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MNP U3OABAHE HA MPOTOKOJIU 3A MPOBEXAOAHE HA NEYEHUE HA TEXXBK MCOPUA3NC

lMpoTokonbT ce U3AaBa OT CMELManUCTM ¢ KoA Ha creuuanHocT 04 — KOXKHU U BeHepuyeckn GomnecTu, paboTewu no
Aorosop ¢ H30K; ekcnepTHOTO cTaHOBMLIE Ce U3AaBa OT CreUManu3MpaHa KOMUCHs B Nie4eGHU 3aBefeHust 3a GoNHMYHA
nomouw, ckniounnu gorosop ¢ H30K. CneunanusmpaHuTe KOMMCUM Ce Cb3aaBar Cbe 3anoses Ha AvpekTopa Ha J13: YMBAT
~Anekcanaposcka® EALl rp. Cocdms, BMA rp. Codousi, YMBAN ,[-p I. Crpancku® EAL rp. Mnesen, YMBAI ,Mpod. a-p CrosH
Kupkosny* EA[] rp. Ctapa 3aropa.

I. 1. PE[Ql 3A 3ABEPABAHE HA NPOTOKOJIUTE - NNEYEHUE C CICLOSPORIN
lMpoTokonu 3a 3anouBaHe M NpoALIKaBaHe Ha TepanusTa

creunanmcT, ckniounn

aorosop ¢ H30K N - ‘MpoTokon 3a npeanvceaHe Ha rnekapcTsa, || 3aBepka Wa npotokona
| 7| sannawakm ot H3OK/P3OK” — 06p. M3-H30K B P30K

cneuvanmaupana

Komucus

. 2. PEQ 3A 3ABEPABAHE HA MPOTOKOJIUTE — JIEYEHWE C ADALIMUMAB, INFLIXIMAB, USTEKINUMAB WU
ETANERCEPT

MpoTokonu 3a 3anoyBaHe Ha Tepanusita

cneuunanucT, ckyun = [lonbrHeHo 1 NoanncaHo npunoXeHue 1 — NUCT 3a ONPeAensHe Ha KpUTepuuTe
noroeop ¢ H30K (no T.A) ¢ BCMYKM HEOBX0AMMU U3creBaHus
/ = AMOynaTopeH NIUCT 1 eTanHa enuKpmM3a oT NOCNeaHUs Npernes ¢ NPUNoXeHu

BCUYKK HeO6X0,ClV|MI/I nokasarenu n uscrneapaHus rno npuroxeHue 2

= ‘“MpoTtokon 3a npeannceaHe Ha nekapcTsa, 3annaanu ot H3OK/P30K” — obp.
MR-HROK

cneuvanusvpaxa _
KoMucusa

EKCI‘IepTHO CTaHoBuULe C ACHa MeauUUHCKa MoTuBaLuusa (SBA'bn)KMTeJ'IHO ce
oTtbenssBa nunca Ha U3KIIYBALUM KpUTEPUM)
/ = ‘“lpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annawanu ot H3OK/P30K” — obp.

M3 — H3OK (noanucaH oT YneHoBeTe Ha KOMUCUSATA)

Komwucus no un. 78, 1. 2 ot 3aBepka Ha npoTtokona
330 B LY Ha H30K "] BP30K

MpoTokonu 3a NnpoAbkaBaHe Ha Tepanusita

creuuanmeT, ckioumn = AmGynaTopeH NMCT/ eTanHa enukpu3a OT NOCHEAHUS NPErNEA C NPUOXKEHN
Aorosop ¢ H30K BCUYKM HEOBX0AUMM U3CreBaHus Mo NnpunoxexHue 2
= [MonbnHeHo n nognucaHo npunoxeHue 1 — NUCT 3a ONpeaensHe Ha KpuTepunTe

(no 1.6)
/ = “lpoTokon 3a npeanuceaHe Ha NekapcTsa, 3annawan ot H3OK/P30K” — o6p.

