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[MpoTokon®bT ce u3gasa OT cneuuanucTy ¢ Koa Ha cneuymanHocT 04 — KOXXHU M BeHepuyecku 6onectu,
pa6otewm no porosop ¢ H30K. PeweHune ce uspasa ot cneymanmanpaHa KOMUCUA B NieyeOHU 3aBeaeHUsA
3a 6onHuyHa nomoul, cknoyuna goroeop ¢ H30K 3a usnwbnHeHne Ha AmGynaTopHa npoueaypa Ne 38.
Cneuunanu3upaHuTe KOMUCUMU Ce Cb3aaBaT CbC 3anosen Ha aupekTopa Ha 13: YMBAI ,AnekcaHgpoBcka“ — rp.
Codous, Cocbus, BMA - rp. Codous, YMBAN ,O-p . CtpaHcku“ - rp. MneseH, YMBAN ,Mpod. A-p CTosH
Kupkosuy"“ - rp. Ctapa 3aropa

. 1. PEQ 3A YTBBbPXOABAHE U 3ABEPABAHE HA NMPOTOKOJNUTE - NEYEHUE C CICLOSPORIN

[MpoTokonu 3a 3ano4yBaHe U npoabikaBaHe Ha TepanuaTa

cneumanucT, CKnoYun

aorosop ¢ H30K \ * “NMpoTokon 3a npeanuceaHe Ha 3aBepka Ha
nekapctea, 3annawaHun ot H3OK/P3OK™ — nporokona B P30K

cneunanuaupaHa / BOp- M FISOK

Komucust

. 2. PE[ 3A YTBbPXOABAHE U 3ABEPABAHE HA MPOTOKOJIUTE - NEYEHUE C ADALIMUMAB,
INFLIXIMAB, USTEKINUMAB, ETANERCEPT U SECUKINUMAB

MpoTokonu 3a 3ano4yBaHe Ha TepanuaTa
MpoTokonu 3a NbPBO NPOALINKEHUE Ha TepanusaTa
MpoTokonu Npu NPOMsAHa B flO30BUSI PEXUM UITU CMSIHa Ha TepanuaTa

* [lonbNHEHO 1 NoANUCaHO NnpunoxeHue 1 — NUCT 3a onpeaensHe Ha
Kputepuute

* MeaMUMHCKA [OKYMEHTAUUsi C MNPUNIOXKEHW BCUYKM HeoBxoaumu
nokasarenu u uscneasaHusa no Tabnuua 1 Ha npunoxeHue 2

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxu ot H3OK/P30K”
— 06p. M3-H30K

cneunanuncT, CKIoYun
porosop ¢ H30K

cneynanunsnpaHa = PewneHne Ha cneuunanu3npaHa KoOMUCUA C HACHa MeauuuHcka

KOMuUcusa ’ MoTuBauua

(3ad0b/mxumesiHo ce ombensassa nunca Ha UsKYyeauu Kpumepuu)
* “lNpoTokon 3a NnpeanucBaHe Ha nekapcTea, 3annatyadn ot H3OK/P30K”
- 06p. M3 - H30OK

Komucus no un. 78, T1. 2 .| 3aBepka Ha
ot 330 B LY Ha H30K "| npotokona B P30K

MpoTokonu 3a npogbikaBaHe Ha TepanuaTa

* MeauuMHCKa [OKYMEHTAUMs C TMPUMOXEHW BCUYKM HEoBXoaumu
n3cnegsaHus no Tabnuuya 2 Ha npunoXxeHue 2

»{ * lMonbnHeHo n noanucaHo npunoxeHue 1 — NUCT 3a onpeaensiHe Ha
Kputepuute

* “lNpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxHm ot H30OK/P30K” -

/ 06b. M3-H30K

* PeweHne Ha cneunanusMpaHa KOMWUCUA C SiCHa MeauUMHCKA
> MOTuMBauus

(3a0b/mKkumesniHo ce ombenassa nurnca Ha UsKIYeawu Kpumepuu)

* “MpoTokon 3a npeanucBaHe Ha NekapcTea, 3annawadu ot H30K/P30K” -
o6p. M3 — H3OK

v

3aBepka Ha
nportokona B P30K

cneuunanucT, CKIoYun
porosop ¢ H30K

cneunanusunpaHa
KOMucusa

31
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1. 30J1 nopaBa noaroTrBeHuTe AokyMeHTU B P30K, Ha TepuTOopusTa Ha KOAATO € HanpaBuno u3bop Ha ONJ.
[JokyMmeHTUTe BKIIOUYBAT:

1.1. 3aaBneHume o dupekTtopa Ha P3OK.

