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MPOTOKONBLT Ce M3AaBa OT CMEUMAnUCTH C KoA Ha cneuuanHocT 20 - pesmartonorus, pa6otewm no forosop ¢
H3O0K.

|. PEQ 3A 3ABEPABAHE HA MPOTOKONUTE

lMpoTokonu 3a 3ano4yBaHe Ha nevyexHne

CNEUMWAIIUCT, CKNo4un = ‘llpoTokon 3a npeanuceaHe Ha

[OrOBOP C H30K nekapcTsa, 3annaujanm ot
H3OK/P30K” — 06p. M3-H30K

v

[MpoTokonu 3a npoAbINKaBaHe Ha neyeHue

CMNEUMAIIUCT, CKNo4un = ‘MpoTtokon 3a npeanuceBaHe Ha
[OOroBOP C H30K »| nekapcrea, 3annatyanu oT
H30K/P30K" — 06p. M3-H30K

1I. OBLLUU NONOXEHUA

1. 330/ nopasa noarotBeHute AokymeHTM B P30K, Ha TepuTopusita Ha KOATO € Hanpasuno u3bop Ha ONN.
[lokyMeHTUTe BKNIOYBaT:
1.1. “lpoTokon 3a mpeAnucBaHe Ha rekapcTsa, 3annawadu ot H3O0K/P30K" — obp. M3-H30K, usgapeH ot
cneuuanucr.
2. P30K npuema AOKYMeHTUTE No T. 1 cnea cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHMUA CTaTyC Ha 3301.
3. MbpBUAT 1 BCEKU crieaBall NPOTOKON ce u3anasar 3a nepuoa Ao 6 meceua. lNpu 3aBepka B P30K ce npeacrass
npotokona W NpeAxoXaal, MPOTOKOM, OT KOWTO A3 € BUAHO MNPOBEXAAHOTO niedyeHne u ambynatopHusi nuct ot
nocrneaHWsi npernea npu cneuuanuct. CneuuanucTbT, KOWTO € Ha3Hauun Tepanusita CbXpawssa npunoxenue 1,
nonbHeHo no T.5. U (UWOBETe OT YyTOYHEHUTE B NpUoXeHue 2 (rabn.3) uacnensaHus.

W3UCKBAHUA HA H30K MNPW NEYEHWE HA CEPOMO3UTWBEH PEBMATOWAEH W NCOPUATUYEH APTPUT C BONECT-
% MOAVNOULIMPALLN AHTUPEBMATUYHW NIEKAPCTBA (BMAP) B WU3BbHBEONIHUYHATA NOMOLL
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JIUCT 3A U3BOP HA KPUTEPUUTE MPU NPOBEXAAHE HA NNEYEHUE HA CEPOMO3UTUBEH PEBMATOUAEH
WU MCOPUATUYEH APTPUT C BOJIECT - MOAU®ULIMPALLU AHTUPEBMATUYHU NEKAPCTBA (EMAPIT)
[Vme: . O I 55 P i i o

3abenexka: MeduLuHCkama OoKyMeHmayus, ydocmoeepseala 6CeKu om Kpumepuume e NocoYeHa ¢ yugppa 8 UHOEKC U 3a0bIKUMenHo
npudpyxaea HaCMOAUW,0MO NPUNOXKEHUE.

A. Kputepuu 3a 3anousaHe Ha NMbpBM KYpC (3aAbiKUTENHM Ca NMbpBUTE ABA KPUTEPWUA Niloc eauH ot
ocTaHanure)

MKB MO05, M07.2, M07.3

Curypua AunarHo3sa — Hanuyue Ha 4 v noseve KpuTepuu oT crneaHuTe 7, cbrnacHo AMepMKaHCKVIR Konex no
pesmartonorus (ACR) 1987r.
* CyTpeLllHa CKOoBaHOCT, npoAbrkasauia noseye ot 30 MUHYTH
apTpuT Ha 3 1 noseye CTaBHU 30HU
apTpuT Ha CTaBu Ha pbueTe
CUMETPUYEH apTpuT
PeBMaToAHN Bb3NU
Hanuuue Ha peemarouaeH dakrop
PEHTreHOBW AaHHW 3a pesmaTonaeH apTput :

2 | Nlunca Ha n3knoYBawm KpuTepum no 1. B 8

PaHeH peBMaToMaeH apTpuT C 1aBHOCT Ha 3abonsasaHeTo A0 1 roAMHa U C NposiByY Ha n3paseHa
Bb3nanuTenHa akTMBHOCT, OCHOBaBalla Ce Ha CreaHuTe nokasaTesnu:

0Cem unu noseye 6oNe3HeHn CTasu (NPU HATUCK WWNK ABIWKEHWE)

OCEM WUV NOBEYE OTOYHN CTaBU (CUHOBMAMNEH M3NMB /UMM MEKOTBKAHEH OTOK)

CyTpeLUHa CKOBAHOCT paBHa Ha Unu noseye ot 45 MuHyT!

