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M3NCKBAHUA HA H30K
NPU U3NABAHE HA NPOTOKOJIN 3A MPOBEXOAHE HA NEYEHUE HA TEXbK NCOPUA3NC

MpoTtokonsT 3a Ciclosporin ce usgasa ot cneuManucT ¢ Kog Ha cneunanHocT 04 — koxHM M BeHepuyecku Gonectu,
CKnouMn no goroeop ¢ H3OK,

MpoTokontT 1 PeweHueTo 3a Tepanus ¢ GUONOrUYHM TNekapcTBeHu npoAaykTh n JAK uHxuburopu ce usgasar ot
cneunanmsupata KoMucus B neyebhu sasefenns 3a GONMHUYHA NOMOLL, CKMOYUNK aorosop ¢ H30K 3a manbnHenue Ha
AmbBynatopHa npouenypa Ne38. CneunanuaupaHuTe KOMUCUM Ce Cb3faBaT CbC 3anoBes Ha AMPEKTOpa Ha cnejHuTe
nevebun sasepenns: YMBAI ,Anekcaugposcka® — rp. Codms, BMA — rp. Cocoua, YMBATN [-p I".CTpaHcku® — rp. MneseH,
YMBAI1 ,Mpod. a-p CtosH Kupkosuy® — rp. CTapa 3aropa, Apxmndanem Cutn Knunuk MBAT Tokyaa® - rp. Cocpms, YMBAI
,I,_fCBE.'TE MapuHa® — rp. BapHa, YMBAN ,Csetu 'eoprut” — rp. Mnoeaus, LleHTsbp 32 KOXHO-BEHepuueckn 3abonsieaHna — rp.

noegue.

L 1. PE[] 3A YTBBLPX[OABAHE U 3ABEPABAHE HA NPOTOKOJMUTE — NEYEHME C CICLOSPORIN

npOTDKOI'IM 3a 3anoyBaHe U NpoAgbINkaBaHe Ha TepanuaTa

cneuuanuncT, CKnymn

forosop ¢ H30K \
= ‘NipoTokon 3a nNpegnuceaHe Ha nekapcTea, 3aBepKa Ha npoTokona

3annaulaHu ot H3OK/P30K™ — 06p. M3-H30K B P30OK

cneynanuinpaHa Komucus /

I. 2. PEQl 3A YTBBPXIABAHE U 3ABEPSIBAHE HA NPOTOKOSUTE — NEYEHUE C BUONOrMYHU NIEKAPCTBEHMU
NPOOYKTUH WU JAK WHXUBUTOPU ADALIMUMAB, ETANERCEPT, INFLIXIMAB, CERTOLIZUMAB PEGOL,

lpoTokonu 3a 3anoy4Bade Ha TepanuaTa

* PeweHne Ha cneynanm3nupaHa KOMUCHSA C ACHa MeOMLMHCKA MOTUBaLMS 3a
3anoyBaHe Ha TepanuaTa

= MeauumrHeka fOKYMEHTaLMSA, NOTBbMKAABALA KPUTEPMUTE M0 NPUNOoXeHue
1 1 Bcnukm Heo6xoaMMU n3cneaBaHus, co6pasHo NpUnoxeHue 2

= “[IpoTOKON 32 NpeAnUcBaHe Ha NekapcTea, 3annalanmn ot H30K/P30K” — obp.

cneuynanu3npada KoMmucus EE——

‘—/ M3 -H30K
Komucusi no un. 78, 1. 2 ot .| 3aBepka Ha npoTokona B
330 B LY Ha H30K P30OK

[MpoTokonu 3a npogbMXKaBaHe Ha TepanusTa
lpoTokonu Npu NPomsiHa (NOBMLIEHNE) Ha AO3OBMS PEXWUM UMK CMSHA HA TEPaNUATa (CMAHA Ha NeKapCTBEH NPOAYKT
¢ apyr INN)

3aBepka Ha NpoTokona B
P30K

cneunannanpaHa KOMUcus 1 g

Ii. OGLLY NMONOXEHUA

1. E-npoTokon ce u3faBa OT nekap crneuuanucT no npothuna Ha 3a6onsBaHeTo, U3NLIHWTEN HAa cneuuanusmpaHa
M3BLHOOMHWYHA  MeAMLMHCKa MOMOL, Ha  OcHoBavue usgageH ,AmbynatopeH  nuct” (3a Ciclosporin)
MInY OT YNeHoBe Ha cneuuManuaupaHM KOMMCUM B rnevyebHU 3aBefeHuUsi, okasBawm GonHMYHa MeauMUMHCKa Nnomoly,
(N3BM) Ha ocHoBaHue ,Pewenve Ha cneuwanuauvpana komucusi no Alp Ne 38 ,OnpepensiHe Ha NAaH Ha Je4eHUE W
npocneasBaHe Ha TepaneBTUMHWUA OTIOBOP MPK NALMEHTW, NONyYaRaLUM CKLMOCTPYBALLM NEKAPCTBEHM NPOAYKTH MO peaa Ha
un. 78, 1. 2 330" (3a bronoruuHa Tepanvs) B CbOTBETCTBNE C HAcTosILLUTE Mauckeanusa Ha H30K, kaTo mbpBUsiT NpoToKon
npuv 3ano4eaHe Ha neveHue ce naaasa 3a nepwod Ao 180 AHW, a BCekW crieABall NPOTOKON MOXe Ja Ce Waaasa 3a GPoK A0
365 gHun.