1.2. NonbnHeHo n nognucaHo npunoxexHue 1. Nonbnea ce NO CbOTBETHaTA TOYKa U Ce npunara oTpaseHarta B
LMdpoB MHAEKC MeAMLUMHCKa AOKYMEHTaUus, yaoCTOBepsBaLLa BCEKU eAUH OT KputepuuTe.

1.3. MbNHUAT Habop uscnenBaHUA (PUNKANHW, UHCTPYMEHTaNHN U nabopaTtopHu), OTpa3eH B NPUIIOXKeHUe 2.
1.4. “MpoTokon 3a npeanucBaHe Ha nekapcTsBa, 3annawaHu ot H30OK/P30K” — 06p. M3-H3OK, u3ganeH ot
nekaps cneuyuanuct, pabotewy no gorosop ¢ H30K unu oT cneunanuampana komucus. MNpunara ce opuruHan Ha
npoTokona, a npu KaHaumaaTcTBaHe 3a NpoAbrKaBaHe Ha TepanusaTta ce nNpeacTaBs OpurMHan Ha nNpeaxonHust
NPOTOKOS C OTPa3eHn BCUYKMN HA3HAYEHUS MO HEro.

1.5. PeweHne Ha cneunanusMpaHa KOMUCUA OT neyebHO 3aBegeHVe — W3NbIHUTEN Ha AmOynaTtopHa
npoueaypa Ne 38 ,OnpepgensHe Ha nnaH Ha fNeyYeHWe U npocneasiBaHe Ha TepaneBTUYHWUS OTroBOP MNpu
nauneHTK, nony4yasallyn CKbNoCTpyBaLUM NeKapCTBEHW NPOAYKTU NO peada Ha un. 78, an. 2 330" - 6n. M3-H30K
Ne 13.

1.6. [leknapauus 3a uHopMmupaHo cbrnacue no obpasey (npunoxeHue 3)

2. P3OK npuema nokymeHTUTE Nno T. 1 cnen cnpaBka OTHOCHO 34paBHOOCUIypuUTenHus ctatyc Ha 30J1.

3. MbpBUAT M BCeku cneaBaly, NPOTOKON ce usaaBar 3a nepuopn Ao 180 aHu.

4. ONUCaHUAT NbIIEH KOMNIIEKT AOKYMEHTU Ce U3UCKBA B CrlyyauTe, Npu KOUTO e yKa3zaHa Heo6XoauMocCT
oT pelwieHne Ha KomucusaTta no un. 78, 1. 2 ot 330 B LIY Ha H3OK.
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JIUCT 3A KPUTEPUM NMPU 3ANOYBAHE U MPOABITXABAHE HA NNEYEHUE
HA TEXXBK NMCOPUA3UNUC C CICLOSPORIN

Ume: ErH

3abenexka: mMeduyuHckama OoKymeHmauus, ydocmoeepsisawa 6CeKu om Kpumepuume e rocoyYeHa C yugpa 6 UHOEKC U 3adbIHKUMEsTHO
npudpyxaea HaCMoSAW,0MO MPUITOXKEeHUe.

A. Kputepum 3a 3anouBaHe Ha NbpBU Kypc Ha neyeHue c Ciclosporin (He06x0AUMO e Hanu4yne Ha BCUYKU KpUTepum):

MKB L40.0, L40.1

1 | CurypHa guarHo3a — noTebpaeHa Ha 6asa KNMHUYeH npernes u KoxHa Guoncus

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

3 | NNunca Ha usknuBawm kputepum no 1. I

B. Kputepuu 3a npogbmkasaHe Ha neyenue ¢ Ciclosporin (He06X0AUMO e Hanuuue Ha BCUYKU KpUTEPUHM):

MKB L40.0, L40.1

1 MpenwectBawo neveHue c Ciclosporin

2 MoBnusiBaHe Ha nokasaTenuTe: HaMansiBaHe Ha KMMHUYHaTa cuMnTomaTmka — eputem, nHdunTpaums,
Aecksamauus

3 | Jlunca Ha HexenaHa NekapcTBeHa peakuusi M U3KMNYBalWm Kputepum no.Bu . I

B. U3KIMKOYBALLU KPUTEPUUN

Bb3pacTt nog 18 rogutu

BpemMeHHOCT 1 kbpmeHe

HekoHTponupaHu o6y unu nokanHu nHgekuun

Texkn 6b6peyHn 3abonsBaHns ¢ HamaneHa 6buOpeyHa PYHKUUS, C UKMIOYEHNE HA HEPPOTUYEH CUHAPOM C MUHUMAIHWN FNOMEpPYIHN
U3MEHeHMA, okasiHa n CermeHTHa rromMepynHa ckneposa u MemGpaHo3eH rnomMepyioHedpuT.