CYE pagHo Ha unu noseye ot 40 mm/h

= nosutueeH CRP b

PechpakTepHu Ha neveHue hopMM Ha peBMaToupeH/ NCopuaTuyieH apTpUT npu NpUNoxXexne Ha apyri
60NeCTONPOMEHSILLM aHTUPEBMATUYHM NiekapcTea

Mpu NposiBa Ha HeXenaHu nekapcTBeHW peakuuu cnpsamo Apyrute 60necTonpoMeHsILLM aHTUPEBMaTUYHN
nekapcrtea

BonHu, nekyeaxu 4o cera c Leflunomide u nony4nnu nbnxa nnm 4actuiHa pemucus £

Tonucea ce B amBynaTopHWA nuct/ etanHata enukpusa (Mpu NcopuaTiyen apTpuT — ambynaTopeH NUCT OT Npernea Npu Aepmatonor
wnnu koxHa GUONCUS Ha OpUTHANHA Bnaxka Unu NOANUCAHO W 3aBEPEHO Konue.)

2 plieHKa OT CMIELMANUCT C NPUNOKEHO NOANEYATAHO U 3aBEPEHO KOMWE OT M3CneaBaHe (YAOCTOBEPABALUM HAsHAYaBaHE Ha NPEAXOAHA
Tepanus ¢ OTPa3eHn CPOKOBE Ha NPUNOXKEHWE 1 Pa3BUTM CTPAHWYHN PeaKUNK, 3anoyHaTa Tepanus ¢ BMAC, cpokoBe, eheKTUBHOCT)
*yaocToBepsiBa ce C NMOANMC Ha cneyvmanucta B Mpunoxerve 1 Ha HACTOALLUTE M3NCKBAHUS U Ce NpunaraT HeoBXOAUMUTE U3CNeABaHNA,
KOWTO AOKA3BAT NUNCATA Ha U3KMIOYBALLM KPUTEPUM MO NOATONKM 3, 4, 6,7,890TT.B

5. Kputepuu 3a NpoAbIkaBaHe Ha NIEYEHMETO (3aALINKUTENEHI Ca BCUYKM KpUTepUK):
MKB M05, M07.2, M07.3

MNoBnusiBaHe Ha nokasarenure:
+ OTOWHOCT Ha CTABWUTE (CHHOBMANEH 3NMB UMMM MEKOTBKAHEH OTOK) M CYTPELUHa CKOBaHOCT — Hamansgake ¢ noxe 50%
* 6poit Ha 6one3HeHNTE N OTOYHU CTaBN — HamanasaHe C noHe 50%
= CYE -nog 40 mm

1.2
« CRP — oTpuuaTeneH (Cbo6pasHo pecepeHTHUTE CTORHOCTM Ha KNuHWIHaTa naboparopus)

2 | Nunca Ha HexenaHa nekapcTeeHa peakuusa no Tabn. 1 1 U3knNoYBaLLM KpUTepum no 1. B?

Tonucea ce 8 aMbynaTOpeH NUCT CTENEH Ha NOBNWABaHE Ha nokasaTenuTe, 3aABLIKUTENHO ce 0TpasABar AKH 1 cbpaeuHa yectota
2 opuruHanHa 6nanka oT nabopaTopHi U3cneaBaHns
®yAocTOBEpsABA Ce C NOANVC HA CreUManicTa B NPUNoXeHne 1 Ha HaCTOALLUTE N3MCKBAHNA

B. U3KMIOYBALLN KPUTEPUM (npu 3anoysaHe U npu NPpoALIDkaBaHe Ha nevYeHneTo)
1. BpemeHHu 1 KbpMeLu XeHn
2. Hanuuve Ha CbNBTCTBALLA AKTBHA UHeKUMs ( TyBepKynuHosa npoba, xenaTuTH Mapkepu)
3. AKTUBHA CTOMALIHA UNW AyOAEHANHa 53Ba, AokasaHa ¢ ubporacTpoayoAeHockonys
4. HapyweHna YepHoapobHa (yHKUMS — NOBULLIEHWE HaA pedepeHTHUTe cToiHOCTH Ha AJTAT, ACAT, A® 1 Gunupy6un
5. HapyweHa Gb6peyHa (yHKUMA — NOBUWEHME HAA PeepeHTHNTE CTOMHOCTY Ha KpeaTuHuHa
6. XemaTonorMiHu OTKNOHEHMUS — CTOMHOCTM Ha XemornobuHa noa 90 g/l, Ha neekouuTUTe NoA 4000, TpomMBouuTH NOA
100000
7. O6uy 6enTbk n anbymuH Noa pedepeHTHUTE CTOMHOCTI
8. Hanuuue Ha CLNBTCTBALLM TEXKN GONECTH — 3nokavecTBeHa AX, CbpAEUHA HEAOCTATBLYHOCT, 3axapeH AnabeT v Ap.
9. Heonnactuyxu 3abonssaxus, NMMGOM
10. TMpekbCBaHe Ha TepanusaTa no BUHa Ha GoNHUA 3a NepuoA noseve ot 3 meceua

