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NPU U3OABAHE HA NMPOTOKOJMN 3A MPOBEXAAHE HA NEYEHUE HA TEXXbK MCOPUA3UC

MpoToKONbT ce M3gasa OT CNeLUnanucTy ¢ KOA Ha creumanHocT 04 — KOXHU U BeHepuuecku Gonectu, paGoTtewm
no gorosop ¢ H3OK; ekcnepTHOTO CTaHOBMLIE Ce U3aaBa OT crieuuanu3vMpaHa KoMucusi B neuyebHu 3aBepdeHus 3a
BonHMyYHa nomoly, cknouunu gorosop ¢ H30K. CneuunanmaupaHnTe KOMUCKM Ce Cb3aaBaT CbC 3anoBes, Ha AvpekTopa
Ha N3: YMBAN ,Anekcangposcka“ EA[l, Cocous, BMA, rp. Cocous, YMBAN O-p . CtpaHcku* EA[l, rp. MneseH, YMBAN
Jpod. a-p CtosiH Kupkosuy* EALL, rp. Ctapa 3aropa.

. 1. PE[ 3A 3ABEPABAHE HA NMPOTOKOJIUTE — JIEYEHUE C CICLOSPORIN

MpoTokonu 3a 3anousaHe U NpoAbiKaBaHe Ha TepanusTa

cneunanucT, CKni4un
norosop ¢ H30K \

=‘llpotokon 3a npeanacBaHe Ha  neKapcTea, 3aBepka Ha npoTokona B
3annawaxm ot H30K/P30K” — 06p. M3-H30K —» | P30K

cneynanuanpaHa komucus

. 2. PEQ 3A 3ABEPSABAHE HA MPOTOKOJIUTE - NIEYEHUE C ADALIMUMAB, INFLIXIMAB, USTEKINUMAB U
ETANERCEPT

MpoTokonu 3a 3anoyYsaHe Ha TepanusaTa

cneuuanucT, cknioyun ”| = MonbniHeHo u NoANMCaHO NPUMOXeHUe 1 — NUCT 3a oNpeAensHe Ha kpuTepuuTe (Mo T.A) C
porosop ¢ H30K BCUYKN HEOBXOAUMY U3CneABaHuA

=  MeauuMHCKA [AOKYMEHTAUWUsi C TNPUNOXKEHN BCUYKM HEobXoAWMM nokasaTenu W
M3CrneABaHUs Mo NPUNoXeHue 2

/ = “[poTokon 3a npeAnucBaHe Ha nekapcTaa, 3annawaxu ot H30OK/P30OK" — o6p. M3-H30K

= EKCMepTHO CTaHOBULLE* C ICHA MEAMLMHCKA MOTUBALMA (3aAbXUTENHO ce oT6enAssa

"| nunca Ha uskniouBawm kputepum)

/ = “lpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K" — 06p. M3 — H30K
—>

cneuwanuaupaHa komucus

(NoAnucaH oT YUneHoBeTe Ha KomucuaTa)

Komwucwus no un. 78, 1. 2 ot 3aBepka Ha npoTokona
330 B LY Ha H30K B P30K

npOTOKOJ'IVI 3a npoAbikaBaHe Ha TepanuaTa

CNeunarnucT, CKYnn 40rosop | * MeanuuHcka AOKyMeHTauus C npunoXeHu BCWuKA HEOBXOAMMW U3CneABaHUs no
¢ H30K ”] npunoxenue 2
/ = [lonbAHEHO W NOANMCAHO NPUMOXEHUEe 1 — NUCT 3a OnpesensaHe Ha kputepuuTe (no T. B)

= “TpoTokon 3a NpeanucBaHe Ha nekapcTaa, 3annawanu ot H30K/P30OK” — 06p. M3-H30K

*  EKCRepTHO CTaHOBULE* C ICHA MEeAULUHCKA MOTUBALMS (3aabnxuTenHo ce otbenassa
nMnca Ha CTpaHUYHI PeakLun v Ce NpaBy OLieHKa Ha eheKTUBHOCTTa Ha TepanusTa)
*  “lpoTokon 3a NPeANNCBaHe Ha nekapcTea, 3annaianu ot H3OK/P30OK” — 06p. M3 — H30K

/ (noAnucaH OT YNeHoBeTe Ha KOMUCHSATA)

Komwucus no un. 78, 7. 2 ot 3aBepka Ha npoTokona
330 B LIY Ha H30K B8 P30K

cneyvanuavpaHa komucus

*cbrnacHo obpaseu H30K — npunoxexue 4

Il. OBLLK MNONTOXEHUA

1. 30/ nopaBa noarotBeHuTe AokymMeHTM B P3OK, Ha TeputopusiTa Ha kosiTo e Hanpasuno u36Gop Ha O
[lokyMeHTUTe BKNIOYBaT:

1.1. 3asenenue 1o [iupektopa Ha P3OK.

