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KOCTAZWH PYC

U3UCKBAHWA HA H30K
NPU NEYEHME HA CEPOMNO3UTUBEH PEBMATOWAEH,MCOPUATUYEH,
IOBEHUNEH APTPUTU N AHKUNO3UPALL, CNOHAUNUT
C AHTULUMTOKMHOBU NEKAPCTBEHU NPOAYKTU

B U3BbHBEONTHWYHATA NMOMOLL
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MPU U3QABAHE HA MPOTOKOJMN 3A NPOBEXAAHE HA NEYEHUE HA CEPOMO3UTUBEH
PEBMATOWAEH, NCOPUATUYEH, OBEHUNEH APTPUT U AHKUITO3UPALLl CITIOHAWUIUT C
AHTULUMTOKUHOBW NNEKAPCTBEHU NPOAYKTU
(Adalimumab, Etanercept, Certolizumab, Golimumab)

[MpoTokon®bT ce M3naBa OT CneuuanucTi ¢ KOAOBe Ha cneumanHocT 20 — peBMaTonorus u 39 - AeTcka peBMaTonorus,
paGoTewn no gorosop ¢ H30K, ekcnepTHOTO CTaHOBMILE Ce M3AaBa OT CReLuanaupaHa KoMucus B nevebHu 3aseneHns
3a GonHMyHa nomow, cknounnm gorosop ¢ H30K. CneunanuanpaHute KOMUCUM Ce Cb3AaBaT CbC 3anoBes Ha AvpekTopa
Ha 13 — Knunuka no pesmatonorusi, Cocus - YMBAJT "Cs. Uean Puncku" EAJl, Knunuka no pesmartonorus, Mnoeave - YMBAN
"Cs. leopru”, Knunuka no pesmatonorus, BapHa - YMBAT ,Ce. MapuHa®.

I PE[] 3A 3ABEPABAHE HA NMPOTOKOJSTUTE

MpoTokonu 3a 3anouBaHe Ha Tepanusita

CneyvanucT, CKio4un *  [lonbnHEHo 1 NoANUCaHO NpUnoXeHue 1 — NUCT 3a onNpeaensiHe Ha KpuTepunTe
norosop ¢ H30K (no T.A) ¢ BCuku HeoBxoauMK U3cneaBaHNs

= AmGynaTtopeH nucT/ eTanHa envkpu3a oT NoCNeAHUs NPermnez C NPUNoXeHN
BCUYKN NEDGXOAMMM nokasartenu n n3cneasaHus No NpuUnoXxeHue 2

= ‘lpoToKon 3a npeanucsaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK” — obp.
M3-H30K

cneumnanuaupana
KoMmucHs

!

= EKCNepTHO CTaHOBMLE C 5iCHA MEAVLIMHCKA MOTUBALMA (33IbMKUTENHO Ce
otbenasea nunca Ha U3KMIoYBaLLM KpUTepum)
= ‘“Mpotokon 3a npeanuceaxe Ha nekapcTea, 3annaujaniu ot H30OK/P30OK” — 06p.M3 —

/ H3OK (noanucan ot uneHoBeTe Ha komucusiTa)

Komucusi no un. 78, 1. 2 ot —» | 3aBepka Ha

330 B LIY Ha H30K npotokona 8 P30K

MpoTokony 3a NPoABLIKaBaHe Ha TepanusTa

cneumanucT, ckiiounn = AmGynaTtopeH nucT/ eTanHa enuKpu3a oT NOCNEAHS NPErneA C NPUNOXeH!

noroeop ¢ H30K BCMYKM HEOBXOAMMM M3CneaBaHus No NpuUnoxexue 2
= [MonbnHEHO 1 NOANMCAHO NPUMOXeHUe 1 — NUCT 3a ONpe/ensiHe Ha KpUTEpUUTE
(no1.6)
= “MpoToKon 3a npeanuceaxe Ha nekapcTea, 3annawanu ot H3OK/P30K” — obp.
M3-H30K

cneuuanvsupaqa

Kommcus —> | = EKCNepTHO CTaHOBMLIE C SICHa MENLIMHCKA MOTMBALINS (38ABMKUTENHO Ce

0TGenA3Ba NNCa Ha CTPaHUYHY PeakLym 1 Ce NPaBM OLEHKa Ha €IeKTMBHOCTTA Ha
TepanusTa)

= “lpoTokon 3a npeanuceaHe Ha nekapcTea, sannauwaxu ot H3OK/P30K" — 06p. M3
—H30K (noanucan oT uneHoBeTe Ha KOMUCHATA)

3aBepka Ha
npotokona 8 P30K

Komucus no un. 78, 1. 2 ot

330 B LIY Ha H30K i

Il. OBLLUM NOJNOXEHUA
1. 33011 nogasa nogroTeexuTe gokyMmeHTH B P30K, Ha TepuTopuMsiTa Ha KOSITO e Hanpasuno u3bop Ha OMNJI. [lokymeHTuTe
BKINIOYBAT:

1.1 3asienenue 10 [lupektopa Ha P3OK.