2. 300 ypocTtosepnasa ¢ noanuca cu B ,AMGynaTtopeH nucT* unu 8 ,PelueHne Ha cneumanuanpana KoMUcus* no Allp Ne 38:
cniepgHoto: JKenas ga mu 6bae ofoBpeHo neyveHne ¢ NekapcTBEHWUs NPOAYKT, KaTo AeKnapupam, Ye CbM yBeAOMeH 3a
[eliCTBMeTO Ha HaszHaueHaTa nekapcTeBeHa Tepanus W AaBam WHOPMMPaHO Chrnacue cbllata Aa Mu 6bae npunaraHa’;
,CbrnaceH/a cbM 3a W3MNOM3BAHE Ha NUYHATE MU OaHHW 33 LenuTe Ha ekcneptusata“; ,Kenas ga 6baa yBeJOMeH/a 3a
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,PaspelaBamM 4OCTbN A0 ENeKTPOHHOTO MU 3apaBHo gocue”.

3. [lo nony4agaHe Ha UHDOPMaLUs 3a 3aNOYBaHE MNU NPOALMKABAHE HA 3aABEHOTO neyenwne, 30J1 npogmxasa
Tepanusita ¢ nekapcTBeH/M NPOAYKT/K, C KOUTO € NpoBeXaan Ie4YeHUeTo 40 MOMEHTA.

4. lpenu cTapTupaHe Ha npoLieca no uaAaeade Ha E-npotokon Ha 30J1, creunanucTeT/cneLnanusnparaTa KoMUCHs, U creg,
nony4eHo paspellenne sa aocten ot 30J1 4o eneKTPOHHOTO My 3[PaBHO [OCWE, MPAaBW CMPaBKa MO ENeKTPOHEH MbT 33
uspanenn Ha 30]1 npeaxoAHM NpPOTOKONW, MO ChluMs Npodun Ha 3abonsBaHe. MNpoueckT no usgasaHe Ha E-npoTtokon ce
peanusvpa B MeauLMHCKkK cohTyep. B HacTosuUTe M3UCKBaHUS Ca NOCOYEHU HeoBXOAMMUTE AOKYMEHTH 3a U3faBaHe
Ha E-npoTtokon Ha 3071,

5. Kbm BCcekn E-npoTtokon, ¢ KOWTO € HasHaueHa nekapcTeeHa Tepanus, ce npunarat HeobxoauMUTE OOKYMEHTM
(ambynaTopHuTe nucToBE, €NUKPN3M, U3CNIEABAHNA W AP.), CNe KOETO AOKYMEHTUTE ce M3npaLar rno enekTpoHeH NbT KbM
uHbopmaumoHHaTa cuctema Ha H30K. [lokyMeHTUTe, KOMTO ChblljecTByBaT B H3WC/unchopmaumonnaTa cuctema Ha H3CK,
ce AeknapupaT B E-npoTokona ¢ TexHuTe yHukanHm Homepa (HPH). WudbopMmaumsita, oTHOCMMA KbM U3faeaHe HWa E-
NpoTOKONa, KOATO € B JOKYMEHT, KOWTO HAMa enekTpoHeH hopmar, ce nonbnea B AmBynatopHus nuct/PelleHneTto Ha
cneunanuaupana KOMUCHs - OCHOBaHWe 3a nsfasade Ha E-npoTokona, unv JoKyMEHTA ce Npunara KaTo CKaHMpaHO Konwve.
6. lNpu uspasaHe Ha E-npoTokon mo pega Ha ekcneptwsaTa no un.78, 1.2 ot 330, oTnaga HeobxogumocTTa fa ce
NPEAOCTABAT 1 CbxpaHasaT npunoxeHune Ne 1 n npunoxenne Ne 3 ot HacToswwmTe MauckeaHmata Ha H3OK®, npu cnegHute
YCNOBUA:

- 3a npunoxeHue Ne 1, noanucaHo oT creunanuct/cneLmanuaupaHaTa KOMUCHS], NPY HANMYNMETO Ha TEKCT B aMBynaTopHus
JIACT UNK OTPa3EHO B CLOTBETHYA YEKDOKC B ,PeLlerne Ha cnelvanuanpana komucus” no Alp Ne 38: ,JiunceaT M2KMoYBaLLM
KpUTEpUK 3a 3anoysaHe/npoakmxaBaHe Ha nevexwue c JM";

