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MpoToKoNbT Ce M3AaBa OT crneumanucTv ¢ Koa Ha cneumanHocT 20 - peBMaTtoriorusi, pa6oreluyu no Aorosop ¢
H3O0K.

|. PE[l 3A 3ABEPAIBAHE HA NPOTOKONUTE

MpoTokonu 3a 3ano4YBaHe Ha neyeHune

CMEUMAIIACT, CKINO4Un = ‘llpoTokon 3a npeanuceaHe Ha 3aBepka Ha
[OroBOP C H30K nekapcTea, 3annatlaxu ot » npotokona B P3OK
H30K/P30K" — 06p. M3-H30K

A

MpoTokonu 3a NPoALIKaBaHe Ha neyeHne

CMNEUMANUCT, CKNro4un | ® “fMpoTokon 3a npeanuceaHe Ha 3aBepka Ha
[OroBOP C H30K nekapcTsa, 3annatyanu oT »| npotokona B P30K
H30K/P30K” — 06p. M3-H30K

1. OBLLW MONOXEHUA

1. 30/ nopmasa noaroTBeHute AoKymeHTH B P30K, Ha TepuTopusTa Ha KOSITO € Hanpasuno n3bop Ha OMNI.
[loKyMeHTUTE BKITIOYBAT:
1.1. ‘MpoTokon 3a MpeAnMcBaHe Ha INeKapcTsa, 3annawaHu or H3O0K/P30K® — o6p. M3-H30K, uspapeH ot
cneuvanmer.
2. P30K npuema AoKyMeHTUTe no T. 1 cneA cnpaBka OTHOCHO 3APaBHOOCUTYPUTENHMS CTaTyC Ha 301
3. MbpBMAT U BCEKU CrieABaly MPOTOKON ce u3zjasat 3a nepuoa Ao 6 meceua. Mpu 3aBepka B P30K ce npeactaes
npoTOKONa M MpeAxoXaaly MPOTOKOM, OT KOWTO Aa € BUAHO MPOBEXKAAHOTO fleueHue 1 ambBynaTopHUA NUCT OT
nocriefHusi mpernea Npu creuuanuct. CneuuanueTLT, KOWTO € HasHauun TepanusTa ChXpaHssa npunoxexue 1,
nonbnHeHo no T.5. U dULIOBETe OT yTOYHEHUTE B NpuUrioxeHue 2 (Tabn.3) uscneasaHns.

Hst W3UCKBAHWA HA H30K MPW NEYEHME HA CEPOMOSUTWBEH PEBMATOMAEH W NCOPUATUYEH APTPUT C BOJECT-
MOAUGULNPALLM AHTUPEBMATUYHW NIEKAPCTBA (EMAP) B WU3BBHEONHUYHATA MOMOLL - B cuna ot 1 mapt 2014 roanHa
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FIUCT 3A U3EOP HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA CEPOMNO3WUTUBEH PEBMATOWUAEH

W NNCOPUATUYEH APTPUT C BONECT - MOAU®ULIMPALLIN AHTUPEBMATWYHWU NEKAPCTBA (EMAPIT)

[Vme: lern] [ [ [ [ T [ 1

3abenexka: MEOUYUH

npudpyxaea HacmMoAWoMOo NPUIOKeHue.

ckama doKymeHmauusi, ydocmoeepsieausa eceku om Kpumepuume € rocoyeHa ¢ yuchpa 6 UHOEKC U 3adb/IKUMEITHO

A. Kputepuu 3a 3anousaHe Ha NMbpPBU Kype (3apBIKUTENHM ca MbPBUTE [Ba KpUTepuUs MIloC eauH ot
ocTaHanure)

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

—

CurypHa AuarHo3a — Hanudue Ha 4 1 noseue Kputepum ot crieaHuTe 7, CbIMacHo AMEpPVKaHCKNs KOnex no
pesmaronorus (ACR) 1987r.