1.2 MonbnHeHo U noanucaHo npunoxexue 1. Monbnea ce N0 CboTBETHATa Touka W Ce npunara oTpaseHara B UUGPOB

VHIEKC MEAVILMHCKA ZI0KYMEHTALWS, Y0CTOBEPSIBALLA BCEKM €UH OT KpUTEpUUTE

1.3 MbnHuaT Habop n3cneasaHus (hUsnKanHu, HCTPYMEHTanHU 1 nabopaTopHu), OTpa3eH B NpUNoxeHue 2.

1.4 ‘MpoTtokon 3a npeAnucBaHe Ha nekapcTsa, 3annawann ot H3OK/P3OK" — o6p. M3-H3OK, usnaneH ot nekaps
cneyuanuct, pabotew no aorosop ¢ H30K. Mpunara ce opuruHan Ha NpoTokona, a Npu KaHAWAATCTBaHe 3a NPoAbMXasaHe Ha
TepanusiTa ce NPeACTaBs OPUrMHAN Ha NPEAXOAHNS NPOTOKON C OTPA3EHN BCUYKIA HA3HAYEHWS! N0 HErO.

1.5 leknapauus 3a MHopMMpaHo cbrnacue no obpasel (npunoxexue 3)

2. P30K npuema fokymeHTUTe No T. 1 cnea cnpaska OTHOCHO 3APaBHOOCUIYpUTENHUA cTaTyc Ha 330J1.
3. MbpBUAT M BCEkM cneaBaly NPOTOKON Ce U3JaBaT 3a nepuop ot 6 meceua.

Jis1, VSMCKBAHUA HA HIOK SATIPOBEXUIAHE HANEUEHVIE HA CEPOMOSHTUBEH PEBMATONAEH, AHKATOSUPALL, NICOPUATHHEH U
¢ 'OBEHWNEH APTPUT C AHTULITOKUHOBM NIEKAPCTBEHM NPOAYKTY
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JINCT 3A U3BOP HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE HA CEPOMO3UTUBEH PEBMATOU/EH,
AHKWNO3UPALL, MCOPUATUYEH U FOBEHWUEH APTPUT C AHTULIMTOKUHOBMW NTIEKAPCTBEHMW NPOAYKTU

Wme:

[ErH |

[

I A I

3abenexka: meduyuHckama OOKyMeHmauyus, yooCmOoeepssaLa 6CeKU Om Kpumepuume € nocoYeHa ¢ Yugpa 8 UHOEKC U 3adbIIKUMENHO

npudpyasa HacmoAWOMO NpUNIONEHue.

AHTULMTOKUHOBUTE MEANKAMEHTM Ce NpunaraT kaTo BTOPa JIMHMA Ha NeveHue, korato Nbpeata NuHNs e 6una HeycnewHa

VNM NaUMEHTLT He A NOHacs.

A. Kputepuu 3a 3anousaHe Ha NbpBM KypC (3aAL/MKUTENHU Ca BCUYKM KpUTEPUN)

MKB M05, M08

MKBE M45

MKB M07.1, M07.2, M07.3

1 | CurypHa auarHo3a — Hanuuve Ha

4 v noBeve KpUTEPUN OT CreaHuTe

7, cbrnacHo AMEepUKaHCKMs Konex

no pesmatonorus (ACR) 1987r.
CyTpelwHa cKoBaHoCT,
npoABXaBaa noseve ot 30
MUHYTH

*  apTpwT Ha 3 1 noBeye CTaBHK

30HN

apTPUT Ha CTaBK Ha pLUETE;

CHMETPUYEH apTpuT

PeBMaToOMAHM BB3INM

HanuuMe Ha peemaTonpeH

thakTop g

= PeHTTeHOBY AaHHM 33
pesmaTouaeH apTput

CwurypHa avarHosa — Hanuuue Ha

PEHTTEHONOTMYHUTE KPUTEPUN W NOHE

©UH OT KIMHUYHNTE (CbrIacHo

moauduumpanute New York Criteria,

1984 )

Krlewqw KpuTepum
601k B rbpbA: HaNWuHa OT NoBeYe OT
3 Mec., KOSITO Ce N0A0GpABa OT younusi,
HO He ce obnekyasa npu NoKkon

