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MpOTOKONBT Ce M3AaBa OT CMeLManuCTH ¢ KOA Ha CNeumanHocT 04 — KOXHU  BeHepuyeckn GonecTu, paGoTewm no
porosop ¢ H30K, ekcnepTHOTO CTaHOBMLe Ce W3AaBa OT Crieunanuaupala Komucus B neuebHu saseaenus 3a GonHuyHa
nomouw, ckmounnu gorosop ¢ H30K. Cneunannanpanute KOMMCUM Ce Cb3aasaT Cbe 3anoBe/ Ha AupekTopa Ha N3: BMA rp.
Cochms, YMBAN ,[-p M'eopru Ctpancku* EALL rp. MneseH, YMBAJ ,Mpod. A-p CrosH Kupkosnd® EAQ rp. Crapa 3aropa

|. PEM 3A 3ABEPABAHE HA MPOTOKOIUTE

[MpoTOKONM 3a 3anoYBaHe Ha TepanusTa

CNeumanueT, ckio4mun _| = MMonbnHeHo u noanucaHo npunoxexue 1 — NUCT 3a onpeaensiHe Ha kputepuute
norosop ¢ H30K "] (no T.A) ¢ BCuuKM HEOBX0ANMM M3CneaBaHNa

= Am6ynatopeH nUCT/ eTanHa enukpusa OT NocneaHnsi npernea C NpunoxeHn
/ BCUYKM HEOBXOAMMM NOKasaTenu u n3cneasaHus no Npunoxexue 2

= ‘poTokon 3a npeanvceaHe Ha nekapcrea, 3annawawnu ot H3OK/P3OK" — oGp.
M3-H30K

Gl RS LEnS »| = EkcnepTHo CTaHOBMIIE C siCHA MeauUMHCKa MOTMBALMA (3aAbIKUTENHo ce
. KapHona otbensaea nunca Ha U3KNIoYBaLLyn KpuTepnum)
/ = “lpoTokon 3a Npeanvceaqe Ha nekapcTea, sannawanm ot H3OK/P3OK™ — 06p.M3 -

H30K (noanucaH oT YUneHoBeTe Ha komucusTa)

78, 1.2 0T 3308 3aBepka Ha

npotokona s P30K

-

e

MpoTokonu 3a NnpoAbIkaBaHe Ha TepanusaTa

cneyunanucT, Ckioumn * AmbynaTtopeH nucT/ eTanHa enukpusa OT MOCNEAHWs Npernea C NpUnoXeHn
norosop ¢ H30K BCUYKM HEOBXOANMM N3CNeaBaHNsA No NpunoxeHue 2

= [lonbAHEHO U MOANUCAHO NpUNoXeHue 1 — NUCT 3a onpejensHe Ha KpuTepuuTe
(no 1.6)

= ‘lpoTtokon 3a npeanuceaHe Ha nekapcrea, sannawjaHin ot H30K/P30K" — 0bp.
M3-H30K

EKCNEPTHO CTaHOBMILE C SICHA MEAUUMHCKA MOTUBAUMA (3aAb/kuTenHo ce
oT6ens3Ba NUNca Ha CTPaHWYHU peakuun U ce NpaBu oueHka Ha edeKTUBHOCTTa Ha
TepanusaTa)

= ‘lpoTokon 3a npeanuceaHe Ha nekapcTea, sannaujaHn ot H3O0K/P30K" — 06p. M3
— H30K (noanucaH oT YneHoBeTe Ha komucuaTa)

Kkomucus

.
cneuuanuampaHa > =

3asepkaHa
"g?o‘viﬁuniﬁafieok _

Il.  OBLUX NONOXEHUA

1. 301 nopaea noaroTBeHuTe AokyMeHTH B P3OK, Ha TepuTopumsTa Ha KOSITO @ Hanpasuno u36op Ha onn. fokymeHture
BKNIOYBAT:

1.1 3anasnenue Ao upektopa Ha P3OK.

1.2 MoNbAHEHO ¥ NoANMcaHo npunoxenue 1. Monbnea ce N0 CLOTBETHATA TOYKA W Ce Npunara oTpaseHaTa B UMPOB UHABKC
MeAULMHCKa A0KYMEHTaUMs, yA0CTOBEepABalUa BCEKN UH OT Kputepuure.

