apTepuanHoTo Hansarave
TeXKa UHbekuus

xemaTonornyHu (xemornobux nog 80 g/l, neekountu noa 3500, TpomGoumTy nog 90000) W/mnu BUOXMMUYHU OTKNOHEHUS,
cbobpasHo hapMakonorMyHoTo AocKe Ha nNpoayKTa

. ABKNKYBALLN KPUTEPUA

1. Bb3pacT noj paspelueHara, CbriacHo kpatkata XxapakTepucTika Ha CbOoTBeTHUA BMonornyeH NpoaykT
2. BpeMeHHOCT ¥ KbpMEHe (C U3KMIYEHWE Ha CryyanTe, NOCOYMEeHU B KpaTKUTE XapakTepucTUku Ha onpeaeneHu
neKkapcTBeHW NPoAYKTH)

. AKTUBHa Unw naTeHTHa TyGepKkynosa, Cencuc unu Apyryv TEXKU MHeKLnI

. HIV uHdpekuua

. OCTbp MNU XPOHUYEH BUPYCEH XenaTuT

. Heonnactuywu 3abonasaxus

. 3acToiiHa cbpaeyHa HepgocTatbyHocT Il v IV dyHkumonaneH knac no NYHA

. AnnacTuyHa aHemMus, u3paseHa rpaHynouuTonenus, mnenodunbposa, numdgom

. MHOXecTBeHa ckneposa u apyri 6onecTtu ¢ AgemMuenvHu3auna

10. ABTOMMYHHO 3abonsBaxe

11. CbeNBbTCTBALLO NeYeHue ¢ Apyr BMoNoruyeH nekapcTeeH NpoaykT

12. MpekbcBaHe Ha TepanusiTa No BuHa Ha BonHuA 3a noeeye oT 2 Meceua

Oo~NoOOObhWw

OTroBapsa Ha KpUTEPUMUTE 3a NeYEeHUE C NEKAPCTBEH MPOAYKT ....ccvuereennnnnnns o BN coessiia

NOANMKUC Ha CNELUMUANMUCTA . ..cicvvvrmmnmirnsarsrssssnrasssssnrases
M3NCKBAHWA HA H30K MPW NEMEHWE HA TEXXbBK NCOPUA3NC B U3BBHBEONHUYHATA NOMOLL 6



NPUNOXEHVE 2

I. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTW, Bkntouenn B NMpunoxenue 1 Ha MIC, kouto H30K 3annawa B cCLOTBETCTBUE C
pelcTBallMTe HOPMATUBHU JOKYMEHTH.

Tabnuua 1
INN MKB OO3A U HAYUH HA NPUNOXEHUE

oT 4 oo 18 roguuu Haa 18 roguHu

» ot 15 kg Ao < 30 kg - nepBOHa4YanHa Ao3a ot 20 Mg, | « npy 3anoysaHe Ha nevexme - 80 mg
nocneasaHa or 20 mg npe3 ceamwuua, efHa ceamuua
ADALIMUMAB | L40.0 | cnea nbpBoHayanHara fosa * noajbpxawa aosa - 40 mg npes cepmula

** Mpu nauweHTU C HeAOCTaTbyeH oTroBop Ha 12-Ta
cefiMuLa, YECTOTATa Ha AO03UPaHE MOXe A3 Ce NOBWLUK
A0 40 mg ceapMudHO 3a nepuoa A0 16 ceagmuuu, cnej
KOETO NeYeHueTo NPoAb/Kasa ¢ NogabpXawa 403a