OTroBaps Ha KpUTepUUTe 3a neyeHue ¢ B AHEBHA 038  ......ccooeeeiiiii

noanuc Ha crneuunanucra

4 W3UCKBAHUA HA H30K NPU NEYEHWE HA CEPOMO3WUTUBEH PEBMATOWAEH W MCOPUATUYEH APTPUT C BOJIECT-
MOAVOULIMPALLN AHTUPEBMATUYHU NNEKAPCTBA (BMAPJT) B U3BBHBONHUYHATA nomouy
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1. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHM MPOAYKTW, sknioyeHn B Mpunoxenue 1 Ha MIC, kouto H3OK 3annawa B cnLoTBEeTCTBME C
Aeﬁc'rsau.lme HOPMAaTUBHU AOKYMEHTU

2. NO3WPAHE cbrnacHo xapaKkTepucTukata Ha nekapcteeHus npoaykt - (EMEA CP wHpopmauus 3a npoaykta
23/04/2008 Arava-H-C-235-1A-40)

INN [O03A
TepanusTa 3anousa ¢ HatoBapsatla o3a ot 100 mg eanH NbT AHEBHO B MPOABLINKEHUE Ha 3 AHW.
Mopabpxalwa aosa:
LEFLUNOMIDE = peemartoupaeH apTput -10 mg Ao 20 mg eanH NbT AHeBHo. [layueHmume Mozam Oa 3anoyHam ¢

10 mg unu 20 mg & 3aéucumMocm om mexecmma (akmueHocmma) Ha 3abonsieaHemo
= ncopuaTtuyeH apTpuT - 20 mg necnyHOMUA €AUH NbT AHEBHO

3. MPOCNEAABAHE:

Bb3PacTOBU OrpaHUYeHus NPEOWN 3ANOYBAHE* KOHTPOM**

MKK ¢ OKK, CYE, CRP, ASAT, ALAT,
GGTP, AP, 06wy 6entbk un anbymuH,

a ypesi, KpeaTuHuH MKK c KK, CYE, CRP, ASAT,
LEFURNOMIDE nuua Han 18 roaunig TyGepkynuHoBa npoba, xenaTuTHu ALAT, GGTP, AP,
Mapkepu

UL OT peHTreHorpadus Ha cTasu

» npunarar ce 3asepeHu KONUA OT OpuruHanHute 6naHkn (npu Hanuyue Ha xocnuTanuiauusi C 4aBHOCT A0 1 mec. npeawn kaHauaaTcTBaHeTo
Ce npunara 3aBepeHo Konue OT envkpusa ¢ Homep W3) Mpu XeHn B AeTepoaHa BB3PACT NPEAM 3anoysaHe Ha neveHneTo cneasa Aa ce
naknoun BpemeHHoCT.

** npn BCEKW cneasau NPoToKon

II. OBLUU U3UCKBAHUA

1:

2
3
4.
5.

Bb3pacToBaTa rpaHMLa Ce U3UNCHSBA B HABLPLUEHW FOANHN - T.€. BKIIOUNTENHO KbM AaTaTa Ha usnasaxe
Ha NpoToKona OT creuyanuaupaHaTa KOMUCHS.

Mpyu Ha3HauasaHe Ha Tepanusi NO NPOTOKON 3aABIKUTENHO Ce CbObPa3siBaT Bb3PACTOBUTE OrpaHMuEHNs,
CbINAcHO kpaTkaTa xapakTepucTika Ha CbOTBETHUS NekapCTBeH NPOAYKT, yTBbpAeHa No peaa Ha 3NMNXM.
H30K He 3annaija nedeHve W3BbH ykasaHaTa Bb3pacToBa rpaHuua B KpaTkata xapaktepuctika Ha
npoaykTa.

H30K He 3annauja nedyeHme C [03M HAA MaKCUManHO paspelueHUTe no Kpatka xapaktepuctuka Ha
npoaykra.

B cryuaii Ha HacTbNUMA NoA03MPaHa HexXenaHa nekapcTeeHa peakuus, nNekapst yseaomssa WA no peaa
Ha un. 183 ot 3/MNXM. Konue oT cboblueHneTo ce npunara KbM MeAuUMHCKaTa AokymeHTaums Ha 33071
npy KaHAWAATCTBaHE 3a neyeHue.