CyTpELUHa CKOBaHOCT, npoAbkaBalla noseye ot 30 MUHYTK

apTpuT Ha 3 1 NoBeYe CTaBHM 30HN

apTPUT Ha CTaBu Ha pbLeTe

CUMETPUYEH apTpuT

PEeBMaTOAHU B3NN

Hanuuue Ha peBmarouaeH daktop

® DPEHTreHoBW AaHHU 3a pesmMaTonaeH apTput

TNunca Ha u3knoYBawm KpuTepuu no 7. B 3

PaHeH peBMaToMaeH apTpUT C 1aBHOCT Ha 3abonsBaHeTo A0 1 roAuHa u C NposiBU Ha u3paseHa
Bb3nanuTenHa akTMBHOCT, OCHOBaBalla Ce Ha CrieiHuTe rnokasarenu:

OCeM Wnv noBeye GONEe3HEHI CTaBy (NPY HATUCK WM ABIKEHNE)

0CEeM WK NoBeYye OTOYHU CTaBn (cmnoawanen WU3NUB W/WUNN MEKOTBKaHEeH OTOK)

CyTpeLUHa CKOBAHOCT PaBHa Ha Ui NoBeYe OT 45 MUHYTH

CYE pagHo Ha unu noseye ot 40 mm/h

* noanneeH CRP '

PedhpaktepHu Ha nevexne hopmm Ha peBmaTouaeH/ NcopuaTMyeH apTPUT Npu NpUIoXeHne Ha Apyrm
60MecTONPOMEHSILLN aHTUPEBMaTUYHU NekapcTaa

Mpu NPosiEa Ha HEeXenaHm NekapcTBeHn peakuun CrpsMo ApyrTe GONECTONPOMEHSALUM aHTUPEBMATUYHM
nekapcTsa

BonHu, NiekyBaHu 4o cera ¢ Leflunomide n nony4unu mbnka unum 4actuiHa pemucns

T onMcEa Ce B aMOyNaTopHiA NUCT/ eTanHaTa envkpuaa (1IpW NCOpUaTMeH apTpuUT — amBynIaTopeH NUCT OT MPErfieA npy Aspumaronor

w/unu KoxHa Buoncus Ha opuruHanHa 6naHka unu NoANMCaHo 1 3aBEpPeHO Konue.)

2 oueHKa OT CNeuuanucT C NpuoXeHo noznevyaTaHo U 3aBepeHo konue ot nscnejasaHe (ygomoaepﬂsau.m HazHayaBaHe Ha npeaxojHa

Tepanus ¢ OTPa3eH! CPOKOBE Ha NPUIIOKEHUE U Pa3BUTM CTPAHU4HY peakuun, 3anoyHata Tepanus ¢ BMAC, cpokose, eeKTUBHOCT)

2 yAOCTOBEPSBA CE C NOANUC Ha cneyuanucra B Mpunoxexue 1 Ha HaCTOALYUTE N3NCKBAHUA U Ce npunarat HeobxoAuMUTE U3CnesBaHus,

KOUTO 40OKa3BaT SMncaTa Ha U3KMioYBaLLyM KpUTepUmn no NOATOHKM 3,4,6,7,8,90TT.B

B. Kputepuu 3a NpoAbLmkaBaHe Ha IeYeHneTo (3aAblKuTeNneHn ca BCUUKU KpUTEepuUm):

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

MoBrnusBaHe Ha nokasarenure:

= OTOUHOCT Ha CTABUTE (CUHOBMANEH N3NVEB /UMW MEKOTLKAHEH OTOK) U CYTPeLLHa CKOBAHOCT — HamansisaHe ¢ noxe 50%
1 | = 6poit Ha BonesHeHUTe 1 OTOYHN CTaBW — HamassBaHe C noHe 50%

= CYE —noa 40 mm

= CRP - oTpuuateneH (cbobpasHo pedepeHTHUTE CTONHOCTI Ha KNuHU4HaTa nabopatopusi) 2

