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U3NCKBAHUA HA H30K
NMPU N3OABAHE HA NPOTOKONU 3A NMPOBEXAAHE HA NEYEHME HA CEPOMO3UTUBEH
PEBMATOWAOEH Y MCOPUATUYEH APTPUT C BONECT - MOOU®ULINPALLN AHTUPEBMATUYHU
TNEKAPCTBA (BMAPI)
(Leflunomide)

npOTOKOI’IbT Ccé umsgaea OT cneumanmcTu € Kog Ha cneuuanHocT 20 - peBmartonorus, paGDTeum no goroBop c
H30K.

I. PEQ] 3A 3ABEPABAHE HA MPOTOKOJIUTE

npOTOKOﬂM 3a 3anoy4BaHe Ha rnevyeHue

CMEUMANUCT, CKIro4Yun = ‘[lpoTokon 3a npegnuceaHe Ha 3aBepka Ha
LOrOBOP C H30K nekapcrea, 3annatiaqv oT npotokona B P30K
H3OK/P30K” — 06p. M3-H30K

ﬂpOTOKOJ’WI 3a npoAabrnkaBaHe Ha nevyeHue

CMNEUMATTUCT, CKNo4YUn = ‘lpoTokon 3a npeanuceaHe Ha 3aBepka Ha
OOroBOP C H30K nekapcrsa, 3annatiaHu oT npoTtokona B P30K
H3OK/P30K" — 06p. M3-H30K

A 4

A 4

Il. OBLLU NMONOXEHUA

1. 30N nopaea noaroTBeHuTe AoKymeHTH B P30OK, Ha TepuTopusita Ha KOsTO e HanpasBuno usbop Ha OIJL.
[lokyMeHTUTe BKIOYBaT:
1.1. ‘NpoTokon 3a npegnuceBaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK' — obp. M3-H3OK, uspageH ot
crneumanucr.
2. P30K npuema AOKyMEHTUTE Mo To4ka 1 criea cnpaBka OTHOCHO 34pPaBHOOCUIypuTeriHus cratyc Ha 30J1.
3. MbpBUAT M BCEKM crieaBaly NpPOTOKon ce u3adasat 3a nepuoa Ao 180 axm. Mpu 3aBepka B P3OK ce npeacrass
npoToKona M npeaxoXpaaly MPOTOKOM, OT KOWTO A& € BUAHO NPOBEXAAHOTO fneyeHue v ambynaTopHua nucT ot
nocrieaHus npernea NpU cneuvanucT. CneuuanucThLT, KOMTO € Ha3Hayun TepanusaTa CbXpaHsBa npunoxexuve 1,
nonbHeHo no T. B. u ¢MwoBeTe OT yTOYHeHUTe B NpuUnoxeHue 2 (Tabnuua 3) uscneasaHus.

2% W3NCKBAHUA HA H30K MPW NEYEHWME HA CEPOMO3WUTUBEH PEBMATOWAEH W NCOPWATUYEH APTPUT C BOJNECT-
b MOONGULIMPALLN AHTUPEBMATUYHUW NEKAPCTBA (EMAPJT) B U3BbHBEONHUYHATA MOMOLY - 8 cuna ot 1 anpun 2015 roanta
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OPUNOXEHUE 1

JINCT 3A U3BOP HA KPUTEPUUTE NPU NPOBEXAAHE HA NIEYEHUE HA CEPOMO3UTUBEH PEBMATOUAEH
W NCOPUATUYEH APTPUT C BOJECT - MOAN®ULIMPALLU AHTUPEBMATUYHU NNEKAPCTBA (EMAPIT)

Yme: [ern] [ T [ [ [ [ [ [ [ ]

3abenexka: MeduyuHcKama 0oKyMeHmauyusi, ydocmoeepsiealya eceku Om Kpumepuume € 1ocodeHa ¢ yupa 8 uHOKC U 3a0BbixumenHo
npudpyxaea HaCMOAWOMO NPUNIOXEHUE.