NP CMELUMANIUCTA, cbrn. un. 152 B, 1. 1 oT HP[l 32 MeANLMHCKUTE AEMHOCTU 2012 r. (o6H. B 6p.
3 or 10.01.2012 r.), va 330J1, Ha KOWTO Cca M3AaBaHW MPOTOKONM MO peaa Ha Hacroswwure
W3UCKBaHMsI, CeABa /Aa Ce Mpunarat BCUYKM HEOGXOAUMM AOKYMEHTH KaTo: amGynaTopHuTe nucTose
OT U3BBPLLIEHUTE MPErneAn, BTOPUAT EK3EMNAAP OT U3AaAEHUTE NPOTOKONM, KOMUA OT ENUKPU3N, eKCepTHM
CTaHOBMLLA ¥ APYTA AOKYMEHTM, KOUTO Ca OCHOBaHWE 3a W3jjaBaHe Ha NpPOTOKOM, BCUYKM M3NCKBALLM Ce
v3cneaBaHusi, Konue OT MpuUnoXeHue 1 Ha HaCTOALMTE M3UCKBAHMS NOMLAHEHO NO CbOTBETHATA TOouka,
noAnucaHo OT creuuanucTa, u3aan npoTokona.

Hacmosiwume uauckeaHus ca paspabomeHu Ha ocHogaHue 4n. 55 om HP/ 3a meduyuHckume deliHocmu 2012 2oduHa (06H.
/1B 6p. 3/10.01.2012 2.) u enusam & cuna om 15 mapm 2013 2., cbenacHo yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annawaHe Ha siekapcmeeHu npodykmu no 4n. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume
npodykmu & xymaHHama MeduyuHa, Ha MeOUUUHCKU u3denus u Ha QUeMUYHU XpaHu 3a creyuanHu MeOUYUHCKU uenu (O6H.
AB, 6p. 31 om 2007 2.).

% W3NCKBAHUA HA H30K MPU JIEYEHWE HA CEPOMO3UTUBEH PEBMATOWAEH W NCOPUATUYEH APTPUT C BONECT-

MOAVOULIUPALLM AHTUPEBMATUYHU IEKAPCTBA (BMAPJ) B U3BBHBONIHUYHATA nomoty
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NEKNAPALMUA 3A UHOOPMUPAHO CbIMIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWUSA NPOAYKT

cnea Kato ce 3anosHax C Lsnata Mu npejocTaseHa WHAOPMaUMA M UENTa Ha feYeHUeTo C rleKapCTBeHus
NPOAYKT.
Ha NOCTABEHUTE OT MEeH BBLNPOCH, AeKnapupam ye:

N crnej Kato nonyvyvx usyepnartenHu oTroBopu

1. WHdopmupaH CbM 3a 0TKa3 OT MaN4MHCTBO / GALLMHCTBO MO Bpeme Ha NPoBEeXAaHe Ha nevenune ¢ NN Arava.

oA HE

U.le cnassam npenopbyaHaTa mu CcXema Ha neyeHue u NepuoaAnYHOCT Ha KOHTPONHUTE nperneaun.
PefoBHO Lie Ce SBABAM Ha KOHTPOMHM MPerneau W Hama Aa MPOMEHsSIM CaMOBOITHO MM NOA APYro BHyLUEHWe
HasHayeHaTa Mu Tepanusi.

4. [pyn NpeycTaHOBSBaHe Ha NEYEHNETO N0 NPUYMHIA, HENPOM3TUYALLM OT PELLEHNETO Ha KomucusTa 3a ekcneptuam B
P30K u/mnu Komucusita no un. 78, 1.2 ot 330, we yBeaoms He3abaBHO NUYHWS CU nekap v P30OK un we BbpHa B
P30K nocneaHus NpoToKorl, Mo KOWTO CbM Nony4asan/a nekapcTeeHns NpoayKT.

5. Tpy HecnasBaHe Ha NOCOMEHNUTE YCNOBMSA NEYEHNETO MU C YNIOMEHATUA NekapcTBEH MPOAYKT we 6b/e npekpaTeHo n
HsiMa ia umam npeTenummn kbm H30K.

fara:...
[eknapatop:..
[IODNNGT i insiivsscustsssssessansenssse
W3UCKBAHWA HA H3OK MPU NEYEHME HA CEPONO3UTMBEH PEBMATOMAEH W NCOPWATUYEH APTPUT C BONECT-
u MOAUOULIMPALLA AHTUPEBMATUYHU NEKAPCTBA (BMAPI) B N3BBHBONIHUYHATA NOMOLY
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