2 | Nunca Ha HexenaHa nekapcTBeHa peakuus no Tabsn. 1 1 M3KIIYBALLN KPUTEPUN MO T. B2

T OnNCBa Ce B amMGynaTopeH JIUCT CTENEH Ha NMOBNMABaHE Ha NOKa3aTenuTe, 3aALMKUTENHO Ce OTpassBaT AKH 1 cbpjieuHa yecToTa

2 opuruHanta 6nakxka oT NaBopaTopHN 3cnesBaHus
®yAocToBepsiBa Ce C NOANUC Ha CIeUMantcTa B MpUnoxeHne 1 Ha HaCTOALIUTE 3NCKBAHMSA

B. NU3KITKOYBALLW KPUTEPUW (npum 3anouBaHe 1 Npy NpoAbibkaBaHe Ha rievyeHueTo)
1. BpemeHH! 1 KLPMELLM KEHU
Hanuuue Ha CLbNBTCTBALLA aKTUBHA MHekums ( TyGepkynuHoBa npoba, xenaTuTHu mapkepu)
AKTVBHa CTOMALLHA U AyOAEeHasnHa A38a, AokasaHa ¢ (hbporacTpoAyoAeHoCKonus

HapylueHa YepHoApo6Ha yHKLUNSA — NOBULLEHNE HaA pedepeHTHUTE CTOIHOCTYH Ha AJIAT, ACAT, A® u Gunupyoux

HapyLueHa 6b6peyra yHKUNsA — noBuLIEHNE Haa pedepeHTHUTE CTOMHOCTU Ha KpeaTuHuHa

100000
061 6enTbk 1 anGyMuH Noj pedepeHTHUTE CTOMHOCTH

Hanuuue Ha CbILTCTBALLY TEXKN BONECTy — 3rokavecTeeHa AX, CbpAeyHa HEA0CTaTEHHOCT, 3aXapeH AunabeT v Ap.

. Heonnactnunu 3a6onssaHus, numdom
0. ﬂpelcbcsaHe Ha TepanusaTa no B1MHa Ha BonHus 3a nepuoj noseye ot 3 meceua

2

3

4

5.

6. XeMaTONOrvuHN OTKIOHEHNS — CTORHOCTU Ha XemornobuHa noa 90 g/l, Ha neskouuTuTe Noa 4000, TpomBouuTh noa
7

8

9

1

OTroBaps Ha KpuTepuuTte 3a fneveHue c B AHEBHa A403a ...

NOAMUC HA CMELMASTUCTAL ...t

W3UCKBAHUA HA H30K MPW TNEYEHWE HA CEPOMOSUTUBEH PEBMATOWUAEH U NCOPUATUYEH APTPUT C BOJNECT-
MOAVOULIMPALLM AHTUPEBMATUYHW NIEKAPCTBA (BMAP/T) B N3BbHBEONHUYHATA MOMOLL - B cuna oT 1 MapT 2014 roguHa
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I. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NNEKAPCTBEHW MPOAYKTW, Bkniouenn B Mpunoxenue 1 Ha MIIC, kouto H30K 3annawa B ChLOTBETCTBME C
AeiCTBalMTe HOPMATUBHU AOKYMEHTH

2. AO3UPAHE cbrnacHo XapakTepucTMKaTa Ha NeKapcTBEeHUs NPOAYKT

INN [03A
TepanusTa 3anousa ¢ HaToBapsalla 4o3a oT 100 Mg eAnH MbT AHEBHO B NPOABLITKEHNE Ha 3 JHN.
Mopabpxalla nosa:
LEFLUNOMIDE * peBMaTtougeH apTput -10 mg ao 20 mg eanH NbT AHEBHO. [TayueHmume Mozam da 3anoyHam ¢