A. KpuTepun 3a 3anouBaHe Ha NbPBW KYpC (3aAbLMKWTENHWM ca MbpBUTE ABAa KPUTEPUS MIOC eAuH OT
ocTaHanure)

MKB M05.0, M05.1, M05.2, M05.3, M05.8; M07.2, M07.3

CurypHa AnarHo3a — Hanuune Ha 4 1 NoBeue KpUTepum OT CregHuTe 7, CbrnacHo AMEpUKaHCKUs Konex no
pesmatonorus (ACR) 1987r.
® CyTpelHa CKOBaHOCT, NpoAkXaBaila noseye ot 30 MUHYTU
®= apTpuT Ha 3 1 noBeye CTaBHU 30HU
1 =  apTpWT Ha CTaBM Ha pbLeTe
* CUMETpU4YEH apTput
® peBMaToAHU Bb3NU
* Hanuyue Ha peBmaroujeH d)akTOp
® PEHTreHOBM AaHHW 3a peBMaTouieH apTput

2 | Nlunca Ha usknioYBawm Kputepun no 1. B 3

PaHeH peBMaTonaeH apTpuT C AaBHOCT Ha 3abonssaHeTo A0 1 roanHa v C NPosiBU Ha U3paseHa
Bb3nanuTenHa akTMBHOCT, OCHOBAaBALLa Ce Ha CrieiHUTe rnokasatenu:
= OCeM Unu noseye GONe3HEHN CTaBu (NPU HATUCK WU ABMXEHME)
3 = OCEM WK NOBEYE OTOUHM CTABM (CUHOBNANEH M3NNB W/WIM MEKOTBKaHEH OTOK)
= CcyTpeluHa CKOBAHOCT paBHa Ha Ui noBeye oT 45 MUHYTH
» CYE pasHo Ha unu noseye ot 40 mm/h
* nosutusen CRP '

PecbpakTepHn Ha neveHue chopmu Ha peBmaTouaeH/ NcopuaTUyeH apTpuT Npu NpUNoXeHue Ha Apyru
60MecTONPOMEHSILLW aHTUPEBMAaTMYHN NekapcTea

Mpu NposiBa Ha HeXenaHW fekapcTBEHN peakuun cnpsamo Apyrute 60NecTonpoMEHsILLM aHTUPEBMATUYHN
nekapcTea

BonHu, nekysaxu go cera ¢ Leflunomide n nony4unu nbnHa unu 4actuyHa pemmeust

Tonucea ce B ambynaTopHus nucT/ etanHata envkpuaa (Mpu NcopuaTieH apTpuT — amBynaTopeH NUCT OT npernej npu Aepmaronor
W/MNK KoXHa 6Moncus Ha OpUrMHanHa Gnaxka unu NOANMCaHO N 3aBEPEHO Konue.)

2 pLeHKa OT CrIeUManuCT C NPUNOKEHO NOANEYaTaHo U 3aBEPeHO Konue OT uacneABaHe (yAOCTOBepsiBalyy Ha3HayaBaHe Ha npeaxojHa
Tepanua ¢ oTPa3eHu CPOKOBE Ha NPUNOXKEHUE W Pa3BUTY CTPAHWYHYU peakuum, 3anoqHata Tepanus ¢ BMAC, cpokose, edeKTMBHOCT)
3yaocTosepsiBa ce C NOANNUC Ha crieuuanucta B Mpunoxexue 1 Ha HACTOALUTE M3UCKBAHUA U Ce Npunarat HeobxoaumMuUTe U3cneaBanus,
KOWTO AOKa3BaT NIMNCATa Ha U3KIIoYBALLY KPUTEpUM No noaTouku 3,4, 6,7,8,9 0T T. B