- 3a npunoxeHue Ne 3, nognucaHo ot 30J1, npy HanuuueTo Ha TekcT B ambynmaTopHMA nUcT wunu Pelenve Ha
cneusanuavpada komucus® no Allp Ne 38: )Kenas na mu 6bae ofobpeHo neueHMe C NEKApCTBEHUS NPOAYKT, KaTo
Aeknapupam, Ye CbM YBEAOMEH 3a AeNCTBUETO Ha HasHa4yeHaTa NekapcTBeHa Tepanws 1 JasaM WHAMOPMUPaHO chrmacue
cblara ga mu 6uae npunaraxa”.
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NPUNOXEHWE 1A

JINCT 3A KPUTEPWUU NMPU 3ANMOYBAHE U MPOABLIMKABAHE HA NEYEHUE
HA TEXXBK NCOPUA3NC C CICLOSPORIN

A. Kputepuu 3a 3anoyBaHe Ha NbPBU Kypc Ha neuyeHune ¢ Ciclosporin (Heo6xoAMMO € Hanuyue Ha BCUYKM
KpUTEpHUMU):

MKB L40.0, L40.1

1 | CurypHa amMartosa — noTebpAeHa Ha 6asa KNUHUYEH Npernea v KoxHa Guoncus

2 | TexecTt Ha 6onecTtra, cbrnacHo BDA 2009, EU S3 2009, NICE 2012

3 | Nunca Ha M3KNIOYBaLLM KPUTEPUM no Touka I

B. Kputepuu 3a npogbimkaBaHe Ha nevyeHunero ¢ Ciclosporin (Heo6xoQMMo e HanW4yne Ha BCUYKN KPUTEPHU):

MKB L40.0, L40.1

1 | NpepwecTBawo nevyexnue ¢ Ciclosporin

MoBnusiBaHe HA NOKasaTeNUTe: HAMangBaHe Ha KNWHUYHATa CUMMTOMATUKA — epUTEM, MHUNTPaLus,
Jecksamauus

3 | Jlunca Ha HexenaHa NeKapcTBeHa peakuusi U N3KINIYBaly KpuTepuu no Touka B v Touka I

B. USKNIOYBALLXA KPUTEPHUA

PG 2

&

6.
s
8
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10.

Bvspact noa 18 roauHu

BpemeHHOCT 1 KbpMeHe

HekoHTponuvpaHu obw unu nokanymn nHeekumm

Texkn 6b6peyHm 3abonaBaHus ¢ HamaneHa 6b6pedHa hyHKLUMUA, C USKMIOYEHNE Ha HePOTUYEH CUHAPOM C MUHMMATTHU
rMoMepysIHA U3MEHeHUs, poKanHa U CErMeHTHa FMoMepyrHa ckneposa u MembpaHo3eH rmoMepynoHedpuT.
3nokavecTBeHU HOBOOBpasyBaHus (0COBEHO XeMATONOMMUYHW 1 KOKHW HEONNA3un, C U3KNoYeHne Ha 6a3anHOKNETbYHNA
KapLMHOM)

HexomneHcupaHa apTepuania xmnepToHus

XemaTtonoriHm uunm BUoXUMUYHN OTKNOHEHUS, cboBpasHo hapMakornorMyHoTo JocKe Ha NpoayKTa

Mpuapyxagall npueM Ha MeauKameHT, koiTo B3aumogenctea c¢ Ciclosporin; npuapyxasawa [MYBA Tepanus,
npuApYXaeaLll NpyMem Ha Jpyri UMYHOCYNPECOpH, PETUHOMAW UK NPEAXOoXAALL0 ABNroTpanHo neveHne ¢ Metotrexat.
JNeuyenue c Ciclosporin noseve oT 24 Meceua

CprX‘-inCTBHTenHOCT KbM OCHOBHOTO WK HAKOE OT NOMOLUHUTE BellecTBa

WU3UCKBAHUA HA H30K NMPW NEYEHUE HA TEXXbK MCOPWA3UC B M3BbHBEONHUYHATA MOMOLLL 4




NPUNOXXEHUE 16

“JIACT 3A KPUTEPUW NPU 3AMOYBAHE U NPOOBINKABAHE HA NEYEHUETO HA TEXXBK NCOPUA3UC C
BUONOIrM4YHU JIEKAPCTBEHW NPOAYKTU U JAK UHXUBUTOPU

A. KPUTEPUW 3A 3ANOYBAHE HA MbPBU KYPC (3agbmkuTentmu ca BCHYKN KpUTEPHHN)
MKB L40.0

1| Curypha gnarHosa — noTebpAeHa Ha 6asa KNUHWYEH MPernesn 1 KoxHa Buoncus ' 2

Texect Ha GonecTTa, ckrnacHo BDA 2009, EU S3 2009, NICE 2012

e  eKkcTeH3MBHa dopma Ha BonecTTa cbe 3acsraHe Ha noeeye ot 20% ot NOBBLPXHOCTTa Ha koxaTta npu 30/ Hag 18
2| roguun -2