*  OrpaHMYeHy ABIKEHWS Ha rpLOHaKa B
carutanHata u ppoHTanHaTa pasHuHa

® OrpaHuyeHue B NOABIKHOCTTA Ha
PBAHUSA KOLL B CPABHEHHE C
HOPManHUTe CTOMHOCTM 3a nona U
Bb3pacTTa

PenTreHonornynmn Kputepun

+ KapT#a Ha cakpounewT — cr. > 2
Gunarepanto w 3-4 ynunarepanto '

CurypHa auarHosa — Hanuune

Ha 3 WK NOBEYE TOUKN CBINAcHo

CASPAR KputepuuTte:
AMarHocTMUMpaH psoriasis,
NW4HAE UNM chaMUNHa aHamHesa
3a psoriasis (2 To4ku)

= TMNMYHY HOKLTHY neaun (1
TouKa)

= HeratuseH RF, c u3kniouenve Ha
natexc npoba (1 Touka)

= (17ouxa)

*  Pentrenosu Geneau sa
ncopuartiuen apTpuT (1 Touka) |

Dlsease Activity Score (DAS28)

I'Imsbp)masane Ha NocToAHHa
aKkTuBHa Bonect upes:

MoTebpaeHa AvarHosa ot

20,542 = Bath Ankylosing Spondylitis Disease KNWHUSSHEIpErIen o |
Activity Index (BASDAI) -noxe 4 [AEpMaTONOr M KoXHa Buoncust
EANHALM
HenoBnusBaHe OT NPOMEHSLM Henosnuasaxe ot HCMBC n HenoBnusiBaHe OT NPOMEHSLN
BonecrtHaTa akTUBHOCT cpeacTsa B canasonupuH (npu nepucepHn opmm) BonecTHaTa aKTMBHOCT cpeacTBa
ONTUMAnHK Kypcose U A03v 3a 3a noHe 6 MeceyeH nepuop - B ONTUMANHY KypPCOBE U 403V 38
noHe 6 MeceyeH nepuoa — TepanusiTa cnesisa Aa e 6una noHe 6 MeceyeH nepuoa —

3 | TepanusTa cneasa aa e Guna HeycrelwuHa oT foHe Aa ot TepanusiTa cnessa Aa e 6una
HeyCrielwHa OT MoHe /iBe OT TsIX, MeauKkaMeHTUTe HeyCrewwHa OT MoHe ABe OT TAX,
KaTo eAHOTO 3aAbIIKNTENHO € KaTo €AHOTO 3aABbIKUTENHO e
METOTpEKCAT NpH CeAMUYHa 103 METOTPEKCaT Npu CeAMUIHa A03a
20 mg [ Arava npu aHeBHa ao3a 20 mg u Arava npu AHeBHa fo3a
20mg* 20 mg

4 Tvnca Ha usknoyBawm Tvnca Ha n3kno4Balm KpUTepUM No Jlunca Ha usknouBawm

Kputepuu no 1. B *

T.B*

Kputepum no 1. B *

i NpUnarat ce 3aAbINKUTENTHO Ha OpUrMHanHa Gnanka ot NabopaTopHO N3CNEABaHE UNK 3aBEPEHD KOMWE, NPW Hanuyne Ha XOCIUTaNM3auus ¢
/AaBHOCT 0 1 Mec. Npeay kaHAuAaTCTBaHeTo, ce npunara U3 ¢ Ne. Mpu ncopuatnie apTpUT 3aALMKUTENHO Ce NPeACTaBs ambynaTopeH nuct
OT Npernes npy AepMaTONOr WY KoXHa Bu MriH naHKa H HO Konve.

npunara ce oueHka no ckana ceotsetHo DAS28, BASDAI, - Heo6x0AMMO e ABYKPaTHO NOTBBPXKAABAHE U Ha NokasaTenuTe 3a noHe 12 ceamuueH
nepuoa 6e3 NPOMAHa B NIeYeHUETO, NPUNAraT ce U 48aTa (ULLA YAO0CTOBEPABALLN NPOBEXAAHE Ha OLiEHKaTa

aMBynaTopHM NUCTOBE MW ETanHa enukpu3a OT NPernean NPU CeUMANMCT, YAOCTOBEPABALLN HA3HAYaBAHE HA NPEAXOAHA Tepanus G
0TPa3seH CPOKOBE Ha NPUTIOXEHNE W PAIBUTU CTPAHAYHH PeaKLUW, 3anouHaTa Tepanus ¢ BMAC, CPOKoBe, echeKTUBHOCT.