B. KpuTepum 3a npoAbrkaBaHe Ha NeYeHUeTo (3aabIknTeneHn ca BCUUKU Kputepun):
MKB M05.0, M05.1, M05.2, M05.3, M05.8; M07.2, M07.3
MoBnusBaHe Ha nokasarenure:
= OTOYHOCT Ha CTaBUTE (CUHOBMAMNEH W3NIUB W/UNU MEKOTBbKaHEeH omx) ¥ CyTpeLuHa CKOBaHOCT — HamanseaHe ¢ noxe 50% 1
1 | = 6poii Ha BoneaHeHuTe U OTOUHM CTaBN — HamansBaHe ¢ noHe 50%
+ CYE -noa 40mm? -
= CRP — oTpulaTenet (CboGpasHo pedepeHTHUTE CTORHOCTM Ha KnHWIHaTa nabopaTopus)

2 | Nunca Ha HexenaHa nekapcTBeHa peakuusi no Tadn. 1 1 3knioyBaLyy Kputepuu no 1. B 2

Tonucea ce B aMGynaTopeH NUCT CTENEH Ha NOBNUsIBaHe Ha nokasaTenuTe, 3aAbkuTeNHO ce oTpasssar AKH 1 cepaeyna yectota
2 opuruHanHa 6naxka oT NabopaTopHU U3CneABaHuA
3 yAOCTOBEPSABA CE C NOANNUC HA CMeLNanicTa B NpUNoXeHne 1 Ha HaCTOALLMTE USUCKBAHMSA

B. U3KITKOUYBALLU KPUTEPUM (npm 3anouBaHe 1 Npu npoAbiikaBaHe Ha reyeHneTo)
1. BpemeHHN 1 KbpPMELL XKeHU
2. Hanuune Ha CbNLTCTBALLA akTUBHA UHeKUMs ( TyGepkynuHoBa npoba, xenaTuTHn Mapkepu)
3. AKTUBHa CTOMaLLHa UNM AYOAEHanHa s138a, AokasaHa ¢ puBporacTpoAyoAeHOCKoNUs
4. HapyleHa yepHoapoBHa yHKLMA — NOBUILEHWE Haj pedepeHTHUTe cToitHocTh Ha AJTAT, ACAT, Ad n 6unupybux
5. Hapylwena 6b6peuHa yHKUMS — NOBULLEHUE HAA PeePeHTHUTE CTOHOCTY Ha KpeaTuHUHA
6. XeMmaTonornyHu OTKNOHEHUA — CTORHOCTM Ha xemornobuHa noa 90 g/l, Ha neskouuTUTe noa 4000, TpomGoUUTY NOA
100000
7. 06w 6enTbk n anbymuH noj pecepeHTHUTE CTORHOCTH
8. Hanuuue Ha CbMBLTCTBALLYM TexKM GonecTu — anokayecTBeHa AX, CbpAeyHa HeAOCTaTbUHOCT, 3axapeH Anabet u Ap.
9. Heonnactuunu 3abonasaxns, numcom
10. MpekbcBaHe Ha TepanusTa No BUHA Ha GonHUA 3a Nepuoa noseue oT 3 meceua

OTrosapn Ha KpuTepuuTe 3a nevyeHve c B AHeBHa go3a

W3UCKBAHUS HA H30OK MPU JNEYEHWME HA CEPOMO3WTWBEH PEBMATOWAEH W MNCOPWATUYEH APTPUT C BONECT-
MOAVOULIMPALLN AHTUPEBMATUYHN NEKAPCTBA (BMAPJT) B U3BBHBONHUYHATA MOMOLL - B cuna ot 1 anpun 2015 roauna





image4.jpeg
OPUNOXEHWE 2
I. NEYEBHO-AWATHOCTUYEH ANMOPUTHEM

1. NEKAPCTBEHU MPOAYKTU, Bkniovenn B Mpunoxenne 1 Ha NIC, kouto H3OK 3annawa B CbOTBETCTBME C
AeicTBaLUTE HOPMATUBHU AOKYMEHTU

2. IO3NPAHE cbrnacHo xapaKkTepucTikaTa Ha fiekapcTBeHUs NPOoAyKT

INN AO03A

Tepanusita sanousa ¢ HaToBapBatla Ao3a oT 100 mg eAnH MbT AHEBHO B NPOLLIDKEHNE Ha 3 AHN.