1.2. MonbAHeHO M noanucaHo npurioxenue 1. MonbnBa ce NO CbOTBETHATa Touka M Ce nMpunara oTpaseHaTa B LMPoB
VHAEKC MeaVLIMHCKA AOKYMEHTaLWs!, yA0CTOBepaBallia BCek e4uH OT KpuTepuuTe.

1.3. MbAHUAT HaBop M3cneaBaHus ((DU3NKamHN, MHCTPYMEHTanNHN 1 NabopaTopHK), OTpaseH B Npuroxexue 2.

1.4. “MpoTokon 3a NpeanucBaHe Ha nekapcrtsa, 3annawanu ot H3OK/P3OK” — o6p. M3-H3OK, n3naaeH ot nekaps
cneuwanuct, pabotely no gorosop ¢ H30K. Mpunara ce opuriHan Ha NpoTOKONa, a Npu KaHAWAATCTBaHE 3a NPoAbIKaBaHe
Ha TepanusTa ce NPeACTaBsi OPUrMHAN Ha NPeaXOAHWs NPOTOKON C OTPa3eHM BCUMKM HAa3HaueHUs no Hero.

1.5. [leknapauus 3a uidopmupaHo cbriacue no obpaseu (npunoxexue 3).

2. P30K npuema gokymeHTUTE No T. 1 crnea cnpaBKa OTHOCHO 3[paBHOOCUTypUTeriHus cTaTyc Ha 3001,

3. MLPBUAT M BCEKU CriefBall NPoToKon ce usaaear 3a nepuog Ao 180 anu.

WU3NUCKBAHWUA HA H3OK MPU NEYEHUE HA TEXXBK MCOPUA3UC C BUONOTMUYHW NEKAPCTBEHW NPOAYKTU B U3BBHBONIHUYHATA
NMOMOLL — B cuna ot 1 okTomBpu 2015 roguHa
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JIUCT 3A KPUTEPUU NPU 3ANOYBAHE U NPOOBLIMKABAHE HA NEYEHUE
HA TEXBK MCOPUA3UC C CICLOSPORIN

Ume:

ErH

3aGenexka: mMeduyuHckama OoKyMeHmayus, ydocmosepsieauia 8CEeKU OM Kpumepuume e focodeHa ¢ yugpa e uHOeKC U 3adbImKUMenHo

npudpyxaea HaCMOAUWOMO NPUIIOKEHUE.

A. KpuTepuu 3a 3anouBaHe Ha MbpBey KYpc Ha nevenue ¢ Ciclosporin (HE06X0AMMO e Hanuue Ha BCUUKK KpUTepum):

MKB L40.0, L40.1

1 | CurypHa amarHosa — notebpAeHa Ha 6a3a KNMHUYEH Npernep U KoxHa Guoncus

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

3 | Nunca Ha usknouBawm kputepum no 1. I

B. Kputepuu 3a npoabmkasaHe Ha neyenue ¢ Ciclosporin (Heo6xoAuMo e Hanuuue Ha BCUUKN KpuUTepum):

MKB L40.0, L40.1

1 | NpeawecTBalo neyenue ¢ Ciclosporin

2 MoBnusBaHe Ha nokasaTenure: HaMansBaHe Ha KMUHUYHaTa cuMnTomMaTuka — epuTem, MH(DVU'ITpaLlMﬂ,
Aecksamauusa

3 JNlunca Ha HeXenaHa fiekapcTBeHa peakums U U3KIToYBallu KpUTepun no T. Burrl

B.
1.
2.
3.
4.
5.
6.
i
8.

9

U3KNIOYBALLU KPUTEPUN

Bwbapact nog, 18 rognHn

BpeMeHHOCT 1 KbpmeHe

HekoHTponMpaHy o61un unu nokanHu uHgexkLun

Texkn GbOpeuHn 3a6onsBaHus C HamaneHa GuEpeyHa MYHKLUA, C N3KMIYEHNE HA HEPOTUUEH CUHAPOM C MUHVMAIHU rMOMEPYNHU
W3MeHeHUs, POoKaHa U CermeHTHa rMoMepyIHa Ckneposa i MemBpaHo3eH roMepynoHedpuT.