®  eKcTeHsveHa hopma Ha GonecTTa Che 3acaraHe Ha noseye ot 10% OT NOBLPXHOCTTA Ha KoXaTa npu 30/ noa 18
roguim 12

3 CymapHa oueHKa No MHAOEKC Ha TeXecT Ha ncopuazuc Psoriasis Area Severity Index (PASI) > 20 npu 30J1 Hag 18 roguHn 1 2
CymapHa oLieHKa o MHAEKC Ha TeXeCT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npu 30711 noa 18 roguHu -2

Pe3UCTEHTHOCT Ha cTaHgapTHaTa CUCTEMHA Tepanus Ches noHe 6-MeceyvHo NPUNOXeHNE B ONTUMANHU KypPCoOBE W 4031 1
PUVA/UVB, kOHTpauHAUKaLIMKA KbM CTaHOapPTHOTO cMCTEMHO Nevenune n PUVA/UVB

UMM HeMOHOCUMOCT/CBP XYY BCTBUTEMHOCT KbM CTAHA3PTHOTO CUCTEMHO neveHue u PUVA/UVB npu 30]1 Hag 18 rogutn
4 1,2

Pe3ucTeHTHOCT Ha NpoBexgasaTa Tepanus crneg, rnoHe 6-mMeceuHo NPUNOXKEHWE B ONTUMANHKU KypcoBe 1 foan u/unm UVB,
KOHTpauHAWKaL WKW KbM NPOBEXAAHOTO NnevyeHue wunm UVB unu HENOHOCUMOCT/CBPBLXYYBCTBUTENTHOCT KbM
nposexaaHoTo nevedue n /unu UVB npu 30J1 nog 18 rogmuu -2

5| Jlunca Ha M3knoYBalLM KPUTEPUKM No TouKa I

1 PelueHue Ha cneunanuampada komucus” no Allp Ne 38

? meguLmHCKa AOKYMEHTALWA, NOTBbPAAaBaLLa KDUTEPUUTE NO MPUNOKEHWE 1 1 BCUYKN HEOBXOANMN N3CNeaBaHus, CLoBpasHo NPUNoxXeHue 2,
BKMIOYBALLM 33 BIDKUTENHO:

- XMCTOMOTMYHO NOTBBPAEHA ANarHo3a Ncopruasne (AONycka ce 4aBHOCT Ha Pe3YNTaTa He NOBEYE OT 5 roAnHM);

- oueHku no ckana PASI: HeobxoauMo € ABYKPaTHO NOTBbP¥UABAHE Ha MOKAa3aTenuTe 3a noHe 12-cegmuyeH nepuog Ges npomsHa B
NeYyeHneTo;

- NpoBexAaHa NpeAxofHa cTaHAapTHAa CUCTEMHA Tepanusa ¢ OTPaseHN A031, MPOABIMKUTENHOCT HA NPUNOMEHNE U ehEKTUBHOCT;

- BuA W Opoit Ha npoBejeHuTe Npoueaypu oToTepanua, ¢ UHAWBUAYANHWN A03U/KyMynaTuBHa A03a, NPOABIMKUTENHOCT U edekT oT
npunoxeHara goToTepanus

B. KPUTEPUU 3A MPOABIDKABAHE HA NEYEHUETO (3aAbLIIKUTENHMU Ca BCHYKW KPUTEPHH)

MKE L40.0

MoenuseaHe Ha nokasarenvTe:
1 | = HamansiBaHe Ha KNUHWYHATa CUMNTOMATUKA — epuUTeM, UHUNTPaLMs, AeCKBamaUus — HamansaeaHe ¢ note 50%
1 3adbpXaHe BbB BPEMETO

2 CymapHa ouU€eHKa Ha NMoKasaTenuTe — 3Ha4YMTENHO NoHWKeHne Ha PASI CMPSAMO M3Xo4HaTa CTOAHOCT — NOCTUraHe Ha
PASI 50

3 | Nunca Ha HexenaHU NTEKAPCTBEHM Peakuuu U U3KIIoYBALLM KPUTEPUM Mo ToYKa B n Touka I

B. HEXEJIAHW NEKAPCTBEHW PEAKLIUA

rageHe, rmasoGonue, CBETOBLPTEX

aneprua

NnoBuULlaBaHe Ha apTepuanHoToO HandAraHe

Texka nHhekums

xemaTonoruyuhu (xemornobux noa 80 g/l, neekounT nog 3500, TpombBoumTy nog 90000) nunmn BUOXUMUUHN OTKIIOHEHUS,
CcboBpasHo hapMakonorMyHoTO AOCKE HA NPOoaYyKTa