3nokayecTBeHn HoBoOBpasyBaHUs (0COGEHO XEMaTOMOrUUHU 1 KOXHI HEONNA3NUM, C U3KNIYeHNe Ha 6a3anHOKNETLYHNA KapLUHOM)
HekomneHcupaHa apTepuanHa xunepToHus

XemaronornyHu u/nnu GNOXMMUYHU OTKNOHEHNSA, CbO6GPa3HO hapMakonorMyHOTO AOCHE Ha NPOAYKTa

Mpuapyxasaly npuem Ha MeaukameHT, koiTo B3aumoaeiictea ¢ Ciclosporin; npuapyxasawa MYBA Tepanus, npuapyxasall npuem Ha
APYr¥ UMYHOCYNpecopu, PETUHOUAN UNK NPeaXOoXAaLLo AbNroTpanHo nedyexnune ¢ Metotrexat.

Jleuerne c Ciclosporin noseue oT 24 meceua

CBpbX4yBCTBUTENHOCT KbM OCHOBHOTO U/ HAKOE OT NOMOLLHWTE BellecTsa

MpekbcBaHe Ha TepanusaTa no BUHa Ha GonHWA 3a noBeye OT 2 Meceua

220 oNOO AN~

- O

3abenexka: nuncaTta Ha U3KIOYBaLLK KpuTepuu ce yanoctosepsia C NoANUC Ha cneumnanucTa B HaCTOAWOTO NPUNOXeHue.

B OH o3a
OTI'OBapﬂ Ha KpuUuTepuuTe 3a 3ano4yBaHe Ha AHOEIE.A

ne4yeHwue c
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JNINCT 3A KPUTEPUU NPU 3ANOYBAHE HA NNEYEHUE HA TEXXBK NCOPUA3UC C BUONOMMYHU NEKAPCTBEHMU
NMPOAYKTU

Ume: ErH

3abenexka: meduyuHckama OOKyMeHMauyusi, ydocmosepsisawa 6CeKu om Kpumepuume e nocovyeHa ¢ yugpa 6 UHOEKC U 3a0bIIKUMENTHO
npudpyxaea HaCMOSAW,0MO NPUITOXKEHUE.

A. KPUTEPUUN 3A 3ANOYBAHE HA MbPBU KYPC (3aabimK1TenHu ca BCUYKU KpUTEPUHN)

MKB L40.0

CurypHa auarHo3sa — noTebpaeHa Ha 6asa KNMHUYEH npernes u KoxHa Buoncust |

TexecT Ha 6onecTTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012
* eKcTeHsuBHa hopma Ha bonectTa cbe 3acsraHe Ha noeeye oT 20% OT NOBBLPXHOCTTA Ha koxarta npu 30J1 Hag 18 roguHu 2
e ekcTeHauBHa chopma Ha GonecTTa cbe 3acsiraHe Ha nosede oT 10% OT NOBBLPXHOCTTA Ha KoxaTta npu 30J1 nog 18 roamHm >

CymapHa oueHKa No MHAEKC Ha TeXeCT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 npu 30J1 Hag 18 roaumHm 2
CymapHa oueHKa No MHAEKC Ha TexecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npu 30J1 noa 18 roantu 2

Pe3UCTEHTHOCT Ha CTaHfapTHaTa CUCTEMHA Tepanusi Crief MoHe 6-MECEeYHO MPUMOXEeHWe B ONTUMAanHU KypcoBe W J03n U
PUVA/UVB, koHTpauHauKauum KbM CTaHAAPTHOTO CUCTEMHO neyverve n PUVA/UVB

1IN HENOHOCMMOCT/CBPBXYYBCTBUTENHOCT KbM CTaHAAPTHOTO CUCTEMHO Nneverne u PUVA/UVB npu 30J1 Hag 18 roawhm °
Pe3ucTeHTHOCT Ha nposexjaHaTa Tepanus cref noHe 6-MECeYHO NPUNOoXeHe B ONTUMAnHKU KypcoBe W Ao3u umnu UVB,
KOHTpauHaMKauum KbM NpoBexXaaHoTo nedeHve un/wnu UVB unm HenoHoCUMMOCT/CBPBbXYYBCTBUTENHOCT KbM MPOBEXAAHOTO