3110KAYECTBEHM HOBOOBPA3YBAHMS (OCOBEHO XEMATONOTMYHIN M KOXKHIA HEOMTA3MK, C U3KIIYEHME Ha 6a3aNHOKNETBYHIUS KapuUMHOM)
HekomneHcupaHa apTepuanta XunepToHns

XeMaTonoruiHu Ununu BUOXUMUYHN OTKIOHEHUS, CbOBPa3HO hapMakonorMiHOTO A0CUE Ha NPOAYKTa

Mpuapyxasaly Npuem Ha MeAMKaMEHT, KOWTO B3aMMOAEiiCTBa C Ciclosporin; npuapyxasauia MYBA Tepanus, npuapyxasall npuem Ha
APYrA IMYHOCYNPECOPY, PETUHOWAM UMK NPEAXOXAALLO ABNTOTPaiHO NeyeHue ¢ Metotrexat.

TNeyenue c Ciclosporin noseue ot 24 meceuya

10. CBpPBXYYBCTBUTENTHOCT KbM OCHOBHOTO UMW HAKOE OT NOMOLLHWTE BellecTsa

11.

MpekbcBaHe Ha TepanusaTa no BuHa Ha 6onHusa 3a noseye oT 2 meceua

12. BknioysaHe Ha 30J1 B KNUHUYHO NpoyuBaHe™

* Komucusima, Kosimo e HasHayuria nieyeruemo u Habmiodasa 3071, e dnbxHa HezabasHo da ysedomu Komucusima 3a excriepmu3su rio un. 78 e LIY
Ha H30OK. Teau 60mHu ce sanuceam @ omAerneH pesucmbp U He 2yBsm Npasomo Cu 3a Mpodb/ikasane Ha neveHuemo cned npukoyeare Ha
KIUHUYHOMO MpoyyeaHe, cried akmyasnHa oueHka om crieyuanuaupasama KOMUcUs.

3abenexka: nuncaTa Ha U3KIDYBaLWU KPUTEPUM Ce yAOCTOBepsiBa C NOANUC Ha cneunanucTa B HaCTOAWOTO NpUnoXxexue.

oTI'OBapﬂ Ha KpuTepuuTe 3a 3ano4vsaHe Ha B AHEBHa Ao3a
ne4yeHue c

WU3UCKBAHMA HA H30K MPU NEYEHUE HA TEXXKbK NCOPWA3UC C BUONTOMMYHM NEKAPCTBEHW NPOAYKTU B N3BBLHBONHUYHATA
MOMOLL - B cuna oT 1 okTomspy 2015 roguHa
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NUCT 3A KPUTEPUW NPU 3AMOYBAHE HA NEYEHUE HA NCOPUA3UC C BUONOIMYHU NEKAPCTBEHU MPOAYKTU

Ume: ErH

3abenexka: MeOuLuHCKama OOKyMeHmauus, yoocmoeepsieaa eCeKku om Kpumepuume € rocoYeHa ¢ yugpa 6 UHOeKC U 3adbiKumenHo
npudpyxaea HaCMOSUWOMO NPUIIOKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (3aALmkuUTeNHu ca BCUYKU KpuTepum)

MKB L40.0

1 | CurypHa anarHosa — noTebpaAeHa Ha 6a3a KMHWYEH Npernes 1 koxHa Guoncust |

TexecT Ha 6GonecTtTa, cbrnacHo BDA 2009, EU S3 2009, NICE 2012
2 e eKcTeHauBHa copma Ha GonecTTa Cbe 3acsiraHe Ha noeede oT 20% OT NOBbLPXHOCTTA Ha koxata npu 3071 Haa 18 roanHu 2
e ekcTeHauBHa chopma Ha GonecTTa cbe 3acsraHe Ha noseye oT 10% OT NOBLPXHOCTTa Ha koxata npu 3011 noA 18 roanHu 2

CymapHa oueHKa Mo MHAEKC Ha TeXecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20 npu 30J1 Hag, 18 roantm 2

3 o H
CymapHa OLieHKa o MHAEKC Ha TeXecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 10 npu 30J1 nog 18 rogutu
Pe3UCTEHTHOCT Ha CTaHaapTHaTa CUCTeMHa Tepanus cnej noHe 6 MeceyHo NpunoXeHve B ONTUMAarHW Kypcose 1 A03n 1
PUVA/UVB, KOHTpanHAUKauum KbM CTaHAAPTHOTO CUCTEMHO neveHne n PUVA/UVB unu

4 HENOHOCUMOCT/CBPbXUYYBCTBUTENHOCT KbM CTAHAAPTHOTO CUCTEMHO nevenue u PUVA/UVB npu 301 Hag 18 roanhm *

Pe3nCTEeHTHOCT Ha CTaHAapTHaTa CUCTEMHA Tepanusi Crej rnoHe 6 MEeCEYHO NPUOXEeHNE B ONTUMANHN KypcoBe U 403U u/unu
UVB, KOHTPaMHAMKALMM KbM CTaHAaPTHOTO CUCTEMHO NeyeHue n/iunn UVB nnn HemoHOCUMOCT/CBPXHYBCTBUTENHOCT KbM
CTaHAapTHOTO CMCTEMHO neyenue u /unu UVB npn 30J1 noa 18 roanHu 3