Moaabpxala posa:

LEFLUNOMIDE * peBmatomugeH apTput -10 mg Ao 20 mg eauH NbT AHEBHO. [TayueHmume mozam Oa 3anoyHam ¢
10 mg unu 20 mg 6 3a8UCUMOCM OM MeXecmma (aKmusHocmma) Ha 3aboniseaHemo

" ncopuartudeH apTput - 20 mg eAnH NbT AHEBHO

3. NPOCNEOABAHE:

INN Bb3pacTOBU OrpaHUYeHUs NMPEAN 3ANMOYBAHE* KOHTPOT**

MKK ¢ IKK, CYE, CRP, ASAT, ALAT,
GGTP, AP, 06w 6entbk u anbymuH,

= ypes, kpeaTuHuH MKK ¢ OKK, CYE, CRP, ASAT,
LEFLUNOMIDE fuua vap, 18 roaunn TyBepkynuHoBa npoba, xenaTuTHW ALAT, GGTP, AP,
Mapkepu

v oT peHTreHorpacdusi Ha cTasu

* npunarar ce 3aBepeHU KONus OT OpUrMHanHiTe GnaHkM (NPU Hanu4mMe Ha XOCNUTANU3aLUA C AaBHOCT 40 1 MEC. NPEAN KaHANAATCTBAHETO
Ce npunara 3aBepeHo Konue OT enukpuaa ¢ Homep W3) Mpu xeHn B JeTepoaHa Bb3PAcT Npeay 3anoyBaHe Ha NeYeHUeTo Crneasa Aa ce
M3KNIouM BpeMeHHOCT.

** npu BCeku crieaBaly NPOTOKON

Il. OBLLUN UBUCKBAHUA

1. Bwb3pacToBaTa rpaHuUa Ce U3UUCISIBA B HABBPLLEHW MOAUHYU - T.€. BKIIOYMTENHO KbM JaTaTa Ha u3fasaHe
Ha NpoToKoMna OT creLmanuanpaHaTa KOMUCHs.

2. [pu HasHayaBaHe Ha Tepanus No NPOTOKOMN 3a4LMXUTENHO Ce CboBpassiBaT BbL3PACTOBUTE OrPaHNYEHNs,
CbIMNAaCcHO KpaTKaTa XxapaKTepucTuka Ha CbOTBETHUS NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/MXM.

3. H3OK He sannalja neyeHve M3BLH ykazaHaTa Bb3pacToBa rpaHWLA B KpaTkaTa XxapakTepucTuka Ha
npogykra.

4. H3OK He sannalja feyeHue C 1031 Haj MaKCUMarHO paspeLleHUTe Mo KpaTka xapakTepuctuka Ha
npoaykra.

5. B cnyvaii Ha HacTbNMNa NoAo3upaHa HexenaHa nekapcTBeHa peakuus, nexkapsit ysefomssa VAJ no peaa
Ha yn. 183 ot 3JINMXM. Konue ot cbobluexneTo ce npunara kbM MeguLMHCKaTa AoKyMeHTaumus Ha 30J1 npu
KaHOou4aTCTBaHe 3a neyeHue.