. A3KNO4YBALLWN KPUTEPUW

- Bb3pacT noj paspelueHara, ChracHo KpaTkaTa XxapakTepucTMKa Ha CbOTBETHUS BUONOrMYeH NpoaYyKT
. BpeMEHHOCT 1 KbpMEHE (C U3KNKYEeHNe Ha CNyYauTe, MOCOYEHW B KDATKUTE XapaKTEPUCTUKM Ha ONPEAEneHn NeKapcTBEHI NPOAYKTY)
. AKTWBHa Wnn nateHTHa TyGepKynosa, CEeNcuc Wik APYrn TEXKKW NHAEKLMN

. HIV nHdekyus

OcCTBp UNK XPOHUYEH BUPYCEH XenaTut

Heonnactuynn 3abonagaHus

. 3acTorHa cbpgeyHa HegoctaTeyHocT ll v IV dhyHkumoHaneH knac no NYHA

. AnnactyHa aHemMus, uapaseHa rpaHynouuToneHns, Mnenocdubposa, numdom

. MHOXecTBeHa ckneposa u apyru bonecTi ¢ AemuennHuaayns

10. AeToumyHHO 3aGonsaBaHe

11. CenbTeTRALO NeYeHve ¢ Apyr BUoONoryeH NekapcTeeH NpoayKT

©CENO U AN
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. NEHEBHO-OUATHOCTUYEH ANTOPUTBM

NPUNOXEHWE 2

1. NEKAPCTBEHW NMPOOYKTW, BKNKOuYeHM B Mpunoxenue 1 Ha MJIC, kouto H30K 2annawa B cLoTBeTCTBME C
AencTBaluuTe HOPMaTUBHHU OOKYMEHTH.

Tabnwua 1
INN MKB N03A N HAYUH HA NMPUNOXEHUE
ot 4 o 18 roguHm Haa 18 roguHm
e o7 15 kg 4o < 30 kg - nbpBoHavanHa gosa ot 20 | Mpy 3anoyBake Ha neyerue - 80 my
mg, nocneaeaHa ot 20 mg npea cegmuua, eaHa
ADALIMUMAB L40.0 ceamMuua cnej nbpBoHaYanHara gosa e nogAbpMalla po3a - 40 mg npes ceamuuia
+2 30 kg - psonsianna fosn or 40 mg | TER TS o vesocreruen oTosep ra 1272
nocneaBsada or 40 mg npes cegmuua, egHa ’
A0 40 mg cegmMuyHO 32 nepuwoa Ao 16 ceamuum, cneq
CRRMALE cTBy M-peCHEHANNaTE 40aa KOETO Ne4YeHMeTo NpoAbIKaea C Nogabpxalla fo3a
oT 6 oo 18 roauHu Hag 18 roguun
e Mpu 3anousBaHe Ha neyeHwne - 0.8 mg Ha kg .
npu 3anoyBaHe Ha nedeHue - 25 mg unu 50 mg gBa
TENEeCHo TErNo (MakcMmanHa eAHoKpaTHa 403a 40
ETANERCEPT L40.0 50 mg), npunoxkeHa BeAHBLK CeLMUYHO MLTH CEAMU4HO A0 12 ceaMuLM
e noAAbpXawa gosa - 0.8 mg Ha Kg TenecHo
TEerno (MakcumanHa eqHoKpaTHa 4033 4o 50 mg), ;g%:'p':gms:l::em:“' 2(? NG ABA METY CEAMUHHOIMY
NPUNOXKEHA BEAHBX CEAMUYHO g Bea AR
BeHo3Ho npunoxenue:
® NPy 3ano4YBaHe Ha neveHue - 5 mg/kg MHTPaBeHO3HA
nHoy3ua Ha 0, 2 n 6 cegmuua
e nogabpxalia Ao3a - 5 mg/kg UHTpaBEHO3HA UHDY3UA
Ha Bcekn 8 cegmuumn
MoakoXHO NpUNOKEHKME:
® MNpu 3aNo4YBaHE Ha neyeHue:
JlevenwveTo c Infliximab, npunaran nogkoxHo, Tpadea aa
Ce 3anoyHe KaTo MOAABLPXKALLO NeuveHve 4 ceamuun
INFLIXIMAB L40.0 X cnej nocneaHoTO NPUNOXEHWE HA ABE WHTPABEHO3HW
uHdysum Infliximab 5 mg/kg, nposegeHn npes 2
ceamuum B fo03a 120 mg BeAHBLX Ha BCEKM 2 ceqMuLn
e Mojjbpxalya aoa3a:
= 120 mg BeAHLX Ha BCEKM 2 CEAMULIN
Mpn npemuHaBaHe OT nogAbpXKallata Tepanus o
WHTpaBeHo3Ha nekapcTeeHa dopma Ha Infliximab kbm
nekapcTeeHa opMa 3a MNOAKOXKHO MNPUNOXeHWe Ha
Infliximab, nogkoxHaTa nekapcreeHa copma Moxe ja
ce npunara 8 ceamMuUY CNep NOCNeAHOTO NPUNOXEHUe
Ha MHTPaBeHOo3HW WHPy3Mu Infliximab.
e Npu 3ano4saHe Ha nevyeHne - 400 mg (npwnaraxa karto
2 noakoXHU uHxekyun no 200 mg AHEBHO) Ha ceaMuLa
CERTOLIZUMAB L40.0 X 0,2n4
PEGOL ) ° NoAAbPXKaLLE 4o3a — 200 mg Ha BCekn 2 ceammum
**[pW NauUeHTU C HeJOCTaTbLYEH OTIOBOP MOXe Aa ce
obmucnun goza ot 400 mg Ha BCEkM 2 ceamuLm
oT 12 go 18 roguHu Hap 18 roauHm
<100 kg: <100 kg:
ATIpR SSMCHAGHE HA IeNoHe-- 43 g 58 0¥ 4 * NpW 3anovsaHe Ha neveHue - 45 mg Ha 0 n 4 cegmuua
ceamuLa
e NoAAbpKalla posa - 45 mg Ha Bceku 12 } E o ——
USTEKINUMAB L40.0 CERRAL e ojAbpxaLya [o3a - 45 mg Ha BCEKK AMULY
> 100 kg: > 100 kg:
* (PM:2areAEBHE HA neuetns < 3 g e Uu 4| npw 3anoyeaHe Ha nevenune - 90 mg Ha 0 1 4 ceamnua
cegmuLa
*HofAbiHalE Acsa. — U mg e soemn 12 » nogAbpxalla fo3a - 90 mg Ha Bceku 12 ceamuyn
cesmMuLu
ot 6 go 18 rogunn 2 50 kg: Han 18 roguHKn
e Npu 3anouysaHe Ha neveHne - 300 mgHa 0, 1,2, 3 n 4
cegmuua
e Npu 3arno4eaHe Ha neveHue - 150 mgHa 0, 1, 2, }
SECUKINUMAB L40.0 44 CeM e noAAbpKalla f03a - 300 mg exemMeceyHo
e NoAABLPXaLa f03a - 150 mg exemeceyHo ***Mpyu  nNauMeHTn ¢ TenecHo Terno = 90 kg u
***Tlpn NAUMEHTM ¢ HEAOCTATLYEH OTFOBOP MOXKE | HefoCTaTLYEH OTrOBOP KbM ceaMuLa 16, cned cegmuua
Aa ce ysenuumn a0 300 mg exemMeceuHo. 16 cxemarta moxe ga ce unTeHsuduumpa ¢ 300 mg Ha
BCEKW 2 cegmnun
e Npu 3anovsaHe Ha nedeHwe - 160 mg Ha cegmuua 0,
IXEKIZUMAB L40.0 X nocnegeaHa ot 80 mg Ha ceamuua 2, 4, 6, 8, 10 1 12
= noaabpkalla gosa - 80 mg Ha Beaka 4-ta cegmuua
e Npu 3anoyeaHe Ha neyeHve - 100 mg Ha 0 u 4 cegmuua
GUSELKUMAB L40.0 . e nogabpxaua gosa 100 mg Ha Bceku 8 ceamuum
" 5' M3NCKBAHWA HA H3OK NPU NEYEHWME HA TEXXBK NCOPUA3UC B U3BHHBEONHUYHATA NMOMOLL 6