5 | Nunca Ha uaknouBawm kputepum no 7. I'*

! npunara ce 3aALIDKMTENHO OPUrMHanHa GnaHka WNu 3aBepeHo KomWe OT NPOBEAEHO XWCTONATONOTUYHO W3CNeABaHe; npu Hanuuue Ha
XOCTMTANW3aLus ¢ AABHOCT A0 1 Mecel Npean KaHAWAaTCTBAaHETO, ce npunara enukpusa U3 ¢ Ne n aara. Mpu XUCTONOrMUHO Aokasana u
NOTBBLPAEHA AMArHO3a NCOPUA3NC Ce NPUEMA AABHOCT Ha Pe3yrnTaTa He noseye oT 5 FoAMHM.

2 npunarat ce oueHku no ckana PASI: HeoGXx0AMMO e ABYKPATHO NOTBLPXKAABAHE Ha NOKasaTenuTe 3a noxe 12-cegMuueH nepuos 6e3 npomsHa B
neveHNeTo; MpUnarar ce W ABaTa dulla, YA0CTOBEPABALLM NPOBEXAAHE HaA OLEHKUTE, C NOCOUeHa AaTa Ha NPOoBexXAaHe, NOANNUC Ha cneuuanicTa,
M3BBLPLUNM OLHKaTa 1 neyar Ha nekapa/neyebHOTo 3aBeAeHue;

% npunara ce 4oCMe Ha XPOHWYHO GOneH ¢ npocneasBaHe Ha 3aGOMsIBaHETO OT AWCMAHCEPU3NPAHETO [0 MOMEHTa: npunarar ce
amBynaTopHu NUCTOBe OT nperneayn npu cneuuwanuct no KBB, yaocToBepsiBaluM HasHauaBaHe W NpoBekaaHe Ha NpeAxoAHa cTaHAapTHa
CMCTEMHa Tepanus C 0TPA3eHM 403U, MPOABIKUTESNHOCT Ha NPUIIOKEHNE 1 eIEKTUBHOCT; GPOAT Ha NPOBEAGHUTE MPOLEAYPU, NPOABIKUTENHOCT
1 edhekT OT NpunoxeHaTa oToTepanus;

* yaoctoBepsiBa ce C NOANUC Ha CMeLManucTa B NPUNOXeHNe 1 Ha HacToSAIUTe U3UCKBAHUA.

B AHEeBHa [o03a

OTI"OEapH Ha KpuTepuuTe 3a 3ano4BaHe Ha
neyexHwue c

W3VUCKBAHMSA HA H30K NPW NEYEHWE HA TEXXBK NCOPWA3UC C BUOSIOMMYHN NEKAPCTBEHU NPOAYKTU B U3BBHBOMHUYHATA
MOMOLL - B cuna ot 1 oktomspu 2015 roaguHa





[image: image5.jpg]NPUNOXEHUE 1B

TNIUCT 3A KPUTEPUU NMPU NPOABINKABAHE HA JIEYEHUETO HA NCOPUA3NC
C BUNONOrM4YHU NEKAPCTBEHU MPOAYKTU

Ume: ErH

3aGenexka: MeduyquHCKama OOKyMeHmayus, ydocmoeepsieausa 6CeKU OM KpUMepuUme € rocoyeHa ¢ yugpa 6 UHOEKC U 3adb/mKUMesHo
npudpywasa HaCMOAWOMO MPUSTOKEHUE.

BonHuTe cnessa Aa 6bAAT MOHUTOPUPaHM Ha 12-Ta CeAMULA OT HAYanoTo Ha feyeHueTo. MNpu kKaHAWAATCTBaHE 3a NPOAbIKABAHE Ha NeYeHUeTo
cnes 3aBbPLLUEH MbPBU LECTMECEYEH Kype Ce OCHLIECTBSABA HOBA OLEHKa M 3aAbIKUTENHO Ce NPEACTaBsA MEeAULMHCKATa AOKYMEHTaLMA OT
nperneaa 12-tTa ceamuua.

B. KPUTEPUU 3A NPOOABIMKABAHE HA NEYEHUETO (3aaBL/mknTeniiu ca BCUYKM KpUTepum)

MKB L40.0

MoBnusiBaHe Ha rnokasarenure:
1 » HamansaBaHe Ha KﬂVIHVI‘-iHa;fa cuMnTomMaTuka — epuTem, VIHd)MﬂTpaLlVIﬂ, AeckBamauusa — HamansisaHe C NoHe 50% u
3aabpxaHe BbB BpEMeTo

CymapHa oLeHKa Ha nokasaTenuTe — 3HaunTeNHo noHwkeHue Ha PAS| cnpsimo nsxoaHata CTOMHOCT — nocTuraHe Ha PASI
50

3 | Jlunca Ha HexXenanu NeKapcTBeHN peakuMm 1 U3KNioYBalm kputepum no 7. Bur.