YAOCTOBEPSBA CE C NOANKMC HA CMEUMANICTA B NPUNOKEHHE 1 HA HACTOSLIUTE M3MCKBAHUS

3abenexka: Pa3BuTMETO Ha HexenaHu NeKapcTBEHM Peakuun CnpsiMo APyruTe GONecTONpPOMEHALM aHTUPEeBMaTUYHN
niekapcTBEHN NPOAYKTU Ce NOTBbPXKAABA Ype3 NPeACTaBsHe Ha aMGynaTopeH NIUCT OT CLOTBETHUS MPernea U Konue
oT yBenomnenueto kbm UAT no peaa Ha un. 183 ot 3MMXM.

OTroBaps Ha KpUTepuUTe 3a 3ano4BaHe

B AHeBHa 033
neveHue ¢ a o

MOAMNMC Ha CNELNaNUCT:

M3NCKBAHWS HA H30K 3A NPOBEX[AHE HA JIEYEHWE HA CEPOMOSUTUBEH PEBMATOUAEH, AHKUNIO3UPALL NCOPUATUYEH U
IOBEHWNEH APTPUT C AHTULIMTOKNHOBM NIEKAPCTBEHM MPOAYKTU
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JINCT 3A U3BOP HA KPUTEPUUTE MPU NPOABLIMKABAHE HA NIEYEHUETO HA CEPOMNO3UTUBEH
PEBMATOW/EH, AHKUNO3UPALL, MCOPUATUYEH W IOBEHWUNEH APTPUT C AHTULIMTOKUHOBM NEKAPCTBEHU
NPOAYKTH

Mwe: [e [ T T T T7]

3a6enexka: BonHuTe CrieaBa A2 GLAAT MORWTOPUPAHH Ha 12-Ta CEAMMUA OT HAYANIOTO Ha NEYEHNETO.

™  NPU KAHAWASTCTBAHE 3a MPOALIKABAHE HA NEUEHNETO Cries 3aBbPLLEH NBPBU LIECTMECENEH KYPC CE OCHLUECTBABA HoBA
OLIHKa 1 38/ BIKUTENHO CE NPEACTABA MEAULMHCKATA AOKYMEHTALWA OT NPerneaa Ha 12-Ta ceaMMLa.

= [pu NAUMEHTY, NP KOWTO aKTUBHOCTT Ha 3a60NABAHETO He NOKa3Ba 3HAYUTENHO MOA0GPEHUE (NPOMAHA C < 20% Ha
W3CNEABAHNTE KNVHUMIHU W NaGOPATOPHY NOKA3aTENk 3a BCAKO 3a60NABaHe, CPAMO U3XOAHWTE CTORHOCTH) B PAMKATE Ha 3 — 6
MeCela, MOXe Aa Ce NPEMUHE KbM AP aHTULMTOKWHOB NEKAPCTBEH NPOAYKT.

B. Kputepuu 3a npogbikaBaHe Ha NeYeHUeTo (3aabrmkUTenHu ca BCUNKU KpUTepum)

MKB M05, M08 MKB M45 MKB M07.1, M07.2, M07.3

1 | NosnusiBane Ha nokasatenute: MoenusBaKe Ha nokasatenure: MoBnusBaHe Ha nokasatenure:
* OTOYHOCT Ha CTaBuTe (CMHOBMAneH * Gonka B rbp6a | * OTOUHOCT Ha cTaBuTe '
M37UB WU MEKOTBKAHEH OTOK) M = Gpoii Ha BONE3HEHNTE U OTOUHM

| CyTpeluHa IYRNIOCT —famanseane ¢ * OrpaHudeHve B nogBwKHOCTTa | CTaen — Hamanssaxe ¢ noe 50%
noxe 50% * CYE —noa 40 mm
4 * CYE - noa 40 mm wnu CRP —
* 6pOf Ha GoneawenuTe 1 oo, orpuarenen |
CTaBM — HamansBaHe C noxe 50%
* CYE - nog 40 mm unn CRP —
oTpuuatenex
| PenatueHo noHnxete Ha BASDAI ¢
o

CyMmapHa oueHKa Ha nokasatenure 301/3 gl a0conionia npows gL e (s

2 | - noHmkeHne Ha DAS28 ¢ noseye N cxana) OT HSx0AHOTO HHEG H
oT4 88 €KCMEPTHO CTaHOBMILLE B NON3a Ha

npo,qbn)xaeane Ha TepanuaTa;
ASDAS>1,3%

3 | Nunca Ha HexenaHa Jlunca Ha HexenaHa nekapcTeeHa Tunca Ha Hexenana
rnexkapcTBeHa peakumsa u Peakums U U3KNYBawWmn KpuTepum nekapcTBeHa peakuus u
M3KnKouBawWM kputepumn no 1. B ° not.B M3KNIoBaWM KpuTEpUK no T. B