1.3 MbnHUAT HaBop u3cneaBaHnA (PU3MKaNHU, MHCTPYMEHTaNHN 1 nabopaTopHu), 0TpaseH B NpUnoxeHue 2

1.4 ‘NpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawawu ot H3OK/P3OK" - o6p. M3-H30K, uspapeH ot nekaps
cneuvanuct, pabotew no aorosop ¢ H3OK. Mpunara ce opuriHan Ha npoTokona, a fpu kaHAWAaTCTBaHe 3a NpoAbMKaBaHe Ha
TepanuaTa ce NPeACTaBsi OpUrHAN Ha NPEAXOAHNA NPOTOKON C OTPA3EHU BCUUKN HA3HAYEHHs NO Hero.

1.5 [leknapaums 3a HcopMMpaHo cbriacue no obpaseu (npunoxexue 3)

2. P30K npuema fokymeHTuTe no T. 1 cneg cnpaeka OTHOCHO 3APaBHOOCUTYPUTESTHUA CTaTyC Ha 30/.

3. MLPBUAT M BCEKM CriefBallL NPOTOKON Ce M3aasar 3a nepuoa Ao 6 meceua.

2
st W3UCKBAHUSA HA H30K NPU NEYEHUE HA TEXKbK NCOPWA3WC C BUONOMMYHN NEKAPCTBEHW NPOAYKTYU B U3BBHBONHUYHATA nomoul -
% B cuna ot 1 mapt 2014 roguHa
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NUCT 3A KPUTEPUM NPU 3AMNOYBAHE HA NEYEHWE HA NCOPUA3UC C BUONOrUYHU NEKAPCTBEHN
NPOAYKTHU

[me: (o] T T T

3abenexka: MeduyuHckama OOKyMeHmauusi, ydocmosepseawsa 6CeKu Om KpUMepuume e rocovexa ¢ yugpa 6 UHOEKC U 3a0bLKUMENHO
npudpyxaea HaCMOAW0MO NPUIIOXKEHUE.

A. Kputepuu 3a 3anousaHe Ha NbpBM KYPC (3aALIMKUTENHN Ca BCUYKN KpUTepum)

MKB L40.0, L40.1

1 C""Vpgl [AvarHosa — noTebpAeHa Ha 6asa KMHUUEH NPernes v koxHa Guoncus |

BE
TGMHI Gonectra, crnacHo BAD 2009, EU S3 2009, NISE 2012

R & 5
. ,%mmn- chopma Ha GonecTTa cue 3acsiraHe Ha noseve ot 20 % OT NOBBLPXHOCTTA Ha koxaTta ¢
i

Q CyMapHa oLeHKa No MHAEKC Ha TeXecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 &

Pe3UCTeHTHOCT Ha CTaHaapTHaTa cUCTeMHa Tepanus crej noxe 6 m NPUNOXEHUE B ONTUMAnNHN Kypcose 1 403N 1
4 | PUVA/UVB, KOHTpawHAMKAUMW KbM CTAHAGPTHOTO CUCTEMHO I n PUVA/UVB wunu HenoHocumoct/
CBPBLXYYBCTBUTENHOCT KbM CTaHAAPTHOTO CUCTEMHO nevenve u PUVA/UVB.®

5 | Nunca Ha uskniouBawm kputepum no T. B ¢

¥ npunarar ce 3agbiKUTeNHO Ha opurMHanHa 6naxka ot nabopaTopHO U3cneaBaHe UK 3aBepPeHo Konue, Npu Hanuiue Ha xocnuTanusauus ¢
naBHOCT A0 1 Mec. Npeau kaHauaaTcTeaHeTo, ce npunara enukpusa U3 ¢ Ne u para. Mpn XMCTONOIMYHO AOKa3aHa W NOTBbLPAEHa AnarHosa
ncopnasuc ce npuema AaBHOCT Ha pesynTara He noseue ot 5 rognHin

2 npunara ce oueHka no ckana PASI, |
nedeHueTo, npunarat ce v Asata uwa
W3BLPLUKN OLUEHKATA W NeyaT Ha nekap;

206X0AMMO @ ABYKPAaTHO NOTBLPXKAABAHE HA nokasaTenuTe 3a noHe 12 ceamuyeH nepuoa 6e3 npomsa B
] OBepsBaLM NPOBEXAAHe Ha OUEHKaTa, C AaTa Ha MPOBEXAAHeTo, NOAMUC Ha cneuuanucra,
0 3aBepeHNe