6. TPW CNEUWATIUCTA, cbrn. un. 158 B, 1. 1 ot HP[l 3a MeauuuHckuTe aeiHocTu 2015 r. (o6H. [1B 6p.
6 ot 23.01.2015 r.), Ha 30/1, Ha KOUTO ca U3AaBaHU NPOTOKONM MO pefla Ha HacTOSILUTE U3UCKBaHUS,
cnegBa ga ce npunarat BCUYKM Heob6xoAMMM [OKYMEHTM KaTo: ambynatopHuTe nuctose oOT
M3BbPLUEHUTE Nperneau, BTOPUST eK3EMNAP OT U3aZeHNTe NPOTOKONM, KOMUA OT eNUKPU3U, eKCrepTHU
CTaHOBMLLA U [APYrM AOKYMEHTM, KOUTO Ca OCHOBaHME 3a U3flaBaHe Ha MpPOTOKOM, BCUYKW M3NCKBALLM Ce
M3CneABaHus, KOMuWe OT NpuroxeHne 1 Ha HACTOsILMTE W3UCKBAHMSI MOMbIHEHO MO CbOTBETHATA TOUKa,
noanucaHo oT creLyanucTa, u3aan npoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha OCHosaHue uf. 56 om HayuoHaneH pamkos 002060p 3a MeduyuHcKume
deiiHocmu 3a 2015 zoduHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam e cunia om 1 anpun 2015 2., cbanacHo 4. 160 Ha1
Haped6a Ne 10 om 24 mapm 2009 e. 3a ycnogusma u peda 3a 3annawjaHe Ha flexkapcmeHu nPoJyKMuU Mo 4. 262, an. 6, m. .
om 3aKoWa 3a nekapcmeeHume npodykmu & XymaHHama MeduUuHa, Ha MeOUUUHCKU usdenust U OUEMUYHU XPaHU 3

cneyuanHu meduyuHcku yenu (06H., B, 6p. 31 om 2007 e.).

OWOEH W TMNCOPWATWYEH APTPUT C BONECT-
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NPUNOXEHUE 3

OEKINAPALINA 3A UHOOPMUPAHO CbIMIACUE C UBUCKBAHUSATA 3A 3AMNOYBAHE/ NPOOBINKABAHE HA
NEYEHWUETO C NNEKAPCTBEHUA NMPOAYKT

CfeA kaTo Ce 3anosHax C Uanata MW MNpeAocTaBeHa WH(OPMauMsi M LENTa Ha NeyYeHueTo C nekapcTBeHus
MPOAYKT.
Ha NoCTaBEHUTe OT MEeH BbMNPOCH, AeKnapupam ye:

U cnej kaTto nony4qmx unsyepnaTenHu oTrosopu

1. WHdopmmupaH CbM 3a 0Tkas OT MaluMHCTBO / 6alnHCTBO NO BpeMe Ha NposexaaHe Ha neyexne ¢ J11 Arava.

OA HE

LLle cnaseam npenopbyaHaTa M1 CXema Ha NeyeHne U NEPUOANYHOCT Ha KOHTPOTHUTE nperneau.
PefoBHO e ce ABSIBAM Ha KOHTPOMHW Mperneau M HAMa Aa MPOMEHSIM CaMOBOMHO UNM no4 Apyro BHyLleHue
HasHayeHaTa Mu Tepanus.

4. Tlpn npeycTaHoBsBaHe Ha MEYEHMETO MO MPUUMHM, HEMPOM3TUYALLM OT peLleHneTo Ha KomucusiTa aa €KCrepTu3n B
P30K u/unu Komucusara no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuHMs cu nekap n P30OK u we BbpHa B
P30K nocrieaHus npoTokor, no koWTo CbM nonyyasan/a NeKapcTBEHUS NPOAYKT.

5. Tlpu HecnassaHe Ha NOCOYEHUTE YCTIOBUSA NIEYEHNETO MU C YNIOMEHATIS NeKapCTBEH NPOAYKT L BbAe NPekpaTeHo 1

HAMa Aa MMaM npeTeHuun kbM H30K.

[eknaparop:

APTPUT C BOJECT-
PEBMATOWAEH W NCOPUATUYEH
R, O et Wi NEKAPCT CEPOHOSISTI%?BE}:{HBOHHW«!HATAﬂOMO\u - B cuna ot 1 anpun 2015 roanHa
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