T ambynaTtopeH NUCT/ eTanHa enuKkpu3a C 0TpaseHa CTeneH Ha NoBNWSBaHe Ha NoKasaTenuTe; OPUrMHANHK BGNaHKW UNk 3aBepeHn Konus oT
akTyaniu nabopaTopHu M3CNEeABaHUA (C NOCOYEHN PehepPeHTHN CTOAHOCTU 3a CLOTBETHATA NaGoPaToOPUA), NPU HANMYNE HA XOCNUTANU3auUMs C
aBHOCT 40 1 MEC. NPEAW KaHAWAATCTBaNeETO, ce npunara U3 ¢ Ne
npunara ce ouekka no ckana ceoteetHo DAS28, BASDAI, ASDAS (2009)
YAOCTOBepsiBa Ce C NOANKUC Ha CNeLnanucTa B NPUNoXeHue 1 Ha HaCTOAWMTE UIUCKBAHUA U Ce nonbnea Tabn.1

Tabn. 1 Hexenanm nekapcTeeHu peakumm
rajeHe, rasoGonue, CBETOBLPTEX
aneprus
NOBULIABAHE HA aPTEPUANHOTO HansraHe
TexKa uHbexums

XeMaTONOTMYHN W/uni GHOXMMUYHI OTKNOHEHNA CLOGPa3HO (hapMaKONOrMYHOTO AOCHE Ha NPOAYKTa - XeMorno6uH noa 80g/l,
neskouvTi noa 3500, TpomGouuTv noa 90000

B. U3KINIOYBALLM KPUTEPWUU (npwm 3anousaHe v Npu NpoALmkaBaHe Ha nieveHneTo)

1. BpemeHHoCT 1 nakrauus

2. AkTuBHa unu nateHTHa TyBepkynosa ( Ty6epkynuHosa npo6a)

3. OCTBP MNK XPOHWUEH BUPYCEH XENATUT ( XeNaTUTHU MapKeph)

4. Heonnactiuny sabonssanns

5. 3acToiiHa CbpAEUHa HEAOCTATBUHOCT

6. AnnacTuuHa aHemws, u3pasewa rpaHynounToneHus, muenodubposa (MKK ¢ [IKK, npu HeOBXOAMMOCT KOHCYATaLMs OT Xemaronor),

numcpom

7. MHoxecTseHa ckneposa i Apyr GONecTy C AeMuenuHu3aums

8. flunca Wa TepanesTWden edbekT Ha 12-Ta CEAMMLA CMieA 3aMOMBAHE HA NEMEHUETO (HEMOBMUSBAHE NPOALMKATENHOCTTA Ha
CyTpelHaTa CKOBAHOCT, MEpCACTUPaHE Ha CTABHUS OTOK, HEMOBMUSBAaHE OPOS HA GONE3HEHATE WWMW OTOMHWTE CTasu;
Henoenuasane Ha CYE u CRP)

9. TpeKsCsake Ha TepanusTa No BUHa Ha G0NIHAR 3a NEPUOA NoBEYE OT 2 Mecela

10. Bniousane Ha 3301 B KnUHW4HO Npoy|BaHe”

J58, YSMCKBAHNA HA HIOK 3A IPOBEXCIAHE HA NIEUEHE HA CEPOOSUTUBEH PEBMATOWAEH, AHKMTIOSUPALL, NICOPUATUYEH M
IOBEHWNEH APTPUT C AHTULIMTOKHOBI NEKAPCTBEHM NPOAYKTY




[image: image5.jpg]* Komucusma, Kosmo e HasHauuna nevexuemo u Ha6niodaea 330/], e dbxHa HesabasHo da yeedomu Komucusima 3a excnepmusau rio un. 78 6
LIY Ha H3OK. Teau 60riHu e 3anuceam & 0mdeneH pezucmbp u He 2y6sim Npasomo cu 3a MPodLKASAHe Ha NeveHUemo Cried NPUKIIOYSaHE Ha
KNUHUYHOMO NpoyyeaHe cried akmyarnHa oueHKa om crieyuanuaupaHama Komucus

3abenexka: H30K 3annawa AOMAWHO ieYeHMe C aHTMLNTOKMHOBY NEKapCTBEHU NPOAYKTH A0 TPaiHa KIMHUYHA PEMUCHS
Ha Gonectra.
Onpedenenue 3a mpaiina kiuHuHa pemucus, chenacwo Eeponelickume npenopuku om 2010 200uHa. fa3t