neyenue n /unn UVB npu 30J1 nog 18 roanHu 3

5 | Nunca Ha uskniousawm kputepum no 1. I *

' npunara ce sagbmXuTEnHO opurMHanHa 6naHka Wnu 3aBepeHo Komue OT NPOBEAEHO XUCTONATONMOMMYHO M3CneaBaHe; NpU Hanuuue Ha
xocnuranusaums ¢ AaBHOCT A0 1 Meceu npeau kaHAuAaTCTBaHeTo ce npunara enukpusa M3 ¢ Ne u aata. Mpu XMCTONOMMYHO AOKa3aHa u
noTBbPAEHa AMarHo3a Ncopuasnc ce NpUeMa AaBHOCT Ha peaynTaTta He NoBeye OT 5 roAUHM.
2 npunarat ce oueHkn no ckana PASI: Heo6X0AMMO e ABYKpPATHO NOTBLPXAABAHE Ha NokasaTenuTe 3a noHe 12-ceaAMuyeH nepuog 6e3 NpoMsaHa B
NeyeHneTo; npunarart ce u AsaTa guwia, yaoCcToBepsBally NpoBeXaaHe Ha OLEHKUTE, C NOCOYEHa AaTa Ha NPOBEX/AaHe, NoANUC Ha Cneuuanucra,
M3BBLPLUMAM OLieHKaTa 1 neyaT Ha nekaps/ne4ebHOTo 3aBejeHue;

npunara ce MeAUUMHCKA AOKYMEHTauusi ¢ npocneasBaHe Ha 3a6onsiBaHeTo: amMbynaTopHU NMCTOBE OT Nperneau npv CNeuuanucT no
KBB, yaocToBepsiBalyy HasHauyasaHe U NpocneAsiBaHe NpU NPOBEXAAHETO HA NPEAXOAHA CTAHAAPTHA CMCTEMHA Tepanusi C OTPaseHn 403u,
NPOABLIMKUTENHOCT Ha NPUNOXEHUE U eEKTUBHOCT; BUA 1 Bpoil Ha NpoBeAeHUTe Npoueaypu hoTOTepanus, MHAMBMAYANHU 403U / KyMynaTUBHA
£03a, NPOABIKUTENHOCT U €PEKT OT NpUNOXeHaTa hoToTepanus;

yAOCTOBepsiBa ce C NOANUC Ha cneuuanucTa B NpunoxeHue 1 Ha HaCTOALMUTE U3UCKBAHUS.

B AHEeBHa Ao03a

OTI'OBapSI Ha KpUTepuuTe 3a 3anoyBaHe Ha
nevyeHue c
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JNINCT 3A KPUTEPUU NPU NPOOBITNKABAHE HA NEYEHUETO HA TEXKBbK NCOPUA3UC
C BUOJIOr'MYHU NEKAPCTBEHU NMPOAYKTU

Ume: EMH

3abenexka: meduyuHckama OOKyMeHmauusi, ydocmoeepsisauja 8CeKu om Kpumepuume e rocoyeHa ¢ yugppa 6 UHOeKC U 3adbIHKUMeENnHO
npudpyxaea HaCMoOsIW,0MO MPUIIOKEHUE.

BonHuTe cneasa Aa 6baaT MOHUTOPUPAHYN Ha 12-Ta CeAMULA OT HAYanoTo Ha neveHneTo. Mpu KaHAMAaTCTBaHE 3a NPOAbIKABAHE Ha NeYeHNeTo
cnej 3aBbpLUEH NbPBU LUECTMECEYEH KYpC Ce OCbLUECTBABA HOBa OUEHKa M 3aAB/MKUTENHO Ce NPEeACTaBs MEeAULUMHCKaTa A4OKyMEeHTauus oT
nperneaa Ha 12-ta ceamuua.

B. KPUTEPUUN 3A NPOOBINKABAHE HA JIEYEHMETO (3aabmKUTENHU Ca BCUYKU KpUTepumn)
MKB L40.0

MoBnusBaHe Ha nokasarenuTe:
1 | = HamansBaHe Ha KNMMHWYHATa CUMMNTOMATUKA — EPUTEM, MHUNTPALMS, AecCKBaMaLums — HamansiBaHe ¢ noHe 50%
1 3aAbpXXaHe BbB BPEMETO

