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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-
WSl HA H30K MPWU NEYEHWE HA CEPOMO3UTWBEH PEBMAT
E I\MASOVH\:/I?V‘I\\TMPAU.M AHTMPEBMATWYHU NEKAPCTBA (EMAPI) B U3BbHBEONHUYHATA MOMOL - 8 cna ot 1 anpun 2015 roguna
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