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N3UCKBAHUA HA H3OK
NPU NEYEHUE HA TEXXKA AKTUBHA BOJIECT HA CROHN U
YNUEPO3EH KONMUT C AHTULMTOKUHOBU NIEKAPCTBEHU NPOAYKTHU
HAQL 18 TOAULWLHA BB3PACT B U3BBBHBOJIHUYHATA NMOMOLL



U3UCKBAHUA HA H3OK NMPU U3OABAHE HA NMPOTOKOIN 3A NMPOBEXAAHE HA NEYEHUE HA
TEXKA AKTUBHA BOJIECT HA CROHN U YJILUEPO3EH KONUT C AHTULUTOKUHOBU NEKAPCTBEHU
NPOAYKTU

(Adalimumab, Golimumab, Infliximab)

MpoTOKONBT Ce W3haBa OT CMeuuanucTu - racTPOEHTEepPONio3n OT cheuuanuMpaHa KOMUCUS B neuyeGHu
3aBefeHus 3a 6onHUYHaA nomouw, cknouunu goropop ¢ H30K. Cneunanu3upaHuTe KOMUCUM Ce Cb3[aBaT ChC
3anoBen Ha avpekTopa Ha J13: KnuHuka no ractpoeHTeponorus kbM MBAN ,Llapuua Woanna” UCYN — rp. Codus,
KnuHuka no ractpoeHTeponorus kbm MBAJ1 ,Ce. UBan Punckn” — rp. Cocms, KnuHuka no racTpoeHTeposiorns Kbm
BMA - rp. Codwmsa, Knuvuka no ractpoeHteponorus kbMm MBAJl ,Cs. MapuHa’ — rp. BapHa, KnuHuka no
ractpoeHTeponorus kbm MBAJ ,Cs. leoprn” — rp. MNnosaue.

I. PE[l 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha nevyexHue

* [lonbnHeHo u noanucaHo npunoxenune 1A/M1B — nuct 3a onpegensHe Ha
Kputepuute (no T.A) € BCUYKM HeoBXoanMU u3cneaBaHus.

CMNEUUAITU3UPAHA LR EtanHa enukpu3a, BKMiOYBalla AaHHW OT aHamHesarta, cratyca u noapobeH

KOMUCUA chapmakonornyeH MapLupyT 3a noHe 3 meceyveH nepuoa.

* EKCMepTHO CTaHOBUIE C SICHA MeJULMHCKa MOTUBaUWA (3aAbiMKUTENTHO ce
oTbensssa nurnca Ha U3KNIYBaLLW KpUTepun (noodnucaHo om 8CuYKU 4/1eHoee Ha

cneyuanuaupadama Komucusi).
/ * “ poTtokon 3a npeanuceaHe Ha nekapcrsa, sannawavu ot H3OK/P30OK" —

06p. M3-H30K (nodnucax om ecuyku YyneHose Ha crneyuanuaupaHama KOMUcus).

78,1.2 | —, | 3asepkaHa npoTokona
ot 330 B LIY Ha H30K  BP30K ;

[poTokonu 3a npoaLINkaBaHe Ha nevyeHve

= [lonbnHeHo u nognucado npunoxenue 1B/1 — nuct 3a onpegensHe Ha
Kputepuute (no 1.B).

*» ErvanHa enukpu3a, BKMOYBAlLla BCUYKM u3cneaeanus no Tabnuuara 3a
npocneasiBaHe Ha NpuUNoXeHue 2 (npunazam ce U Ha opuauHanHa bnavka unu
3aeepeHo Kornue).

—» = Am6ynatopeH nucT OT nperneja Ha 12-Ta ceamuua OT 3anovsaHe Ha
nevyeHneTo C oTpaseHu nokasatenu no Tabnuuata 3a npocneasisaHe (tabn. 2,
npunoxexue 2)

= EKCNEepTHO CTaHOBUIIE C SICHA MEeAMUMHCKA MOTUBaUMA (3aAbIDKUTENHO ce
oTbensassa nunca Ha M3KNIYBaLLW KpuTepumn (nodnucaHo om 6CUYKU YlIeHoee Ha

cneyuanusupaHama KoOMucusi).
= ‘TpoTokon 3a npeanucBaHe Ha nekapcrea, sannawann ot H3OK/P3OK" — obp.
M3-H30K (nodnucax om 8cuyku YneHoee Ha crneuuanuaupaHama KOMUCUs).

CNEUWAITUSUPAHA
KOMUCUA

Komucusi no un. 78, 1. 2 | 3aBepka Ha npoTtokona
or3308UYNaH30K | ~ | BP3OK

Il. OBLLUM NOJNOXEHUA

1. 3011 nogasa noaroTeeHuTe AokymeHTn B P30K, Ha Teputopusita Ha KOsiTO @ Hanpaeuno usbop Ha OMNJ1. [lokymeHTuTe
BKNIOYBAT:

1.1 3ansnexnue Ao upektopa Ha P30K.