T npunara ce MeAMUMHCKa AOKyMEHTauusi OT npernes npu cneuvanuct no KBB ¢ oTpadeHa cTeneH Ha noBnusBaHe Ha nokasarenure u
OpUrMHanHW BnaHKM UNW 3aBEPeHN KONUs OT aKTyanHu nabopaTopHM W3CNeABaHUs (C NOCOYEHM PedPepeHTHW CTOWHOCTW 3a CLOTBETHATa
nabopartopus)

npunarat ce oueHku no PASI. Mpu kaHanAaTCTBaHe Cnej NbpBY LWECTMEeceHeH Kype Ce npunarar OUeHkU Ha 12-Ta ceamuUa 1 Ha 6-TuA Mecel oT
HaYanoTo Ha NEYEHNETO; NPU KAHAWAATCTBAHE 3a NOPEAEH LIECTMECEUEH KypC Ce Npunarat ABe OLEHKM (aKTyarnHa i OT NPeAXoAeH WecTMeceyeH
nepvwo); npunarat ce v ABaTa dula, yA0CTOBEPABALLM NPOBEXAAHE Ha OLEHKUTE, C NOCOYEHa AaTa Ha MPOBEXJaHe, NOANUC Ha cneuwanucTa,
M3BBLPLUNA OLIEHKATa W NeYaT Ha nekaps/ne4ebHoOTo 3aBeaeHue.

®ynocToBepsBa Ce C MOANMC Ha CMeLManucTa B NPUoxXeHne 1 Ha HACTOALIMTE M3UCKBaHNA 1 ce NombnBa Tadn.1
B. HEXXENAHW NEKAPCTBEHU PEAKLIUK

rageHe, rasoGonue, CBETOBLPTEX

aneprus

noBWLIaBaHe Ha apTEPUanHoTO HansraHe

Texka uHpekumna
XEMaTonoriHu (xemornobuH nos 80 g/l, neskouutn noa 3500, TpomBouutn noa 90000) W/mnu GUOXMMUYHU OTKNOHEHMS,
cb0obpasHo (hapMakonorMYHOTO AOCKE Ha NPOAYKTa

. U3KNKOYBALLN KPUTEPUN

. Bb3paCT Mo paspelLeHaTa, ChITacHo KpaTkaTa xapakTepucTuka Ha CbOTBETHUR GuonoruyeH npoaykT
. BpemMeHHOCT 1 KbpmeHe

AKTMBHA UNN NaTeHTHa TyBepkynosa, CENcUC UM APYri TeXK UHAEKLM

. HIV nHdpekumna

OCTbP UK XPOHWUYEH BUPYCEH XenaTuTt

. Heonnactuuxu sabonasanus

. 3acToiiHa chpaeyHa HegoctaTbuHocT Il n IV dhyHkumoHaneH knac no NYHA

. AMnacTU4Ha aHeMusi, u3paseHa rpaHynoLuToneHus, Muenogubposa, numpom
. MHOXeCTBeHa Cknepo3a W Apyri 6onectu ¢ AeMmenuHusaumns

10. ABTOUMYHHO 3a6onssaHe

11. CbNBTCTBALLO NeYeHme C APYr BUONOrnyeH nekapcTeeH NpoaykT

12. MpekbCBaHe Ha TepanusiTa No BUHa Ha 6onkua 3a noseye OT 2 Mecela

13. BkniousaHe Ha 30J1 B KNMHUYHO NpoyyBaHe™

CENOODON =

* Komucusima, Kosimo e Ha3Haqurna nedeHuemo u Habnodasa 30/1, e dnbxHa HezabasHo 0a yeedomu Komucusima 3a excriepmu3au o 4. 78 e iy
Ha H30K. Teau 6omHu ce 3anuceam e omdeneH pesucmbp u He 2ybsim npasomo cu 3a npodb/ixaeaHe Ha fieqeHuemo cried npukroyeaHe Ha
KMUHUYHOMO NpoyyeaHe cried akmyaiHa oueHKa om crieyuanusupaHama KoMucusi

OTroBapsi Ha KpuTepuuTe 3a

npoabiNKaBaHe Ha rie4yeHneTo ¢ B AHEeBHA [o03a

WU3UCKBAHWSA HA H30OK MPU NEYEHWUE HA TEXKbK MCOPUASUC C BUONOMMYHU NNEKAPCTBEHW NPOAYKTN B U3BBHEONHUYHATA
MOMOLL - B cuna oT 1 okTomepu 2015 roguHa
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. NEYEBHO-ANATHOCTUYEH ANTOPUTBM

1. JIEKAPCTBEHW TMPOMOYKTW, skniouyeHn B MMpunoxenune 1 Ha MNC, kouto H3OK s3annawa B choTBeTCTBUE C

AenCTBalMTe HOPMaTUBHU AOKYMEHTH.