M3-H30K
cneuuanuaupaqa = EkcnepTHO cTaHOBMLIE C ficHa MeANLIMHCKa MOTUBALWS (3abIKUTENHO ce
KomMucus oT16ens3Ba nunca Ha CTPaHNYHN peakLui 1 ce NpaBsK OLeHKa Ha edheKTUBHOCTTA Ha

TepanusiTa)
= ‘“lpoTokon 3a npeanuceaHe Ha nekapcTaa, sannaanu ot H3OK/P30K” — obp.
M3 — H3OK (noanucaH oT YneHoBeTe Ha KOMUCUSATA)

Komwucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona
330 B LY Ha H30K » BP30K

IIl. OBLLUM MONOXEHUA
1. 30/1 nopasa noaroTeeHuUTe AOKYMeHTH B P30K, Ha TepuTopMsiTa Ha KOSITO € Hanpasumno u36op Ha OMNJl. [JokyMeHTUTe
BKN4BaT:

1.1 3anBnexue o [upektopa Ha P3OK.

1.2 TombrHeHo u noanucaHo npunoxenue 1. MonbnBa ce NO CbOTBETHATA TOUKA M Ce Mpunara OTpaseHaTa B LWdpPOB

VHIEKC MeAuLIMHCKa JOKYMEHTauus, Y10CToBepsBallla BCeKW eMH OT KpUTepumTe.

1.3 MbAHnAT Habop uacneaBanus (PU3MKaNHKU, MHCTPYMEHTAMHU 1 NaBopaTopHK), OTPa3eH B NPUNOXeHUe 2.

1.4 “NpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawann or H30K/P30K” — o6p. M3-H30K, usgaaeH ot nekaps
cneumanucrt, pabotewy no gorosop ¢ H3OK. Mpunara ce opuriHan Ha npoTokona, a Npu kaHAUAATCTBaHe 3a NPOAbIKABaHe Ha
TepanusaTa ce NpeAcTaBs OpuriHan Ha npeaxoaHUs NpoTOKON C OTPas3eHU BCUYKU Ha3HaYeHUsi Nno Hero.

1.5 leknapauus 3a nHchopMUpaHo cbrnacue no obpagel (Npunoxexue 3).

2. P30K npuema aokymeHTUTe Nno 7. 1 criel cripaBKka OTHOCHO 34PaBHOOCUIYPUTENHUSA CTaTyc Ha 30J1.
3. NbpBusAT npotokon 3a CICLOSPORIN ce u3naBa 3a cpok A0 120 AHu. MLpBUAT M BCekM crneasauy NpoTOKON 3a
6MONOrMYHM NeKapCcTBEHU NPOAYKTU Ce M3ZaBsar 3a nepuod Ao 180 guu.

2
' -y MIBUCKBAHWA HA H30K MPU NEYEHUE HA TEXXbK NMCOPWABWC C BUONOTUYHWN NIEKAPCTBEHW NPOAYKTW B U3BBHEONHUYHATA MOMOLL| —
Q‘ B cuna ot 1 mapt 2015 roguHa
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JINCT 3A KPUTEPUU MPU 3AMOYBAHE U NPOOABINKABAHE HA JIEYEHUE
HA TEXXBK MCOPUA3UC C CICLOSPORIN

WUme: ErH

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmoeepsisalya 8CeKu Om Kpumepuume e focoyeHa C Yughpa 8 UHOEKC U 3adBIKUMESTHO
npudpyxaea HacCmMosW,0mo MpusIoKeHue.

A. KpuTepuu 3a 3anoyBaHe Ha NbpPBU Kypc Ha rneyeHue ¢ Ciclosporin (He06X0AUMO e HanMuyne Ha BCUYKN KpUTepum):

MKB L40.0, L40.1

1 | CurypHa guarHosa — noTebpAeHa Ha 6asa KnUHUYeH npernez u koxHa Guoncus

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

3 | Nunca Ha HexenaHa nekapcTBeHa peakuusi U U3KMYBalUM KpuTepuu no 1. B

B. Kputepuu 3a npoabmkaBaHe Ha neyenue ¢ Ciclosporin (Heo6x0AMMO e Hanuume Ha BCUYKU KpUTepum):

MKB L40.0, L40.1

1 | NpeawecTsawo neuexue ¢ Ciclosporin

2 MoBnusaBaHe Ha NokasaTenuTe: HamansiBaHe Ha KNMHUYHaTa cMMNToMaTnka — epuTem, MH(bVlﬂTpaLlMﬂ,
AeckBamaums

3 | Nlunca Ha HexenaHa nekapcTBeHa peakuusi U U3KIIOYBALLU KpUTepumu no 1. B

B. U3KITIOYBALLU KPUTEPUU

1. Bwb3pact noa 18 roauHu

2. BpeMeHHOCT U KbpMeHe

3. HexoHTponupaHy oBLuM UK NoKanHu MHEKLMKN

4.  Texku 6b6peuru 3abonssaHns ¢ HamaneHa 6bGpeyHa yHKUNUA, C U3KNIOYEHNE HA HeDPOTUHYEH CUHAPOM C MUHUMAITHY FIOMEPYIHI
M3MEHEHUs!, hoKasnHa i CErMeHTHa rfoMepyHa ckneposa 1 MeM6paHo3eH rnoMepyioHedpuT.