RISANKIZUMAB | L40.0 % g T T Tmmmm——
* noaabpxala foza — 150 mg Ha Bceku 12 cegmuum
® Npu 3anovsaHe Ha nedyeHue - 320 mg B cegmuua 0, 4,
8,12n 16
* NOAABPXKALLA A03a — 320 Mg Ha Bceku 8 cegmuLim
BIMEKIZUMAB L40.0 = ***3a HAKOW NauMeHTy ¢ TenecHo Terno = 120 kg, kouTo
HE Ca NOCTUrHanmM NbfHO M3YMUCTBAHE HA KOXATa KbM
ceamuua 16, 320 mg Ha Bcekm 4 ceamuun creg
ceamuua 16 moxe JONBbNHUTENHO Aa nonobpsaT
OTroBopa KbM NEYEeHUETO.
DEUCRAVACITINIB L40.0 % * 6 Mg NepoOPanHo BEAHBX AHEBHO
CICLOSPORIN* t:g? X ¢ 2,5 — 5 mg/kg AHEBHO

3abenexxu: *MakcumanHama

NPOGBMIXUMENHOCM Ha Kypca Ha neveHue c Ciclasporin e 24 meceya.

**H30K sannawa eduH Kypc uHmMeH3upuyupara mepanusa ¢ Adalimumab Ha nayuesm.
***Haxou nayuenmu moxe da nonyyam GombAHUMENHa N6N3a 0m No-eUcokama d03a.
*ixROuenKa Ha eghekma om UHmMeH3ughuKayusma Ha 6-mus Mecey om Cneyuanusupasa KoMucus.