PEBMATOWEH ApTPUT: CYTpelLHa CKOBAHOCT MOA 15 MUHYTW; NWNCa Wa yMopa; nWnca Wa CTaBWa 6omka; nunca Ha Gomka npu
ABWKEHUE; NWNCA Ha OTOK — CTABEH, MEKOTBKAHEH, OKOMOCTABEH WM Ha CyXOXWNHWTe Bnaranwuia; CYE u CRP B pedbepeHTHu
[paHMuy 3a ChoTBETHATa NaGopaTopus; DAS28<2,6;
# aHkunosupaly cnowaunuT: BASDAI<4; ASDAS<1,3;

ncopuaTieH apTpuT: CyTpeluHa CKOBAaHOCT noa 15 MWHyTW; nunca Ha ymopa; nunca Ha crasHa Gonka; nunca Ha Gonka npu
ABWXEHWE; NUNCa Ha OTOK — CTABEH, MEKOTBKaHEH, OKONOCTABEH MMM Ha CYXOXMNHUTE Bnaranuua; NMnca Ha CKoBaHOCT Ha rpbBHaka
& CnyuauTe Ha CoHAWNUT); CYE u CRP B pechepeHTHY rpanuuy 3a CbOTBETHATa NabopaTopus

10BEHUNEH apTPUT: NUNCa Ha akTUBEH apTpUT, NWNCa Ha NOBUWEHA TemnepaTypa, oGpWB, CEPO3UT, CAEHOMranus WM
reHepanuaupara NMMGaneHoNaTus:; NMNCa Ha akTuseH ysenT; CYE u CRP B pechepeHTHY rpaniLy 3a CbOTBETHATa NabOpaTopHs:

3aGenexa: MeAWUNCKATA AOKYMEHTALUA (MOYNATOPEH TCTIETANHA ETUKPHIA/SKCIEPTHO CTAHOBMLLE). KORTO OTPA3ABA CLCTORHNS Ha Henbrka
KOMHINHA PEMICHR Ha 6ONECTTa A3 BKIOYBA ONMCAHWATa, CLIACHO WINOXEHHTE NI0-TOPE ONPEAENEHNS N0 WHACKTH

OTroBaps Ha KpUTEpUUTE 3a NPOALIDKABaHe

B AHeBHa f03a
Ha neveHueTo ¢ o i

MOANNUC Ha CNeuNanucT:

VM3UCKBAHWA HA H30K 3A NPOBEXXAAHE HA NIEYEHWE HA CEPOMO3NTWBEH PEBMATOM/EH, AHKUNIO3WPALL, NCOPUATUYEH U
HOBEHWNEH APTPUT C AHTULIMTOKMHOBM NEKAPCTBEHM MPOAYKTA
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I. NEYEBHO-AWATHOCTUYEH ANIFTOPUTBM

1. NNEKAPCTBEHW MPOAYKTW, Bikniovenn B Mpunoxenue 1 wva MIC, kouro H30K 3annawa B cLOTBETCTBUE C
AeiCTBaLMTE HOPMATUBHIN [AOKYMEHTH.

INN MKB [O3A
Hap 18 roa.
MO5, M08, g 18. 50 mg eanH NbT ceAMUYHO
ETANERCEPT M45, Mo7.1, | 7° FoR
MO7.2, M07.3 = 0,4 mg/kg (a0 makcumym 25 mg Ha f03a) Criea pa3TeapsiHe Ha 25 mg 8 1 ml
- : pasTeopuTen, AaBaHu ABa MbTU CEAMWUYHO KATO NOAKOXKHA WHXEKUMSA C MHTepBan
OT 3-4 1N Mexay AosuTe.
MO5, M08,
M45. * Bb3pacTHU NauneHTn ¢ 40 mg npes ceamuua, B €4HOKpaTHa 403a, MHXeKTUpaHa
AD. NOAKOXHO
ALIMEMAR mg;; * MPW IOBEHUIEH MAVONATUYEH apTPUT (Bb3pacT Ha 1 Haa 13 T.) - 40 mg,
M07‘.3I NPUNOXEHM Npes ceamuLa kaTo eAMHUYHA 03a YPe3 NOAKOKHO MHKEKTUPaHE
Hap 18 roa.
* Npy 3anoysaHe Ha nevenue — Nbpen Mecel} 1200 mg (Ha 0, 2 1 4 ceaMULM — 2 NbTU
CERTOLIZUMAB M05 AHeBHo no 200 mg)
* NoAAbPXKaLLa Ao3a — 200 MY Ha BCEKM 2 ceamuumn
MO5, M45,
MO07.1, Hap 18 rog.
GOLIMUNAR MO07.2, * 50 mg eAuH NbT MECeYHO
M07.3