« 2 30 kg - nbpBOHayanHa Aosa ot 40 mg, nocnessaxa
or 40 mg npe3 ceamaua, ejHa ceaMuua Ccnej
nbpBOHaYanHara Ao3a

ot 6 ao 18 roguHKn Hag 18 roguHn

e IpKU 3anouyBaHe Ha nedeHwe - 0.8 mg Ha kg TenecHo
Terno (mMakcumanHa eAHokpatHa josza ao 50 mag),
NPUNOXEHA BEAHBX CEAMUYHO

e noaabpxawa aoza - 0.8 mg Ha kg TenecHo Terno

e Npy 3anoysaHe Ha neuyeHwe - 25 mg unu 50 mg Asa

ETANERCEPT |L40.0 BT CeaMUYHO A0 12 cegmuum

e noaALPXalla 4033 - 25 mg ABa NbTU ceaMUyHO unu 50
Q (makcumanHa eaHokpaTHa gosa o 50 mg), npunoxeHa MQ BEAHBXK CEAMUUHO
BEAHBX CEAMUYHO
e NpKn 3anouyBaHe Ha nedveHwe - 5 mg/kg WHTPaBeHO3Ha
uHdy3ua Ha 0, 2 n 6 ceamuua
INFLIXIMAB L40.0 X e nogabpXawa posa - 5 mg/kg UHTpaBeHo3Ha WHAY3NUA
Ha BCEKn 8 cegmuum
* py 3anoyBaHe Ha nevexue - 400 mg (npunaraHa kato
CERTOLIZUMAB L40.0 % 2 noAKoXHN MHxekunn no 200 mg AHEBHO) Ha ceamuua
PEGOL : 0,2n4
s NoAAbPXaLWa fo3a — 200 mg Ha BCeku 2 cegMuum
ot 12 go 18 roguHn Haga 18 rognHu
<100 kg: < 100 kg:
* NpK 3anoysaHe Ha neyexHune - 45 mg Ha 0 n 4 ceamuua | » Npu 3anoysBaHe Ha nedexue - 45 mg Ha 0 n 4 ceamunua
USTEKINUMAB | L40.0 | » nogabpxawia 403a - 45 mg Ha scekun 12 ceamuum * NOAABLPXALLA 4033 - 45 mg Ha BCeku 12 cegmuum
> 100 kg: > 100 kg:
e npu 3anousaHe Ha neyexue - 90 mg Ha 0 v 4 cegmuua | » npw 3ancusaHe Ha nevexue - 90 mg Ha 0 u 4 ceamuua
» nogabpxawa 4o3a - 90 mg Ha Bcekun 12 ceamuum * NoAABPXKALWA 403a - 90 mg Ha Bcekn 12 ceamuum
e pu 3ano4saHe Ha neyeHne - 300mgHa 0, 1,2, 34
ceamuua
SECUKINUMAB | L40.0 X * NoAAbPXaLLa 4033 - 300 Mg exXemMeceyHo
Bcsaka go3a ot 300 mg ce npunara kaTo ABE NOAKOXHM
Qﬁ uHxekum ot 150 mg
; e Py 3anoysaHe Ha nedvexue - 160 mg Ha ceamuua 0,
IXEKIZUMAB L40.0 X nocnegsaHa ot 80 mg Ha ceamuua 2, 4,6, 8, 101 12

* NoaAbpKalwa ao3a - 80 mg Ha Bcaka 4-Ta cegmuua

* Npy 3ano4yeaHe Ha nevexwne - 100 mg Ha 0 u 4 ceamuua

GUSELKUMAB |L40.0 X
* noaabpxawa fgosa 100 mg Ha Bcekn 8 cegmum
* Npy 3ano4ysaHe Ha nevenue - 150 mg Ha ceamuua O u 4
* NOAABPXKALA fo3a — 150 mg Ha Bcekn 12 cegmuun
RISANKIZUMAB | L40.0 X Bcaka gosa ot 150 mg ce npunara KaTto ABe NOAKOXHU
MHXEeKUMM oT 75 mg
CICLOSPORIN® | 40 x « 2,5 - 5 mgkg AHEEHO

3abenexku: *MakcumanHama npodbmxkumenHocm Ha Kypca Ha neyerue ¢ Ciclosporin e 24 meceua.
*“*H30K 3annawa eduH Kypc uHmeHauguyupana mepanus ¢ Adalimumab Ha nayueHsm.