® npunarat ce amBynaTopHu NUCTOB
Tepanus C OTPA3eHN AO3N, NPOABN:
NPOLEAYPY ¥ NONYYEHaTa kyMynaTueHa

NHa enukpu3a OT npernean Npu CheunanucT, yAoCTOBEpsBalM HasHayasaHe Ha NPeAXoAHa
' Ha NpUNOXeHWe W eeKTUBHOCT, OnpeAeneHaTa HAMBMAyanHa Ao3a, 6post Ha nposeaenwTe
3, NPOABNKUTENHOCT 1 edekT oT npunoxeHara coToTepanus

‘ynoctosepsnBa ce ¢ noanuc mommnuéru B NpUoXexue 1 Ha HacTOSWMTE U3UCKBAHUA

OTroBapsi Ha KpUTEpUMTE 3a 3anoyBaHe

nevexue ¢ B AHeBHa no3sa

3
W3UCKBAHUA HA H30K NPU NEYEHVE HA TEXXbK NCOPWA3UC C BUONOMMYHN NEKAPCTBEHMN NPOAYKTY B U3BBHBONHUYHATA NOMOLY ~
8 cuna ot 1 mapt 2014 ropguHa
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NACT 3A KPUTEPUM NPU NPOABMKABAHE HA NEYEHUETO HA MNCOPUA3UC C BUONOrMYHU NEKAPCTBEHU
NPOAYKTU

[we: T R O o o

3abenewka: MeduyuHckama OOKyMeHMauus, yOOCmOepAsauja 6cexu Om KpUMepuume e focoYeHa ¢ uugpa 6 UHOEKC U 3adbiKumenHo npudpyxaea
HacmMoAW0MOo NpunoXexue.
3abenexka: bonHute cneasa aa 6baaT MOHUTOPUPAHN Ha 12-Ta ceamMMUA OT Ha4anoTo Ha NeYeHneTo.
i npu KaHawaaTcTBaHe 3a npoAbiNkaBaHe Ha neveHweTo cnej 3aBbplieH NbpBU LUECTMECeYeH Kypc ce oCbliecTeABa HoBa
OLUeHKa 1 3aABL/MKUTENHO Ce NPeACcTaBs MeauunHcKaTa AOKyMEeHTauus oT nperneaa Ha 12-ta cegmuua

B. Kputepuu 3a npoabikaBaHe Ha NeveHueTo (3aAbIkUTeNHN Ca BCUMKM KpUTepui)
MKB L40.0, L40.1

He Ha nokasarenure:

1 !um Ha KNMHWYHATa CUMNTOMATMKA — epuTeM, UHUNTPaUus, Aem ~ HamansiBave ¢ noHe 50% W 3apbpxaHe BbE
BPEMETO
i i
2 ng'ﬁl OLUEHKa Ha NoKasaTenuTe — 3HAYUTENHO MOHWXKEHWEe Ha nwmme Ha PASI cnpsimo u3xogHaTa CTOWHOCT —
raHe Ha PAS| 50 *

3 | Nlunca Ha HexenaHa nekapcTeeHa peaxum ll WaKnioyBawm kputepun no 1. B °

i ui
.mﬁym H NUCT/ @TanHa envkpu3a c oTpaseHa crenex BaHe Ha NokasaTenuTe; OpUrMHanHu GNanku Ui 3aBEPeHN KONUA OT akTyanHu naGopaTopu
nacneaBaHu NOCOYEHN pechepeHTHM CTORHOCTI 3a CboTBETHATA NABOPATOPHA), NPU HanuuMe Ha XOCNUTANU3AUMA C ABHOCT A0 1 MEC. NPeAN KaHAKAATCTBAHeTO,
ce npunara enukpusa U3 c Ne
npvmara ce oueHka no ckana PASI
’ynocroupn €@ C NOANKC Ha CNeLManucTa B NPUNoXeHue 1 Ha HaCTOAWMTE U3NCKBAHWA U Ce nonLnBa Tabn.1

Tabn. 1 Hexenann nekapcTeeHn peakuum

rajieHe, rnaBoGonue, CBETOBBLPTEX

aneprus

noBWLLABAHE Ha apTePUaHOTO HansraHe

TexKa UHEeKUUs

XEMaTonorMIHY (XeMornobuH noa 80 g/l, neskounT noa 3500, TpomBounT noa 90000) W/unu GUOXMMUIHN OTKNOHEHUS CbOBPa3HO
(hapmMakonoruiHoTo A0CHe Ha NpoAyKTa