2 CymapHazoueHKa Ha nokasaTenuTe — 3Ha4YnTenHo noHmkeHne Ha PASI cnpsamo uaxogHaTta CTOMHOCT — NMOCTUraHe Ha
PASI 50

3 | Jlunca Ha HeXXenaHu NekapcTBEHU peakLumn U U3KNYBawm Kputepum no . Bu . I 2

! npunara ce MeAWUMHCKA AOKyMeHTauus oT npernej npu cneuynanuct no KBB c oTpaseHa cTeneH Ha NoOBNuUSBaHE Ha nokasaTenure;
nonbfiHeHa Tabnuua 2 oT NpUnoXeHne 2 N OPUrMHaNHKU GNaHKu UNKU 3aBEPEHU KOMUS OT akTyanHu nabopaTopHU U3CNEABaHWA (C NOCOYEHM

edepeHTHN CTONHOCTU 3a CboTBETHaTa nabopaTopus)

npunarat ce oueHkn no PASI. Mpu kaHauaaTCTBaHe Cnej NbpBYU LUECTMECEYEH KypC Ce npunaraT oueHKM oT 12-Ta ceamuua u ot 6-TUsi Mecel, oT
Ha4yanoTo Ha nevyeHneTo; Npu kaHAMAATCTBaHe 3a MOpPeAeH LeCTMEeCeYeH Kypc Ce npunara akTyanHa OLEHKa C NoCOoYeHa AaTa Ha NpoBexaaHe,
NnoAnuC Ha cneynanucra, U3BbLPLUNM OLEHKaTa U neyar Ha nekapsi/ne4ebHoTo 3aBeseHune

yAocCToBepsiBa ce C NOANUC Ha cneuuanucTa B NpUroXeHue 1 Ha HaCTOSALWMUTE M3UCKBaHUSA

B. HEXXEINNTAHU NEKAPCTBEHU PEAKLIUK
Pa3BuTMETO Ha HEXenaHu nekapCTBeHU peakuun ce NOTBbPXKAaBa Ype3 NpeacTaBsHe Ha ambynaTopeH NUCT OT CLOTBETHUA NPernes v Konue oT
cbobuleHveTo ao UAJT no pega Ha un.184 ot 3/ITMXM

rajexe, rnasobonune, CBETOBLPTEX

aneprus

noBULLABAHE Ha apTEpPUanHOTO HansiraHe

TexKa nHgekumns

XemaTonoruyHu (xemornobun noa 80 g/l, neskouutu noa 3500, TpomGouuTi noa 90000) W/mnn BUOXMMUYHM OTKIOHEHUS, CbOBPA3HO
apmMakonornyHoOTO A0CUE Ha NPOAYKTa

. U3KNOYBALLU KPUTEPUN

. Bb3pact noa paspeLueHaTa, cbrnacHo kpaTkaTa XxapakTepuCcTika Ha CbOTBETHUS BUONOrnYeH NPOAYKT
. BpemeHHOCT 1 kbpmeHe

AKTUBHa Unu naTeHTHa Tybepkynosa, Cencuc unu Apyru TEXKN MHDEKLUn

HIV nHdekuns

OcCTbp NN XPOHUYEH BUPYCEH XenaTuT

Heonnactuyxu 3abonsBaxus

3acroinHa cbpaeyHa HegocTaTbuHocT ll u IV dyHkuMoHaneH knac no NYHA
AnnacTuyHa aHemus, nspaseHa rpaHynouyuToneHusi, Muenocdubposa, numdom
. MHOXecTBeHa ckneposa u apyru 60necTu ¢ AeMmenuHu3aums

10. ABTOMMYHHO 3abonsBaHe

11. CbNbTCTBALLO NeYeHune ¢ Apyr G1onornyeH nekapcTeeH nNpoayKT

12. MNpekbcBaHe Ha TepanusTa No BUHa Ha GONHUA 3a noseye oT 2 Mecela

CONOORLONS

OTroBaps Ha KpuTepuuTe 3a

NPOABLIMKABAHE HA NMEYEHMUETO C .ovvveiiiiiiniiiiiineiiinerriinnnseennnenns B AHeBHa Oo03a

NOAMUC HA CRELUMATIUCTA: ...ttt eeeeee e e e,
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1. NNEKAPCTBEHU NPOAOYKTWU, Bknioyvenn B [lMpunoxenue 1 Ha MJIC, kouto H3OK 3annawa B cbLOTBETCTBME C
AencTBalMTE HOPMATUBHU [OKYMEHTHU.

Tabnuua 1

INN MKB OO03A U HAYUH HA NPUNTOXEHUE

3a 3011 ot 4 no 18 roguHn 3a 30/J1 Haa 18 roanHun

e  npu 3anoysaHe Ha neuveHwue - 80 mg

e noaabpxalya gosa - 40 mg npes ceamuua

** Mpu naumMeHTU C HejOCTaTbYEH OTroBop Ha 12-Ta
ceamuua, YyecrtoTarta Ha 403upaHe MoXe Ja ce NoBuLn A0
40 mg ceamu4HO 3a nepuoa Ao 16 ceamuum, cnes KoeTo
NleYeHneTo npoabkasa C NoAAbpXKaLla 403a

e 15 kg no < 30 kg - nbpBOHa4anHa ao3a ot 20 mg,
nocnejgsaHa ot 20 mg npe3 ceamMuua, eaHa