10 mg unu 20 mg & 3asucumocm om mexecmma (aKmusHocmma) Ha 3abonsieaHemo
® _ ncopuartuyeH apTput - 20 mg eavH NbT AHEBHO

w

. MPOCNEOABAHE:

INN Bb3pacTOBU OrpaHUYEHUs NMPEOW 3ANOYBAHE* KOHTPOIT**

MKK ¢ [IKK, CYE, CRP, ASAT, ALAT,
GGTP, AP, 06w 6enTbk 1 anbymuH,

¢ ypesi, KpeaTuHuH MKK ¢ KK, CYE, CRP, ASAT,
LEFLUNOMIDE nuua Hap 18 roankm TyBepkynuHoBa npoba, xenaTuTHu ALAT, GGTP, AP,
mapkepu

uL OT peHTreHorpadus Ha cTasu

* Npunarart ce 3aBEPEHM KOMWUs OT OPUrMHANHUTE BnaHku (MPU HANMYME Ha XOCNMTaNU3auvs C AaBHOCT A0 1 MeC. Npean KaHAMAaTCTBaHETO
Ce npunara 3aBepeHo Konve OT enukpuaa ¢ Homep U3) Mpu xeHn B AeTepoAHa Bb3PACT NPeAM 3ano4YBaHe Ha NeYeHneTo crejsa Aa ce
U3KIIOYN BpeMEeHHOCT.

** Npu BCeKU crieaBaly NPoToKon

Il. OB USUCKBAHUA

1. Bm3pacToBaTa rpaHuLa Ce U34YUCNABA B HABBbPLUEHU FOAWHY - T.€. BKIIOUUTENHO KbM JaTaTa Ha uafaBaqe
Ha MpoToKoNa OT creLyanuampaHara KOMUCHS.

2. [lpu HasHayaBaHe Ha Tepanusi Mo MPOTOKOM 3aAbIKUTENIHO ce CboBpassiBaT Bb3pacTOBUTE OrpaHUYEHUs,
CbrAacHO kpaTkaTa xapakTepucTuka Ha CbOTBETHUSI NekapCTBEH NPOAYKT, yTBbpAeHa no pega Ha 3J1MXM.

3. HB3OK He s3annawja neveHve W3BLH ykasaHaTa Bb3pacToBa rpaHUL@ B KpaTkata XapaKkTepucTuka Ha
npogykra.

4. H3OK He sannawja nevyeHve C A03N Haj MaKkCUManHO pa3pelleHWTe Mo KpaTka XapaKTepuctuka Ha
npoaykra.

5. B cnyvail Ha HacTbnuna Nofo3MpaHa HexenaHa nekapcTBeHa peakuusl, nekapsit ysegomssa WUAJT no peaa
Ha un. 183 ot 3JIMXM. Konue ot cbobLueHWeTo ce npunara kbM MeauLMHCKaTa agokymenTauus Ha 3011 npu
KaHAWAATCTBaHE 3a feyeHune.

6. [MPWU CMEUUATIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meguuuHckute geiHoctu 2014 r. (o6H. 1B 6p.
3 or 10.01.2014 r.), Ha 30J1, Ha KOUTO Ca U3AaBaHW NPOTOKOSM MO PeAa Ha HACTOSALMUTE U3NCKBAHUSA,
cneasa fa ce Mpurnarat BCUMYKM HeoBXOoAMMM [OKYMEHTM KaTo: ambynaTopHWTe nuctoBe OT
W3BBLPLLEHNTE Mperneau, BTOPUAT €K3eMNIsp OT W3[afAeHUTe MPOTOKOMM, KOMWUS OT enuKpuU3u, eKCnepTHU
CTaHOBULLA U APYrM JOKYMEHTU, KOWTO Ca OCHOBaHWe 3a M3faBaHe Ha MPOTOKOM, BCUYKW W3NCKBALLM Ce
V3crefBaHusi, Konue oT MpurioXeHne 1 Ha HacTOSLWUTE M3UCKBAHWUS MOMBITHEHO MO CbOTBETHATa TOYKa,
noAnucaHo oOT cneuuanucTa, u3aan npoTokona.