B. U3KNIOYBALLM Kpms%yf :
Bwapact noa 18 roguHn
BpemMeHHOCT U nakTauus
AKTUBHa UK mmmwnou,m WA APYTY TEXKM MHEKUMM
HIV uhcpexuu
Octbp unu W mmrm
Heon! n:
3actoiina mwmw Knac NYHA
ANNacTuiHa aHeMus, M3pasena rpaHyNoLMTONEHus, MHenodmueposa, NMMpom
MHOXecTBeHa ckneposa W Apyrv ONECTU C ABMMENMHU3ALMA
. ABTOUMYHHO saﬁum-un
. CbNbICTBAWO NEYeHUe C APYr GUONOrUiEeH NeKapcTBEH NPOAYKT
. MpeKbCBare Ha TepanuATa N0 BUHA Ha GONHUR 32 NEPUOA NOBENE OT 2 Meceua
Biniousare Ha 3011 B KNMHUYHO NpoyyBaHe®

CEONDORWN

S
0"

i
@n

* Komucusima, Koimo e Ha3naJuna neveHuemo u Habmiodasa 30/1, e dnbxHa HesabaeHo da yeedomu Komucusma sa ekcnepmuau no 4n. 78, m. 2 om 330 e LIY Ha
H30K. Tesu GonHu ce 3anuceam & omdeneH peaucmbp U He aybsm Npasomo cu 3a NPOOb/IXasaHe Ha NeveHuemo Cned NPUKKYeaHe Ha KIUHUYHOMO npoyJeane
cned akmyanHa oueHka om crieyuanu3upaHama KoMUCUs

OtroBaps Ha KpuTepuuTe 3a
NpoABLIMKaBaHe Ha NeYeHNeTo ¢ B AHEBHa 032

NOANMUC HA CMELMANMCTA:........oovvviiiiiriiiiirisiiiiiiiiiiniinsssenn

4
g VIBNCKBAHWA HA H30K NPU NEYEHWE HA TEXXbK NCOPUA3SWUC C BUONOMMYHN NEKAPCTBEHW NPOAYKTYU B N3BBHBONHUYHATA NOMOLY
B cuna ot 1 Mapt 2014 roguHa
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I. NEYEBHO-AWATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTWU, ekniouenn B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B cnLorsercTBue C
AENCTBALIMTE HOPMATUBHN AOKYMEHTH.

INN MKB AO3A

* Npu 3anoyBsaHe Ha neyexue — 80 mg
ADALIMUMAB L40.0, L40.1 * noaAbpxauwa aosa — 40 mg npes ceagmuua

* npu 3anoysaHe Ha neveHune — nupeu mecey 45 mg Ha 0 1 4 ceamnum

USTEKINUMAB L40.0, L40.1 * noaAbpXKaLya Ao3a — 45 mg Ha Bcekun 12 ceamnum

* Npu 3anovysaHe Ha nevyeHue:

- 5 mg/kg wHTpaseHosHa nteyaus Ha 0, 2 u 6 ceamuum
INFLIXIMAB L40.0, L40.1

* nogAbpxawia aosa:
-5 mg/kg uHTpaseHo3Ha uHpy3nus Ha BCekn 8 ceamuum

2. NPOCNEAABAHE:

INN NPEAW 3ANOYBAHE* KOHTPOI Ha Bceku 6 meceua®
KK c KK
= ASAT, ALAT
ADALIMUMAB B e toaieme Bl A
' . *  ASAT, ALAT
USTEKINUMAB R Meecepu (HBsAGAEEE * CepyMeH KpeaTuiH
INFLIXIMAB B PRIIRigiRaggun Ha Gan apob i A
= TyBepkynuHoea npoba
= ckana PAS|
= koxHa 6uoncus

* npunaraT ce 3aBepeHn KONWs OT OpuruHanHuTe [ ET (I'IDM Hanuuue Ha xocnuTanuaauus ¢ AaBHOCT A0 1 mec. npeau KaHAMAaTCTBaHeTo ce
npunara 3aBepeHo Konue oT enukpuaa c Homep Ha U3)

3a6enexxa: Yyacmuemo Ha 30J1 @ KIUHUYHU NPOYYEaHUsI He NpoMeHsi Heo6XxoduMocmma om cnaleaHe Ha usuckeaHusma Ha H30K
npu npoeexdaHe Ha ieYeHue ¢ 6UONI02UNHU fleKapCmeeHu NPodyKmu 6 U3 bLHEOTHUYHAMa NOMOU.