MNpwn 3anoysaHe Ha Tepanua Ha HOBW GonHu (6e3 NpeaWecTBalLO NeYeHUe C NOCoYEeHUTe B Tabnuua 1 INN) ce HazHayaBa nekapcTBeHUst
npoAaykriTepaneBTUYHMA KYPC C HaW-ronsma pa3xogHa edeKTUBHOCT (Hail-00GPOTO CHLOTHOWEHMWE Mexay NocTUraHe Ha TepaneBTWYeH
pe3ynTaT oT npunaraHe Ha fekapcTBeH NPoAyKT/MekapcTBeHa Tepanua M pa3XoABaHe Ha CPeAcTBa oT GlomxeTa Ha H3OK 3a cuwms
NpoAyKT/Tepanus, NP CLNOCTaBAHETO MY C APYT/M NekapcTBeH/M NpoayKT/M UNM NeKapcTBEHK Tepanum, npeacTaBNABalKM TEPANeBTUYHM

’\*
&
:

anTepHaTUBK W 3annaulaHy HamLITHO UNK YacTudHo ot H30K), Ha ocHoBaHue un. 23a, a4 ot Hapeaba Ne4 ot 2009r.

2. NMPOCNEOABAHE:
2.1. NMpwu neyenune ¢ CICLOSPORIN

INN NPEOW 3ANOYBAHE KOHTPOJ1 NPU NPOCNEOABAHE
® GboBGpasHo (hapMakonorMyHOTO AOCME Ha MPoAykTa W | @  ChOBPA3HO (HapMaKONOrMUHOTO fOCHE HA NPOAYKTA U
CICLOSPORIN KoHceHcyca 3a neyeHue Ha ncopuaauc Ha B0 KoHceHcyca 3a nedexue Ha ncopuasuc Ha B

2.2. Npw nevyenue c GUONOrUYHN NEKapPCTBEHU NPOOYKTH
Tabnuua 2

NPU CNEOBALLO

W3CINEOBAHUA M3xogHu

KAHOWOETCTBAHE
'd

Terno v

\

CymapHa oLieHKa No MHAEKC Ha TeXecT Ha Ncopuasnc 4

Psoriasis Area Severity Index (PASI)

MKK ¢ KK

ASAT, ALAT

CYE, CRP

< 4] 4] «

CepymeH kpeaTUHWH

XenatutHu mapkepu (HBsAg, Anti HCV)

HIV

PeHTreHorpachua Ha 6an gpob

KoxHa buoncus

YN N B N N BN N N

TybepkynuHosa npoba

1. OBLUK U3SNCKBAHUA

1. Bnapacrosara rpaH1ua ce U34YNCIIABa B HABBLPLLEHWU TOAMHM - T.€. BKIIOYUTENHO KbM AATaTa Ha M3faBaHe Ha NPOTOKONa OT CreluanuaupaHara
KOMMCHUS.

2. [pv HasHa4aBaHe Ha Tepanus No NPoTOKON 3384 bIKUTENHO Ge CbobpasABaT Bb3PacTOBUTE OrPaHUYEHNUs, ChIACHO KpaTKaTa XxapakTepucTuka
Ha CbOTBETHUA NEeKapCTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3MTMXM.

3. H30K He 3annalja neveHve N3BbH ykaszaHaTa Bb3pacTOBa rpaHuLUa B KpaTkaTa xapakTepucTika Ha npoaykTa.

4. H30K He aannalya reyeHve ¢ 4031 Haj MakCUMAIHO Pa3pelLeHUTE MO KPaTKa XapakTepmeTika Ha NpogyKkTa.

5. B cnyyaid Ha HacTbLNMMa NOfO3MpaHa HexenaHa nekapcTBeHa peakuus, nekapsaT ysegomssa MAT no pega Ha un. 184 ot 3MMXM. Konve ot
cboblieHreTo ce npunara/onMcea KM/B MEAULMHCKATa AokymeHTaumsa Ha 30J1 Npy kaHAWAATCTBaHE 33 NeYeHue.
6. Bceku e-npoTOKON Ce U30ABa Bb3 3ASACH MEAULIAHEKI-1 - 3 HAGT: Aeuua 37 a-C
¥#AK-OT cneumanuaupada komucus B JI3BI Ha ocHosaxue Alp Ne 38 ,OnpepensHe Ha nnaH Ha NeYeHWe W NpocneasBaHe Ha TepaneBTUYHUA
OTTOBOP NPWU NALUeHTK, Nonyyasalm CKeNOCTPYBaLUY NEeKapCTBEHU NPOAYKTA No peaa Ha un. 78, 1. 2 330

Exsemnnap Ha xapTMeH HOCUTEN OT ambyRaTopHia-AueT-uau Allp Ne 38 ,OnpefensHe Ha NNaH Ha NeYeHue U NPOCNeAsBaHe Ha TepaneBTUYHUS
OTroBOpP NPV NaUWEHTW, NONy4YaBally CKLNOCTPYBALLM NEKapCTBEHW NPOAYKTY NO peaa Ka yun. 78, T. 2 330", koiTo e OCHOBaHWe 3a W3jaBaHe Ha
NpoTOKON, MOANUCAH OT NekapsA cneuyuwanuct/cneunanuaupada komucus v 30J1 (poauTen, HacTOWHUK/MPUEMEH POAUTEN), CE& BOAM MO pea,
onpeaeneH ot ne4ebHOTO 3aBefeHne U ce CbXpaHaBa B kabuHeTa Ha Nekapsi/KOMUCKATA.