INN MKB [O3A N HAYUH HA MPUNOXEHUE

3a 301 ot 4 go 18 roanHn 3a 30/1 Han 18 roanMHK

e  rpu 3anousaHe Ha neuenue - 0.8 mg Ha kg
TENecHo Terno (MakcumanHa efHokpaTHa

ADALIMUMAB L40.0 Ao3a go 40 mg), npunoxeHa Ha ceamuua O

cegmuua 1

e noaAbpxaula posa - 0.8 mg Ha kg TenecHo
Terno (MakcumanHa ejHokpaTHa 403a 40 40 |e noaAbpxalya aosa - 40 mg npea ceamuua
mg), NPUNoXeHa npes ceamuua

e npu 3anousaHe Ha neveue - 80 mg

. npu 3anoysaHe Ha nevyeHne - NbLpeu mecey 45
mg Ha 0 u 4 ceamnua

USTEKINUMAB L40.0 X
e noaAbpxalia ao3a - 45 mg Ha Bceku 12
ceamuum
e pu 3anouBaHe Ha nevenue - 5 mg/kg
INFLIXIMAB L40.0 « WHTpaBEeHO3Ha UHGhy3usi Ha 0, 2 n 6 ceamuua
e noaabpxalia 4o3a - 5 mg/kg MHTpaBeHo3Ha
MHy3ua Ha BCekn 8 ceamuum
3a 3001 ot 6 go 18 roguHn 3a 30/1 Hap 18 roauHn
e rpu 3anoysaHe Ha neyenue - 0.8 mg Ha kg
TENecHo Terno (MakcumanHa e4HokpaTHa e npu 3anoysaHe Ha neveHne - 25 mg unm 50
032 40 50 mg), NpunoXxeHa BegHbX mg ABa NbTU ceaMUYHO Ao 12 ceamuum
ETANERCEPT L40.0 CaAMASHG:

e noaabpxalla Ao3a - 0.8 mg Ha kg TenecHo
Terno (MakcumanHa efHokpaTtHa ao3a o 50
mg), NPUOXKEHE BEAHBK CEAMUYHO

CICLOSPORIN* |L40.0, L40.1 e 2,5-5mg/kg AHeBHO
* 3abenexka: MakcumanHama npodbmxumenHocm Ha Kypca Ha neyenue ¢ Ciclosporin e 24 meceya.

2. NPOCNEOABAHE:
2.1. Mpwu neyexue ¢ CICLOSPORIN

e noaabpxalla fosa - 25 mg ABa NbTU
CeAMUYHO unu 50 Mg BEAHBLX CEAMUYHO

INN NPEAW 3ANOYBAHE* KOHTPO NPU NPOCNIEAABAHE
= CcboBpa3HO GpapMaKONOTUUHOTO AOCHe Ha *  cbobpasHo HapmMaKoNOrUUHOTO AOCHE Ha
CICLOSPORIN npoaykrta u KoHceHcyca 3a edeHune Ha npogykra u KoHceHcyca 3a 1IeyeHmne Ha Ncopuasuc
ncopuasuc Ha 644 Ha 641
2.2. Mpu neyeHue ¢ GUONOTUYHU NEKAPCTBEHU NPOAYKTH
INN MPEQW 3ANOYBAHE* KOHTPOI1 Ha Bceku 6 meceua*
» MKK ¢ AKK
= ASAT, ALAT -
ADALIMUMAB " cepymeH KpeaTUHWH MKK ¢ AKK
i CYE, CRP u ASAT, ALAT
USTEKINUMAB * xenatutiu maprepw (HBsAg, Anti HCV) . peaTAN
L HIvV %
INFLIXIMAB = pewTreHorpadma Ha 6an apob chana:RAsl
= Ty6epkynuHosa npoba
ETANERCEPT *  ckana PASI
= KoXHa Buoncus

“TipWnaraT Ce OPMTMHANIAM GNaHKN UNW 3ABEPEHN KOMUs OT NABOPATOPHU ICNeABaHUs. M3cneaBaHnaTa crieABa Aa GbAaT OCLIIECTBEHM B nabopaTopus, ckniouuna
norosop ¢ H3OK/P3OK. 3a aaBHOCT Ha M3cneBaHNsTa Ce MpueMa CpPoK OT He NoBeye OT 1 Mecell NPEeAN NOAABAHETO Ha AOKYMEHTUTE B CbOTBETHATa P3OK.