ADALIMUMAB L40.0 ceaMMLa Cres NbpPBOHaYanHarTa 403a

e 2 30 kg - nbpBoHayanHa pos3a oT 40 mg,
nocneasadHa ot 40 mg npes ceamuua, epHa
ceaMMUUa Cnej NbpBOHavanHara 403a

< 100 kg:
e Mpu 3anoyBaHe Ha neyeHue - NbpBU Mecel 45 mg Ha
0w 4 cegmuua
e noaabpxalla Ao3a - 45 mg Ha Bceku 12 ceamuum
USTEKINUMAB L40.0 X > 100 kg
e Npu 3anoysaHe Ha neyeHune - nbpeu Mecey 90 mg Ha
0 v 4 cegmuua
e noaabpxaula fo3a - 90 mg Ha Bceku 12 ceamuum

e Npu 3anoyBaHe Ha neyeHue - 5 mg/kg UHTpaBeHo3Ha

INFLIXIMAB L40.0 " nHy3na Ha 0, 2 n 6 ceamuua
e noaabpxauwia fo3a - 5 mg/kg uHTpaBeHo3Ha UHMY3Us
Ha BCceku 8 ceamuum

3a 3011 or 6 oo 18 roguHun 3a 30J1 Hag 18 roauHu

e npu 3anoysaHe Ha nevenne - 0.8 mg Ha kg
e  Npu 3anoyBaHe Ha nevyeHue - 25 mg unu 50 mg aABa
TenecHo Terno (MakcumanHa ejHokpaTHa fo3a P 9 9 A

ETANERCEPT L40.0 A0 50 mQ), NpunoxeHa BeAHbX CEAMUYHO MLTH COAMMYHO 20 12 CopMMuM

e noaabpxauwa posa - 0.8 mg Ha kg TenecHo
Terno (MakcumanHa epHokpaTHa fgosa ao 50
mg), NPUNOXeHa BEAHBX CEAMUYHO

e noaabpxala Ao3a - 25 mg ABa NbTU CEAMUYHO UK
50 mg BEAHBX CEAMUYHO

e  npu 3ano4ysaHe Ha neveHune - 300 mgHa 0, 1,2, 3un4
ceamuua

SECUKINUMAB L40.0 X e noaabpxawa posa - 300 mg exemeceuyHo, KaTo ce

i 3anoysa oT cegmuua 5.

Becaka posa or 300 mg ce npunara kato jase

NOAKOXHU UHXeKumn ot 150 mg.

L40.
CICLOSPORIN* L4g.$ e 2,5-5mg/kg AHEBHO

3abenexku: *MakcumanHama npoObmKXuMeIHoCm Ha Kypca Ha neyeHue c Ciclosporin e 24 meceua.
**H3O0K 3annawa eduH Kypc uHmeH3uguyupaHa mepanus ¢ Adalimumab Ha nayueHm.

Mpu 3anoyBaHe Ha Tepanua Ha HOBM GonHu (6e3 npeawecTBaWoO NeYeHUe ¢ NocoveHnTe B Tabnuua 1 INN) ce
HazHa4yaBa NekapCcTBEHUAT NPOAYKT/TepaneBTUYHUAT KypC C HaW-ronsiMa pa3xoaHa epeKTUBHOCT (Han-0o6poTo
CbOTHOWEHUEe MeXay NocTUraHe Ha TepaneBTUYeH pe3ynTtaT oOT nMNpunaraHe Ha neKapcTBeH
npoAayKT/nekapcTBeHa Tepanusl M pa3xoaBaHe Ha cpeAcTBa oT GloaxkeTa Ha H30K 3a cbwms npoaykT/Tepanus,
NpU CbLNOCTaBAHETO MYy C APYr/M nekapcTBeH/M NpPoAyKT/W MWNU NekapcTBEHW Tepanuu, npeacTaBnsBaliy
TepaneBTUYHM anTepHaTUBM U 3annallaHn HaNbITHO UMM YacTU4YHO oT H3O0K).
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2.1. Npu neyenune c CICLOSPORIN
INN NPEAU 3ANOYBAHE* KOHTPOI NPU NPOCNEOABAHE

CICLOSPORIN ® CboGpa3Ho (papmMakonornyHOTO AOCME Ha MNPOAYKTa U | @  CbOGPasHO hapMakoNOrMYHOTO AOCHE Ha MpoAykTa
KoHceHcyca 3a neueHue Ha ncopwasuc Ha b1 n KoHceHcyca 3a neyeHue Ha ncopuwasuc Ha A1