MNpwu 3anoyBaHe Ha Tepanusa Ha HOBWM GonHu (6e3 npegwecTBalle nNevyeHne ¢ nocoyeHute B Tabnuua 1 INN) ce
Ha3HavyaBa NeKapcTBeHUA NPOAYKT/TepaneBTUYHMA KYPC C HaW-ronamMa pasxoAHa e(geKTUBHOCT (HaW-a4obpoTo
CHOTHOWIEHWEe Mexay nOoCTUraHe Ha TepaneBTUYEH pe3ynTar oOT MpunaraHe Ha neKapcTBeH
npoayKT/nekapcTBeHa Tepanusa U pasxoaBaHe Ha cpeacTBa oT Groaxerta Ha H3OK 3a cbuwua npoaykr/tepanus,
npU cbNOCTaBAHETO My C APYr/M nNekapcTBeH/M NPOAYKT/M unM neKapcTBeHW Tepanuu, npeacrasnasBallv
TepaneBTUYHWU anNTepHaATUBM W 3annawaHu HanmbfHO unu yactuyHo ot H3O0K), Ha ocHoBaHue un. 23a, an.1 oT
Hapen6a Ne4 ot 2009r.
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2. NPOCNEQABAHE:

2.1. Npwm neyexue c CICLOSPORIN
INN NPEQOW 3ANO4YBAHE KOHTPOI NPU NPOCNEAABAHE

CICLOSPORIN e cLobpazHo (DapMakonorMyHOTO AOCME Ha NpPOAYKTa W | ¢  CbOOpasHo chapMakonoruyHoTO JOCHE Ha NPOAYKTa
KoHceHcyca 3a neyeHve Ha ncopwasuc Ha b0 1 KoHceHcyca 3a nedexve Ha ncopwasuc Ha B

2.2. Mpw neyeHne ¢ GUONOTUYHU NEKAPCTBEHN NPOAYKTH

[ MME: [ew] [ [ [ T T T T T [ |
Tabnuua 2

NPY CNEABALLO
W3CNEABAHMS W3XOOHM KAHnMnEEECTBu:HE

Terno v 7

CymapHa oUeHKa No WHAEKC Ha TEeXEeCT Ha Ncopuasuc v v
Psoriasis Area Severity Index (PASI)
MKK ¢ KK

ASAT, ALAT

CYE, CRP

. CepymeH KpeaTUHKH

XenatuTHu mapkepu (HBsAg, Anti HCV)
HIV

PenTreHorpadus Ha 6sn apob

KoxHa Buoncus

| <] & &

RN N BN N N T N N BN

TybepkynuHosa npoba

npunarar ce:

- OPUrMHaNHK GNaHKW UNK 3aBepeHn Konus oT nabopaTopHW U3CneABaHus, OCbLUECTBEHN B nabopaTtopus, CKN4YMna Jorosop ¢
H30K/P30K. 3a 0aBHOCT Ha U3creABaHuaTa ce Npuema Cpok OT He noseye oT 1 mecel Npeau NnoaaBaHeTO Ha AOKYMEHTWTE B
cboTBeTHaTa P30K;

- OPUrMHAnNHM UWOBe OT Pa3unTaHeTo Ha oBpasHUTe U3CneABaHWA, OCbLUEeCTBeHN B nabopartopus 3a obpasHa guarHocTuka,
ckntoumna gorosop ¢ H30K/P30OK. 3a faBHOCT Ha M3CNeABaHeTo ce npuema Cpok OT He noeeye OT 6 mecela npeau nojasaHeTo
Ha aokymeHTUTe B cboTBeTHaTa P30OK. He e Heo6xoauMmo aa ce npunara CHAMKa U AUCK OT PEHTreH Ha 6an apob!