Il. OBLLUM U3NCKBAHUA

1. Bb3apacToBaTta rpaHuLa Ce U3YNCNABA B HABBLPLUEHW rOANHM - T.e. BKIIOYUTENHO KbM AaTtaTta Ha usaasaHe Ha npotokona ot
cneumnanuanpaHaTa KOMUCHS.

2. MNpu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbLIMKUTENHO ce Cbobpa3snBaT Bb3PACTOBUTE OrpaHNYeHUsi, CbIacHo kpatkata
XapakTepucTuka Ha CbOTBETHUS NEeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annawja neuyeHve N3BbH yKkazaHaTa Bb3pacToBa rpaHuLa B kpaTkara xapakTepucTuka Ha npoaykTa.

4. H30K He 3annawia neveHue c 4031 HaJ, MAKCUMAarnHo paspeLueHunTe no KpaTka xapakrepuctuka Ha npoaykTa.

5. B cnyyail Ha HacTbnuna noAo3upaHa HexenaHa nekapcteeHa peakuws, nekapst yseaomsea MAJ no peaa Ha un. 183 ot
3MINXM. Konue ot cbobLieHneTo ce npunara kbM MeauumMHekaTa AokymeHTauus Ha 30J1 npu kaHAMAATCTBaHE 3a nevexue.

6. MPU CNELUWAIIUCTA, cbrn. un. 158 B, 7. 1 ot HP[] 3a meauumHckute aeitHoctu 2014 r. (o6H. 1B 6p. 3 or 10.01.2014 r.),
Ha 30J1, Ha KOMTO Ca M3AaBaHW MPOTOKONM NO pefa Ha HaCTOSIWWUTE M3MCKBaHWA, creasa Aa ce npunarat BCUYKW
Heo6X0AUMM [AOKYMEHTH KaTo: ambynaTopHWTe NUCTOBE OT U3BBLPLUEHUTE Nperneaun, BTOPUST eK3emnnsp oT u3aajeHuTe
NPOTOKOMNM, KONUsi OT ENUKPWU3N, EKCNEpPTHU CTAHOBULWA W APYrM AOKYMEHTW, KOUTO Ca OCHOBaHWe 3a u3pasaHe Ha npoTokon,
BCUYKN W3NCKBALLM CE M3CNeABaHusi, KOnue OT NPUnoXeHue 1 Ha HACTOAIMTE WU3NCKBAHUA NOMBLIIHEHO MO CbLOTBETHaTa
TOYKa, NOANUCAHO OT CrieumManucTa, usjan nNpoTokona.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHosaHue 4n. 56 om HayuonaneH pamkoe 002080p 3a MeOUUUHCKume
deliHocmu 3a 2014 2odukHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., cbenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycniosusima u peda 3a 3annawaxe Ha nekapcmeHu npodykmu o 4n. 262, an. 6, m. 1. om
3akoHa 3a nekapcmeeHume npodykmu 6 xymaHHama MeouyuHa, Ha MeOUUUHCKU u3denus u OuemuyHU XpaHu 3a crneyuanHu
MeouyuHcku uenu (06H., 4B, 6p. 31 om 2007 2.).
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i WU3UCKBAHWA HA H3OK NPU NEYEHWE HA TEXXbK NCOPUABUC C BUONOMUYHN NEKAPCTBEHW NPOAYKTW B U3BBHBEONHUYHATA NOMOLL -
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LEKNAPALMS 3A UHOOPMUPAHO CIIACUE C U3UCKBAHUSATA 3A 3AMOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NNEKAPCTBEHUA NPOAYKT

Ha ne4yeHneTo C nekapcTBeHus
O MONy4ux n3yepnarenHn OTroBOpu Ha

eXaaHe Ha neyeHwe C ropenocoyeHus

i APYro BHyLUEHne

v

eptuan B P3OK
BbpHa B P3OK

, N0 KOWTO CbM Nonyyasan/a NekapcTBEHNS MPOAYKT.

@ NOCOYeHUTe yCnoBuUs neveHneTo MU C ynomeHatus npekpaTeHo u

W3UCKBAHWA HA H30K NPU NEYEHUE HA TEXXbK NCOPWA3WUC C BUONOMUYHN NEKAPCTBEHW NPOAYKTU B U3BBHBONHUYHATA HOMP- ;
“ 8 cuna ot 1 mapt 2014 ropuHa