2.2. NMpwu nevyeHune ¢ 6UONOrMYHN NEKAPCTBEHN NPOAYKTH
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Tabnuua 2
WU3CNEOBAHUA N3XOoOHU HA BCEKU 6 MECELIA

Terno v

CymapHa oLeHKa Mo MHAEKC Ha TEXECT Ha NCopuasnc v

Psoriasis Area Severity Index (PASI)

MKK ¢ OKK

ASAT, ALAT

CYE, CRP

CepyMeH KpeaTUHUH

xenatutHu mapkepu (HBsAg, Anti HCV)

HIV

peHTreHorpadms Ha 6sn gpo6

KOXHa Buoncus

Ty6epkynuHoBa npoba

ANAN

AYAYAYAN

ASAYAYAYASAYAYAYAN

npunarar ce:
- OPUrMHaNHKU GNaHkKn UNu 3aBepeHun Konus oT NabopaTopHU N3CNEABaHUS, OCBLLECTBEHU B naboparopus, ckntounna gorosop ¢ H30K/P30K. 3a
AaBHOCT Ha uscnejsaHusATa ce npuema cpok OT He noseye oT 1 Mecel NpeAn NojaBaHETO Ha AOKYMEHTUTE B CboTBeTHaTa P3OK.

- OpUrMHanHu uUIoBe OT Pa3ynTaHeTo Ha 0Bpa3HUTe U3CNeaBaHUs, OCbLUECTBEHM B NabopaTopus 3a 06pasHa ANarHoCTuKa, ckiiouuna AOroBop
¢ H3OK/P3OK. 3a apaBHOCT Ha M3CNeABaHETO Ce Npuema CPoK OT He noBeye OT 6 Meceua npeau nojaBaHeTO Ha AOKYMEHTUTE B CbOTBETHaTa
P30K. He e HeoGxoaumo fa ce npunara CHUMKa MK AUCK OT PEHTreH Ha 6sn apo6!

- opuruHanHa 6naHka ¢ pesynrar oT npoBeaeHa Ty6epKynuHosa npo6a.

Il. OB USUCKBAHUA

1. Bb3pacToBaTa rpaHuua ce U3YMCNsBa B HABBPLUEHU FOAVHMU - T.€. BKIIOYUTENHO KbM 4ATaTa Ha usgasBaHe Ha npoTtokona oT
crneuuanuavpaHata KOMUCUS.

2. lMpu HasHayaBaHe Ha Tepanus Nno MPOTOKOS 3aAbLINKUTENHO Ce CbobpassABaT BbL3PACTOBUTE OrPAHUYEHMUS, CbINACHO KpaTtkata
XapaKkTepucTmka Ha CbOTBETHUSA fleKapCTBEeH NpoAaykKT, yTBbpAeHa no peaa Ha 3JTMXM.

3. H3OK He 3annalua neyeHne U3BbH ykazaHaTa Bb3pacToBa rpaHMLa B kpaTkaTa xapakTepucTvika Ha npoaykra.

4. H30K He 3annalua nevyeHune ¢ 403n Haj, MaKCUMANHO paspeLLeHUTe No KpaTka XxapakTepucTuka Ha npoaykra.

5. B cnyuaii Ha HacTbNUNa NOAO3NPaHa HexenaHa nekapcTeeHa peakums, nekapat ysegomsasa MAJ no peaa Ha un.184 ot 3/TMXM.
Konue ot cvobuenneTo o UAJT ce npunara kbM MeavuMHckaTa AokymeHTaumsa Ha 30J1 npu kaHauaaTcTBaHe 3a neyeHue.

6. MPU CNEUNANIUCTA, cbrn. un. 218 B, 1. 1 ot HP[ 3a MeauumuHckute gemHocTy 2018 r. (o6H. 1B 6p. 28 oT 29.03.2018 r.),
Ha 30J1, Ha konTo ca u3gaBaHM NPOTOKOMM NO peAa Ha HacTOSILLMTE U3UCKBAHWS, CreaBa Aa ce npunaraT BCUYKM Heobxoaumu
AOKYMEHTW, KOWTO Ca OCHOBaHMe 3a W3aaBaHe Ha MNpOTOKON: ambBynaTopHWTE NUCTOBE OT M3BbPLUEHUTE NpPerneau, BTOPUST
€k3emnnsp OT U3naaeHUTe NPOTOKOMU, KONUS OT EeNUKPU3K, Konus oT pellenusi no Alp. Ne38, BCUYKM M3nCKBaLLM Ce M3CneaBaHus,
Konue OT Npunoxexue 1, nognucaHo oT cneuuanucrta, u3gan npoTokona.