1.2 MonbnHeHo u nognucaHo npunoxexue 1. MNonbnea ce No CboTBETHATa TOYKa W Ce npunara oTpaseHata B LMGPOB MHAEKC
MeAULMHCKA A0KYMEHTaLWs, yA0CTOBEpsiBaLla BCEKWN eAUH OT KpuTepuuTe.

1.3 MunHuaT Habop uacneasaHus (pUsnMKanHW, MHCTPYMEHTanHu n nabopaTtopHu), 0TpaseH B Npunoxexue 2.

1.4 ‘fMpotokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H3OK/P3OK' — obp. M3-H3OK, uapageH ot nekaps
cneuvwanuct, pabotewy no goroeop ¢ H30K. Mpunara ce opuriHan Ha NPOTOKONa, a NPy KaHawaaTcTBaHe 3a nNpoAbrxaBaHe Ha
Tepanusita ce NPeAcTaBss OPUrMHan Ha NPeAxXoAHUs NPOTOKON C OTPA3eHN BCUYKU HA3HAYEHWUS MO Hero.

1.5 fleknapauus 3a uHcpopmupaHo cbrnacue no obpasey (npunoxexue 3).

2. P30K npuema aokymeHTuTe no 1. 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUIypuTenHus cratyc Ha 30J1.

3. MbpBUAT M BCeKU crneaBaly NPOTOKON ce u3gasar 3a nepuog ot 6 meceua.

g 2
% WU3UCKBAHUA HA H30K NPU NEYEHUE HA TEXXKA, AKTUBHA BONECT HA CROHN W YALIEPO3EH KONUT C AHTULIMTOKMHOBW NEKAPCTBEHW
NPOAYKTU HAJl 18 TOAUIIHA BB3PACT B U3BBbHBEONHUYHATA NOMOLL - & cuna ot 1 anpun 2014 roguHa




NPUNOXEHUE 1A

NACT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA NEYEHUE HA TEXXKA AKTUBHA BOJIECT HA CROHN C
AHTULIMTOKUHOBU NEKAPCTBEHU NPOAYKTU NPU BONTHU HAL 18 FTOAULLHA B3PACT

Vme: 2 R S o P D

3abenexka: meduyuHckama OoKyMeHmayus, yodocmoeepsieawa 6ceku om Kpumepuume e rocoyeHa ¢ yucpa 6 UHOeKC U 3adb/mKUMenHo
npudpyxaea HaCMoSULOMO NPUSIOKEHUe.

AHTUUMTOKMHOBUTE NEKapcTBeHWM NPOAYKTW Ce npunarat kato BTOpa FIMHWS Ha ne4YeHWe, Korato nbpeaTta fUHWA
(KOpTUKOCTEPOUAN W MMYHOCYNpecopy) e 6una HeycneluHa, KOHTPaHANLIMPaHa UNu NaLUNEHTBLT He 5 NoHacs.

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBU KYPC (SAAB/DKUTENHU CA BCUYKU KPUTEPUN)

MKB K50.0, K50.1

CurypHa AMarHosa C onpeaerneHo pasnpocTpaHeHue — NOTBbPAEHO Ha Gasata Ha KMHWUYHATa CUMNTOMATHKa,
1 | napaknuHUYHK U3cneaBaHnsa U KOMOMHaUMSA OT €HAOCKONCKA U PEHTTeHONMOrMYHN U3CneaBaHus - ToTaneH ornea Ha ruT
upesa eHA0CKONUsI, peHTreHorpacusi u/unu komnioTbpHa (KT) unu MmarHUTHO-pesoHancHa (MPT) Tomorpaqwm

Pesaynrar OT XMCTONOrMYHO M3creasaHe Ha marepuan OT eHaocKoncka M/MHM nanapockoncka 6uoncusi, u/unu

2 MHTpaonepaTuBHO B3eT MaTepuarn, CbBMECTUM C AvarHosata bonect Ha Crohn '
Texka chopma Ha 6Gonectra cbanacHo ECCO, 2010 u BAIEMMEAE 2013:
3 = TEXKO HapylweHo 0BLIO CbCTOsIHWE W e[JUH UMK NoBeYe OT CrieAHuTe cumnTomu: saryba Ha TenecHa maca Haj
10%, noBulieHa TenecHa TemnepaTypa, cunHa kopemHa 6onka, Avapus (Haa 3 Aedekaunn AHEBHO), vnn
Hanuuue Ha o6cTpykuums, unu abeuecn L
i Bucoko HUBO Ha CRP > 10 mg/l uiunu apyrv 06eKTUBHM 6enean 3a aKTUBHOCT (MOBMILIEHN HUBA Ha KAannNpPOTEKTUH