5. 3nokayecTBeHM HOBOOGpasyBaHus (0COBEHO XEMAaTONOTMYHMN U KOXHU HEONMA3M, C U3KNIOYeHNe Ha BasanHOKNeTbYHUA KapLMHOM)

6. HekomneHcupaHa apTepuanHa xunepToHus

7. XematonoruuHu W/unu GMOXMMIYHYN OTKIOHEHWSA, CboBPa3HO hapMakonornyHoTo A0CHe Ha NPOAYKTa

8. TMpuapyxasaly npuem Ha MeAUKaMeHT, KoiWTo B3aumopaeiicTea ¢ Ciclosporin; npuapyxasaia MYBA Tepanus, npuapyxasall npuem Ha
APYrM UMYHOCYNPECOpH, PETUHOMAM UNU NPEAXOXAALLO ABNrOTPaiiHO neveHne ¢ Metotrexat.

9. Neyenue c Ciclosporin noseue oT 24 meceua

10. CBpbXxyyBCTBUTENHOCT KbM OCHOBHOTO WMN HAKOE OT MOMOLLHUTE BELLeCTBa

11. MMpekbcBaHe Ha TepanusaTa No BUHA Ha BonHUA 3a NoBeye OT 2 Meceua

12. BrkniousaHe Ha 30J1 B KMHUYHO Npoy4BaHe*

* Komucusima, Kosimo e Ha3Hayuna neyeHuemo u Habmodasa 30/, e dnbxHa He3abasHo Oa ysedomu Komucusima 3a ekcriepmusu o 4n. 78 e LY
Ha H30K. Tesu 6onHu ce 3anuceam e omdesieH pesucmbp U He 2yBsim rpasomo cu 3a npodb/xasaHe Ha neyeHuemo cned fpukroyeaHe Ha
KIMUHU4YHOMO rnpoy4yeaHe cned akmyarnHa oyeHkKa om creyuasnusupaHama KoMucusi

3abenexka: nuncara Ha U3KNOYBALLY KpUTepuu ce yaocToBepsiBa C NOANMC HA cneuuanucTa B HaCToAWOTO NpUnoxeHue.

OTroBaps Ha KpUTEpMUTE 3a 3anoysaHe Ha B AHeBHa Ao3a
nevyexHuve c

3
WU3UCKBAHWA HA H30K MPU NEYEHWUE HA TEXCbK MCOPUASUC C BUONOMMYHU NNEKAPCTBEHW MPOAYKTW B U3BBHEONHNUYHATA MOMOLY -
B cuna ot 1 mapT 2015 roguHa
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JINCT 3A KPUTEPUU NMPU 3ANOYBAHE HA NEYEHUE HA NCOPUA3SUC C BUONOIrMYHU NEKAPCTBEHWU NMPOOYKTU

Ywe: [eri] [ [ [ [ I [ I [ [ |

3abenexka: meduyuHckama OoKyMeHmauyusi, ydocmosepsisalja 6CeKu Om Kpumepuume € focoyeHa C yugpa 6 UHOEKC U 3a0bihKUMENTHO
npudpyxaea HacCMOALULOMO NPUIOKEHUE.

A. Kputepum 3a 3anoyBaHe Ha MbPBU KyPC (3aAbIMKUTENHN Ca BCUYKU KpUTEPUM)

MKB L40.0

1 | CurypHa anarHosa — noTebpAeHa Ha 6a3a KIMHUYEH npermes 1 koxHa 6uoncus '

TexecT Ha GonecTTa, cbrnacHo BAD 2009, EU S3 2009, NICE 2012
EkcTeHanBHa (popma Ha BonecTTa Cbe 3acsiraHe Ha noseve ot 20% OT NOBBPXHOCTTa Ha KoxaTa *

3 | CymapHa oueHKa Mo MHAEKC Ha TeXecT Ha ncopuasuc Psoriasis Area Severity Index (PASI) > 20

Pe3nCTeHTHOCT Ha CTaHaapTHaTa CUCTEMHA Tepanus cref, noHe 6 MECeUYHO NPUNoXeHWe B ONTUMArHN KypcoBe W 403N 1
4 | PUVA/UVB, KOHTpauHAUKALMKU KbM CTaHAaPTHOTO cucTeMHo neyexne n PUVA/UVB unu HenoHocumocT/
CBPbLXYYBCTBUTENHOCT KbM CTaHAAPTHOTO CUCTEMHO nevyeHune n PUVA/UVB °.