7. MNpw nspasaHe Ha E-npotokon no peaa Ha ekcnepTusara no un.78, 1.2 ot 330, oTnaja HeobXOAMMOCTTa Aa ce NPeAOCTaBAT W CbXpaHABaT
npunoxeHue Ne1 n npunoxenue Ne3 ot cvoTBeTHNUTE ,ManckBaHuaTa Ha H30K",

8. MapasareTo Ha E-npoTokon ce ocklyecTesBa B CLOTBETCTBUE CLC CHBMECTHM ,YKasaHusa 3a paboTa ¢ NojaseH no enekTpoHeH NbT NpoToKoN
IA/IB/IC (e-npoTokon)®, mexay HauuoHanHata sapaBHOOCUIypUTENHa Kaca U bbnrapcku nekapcky cbio3 3a npunaraHe Ha HauwoHanHus pamkos
[LOroBOpP 3a MEAMNLMHCKNTE AeWHOCTH.

Hacmosuwume u3uckeaHus ca ymespdeHu om ynpasumens Ha H30K cned Pewuerue Ne PL-HC-04- 2025 2. Ha HadsopHus cbeem Ha
H30K u npedeapumento cuenacysane ¢ BJIC, Ha ocHosanue un.51, an.10 eve ep. ¢ an.8 om lMNpasunnuka 3a yempolicmeomo u deliHocmma
Ha HayuoranHama 3dpasHoocuaypumenHa kaca. M3uckseanusima enusam & cuia om damama Ha o6HapodeaHemo um 6 ,[bpKaseH 6eCmHuUK” u
ommeram delicmsawjume usuckeaHus, e cuna om 19.04.2024 . Ha ocHosaHue PeweHue Ne P-HC-04-34/22.03.2024 2. Ha HadzopHus cbeem
Ha H30K.

WM3NCKBAHUA HA H3OK MPU NEYEHWUE HA TEXXbK MCOPUA3WC B U3BLHBEONHUYHATA MOMOLL



NPUNOXEHUE 3

AEKNAPALMA 3A NUHOOPMUPAHO ChIMIACUE C U3UCKBAHUSITA 3A 3AMOYBAHE/ MPOOBLIKABAHE

HA JIEYEHMETO C JIEKAPCTBEHUA NPOOYKT

Cnea KaTo ce 3ano3Hax ¢ uanara Mu npeaocTtaBeHa HHCbOpMELlMﬂ W LienTa Ha NeYvYeHneTo C NekapcTBeHus npoayKrt

.................................................................................................. W cnel Kkato nony4vymx usdepnarenHu OTroBOpK Ha

NOCTaBeHWTE OT MEH BBNPOCK, AeKnapupam Ye;

1.

WHpopmupar/a cbM 3a 0Tkaa OT Mal4MHCTBO/GALLMHCTBO MO BpeMe Ha npoBexaaHe Ha nedyeHue c
rOpenocoeHus nexkapcTseH NpoaykTi (CbobpasHo KpaTkuTe XapakTEPUCTUKIA Ha onpedeneHu NekapcTReHN
npoayKTu).

0A HE

LLle cnassam npenopbyaHaTta My CXeMa Ha NeveHne N NEPUOANYHOCT Ha KOHTPOSHUTE npernegu.

PenoBHO Lie ce ABABaM Ha KOHTPOSHI MPErNean i HsiMa [ja MPOMEHSIM CaMOBOSHO UK oA APYro BHyLLEeHWe
HasHaveHaTa MK Tepanus.

lMpu npeycTaHoBsiBaHe Ha NEYEHUETO MO MPUYMHI, HENPOMTMYALLM OT pelleHWeTo Ha Komucusita 3a
excneptusu B P3OK n/mnu Komucusita no un. 78, 1.2 ot 330, wie yBenoms He3aBaBHO NNYHUS CH nekap.
lpu HecnaseBaHe Ha MOCOYEHUTE YCIOBUS NIEYEHWETO MU C YNOMEHATUS NeKapCTBeH NPoAyKT We 6bae

NpeKkpaTeHo U HAMa ga umam npeteHumm kem H30K,

N3NCKBAHMA HA H3OK NMPU JIEYEHWE HA TEXKBK MCOPUA3NC B U3BLHEONHUYHATA NOMOLL, 8