Hacmosiwjume usuckeaHusi ca paspabomeHu Ha OCHoeaHue 4. 56 om HayuoHaneH pamkos 002080p 3a MeOUYUHCKUME
deliHocmu 3a 2014 20duHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam & cuna om 1 mapm 2014 2., cbenacHo 4. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrnosusima u peda 3a 3annawjaHe Ha nekapcmeHu npodykmu o yn. 262, an. 6, m. 1
om 3akoHa 3a JNiekapcmeeHume npoOmeu 8 XymMaHHama MebuuUHa, Ha MeOuuUHCKu usdenusa u OuemuyHu XpaHu 3a
crneyuanHu MeduyuHeku yenu (0bx., B, 6p. 31 om 2007 2.).

W3UCKBAHWMA HA H30K MPW JEYEHWE HA CEPOMO3WTUBEH PEBMATOMAEH W TMNCOPWATUYEH APTPUT C BOJNECT-
MOANOULNPALLN AHTUPEBMATUYHW JIEKAPCTBA (BMAPJT) B U3BBHBOTHUYHATA NMOMOLL - B cuna oT 1 MapT 2014 roguHa
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AEKNAPALUA 3A UHOOPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3AMOYBAHE/ MPOABIMKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NPOAYKT

cnej kato ce 3amno3Hax C uanarta Mu  npeaoctaBeHa Mmbopmauvm M uenta Ha JieYeHNeTo C IeKapCTBeHUs

LIellVANE T RN ORRINRPPNRIRINE | r P ooty N Wn crniej Kato nonyyux udvepnartenHu oTroBopu
Ha NOCTaBeHUTe OT MEH BBLMNPOCK, AeKnapupam ve:

1. WHdopmupaH cbMm 3a 0Tka3 OT MatuMHCTBO / BalMHCTBO NO BpeMe Ha nposexaaHe Ha nedyenue ¢ JIMN Arava.
OA HE

2. Ule cnassam npenopbyaHaTa MM cxema Ha fle4eHne ¥ NePUOANYHHOCT Ha KOHTPOIHWTE Mperneau.

3. PefoBHO Lie ce siBsIBaM Ha KOHTPONHU MPErfeau W Hsma [a MPOMEHSIM CaMOBOIHO WU MOA APYro BHyLIEHUEe
HasHayeHaTa M1 Tepanusi.

4. Tlpu npeycraHoBsiBaHe Ha NEYEHNETO MO MPUYMHU, HEMPOU3TUYALLM OT peLueHneTo Ha Komucusita 3a ekcnepTtusn B
P30OK u/unu Komucusita no un. 78, 1.2 ot 330, we yBegomsi HezabaBHO nuyHus cv nekap u P3OK v we BbpHa B
P30OK nocneaHus mpoTokon, No KOWTO CbM nonyyaBan/a nekapcTBeHuUst MPOAYKT.

5. [lpu HecnasBaHe Ha NOCOYEHUTE YCMNOBWS NIEYEHNETO MU C YIIOMEHATUSA NEKapCTBEH NPOAYKT Le 6bAe npekpaTeHo u

HsIMa Ja umam npeTeHummn kbMm H3OK.

QaTa............ 5t
SRR AR
(vme, npesume 1 hamunus)
[ (o711 17 (RS
Hst W3NCKBAHWUA HA H30K MPW NEYEHWE HA CEPOMO3UTWBEH PEBMATOMAEH W MCOPWATWYEH APTPUT C BOMECT-
w MOAVGULIMPALLN AHTUPEBMATWUYHW IEKAPCTBA (EMAPJT) B USBBHEONHWYHATA MOMOLL - & cuna ot 1 MapT 2014 roaua