7. CNEUNATIUBUPAHATA KOMWUCUS wuspasa Pewenune cnep npoeeaeHa Alp Ne 38 ,OnpepensiHe Ha nnaH Ha nedyeHue u
npocneasBaHe Ha TepaneBTUYHNA OTTOBOP MPU NaLWEHTH, NOMy4YaBalluM CKbMNOCTPYBaLLW NekapCTBEHN NPOAYKTV NO peaa Ha un. 78,
T. 2 330" Ha ocHoBaHue un. 53 u un. 303 ot HauwoHaneH pamkoB OOroBop 3a MEAUUMHCKUTE AelHOCTW mexay HauuonanHaTta
3ApaBHoOCUrypuTenHa kaca n bbnrapcku nekapcku cbios 3a 2018r. (06H., B, 6p. 28 ot 29.03.2018 r.) u npepoctaseHa ot 30J1
MeAuLMHCKa AOKyMeHTauws. CneuvanusvpaHata KOMUCWA CbxpaHsBa €4uWH €eK3eMmnnsip OT PelleHneTo, CbxpaHsiBa BTOPM
€K3eMNNAp Ha npoToKona, BCUYKUM HEOBXOAMMM AOKYMEHTU 3a U3AaBaHETO My U KOMMe OT MNpUNOXeHUe 1 Ha HacToswmTe
M3NCKBAHWS, MOMBIIHEHO NO CbOTBETHATA TOYKa M NOANUCAHO OT YNEHOBETE Ha creunanuanpaHaTa KOMUCKSI.

Hacmosiwume usuckeaHusi ca paspab6omeHu Ha ocHoeaHue usi. 58 om HayuoHaneH pamkos 00z2080p 3a MeOuUUHCKUME
OetiHocmu mexdy HayuoHanHama 30paeHoocuzypumernHa Kaca u Bbvnzapcku nekapcku cbro3 3a 20182. (06H., B, 6p. 28 om
29.03.2018 2.), senusam 6 cuna om 15 okmomepu 2018z. Ha ocHoeaHue peweHue Ne P[-HC-04-57/27.09.20182. u ommeHsim
Oeticmeawume usuckeaHusi, ymebpdeHu ¢ peweHue Ne P-HC-04-28/03.05.2018z.
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AEKINAPALNA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOOBIMKABAHE HA
NEYEHUETO C NNEKAPCTBEHUA NPOAOYKT

A3 AONYMOAMACAHNAT/ATA ...ttt ettt ettt et e e e et et e et et et et e e eee e ee e

Crnej Kkato ce 3anosHax C usnata Mu npesocTaseHa WHGOPMauWs M LenTa Ha fIEYEHUETO C NeKapCTBeHUS MpOAyKT

.................................................................................................. M crnep Kato nomyunx uayepnaTerniHu OTroBOPW Ha NocTaBeHWUTE OT
MEH BBMNPOCH, AeKnapupam ye:

1. MHdopmupaH/a cbm 3a 0TKa3 OT MaluMHCTBO/GALLMHCTBO MO BPEMe Ha MpOBEeXJaHe Ha NMeYeHWe C ropenocoyeHus
nekapcTBeH NpoAaykKT.

OA HE

LLle cnassam npenopbyaHaTa M1 CXema Ha feyYeHne 1 NEPUOANYHOCT Ha KOHTPOIHUTE Nperneau.
PefoBHO we ce ABfBaM Ha KOHTPOMHW MperneauM M HaMa Aa NPOMEHSIM CaMOBOMHO WAW Noa OpYro BHyLUEHue
HasHayeHaTa Mu Tepanus.

4. Tpu npeyctaHoBsiBaHe Ha NEYEHNETO MO MPUYUHM, HENPOU3TUYALLIM OT PELLIEHMETO Ha KomucusaTa 3a ekcnepTtusn B P30K
uwivinu Komucusta no un. 78, 7.2 ot 330, we yBeaoMs He3abaBHO NMUYHWS CW nekap n P30OK u we BbpHa B P30OK
nocneaHus NPOTOKOS, MO KONTO CbM Nony4vasarn/a NekapcTBeHUs NPOAYKT.

5. [lpu HecnassaHe Ha MOCOYEHUTE YCMOBUS NIEYEHMETO MU C yNOMEHaTUs NeKapCTBeH npoaykT we 6bae npekpaTeHo u
HAMa ga nmam npeteHummn kbM H3OK.

HATA  comisiicininnensnnsosssanasanessss
D CRIADATOD: s ss555sussssusminss i vasms s s555 sennn s sansesomnnesmssasssssnassnnn
(ume, npesume 1 pamunus)
MOANNUC: ...
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