- opuruHanHa 6naHka ¢ pe3ynTart oT npoBeAeHa TyGepkynuHosa npoba.

Il. OBLUA N3BNCKBAHWA
1. Bu3pacToBaTta rpaHuua Ce W34YMCNABa B HABBbPLUEHW FOAMHM - T.€. BKIIOYUTENHO KbM [AaTaTta Ha W3jasaHe Ha npoTokona ot
neyuanusnmpaHaTa KOMUCKs.

Mpu HasHauaBaHe Ha Tepanus Mo NPOTOKON 3aAbLMXUTENHO ce CbobpasnaBaT Bb3PacTOBWUTE OrpaHW4eHus, CbrnacHo KpaTkara
XapaKTepucTuka Ha CbOTBETHWS NekapcTBeH NPOAYKT, yTebpAeHa no peaa Ha 3M1MXM.
3. H3OK He 3annawia neyeHue W3BbLH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTta XxapakTepucTuka Ha npoaykTa.
4. H30K He 3annalua neyexue ¢ 403V Ha4 MakCUManHo paspeLueHuTe Mo KpaTka xapakTepucTuka Ha NpoaykTa.
5. B cnyyail Ha HacTbLNUNA NOA03MPaHa HeXenaHa NekapcTeeHa peakums, nekapaT yeeaomasa MAJ no peaa Ha un.184 ot 3/MXM.
Konue oT cwobuieruneTo Ao UAJ ce npunara keM MeauuuHckaTa gokymeHTaums Ha 30J1 npu kaHangatcTeaqe 3a neveHue.
6. MPU CNELUMAINUCTA, cbrnacHo HaLMOHaNHUA PaMKOB AOTOBOP 3a MeauUMHCKTe aeiHocTy 3a 30J1, Ha KOUTO ca u3aaBaHu
NPOTOKONM MO peAa Ha HACTOAWMTE M3UCKBAaHWS, CnedBa Aa Ce Npunarat BCUYKM HeobXoAWMM AOKYMEHTW KaTto:
ambynaTopHUTE NUCTOBE OT WM3BBLPLLUEHUTE MPErNeaun, BTOPUAT EK3eMNNAP OT U3A3AEHNUTE NPOTOKONM, KOMUS OT envKpPWU3u, Konusa
oT peweHus no Alp. Ne38, KouTo ca OCHOBaHWe 3a W3JaBaHe Ha MPOTOKON, BCUYKWA W3UCKBALLM Ce W3CreABaHusA, konwue oT
npunoxeHue 1 Ha HacTOAWMTE W3UCKBAHMA NMOMBLMHEHO MO CLOTBETHATa TOYKa, NOAMWCAHO OT cneuwanucTa, wsaan
npoTokona.
7. CMELUMANN3NPAHATA KOMUCUA n3naea PeweHne no obpaszel CbrnacHo HauMoHanHus paMkoB AOTOBOP 38 MEAULIMHCKUTE
neiiHocTn 3a ambynaTtopHa npoueaypa Ne 38 "OnpeaensHe Ha nnaH Ha NeveHve v NpocneasiBaHe Ha TepanesTU4HWA OTroBop
NPV NaUWeHTH, NoNyyasaly CKbNOCTPYBaLM NEKAPCTBEHM NPOAYKTU MO peda Ha yn. 78, 1. 2 330" ot npunoxerne Ne 7 kbm 4n. 1
oT Hapepnba Ne 9 ot 2019 r. 3a onpefensiHe Ha NakeTa OT 3[4paBHW AEWHOCTW, rapaHTvpaH oT Boaxeta Ha HauuoHanHara
3ApaBHOOCUTYpUTENHA Kaca u npefocraseHa ot 30J1 MegMuUMHCKa foKymeHTauus. CneuyuanuanmpaHara KOMUCUS CbxpaHaea
eauH eksemnnap oT Pewenneto. Mpu naaasave Ha npotokon Ha 30J1, cbxpaxssa BTOpM eK3eMNNAp Ha NMpoToKona, BCUYKK
HEeOBXOAMMKM AOKYMEHTU 3a W34AaBaHETO My W KOMWe OT npurnoxeHuve 1 Ha HacTOAWMTE M3UCKBAHWA, MOMbMHEHO No
ChOTBETHATa TOYKA M NOANMCAHO OT YNeHOBETE Ha cneuunanuanpaHara KOMUCUs