2. NMPOCNEAABAHE:

INN Bb3pacToBW OrpaHuyeHns NPEOW 3ANOYBAHE* KOHTPOI Ha 6 mec.**
PenTreH Ha 6sn Apo6, peHTreH Ha
* nMua Hag 2 roauky (npu | cTasm,
ETANERCEPT ncopuaTuieH apTput Ty6epkynuHosa npoba, :EKTC Lcl'g:, CYE, ASAT,
Camo Mpyu BL3PACTHM) xenatutHu mapkepu, MKK ¢ KK, ASAT, !

ALAT, CYE, CRP.
PeHTreH Ha 6an Apo6, peHTreH Ha
crau,

ADALIMUMAB * nuua Hap 13 roanHu TybBepkynuHosa npoba, 2&1‘3 %KR'; CYE; ASAT,
xenatuThu mapkepu, MKK ¢ KK, ASAT, 2
ALAT, CYE, CRP
PeHTreH Ha 65in Apob, peHTreH Ha
crasu,

CERTOLIZUMAB * nuua Hag 18 roguHn TyGepkynuHosa npoba, 2&19 %’g; CYE, ASAT;
xenatutHu mapkepw, MKK ¢ KK, ASAT, '
ALAT, CYE, CRP
Pentren Ha 65n apob, peHTreH Ha
crasu,

GOLIMUMAB * nuua Hag 18 roauHu TyBepkynuHosa npoba, QEKTC %ﬁ;‘, CYE, ASAT,
xenatuthu mapkepu, MKK ¢ KK, ASAT, .
ALAT, CYE, CRP

* ipAnarar ce 3aBepeHi KONWs OT OPUTMHANHATE GNankA (MPM HANWIWe Ha XOCTMTANN3LMA C AABHOCT A0 1 MeC. NPEAN KaHAUAATCTBAHETO Ce
npunara 3aBepeHo Konwe OT enukpu3a C Homep 13)

** 0 6 — TSI MEC. CE KOHTPONIMPAT EAWH MbT MECEHHO, CEA 6 — TS MEC. — N0 NPELIeHKa Ha NeKaps! 1 NPU KaHAWAATCTBAHE 3a NPOABIKaBaHe Ha
neweHweTo (HoB npoTokon)

II. OBLUM U3UCKBAHUSA

1. Bb3pacToBaTa rpaHMua Ce U34MCnsiBa B HABBPLUEHN FOAUHM - T.€. BKMIOYMTEINHO KbM AaTaTa Ha U3fiaBaHe Ha NpoTokona ot
cneuvanuanpaHaTa KoM1cusi.

2. MNpy HasHauaBaHe Ha Tepanus Mo MPOTOKON 3aAbLMKUTENHO Ce CboGpa3siBaT Bb3PaCcTOBUTE OrPaHMYEHUs, CbINAcHO KpaTkara
XapaKkTepucTuka Ha CbOTBETHUS NlekapcTBeH NPOAYKT, yTebpaeHa no peaa Ha 3JMXM.

3. H30K He 3annauya neyeHue C 4031 Ha/, MaKCMMArHO pa3peLUeHnUTe No KpaTka XxapakTepucTuka Ha NpoaykTa.

4. H30K He 3annauia neyeHune U3BbH ykazaHaTa Bb3pacToBa rpaHuLIa B kpaTkaTa xapakTepucTika Ha npoaykTa.

§  VIBUCKBAHMA HA H30K 3A MPOBEX/IAHE HA NIEYEHWE HA CEPONO3UTUBEH PEBMATOWIEH, AHKWNO3MUPALL, NCOPUATUYEH 1
@ IOBEHWIEH APTPUT C AHTULITOKUHOBM NIEKAPCTBEHM NIPOAYKTI





[image: image7.jpg]5. B cnyyait Ha HacTbnuna noao3vpaHa HexenaHa nekapcTBeHa peakuus, nekapst ysegomssa WA no peaa Ha un. 183 ot
3MMNXM. Konve oT cbobLyeHneTo ce npunara kKbM MeauUMHcKaTa fokymenTaums Ha 330/ npyu kaHavaaTcTeaHe 3a neyeHue.