5 | Nunca Ha u3knoYBawm Kputepun no 7. B *

1 npunara ce 3aAbiDKUTENHO OpuUruHanHa 6naHka unu 3aBepeHo konue oT naﬁopampHo uscneaBaHe; npu Hanu4ue Ha xocnuranusauus c

AaBHOCT A0 1 Mec. Npean KaHAMAAaTCTBaHETo, ce npunara enukpusa U3 ¢ N2 u pata. Mpu XMCTONOrMYHO AoKasaHa U NOTBLPAEHA AuarHosa
ncopuasuc ce npuema AaBHOCT Ha PesynTaTa He NoBeye OT 5 roAnHu.
2 npunara ce oueHka no ckana PASI, HeoBX0AMMO e ABYKPaTHO NOTBLPXKAABAHE Ha NoKasaTenuTe 3a noHe 12-cegMudyeH nepuos Ges NnpomMsaHa B
NeyeHneTo; npunarat ce U ABaTa (ula, YAOCTOBEPABALLM NPOBEXAAHE HA OLUEHKUTE, C AaTa Ha NPOBEXAAHETO, MOANUC Ha cneunanucta,
M3BBPLUNN OLEHKaTa 1 NeyaT Ha nekaps/neyebHoTo 3aseaeHve.
° npunara ce 3npaBHO fOCMe Ha XPOHMYHO GOreH ¢ NpocneasBaHe Ha 3a60ONABaHETO OT ANCMAHCEPM3MPaHETO A0 MOMEHTa: npunarat ce
ambynaTopHM NIUCTOBE W eTanHa envKpu3a OT Mperfiean Npu CreuuanueT, yA0CToBepsBally Ha3HayaBaHe M NMPOBEXAaHe Ha NMpeaxoaHa
CTaHAapTHa CMCTEMHa Tepanus C OTPa3eHu [03U, NPOABLIDKUTENHOCT Ha MPUNOXEHUE M edeKTUBHOCT; BGPOAT Ha NpoBeAeHUTe NPoLeAypy,
NPOABMKUTENHOCT U EHEKT OT NpunoxeHara (otoTepanus

yAOCTOBEpsBa Ce C MOANMUC Ha CreuuanucTa B Npurioxexue 1 Ha HaCTOAWNTE U3UCKBaHUS.

B AHeBHa fosa

OTFOBapﬂ Ha KpUTepuuTe 3a 3arnoyBaHe Ha
neyeHue c

4
r 5. VIBUCKBAHWSA HA H3OK MPU NEYEHUE HA TEXXbK NMCOPUASWC C BUONMOTNYHN NEKAPCTBEHW NMPOAYKTW B U3BBHBONHUYHATA nomoul -
4 B cuna ot 1 mapt 2015 roauHa
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C BMOJNTIOMMYHU NEKAPCTBEHU NPOAYKTU

NPUNOXEHUE 1B
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3abenexka: mMeduyuHCkama OOKyMeHmauus, ydocmosepsiealja 6CeKu Om kpumepuume e focoyeHa ¢ uugpa e uHOeKc u 3a0BKUMENHO npudpyxaea

Hacmoswomo npunoxeHue.

BonHuTe cnejBa Aa 6bAaT MOHUTOPUPaHK Ha 12-Ta cegmuLa OT Ha4anoTo Ha neveHneTo.