Hacmoswume u3uckeaHusi ca ymebpdeHu om yrnpasumens Ha H3O0K cned Pewenxue Ne P[-HC-04-69/11.06.2021 e. Ha
Had3sopHus ceeem Ha H30K u npedeapumenHo cwenacysare ¢ bJI1C., Ha ocHosaHue 4n.52, an.8 ebe ap. ¢ an.6 om lNpasunHuka
3a ycmpolicmeomo u deliHocrnma Ha HayuoHanHama 30pasHoocuzypumenHa Kkaca. MauckeaHusma enusam & cuna om 0amama
Ha obHapodsaHemo UM & J[bpxaseH 8ecmHUK.“ u ommewHsm Oelicmeawume u3uckeaHus, & cuna om 15 asaycm 20202. Ha
ocHogaHue peweHue Ne P[-HC-04-74/27.07.2020e.
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NPUNOXEHWE 3

OEKNAPALMA 3A UHOOPMUPAHO CBIMACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA

NEYEHMETO C NEKAPCTBEHWUA NPOAOYKT

cnep kaTto ce 3ano3Hax ¢ usanata mu npeaocrtaBeHa nHpopMauus 1M LenTa Ha NevYeHWeTo ¢ NeKkapCTBeHUsA NPOAYKT

....................................................................................... W cnen KaTto nonyvYux wus4vyepnaresnHW OTroBopyu Ha

nocTtaBeHUTe OT MEH BBMNPOCK, AeKnapupam Ye:

1.

WMHdopMupaH/a CbM 3@ OTKa3 OT MaWuYMHCTBO/GALLUMHCTBO NO BPEMe Ha MNpOBEXAaHe Ha neveHue c
rOpenocoYeHNs NexkapcTBeH NpoayKTH (CboBpasHO KpaTKUTe XapakTepuCTUKU Ha OnpedeneHu nekapcTBeHu

NPOAYKTK).

OA HE

LLle cnaseam npenopbYyaHaTa MU CXeMa Ha nevyeHne N NepuoanYHOCT Ha KOHTPONHUTE nperneau.

PefoBHO LLie Ce ABABaM Ha KOHTPOMHU NPerneau u HaMa Aa NPOMEHAM CamOBOIMHO UNK NOA APYro BHyLWEHWe
HasHayeHaTa My Tepanus.

MpW npeycTaHOBABaHE Ha NEYEHUETO MO MPUYMHK, HENpoM3TUYaLM OT pelueHneTo Ha Komucwsta 3a
ekcneptuan B P3OK n/mnun Komucusta no un. 78, 7.2 ot 330, we ysegoms He3abaBHO NUYHWS CU nekap
P30K v we BbpHa B P3OK nocnegHuns npoTokon, No KOWTO CbM Nnofyyasan/a NekapcTBeHUs NPOAYKT.

MpW HecnasBaHe Ha NOCOYEHUTE YCMNOBWS MNEYEHWETO MU C YNOMEHaTUR NeKapcTBeH NPOAYKT We Obge

NpekpaTeHo 1 HAMa ga uMam npeteHun kem H30K.

TIERAEDETOD.. ... .. onmmenrmsrnmmenriiangidis B S e
(ume, npesume 1 pamunus)
TTOANKAG: s susssam
WN3NCKBAHWUA HA H30K NPWU NEYEHWE HA TEXKBK NCOPUA3NC B M3BBbHBONTHWUYHATA NOMOLLY g9