6. NMPU CMEUUMAIUCTA, cbrn. un. 152 B, 7. 1 ot HP[] 3a MmeanumHckute aeiHocTi 2012 r. (o6H. AB 6p. 3 oT 10.01.2012 ),
Ha 330/, Ha KOMTO Ca M3AaBaHU MPOTOKONMM MO PeAa Ha HaCTOSIUMTE M3UCKBAHWS, CrieABa [a Ce npunarar BCUYKW
HSOGXOHMMM ACKYMEHTWU Karo: aMGyﬂaTUpHVITE NuCToBE OT U3BBLPLUEHWTE nperneaw, BTOPUAT eK3emniap OT usgagenute
MPOTOKONK, KONWA OT envKpU3M, eKCnepTHW CTaHOBWLLA W ApYrn AOKYMEHTWU, KOWTO Ca OCHOBaHWe 3a U3aasaHe Ha npoTokon,
BCUUKM M3MCKBALLW CE W3CNEABaHs, KOMWE OT MpUroxeHue 1 Ha HaCTOSIWMTE M3MCKBAaHMS MOMLHEHO NO CLOTBETHaTa
TOuKa, NoANUCaHo OT cneunanucra, usgan npotokona.

Hacmoswjume usuckearus ca paspabomeHu Ha ocHosaHue 4n. 55 om HP/] 3a Meduuurckume deliHocmu 2012 zoduna (06H. B
6p. 3/10.01.2012 2.). u enuzam e cuna om 1 maii 2012 2., cbenacHo yn. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusma
u peda 3a 3annawaxe Ha nekapcmeexu npodykmu no yn. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu &
XymaHHama meduyura, Ha MeOUUUHCKU u30enus u Ha UemuyYHU XpaHu 3a creyuanHu meduyuHeku uenu (o6H. B, 6p. 31 om
2007 2.).

MBUCKBAHWS HA H30K 3A NPOBEX[IAHE HA NEYEHWE HA CEPOMO3UTUBEH PEBMATOM/EH, AHKUO3MPALL, NTCOPUATUYEH W
IOBEHWNEH APTPUT C AHTULIMTOKIHOBM NEKAPCTBEHM MPOAYKTI





[image: image8.jpg]MPUNOXEHUE 3

REKITAPALIUA 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ MPOABMKABAHE HA
TNEYEHMETO C NEKAPCTBEHUS NPOAYKT

A3 ponynognucanusT/aTa ...

Cnej kaTto ce 3ano3Hax C usnata MW npeaocTaBeHa WMHAOPMAUMsi M LENTa Ha NeYeHMeTo C NeKapcTBeHus
npOAYKT.
NOCTaBeHNTe OT MeH BBLNPOCH, AeKNapupam Ye:

. W Cnej kaTo nony4ux uauepnatenHu OTroBopu Ha

1. ViHcbopmupaH CbM 3a 0TKa3 OT MaW4MHCTBO / GalMHCTBO NO BPEME Ha MPOBEXAAHE HA NeyeHne C ropenocoueHus
NeKapCcTBEH NPOAYKT.

BA HE

LLle cnassam npenopbyaHarta My Cxema Ha nevyeHne N NepUoANYHOCT Ha KOHTPONHUTE npernean.
PeposHo e ce ABABaM Ha KOHTPONIHM NPErneAn W HAMa Aa NPOMEHSIM CamOBOMHO WAW MOA APYrO BHyLUeHWe
HasHayeHata mv Tepanus.

4. TMpv npeycTaHoBsBaHe Ha NEUEHNETO MO MPUYMHM, HENPON3TUYALLIM OT peLeHneTo Ha Komucusta 3a ekcneptuan 8 P30K
wmnn Komucmata no un. 78, 1.2 ot 330, we yseaoms HesaBaBHO nuuHus cu nekap u P3OK u we sbpHa B P3OK
NOCneAHNsA NPOTOKOS, MO KOWTO CbM NoNyyaBan/a NekapcTBEHUs NPOAYKT.

5. Mpu HecnaseaHe Ha NOCOYEHUTE YCNOBUS NEYEHUETO MU C yMOMEHaTUsi NIEKapCTBEH MPOAYKT We Gbae npekpateHo u
HIMa fja UMam npeTeHumn kbMm H30K.

6. MMpuTexasam/ He npuTexaeam aktyanHo TEJIK pelweHne BbB Bpb3ka Cbe 3aGonsiBaHeTo.

[Hexnaparop:

(ume, npeaume u chamunus)

Moanve:..

J o1, VBMCKBAHUS HA H3OK 3A NPOBEXIAHE HA NIEUEHWE HA CEPOTIOSUTUBEH PEBMATOVAIEH, AHKNIOSMPALLL, MICOPVATUYEH M
74 'OBEHWNIEH APTPUT C AHTULMTOKVHOBY NIEKAPCTBEHM NPOLYKTI