-] npy KaHAWAATCTBaHe 32 NpojbikaBaHe Ha NEYEeHUeTo Crnej 3aBbplueH NbpBU LIECTMECEYEH KYpC Ce OCbLUeCTBABa HOBa

oueHKa U 334 bIMKUTENHO Ce NPeACTaBa MeAUUUHCKaTa JOKyMeHTauus oT nperneaa Ha 12-Ta cegmuua

B. Kputepuu 3a npogbimkaBaHe Ha NIeHeHUETO (3aAbLIDKUTENTHM Ca BCUYKM KpUTepui)

MKB L40.0

MoBnusiBaHe Ha nokasarenure:

BpemeTo '

x HamanseaHe Ha KMMHW4YHaTa cuMnToMaTuka — epuTem, WHUNTPauVA, AeckBamauus — HamansasaHe C noHe 50% u 3aAbpXaHe BbB

50%

2 CyMapHa oLeHKa Ha NokasaTenuTe — 3HauMTEnNHO NoHwkeHne Ha PASI cnpsamo usxoaHaTa CTORHOCT — nocTuraHe Ha PASI

3 | Nunca Ha HexenaHa NeKapcTBEHa peakumsl U U3KIIoYBalLM Kputepumu no 7. B *

amMBynaTopeH NUCT /eTanHa enukpu3a C OTpa3eHa CTENEH Ha NOBNUABAHE Ha NOKA3aTeNUTE; OPUTMHASIHW GNIaHKN NV 3ABEPEHN KONWUS OT aKTyanHu naBopaTopHu
W3CnenBaHus (C NOCOYeHN PeepeHTHI CTOMHOCTI 3a ChOTBETHATa NabopaToPWs), MU HaNMuMe Ha XOCNUTanM3aLvs ¢ AaBHOCT A 1 Mec. NPeAN KaHANAATCTBAHETO,

ce npunara enukpusa U3 ¢ Ne
npunara ce ouexka no PASI
yAoCTOBepsiBa Ce C NOANUC HA CMeUManicTa B NPUIoXeHue 1 Ha HaCTOALUTE U3NCKBaHNA 1 Ce NonbnBa Tatn.1

Tabn. 1. Hexenaxu nekapcTBeHun peakumn

raaeHe, rnasobonue, CBETOBLPTEX

aneprus

noBvLIaBaHe Ha apTepuanHoTo HanaraHe

Texka nHdekuns

cb0obpa3Ho hapmMakoNornyHoTO A0CKHE Ha NPOAYKTa

XeMaTomnoruiHi (xemMornobud noa 80 g/l, neskouutn noa 3500, TpomBouwtu nog 90000) w/unu GUOXUMUYHM OTKMOHEHWS,

B. U3KITIOYBALLA KPUTEPUN

. Bb3pact noa 18 roauxu

. BPEMEHHOCT U KbpMeHe

. AKTUBHA MNW NaTeHTHa TyGepkynoaa, Cenciuc nnn Apyry TeXKN NH(eKLum
. HIV undexkuusa

. OCTbp UK XPOHUYEH BUPYCEH XenaTut

. Heonnacrtuuhu 3abonseanns

. 3acToiiHa cepaeuHa HegoctaTbuHocT IV K no NYHA

. ANnacTuuyHa aHemusi, M3paseHa rpaHynoLuToneHus, Muenogubpoaa, numopom
. MHOXecTBeHa ckneposa i Apyrv GonecT ¢ AemuenuHusauvs

10. ABTOMMYHHO 3abonsBaHe

11. CbNbTCTBALO NEYeHNe C ApYr BuonornyeH nekapcTeeH NPpoAyKT

12. MpekbcBaHe Ha TepanusiTa o BUHa Ha GomnHUA 3a noseye oT 2 Mecela
13. BkniousaHe Ha 30J1 B KNWHNYHO Npoy4yBaHe™

CENDOOHAEWN =

* Komucusima, Kosimo e HasHaqura neveHuemo u Habmodasa 30/], e OrbxHa He3abaeHo da yeedomu Komucusima 3a excriepmuau o yn. 78 e LY
Ha H30K. Te3u 6onHU ce sanuceam e omoeneH peaucmbp U He 2y6Sm npasomo cu 3a Npodb/xasaHe Ha 1eYeHuemo cred npukioieaHe Ha

KIUHUYHOMO FpoyyeaHe Cried akmyasHa oueHKa om crieyuanusupaHama Komucusi

OTroBaps Ha KpuTepuuTe 3a

npoabrnKkaBaHe Ha NnevYeHueTo ¢ B AHEeBHa fo3a

5
5 VIBVICKBAHUS HA H30OK NMPU NEYEHUE HA TEXKbK NCOPUA3MNC C BUOSNOrMYHN NEKAPCTBEHW NPOAYKTW B M3BBHBEONHUYHATA NOMOLL —
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1. NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NNIEKAPCTBEHWU NPOAOYKTW, skniouveHn B lNpunoxenune 1 Ha MINC, kouto H3OK s3annawa B CHLOTBETCTBME C
AeMCTBaLMTEe HOPMaTUBHU AOKYMEHTH.