1l. OBLLUX UBUCKBAHUA

1. Bb3pacToBaTa rpaHMUa Ce M3YACNABA B HaBbLPLUEHW FOAMHW - T.e. BKIIOYMTENHO KbM AaTaTa Ha W3jaBaHe Ha mnpoTokona oT
cneunanuaupaHaTa KoMUCUsi.

2. Mpy HasHauaBaHe Ha Tepanus NO NPOTOKON 3aALIKUTENHO Ce CboBPa3ABAT BL3PACTOBUTE OrPAHMUEHUS, CLITIACHO KpaTKaTa XxapakTepucTuka
Ha CLOTBETHUS NeKkapcTBEH NPOAYKT, yTBbPAeHa no peaa Ha 3/MXM.

3. H30K He 3annaiya neyeHue U3BbLH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkara xapakTepucTika Ha NpoAykTa.

4. H30K He 3annalua neyeHmne C 403N Haj MaKCUMarnHo pa3pelleHnTe No KpaTka XxapakTepucTuka Ha NpoAyKTa.

5. B cnyvait Ha HacTbnMna NoAo3upaHa HexenaHa fekapcTBeHa peakuus, NekapaT ysBeaoMsasa WA no peaa wa un. 183 ot 3MMXM. Konue ot
CbOBLUEHNETO Ce Npunara kbM MeauLMHCKaTa AokymeHTaumsa Ha 301 npu KaHAMAATCTBaHE 3a neyeHue.

6. MPW CMELMAIIUCTA, cbrh. un. 158, 6.5, . 1 ot HPJ 3a MeavuuHckute aenHocTy 2015 r. (06H. AB 6p. 6 ot 23.01.2015 r.), Ha 300N, Ha
KOUTO Ca M3AaBaHU MPOTOKONW MO peAa Ha HaCTOAWMTE M3VCKBaHWA, CrieaBa Aa ce npunarat BCUYKM Heo6XoauMKn [OKYMEHTH KaTo:
amBynaTopHUTE NIUCTOBE OT U3BLPLLEHUTE Nperneau, BTOPUAT eK3eMNIAP OT N3AaAEHUTE MPOTOKOMM, KONUA OT ENUKPUSH, EKCNEPTHU CTaHOBULA U
ADYT¥ [JOKyMEHTY, KOUTO Ca OCHOBaHUE 3a U3AABaHe Ha NPOTOKOI, BCUUKA U3MCKBALUW Ce U3CTIeABaHNS, KONUE OT NpunoxeHue 1 Ha HacToAwuTe
M3MCKBAHWA, NOMBHEHO N0 COTBETHATA TOUKA U NOANMCAHO OT CneunanucTa, usaan npoTokona.

KOMUCUATA, usgana npotokona Ha 30J1, cbxpaHsBa BTOPU EK3EMMAAP HA NPOTOKONA U BCUYKN HeoBX0AMMMN AOKYMEHTH 32 U3AABAHETO MY.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha OCHosaHue 471. 56 om HauuoHaneH pamkos 002060p 3a MeduyuHckume dediHocmu 3a 2015 200una (o6H., B, 6p. 6
om 23.01.2015 2.) u enu3am & cuna om 1 okmomepu 2015 2., cbanacHo 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 e. 3a ycrosusma u peda 3a sannawaHe Ha
niekapcmenu npodykmu Mo un. 262, an. 6, m. 1 om 3aKowa 3a niekapcmeeHume npodykmu & xymarxama meduyuna, Ha MeOUUUHCKY u3denua u OuemuyHu XpaHu 3a
creyuanHu MeduyuHcKu yenu (o6H., A8, 6p. 31 om 2007 e.)

W3UCKBAHWSA HA H3OK MPU NEYEHWNE HA TEXXbK MCOPWA3NC C BUONOTUYHW NNEKAPCTBEHW NPOAYKTU B U3BBHBEONHUYHATA
NOMOLL, - B cuna oT 1 okTomepu 2015 ropuHa
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OEKNAPALUUA 3A UHOOPMUPAHO CbIMMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
JIEYEHWETO C NEKAPCTBEHUA NMPOAOYKT

A3 JONMYMOATMMCAHMITIATE ....vuiiuiuiieiiieseeeete ettt ea et bt st e e n e eh et

crea kaTto ce 3anosHax C usnata MU npeaoctaseHa WMHAOPMauus Mo LenTa Ha eyeHMeTo C NeKapCTBEeHWst MpOoAyKT
.................................................................................................. 1 cnegd KaTto MoNyYux uadepnaTtesniHu OTrOBOPU Ha MOCTaBEHWUTE OT
MEH BbNPOCH, AeKrapupam ye:

1. WndopmupaH/a CbM 3a OTKas OT MaWYMHCTBO/GALLMHCTBO MO BPEME Ha MPOBEXAAHe Ha feYeHue C ropenocoveHus

niekapcTBEH MPOAYKT.