INN MKB [03A Y HAYUH HA NPUINOXEHUE
ADALIMUMAB 1L40.0 = npu 3arnoyBaHe Ha neyenue - 80 mg
. = noaabpxawa aosa - 40 mg npes ceamula
USTEKINUMAB L40.0 = npwW 3anoyBaHe Ha neyeHve - NbpeU Mecel 45 mg Ha 0 n 4 ceamuua

= nojAabpxalia fosa - 45 mg Ha Bceku 12 ceammum

= Npw 3ano4saHe Ha nevexue - 5 mg/kg MHTpaBeHo3Ha UHY3usi Ha 0,2 n 6
INFLIXIMAB L40.0 ceammua,

= nogabpxalia gosa - 5 mg/kg MHTpaBeHo3Ha MHAy3ns Ha BCekn 8 ceamnum

= npw 3anoyBaHe Ha neueHue - 25 mg unu 50 mg ABa NbTU ceaMUYHO A0 12
ETANERCEPT L40.0 ceaMuLM
= noagbpxalia fosa - 25 mg ABa NbTW ceaMnyHo unn 50 mg BeAHBX CeAMUYHO

CICLOSPORIN* L40.0, L40.1 = 2,5-5mg/kg AHeBHO

* 3abenexka: MakcumanHama npodbmKumenHocm Ha Kypca Ha neqeHue c Ciclosporin e 24 meceua.

2. NPOCNEQABAHE:
2.1. Mpu neyenue c CICLOSPORIN

INN NPEAW 3AMNOYBAHE KOHTPON NMPU NPOCNEOABAHE
*  cb0o6pasHO papMaKONOrMYHOTO JOCHE HA NPOAYKTA U . Cb06Pa3HO GapMaKoIOrHUHOTO A0CHE Ha NPOAYKTa U
CICLOSPORIN KoHceHcyca 3a ieyeHue Ha ncopuasuc Ha B KoHceHcyca 3a nevenue Ha ncopuasuc Ha BAL

2.2. MNpu neyeHune ¢ GUONOrUYHU NEKapcTEEHU NPOAYKTU

INN MPEAW 3AMNOYBAHE* KOHTPOI Ha Bcekmn 6 Mmeceua*®
= TKKcOKK
ADALIMUMAB " ASAT,ALAT = MKKc/AKK
®  CcepymeH KpeaTMHWH . ASAT ALAT
USTEKINUMAB . ohew . * cepymen kpeai
= xenaTuTHu mapkepu (HBsAg, Anti HCV) . CYE CRP
=  HIvV i
INFLIXIMAB = pentreHorpadua Ha 6an apob = exanabish
= Ty6epkynuHoBa Npoba
ETANERCEPT * canaPASI
= KoXHa 6uoncua

*TipunaraT ce 3aBepeHy KONus OT OpUrMHANHUTE BNaHku (NPY HanMuue Ha XOCNUTanu3aums ¢ AaBHOCT A0 1 Mecel| Npeay KaHAMAaTCTBaHeTo ce
npunara 3aBepeHo Konue oT enukpusa ¢ Homep Ha U3)

1l. OBLUN UBUCKBAHUA

1. Bb3pacToBaTa rpaHMua Ce W34ACNsiBA B HaBLPLUEHM TOAWHM - T.e. BKIIOYATENHO KbM /AaTata Ha u3jaBaHe Ha npoTokona ot
cneuvanusnpaHara Kommucus.

2. Mpw Ha3HauaBaHe Ha Tepanusi Mo NPOTOKON 3aABIKUTENHO Ce Cbobpa3sABaT Bb3PACTOBUTE OTPaHNUEHUs, CbINACHO KpaTkaTa XapakTepucTika
Ha CLOTBETHUS NEeKapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3MMXM.

3. H3OK He 3annalya neyeHue U3sbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkata xapakTepucTika Ha npoAykTa.

4. H30K He 3annalya neyeHue ¢ 4031 Haj MakCUManHO paspeLueHuTe no KpaTka XxapakTepucTuka Ha npoaykTa.

5. B cnyvail Ha HacTbnuna NOA03MPaHa HeXenaHa nekapcTeeHa peakuns, nekapsT ysepomssa VAJI no peaa Ha un. 183 ot 3/IMXM. Konue ot
cLOBLLUEHMETO Ce npunara KbM MeAuLMHCKaTa AokyMmeHTauus Ha 30J1 npu kaHAMAATCTBAHE 3a NIEYEHNE.

6. PV CMELUMAINUCTA, curn. un. 158, 6.5, T. 1 ot HPA 3a MeavumHckute aeiHoctn 2015 r. (o6H. [1B 6p. 6 ot 23.01.2015 1.), Ha 30/, Ha
KOWTO Ca M3AaBaHU MPOTOKONM MO Peaa Ha HacTOAWMTe W3UCKBaHMsi, CrieiBa Aa Ce Mpurarat BCUYKNM HeoGXoAUMM AOKYMEHTU KaTo:
amMBynaTopHUTe NMCTOBE OT M3BLPLUEHUTE NPErneAM, BTOPUAT EKIEMNNIAP OT U3AAASHUTE NPOTOKONN, KOMUSI OT ENUKPU3M, EKCNEPTHU CTaHoBULLA
W APYTY AOKYMEHTH, KOUTO Ca OCHOBaHWe 3a U3AaBaHe Ha NPOTOKON, BCUUKM U3MCKBALUY Ce USCTIEABAHWS, KONKE OT NPUNoXeHUe 1 Ha HacToAwwTe
M3NCKBaHWS, NOMBAHEHO NO CLOTBETHATA TOYKA ¥ NOAMMCAHO OT CeuwanucTa, u3gan npoTokona.

KOMWCUATA, uspana npotokona Ha 30J1, CbxpaHsiBa BTOPU EK3EMNIAP Ha NPOTOKONA U BCUYKM HEODXOAMMM AOKYMEHTH 32 U3AABAHETO My.

Hacmosuume uauckeaHusi ca pa3pabomeHu Ha ocHosaHue 4. 56 om HayuoHaneH pamkos 0020e0p 3a meduyuHcKume OedHocmuU 3a 2015
200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u enusam & cunia om 1 mapm 2015 2., cvanacHo un. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annawjaHe Ha nekapcmeHu npodykmu no un. 262, an. 6, m. 1 om 3akoHa 3a flekapcmeeHume npodyKkmu & XxymMaHHama
MeduyuHa, Ha MeAUUUHCKU u30enusi U GUeMUYHU XPaHu 3a Crieyuarntu MeOuUUHCKU uenu (obH., [B, 6p. 31 om 2007 e.).
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AEKINAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOOBLMKABAHE HA
JIEYEHUETO C NNIEKAPCTBEHUA NPOAYKT

cnej Kato ce 3ano3Hax C usnata Mu npegocraBeHa VIHd)OpMaLlMﬂ n uenta Ha Ie4YeHWeTo C IeKapCTBEeHUs MNpPOAYyKT

W cnej kaTto nonyyux usyepnaTtenHu OTroBOpM Ha MOCTaBEHUTE OT
MEH BBNPOCH, AeKnapupam ye:
1. WHdopmupar/a cbm 3a 0Tkas OT MalluMHCTBO/GALLMHCTBO MO BPEME Ha MPOBEXAAHE Ha NeuYeHWe C ropernocoveHus

NeKapcTBeH NPoAyKT.

OA HE

LLle cnassam npenopbyaHaTa M1 CXeMa Ha NeyeHne 1 NEPUOANYHOCT Ha KOHTPOSTHUTE Nperneau.
PenosHo we ce sBsiBaM Ha KOHTPONHM Mperneau M HsMa Aa MPOMEHsIM CaMOBOMHO WMW MOA APYro BHyLUEHWe
HasHayeHaTa M1 Tepanus.

4. Tlpv npeycTaHoBABaHE Ha NEYEHNETO MO NMPUYMHIA, HEMPOM3TUYALLM OT peLUeHneTo Ha Komucusita 3a ekcneptuan 8 P3OK
nimnn Komucnsta no un. 78, 1.2 ot 330, wWe yBeaoms HesabasHo nuunms cu nekap u P3OK u we sbpHa B P30OK
nocnegHus NpoToKon, no KOWTO CbM nonyqaaan/a neKapcTBeHUsi NpoAyKT.

5. Tlpu HecnassaHe Ha MOCOYEHWUTE YCIOBUSI NEUYEHUETO MU C YIIOMEHATUsI NEKApPCTBEH NPoaykT we 6bae npekpaTeHo u
HAMa Aa mam npeTteHuum kbm H30K.
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