OA HE

LLle cnaseam npenopbyaHaTa M CXema Ha neyeHne 1 NepUoANYHOCT Ha KOHTPOTHWTE Nperneau.
PefoBHO Lie Ce ABSBAM Ha KOHTPONHWU MNperneaw v HaMa Aa NPOMEHsM CamOBOMHO WNWU NoA ApYro BHyLUeHue
HasHaueHaTa M1 Tepanus.

4. Tpu npeycTaHOBABAHE Ha NEYEHWETO NO NPUYMHUM, HENPOU3TUYALUM OT PELLEHNETO Ha KomucusTa 3a ekcneptusu 8 P3OK
wnu Komucusita no un. 78, T.2 oT 330, lie ysefoMs HesabasBHO Nnuunus cu nexap u P3OK u we sbpHa B8 P3OK
nocreAHUs NPOTOKOS, MO KOMTO CbM Mofyyasan/a NekapcTBEHNS NPOAYKT.

5. Tpu HecnassaHe Ha NOCOYEHUTE YCMOBWS JIEYEHNETO MW C YNIOMEHaTWUA nekapcTBeH NPOAYKT we 6bAe npekpaTeHo u

HAMa Aa umam npeTteHunn kbm H30K.

V3SVUCKBAHUA HA H30K MPU NEYEHWE HA TEXKBK MCOPUASUC C BUOJSTIOMMYHM NEKAPCTBEHU NPOAYKTU B U3BBLHEONIHUYHATA
MOMOL - B cuna ot 1 okTomspu 2015 roguHa
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OBPA3EL H30K

Wax. Ne .../t

EKCMNEPTHO CTAHOBWLLE
CMEUMANU3NPAHA KOMUCUA KbM
Cb3naneHa cbe 3anosen Ne...

OHec ......................T. KOMUCUSTA 32 U3BBPLUBAHE HA eKcnepTu3a Ha BONHN C ............... ,
B cbeTas:

Mpenceparen Ha KOMUCKUATa:

UneHose:

1.

2.

3.

M3BBbPLIM MeAULIMHCKM Npernea Ha:

UMeE: ..o BTH
Anpec:

[wuarHosa:

Mpuapyxapalim 3abonasaHus:

W u3nckeaulara ce meauuuHcKka JoKyMeHTaumsa, yCTaHOoBU:

|. AHAMHECTMYHN LaHHW, NOTBbPAEHN B NPUAPYXaBallaTa MeanumHeka aokymeHTauus (ambynatophu nuctose, JIAK,
enuKkpuaun u ap.):
1. debtoT Ha 3abonsBaHeTo:
2. EBoniouus 1 xog Ha 3abonssaHeTo:
Il. MuHanu 3abonssaHus:
IIl. ®amunHa obpemeHeHoCT:
V. ComaTtuyeH 1 nokaneH crartyc:
- Terno (3agbLnkuTenHo aa ce NOCOYBA aKTyarHo TENEeCHo Terno) -
V. OueHka Ha npoBeAeHaTa nNpeAxoAHa CTanAapTHa CUCTEMHA Tepanus, NoTBbpAeHa C MeANUMHCKa AOKYMeHTaums:
1. JlekapcTBeH npoayKkT
2. [Joza/cxema Ha npunaraHe
3. CpokoBe Ha npunoxeHue
4. EdpekT OT npunoxeHara tepanus
VI. CurypHa AvnarHosa v akTUBHOCT/TeXeCT Ha 3abonssaHeTo:
1. PesynTar OT XUCTONATONOIMYHO U3CnenBaHe Ha KoxHa Guoncus, NoTBbpXKAaBaLLo AvuarHosara:
2. NabGopatopHu uscnegsanua (MKK c OKK, CYE wnu CRP, TpaHcamuHasu /ASAT, ALAT/, cepymeH
KpeaTUHUH):
3. Ouenku no ckana PASI:
4. TyBepkynuHosa npoba v peHTreHorpadus Ha 6sn Apob 3a uskniousaHe Ha TBC npouec:
5. PesyntaTu OT NPOBEAEHW XenaTuTHU mapkepu un HIV:
VII. Hannyve Ha nsknioysalum Kputepuu:
VIII. ObcwvxaaHe:
IX. BaknoyeHune:

C noanuca cv noTebpPXAaBaMe. ...
MNpepcepaten:

YneHose:

1.

2.

3.

W3UCKBAHWA HA H3OK MPU NEYEHUE HA TEXXBK MCOPUA3UC C BUONOTMYHU NEKAPCTBEHW NPOAYKTU B N3BBHBONHUYHATA
MOMOLL — B cuna ot 1 oktomepy 2015 roauHa