BbB (heKanumu Unu eHAOCKONCKM UM XUCTONOMMYHK 6enesmn 3a akTUBHOCT)

5 | CymapHa oueHka no Crohn’s Disease Ativity Index (CDAI) Hag 300 To4km :

HenosnusBaHe OT KOPTUKOCTEPOMAN WM UMYHOCTYNPECOpU B ONTUMAanHN KypcoBe 1 403u 3a NOHe 3 MeceyeH nepuoa
(eauH mecel 3a pedppaktepHuTe * Ha neveHue cnyyau)
6|3 pechpakmepHu ce npuemam cryqaume ¢ nepcucmupawa akmuexa 6onecm, ébpeku nevyeHuemo ¢ prednisolone e
do3a Had 0.75 mg/kg OHesHo 3a nepuod Hao 4 cedmuyu

7 | Nunca Ha uaknouBawm kputepun no 7. 6 *

' Heo6XxoaMMMUTE M3CNEABAHWA Ca OTPa3eHU B Tabn. 2 Ha NPUNoOXeHue 2 - 3aAbLIKUTENHO CE MPeACTaBAT Ha opuruHanHa GnaHka ot
nabGoparopus unn aaupeno n noanmuo xonm. npu Hanuume Ha xocnuTanuaauus ce npunara enukpuaa ¢ Homep U3 ¢ A@BHOCT A0 1 mec. npeav
P ) BMI :

npnnara ce ouemﬂ nocm CDN uoono.nmo e Alyxpm'uo NOTBBLPXKAABAHE HA UIrPaXKAALLUTE O MOKAIATENN 38 NOHE 4-CEAMUYEH NEpPUOA
OT NEYeHNeTo, Npunarar ce U ABaTa chuLia, yA0CTOBEPABALLM NPOBEXAaHEe Ha oueHKaTa,
amBynaTopHu NUCTOBE WNW eTanHa enuKpu3a OT Mperrieav Npu CneuuanucT, YAOCTOBEpABalYM HasHayaBaHe Ha NPeAXoAHa Tepanus C
OTpa3eHn CPOKOBE Ha NPUNOXKEHUE W PASBUTY CTPAHUYHI PEaKLVMi, 3anoyHaTa Tepanus ¢ ApYri NekapcTeeHu NPOAYKTY, CPOKOBE, (eKTUBHOCT,
YAOCTOBEPSBA CE C NOANUC HA CNELUANNCTa B NPUNOKEHNE 1 Ha HACTOALUTE NINCKBAHUA.

B. U3KNIOYBALLM KPUTEPUU (NMPU 3ANOYBAHE HA JIEYEHUETO)

1. BpemeHHOCT u nakrauus

2. AKTMBHa unu nateHTHa Ty6epkynosa, Cencuc unu apyra Texka ukHpexums

3.  HIV undekumna

4. OCTbp UnNu XpPOHUYEH BUPYCEH XenaTuTt

5. HeonnacTtuyHu 3abonasaHus

6. 3acroitHa cbpaeyHa HepoctaTbyHocT (NYHA I11-1V)

7. AnnactuyHa aHemusi, u3paseHa rpaHynouutonenus, muenocpubposa, numgom
8. MHoxecTBeHa ckneposa u apyrn Gonectu ¢ agemunenuHnzaums

9. AsToMMyHHO 3abonsBaHe

OTroBaps Ha KpuTepuuTe 3a 3anoysaHe /

npoabnKasaHe Ha nevYeHueTo c RARRALA A0A

NOANMUC HA CNEUMATTMUCTAL ...
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| % W3UCKBAHWUA HA H3OK NPWU NEYEHWE HA TEXXKA, AKTUBHA BONIECT HA CROHN U YNLUEPO3EH KONMUT C AHTULIUTOKUHOBW NEKAPCTBEHU
NPOAYKTU HAQ 18 MOAULLHA BL3PACT B U3BBHBEONHUYHATA MOMOLL -~ 8 cuna ot 1 anpun 2014 roguna




NPUNOXEHUE 16

NACT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NPOABIMKABAHE HA JIEYEHUE HA TEXXKA AKTUBHA BONECT HA
CROHN C AHTULIMTOKMHOBW NNEKAPCTBEHW NPOAYKTU NPU BONTHU HAL 18 TOOULLHA Bb3PACT

B. KPUTEPUU 3A NPOABINKABAHE HA NEYEHUETO (SAABIMKUTENHUA CA BCUYKU KPUTEPUN)

MKB K50.0, K50.1

MNoBnusBaHe Ha nokasarenure:

*  HamansiBaHe Ha KnuHU4YHaTa cuMTOMaTuKa

*  nunca Ha cnag Ha BMI, nogobpsiBaHe Ha OTKNOHeHUTe BUOXMMUYHIN nokasaTtenu
*  HamanseaHe ¢ Hag 50% unu HopmanuaupaHe Ha CRP

2 | CymapHa OLeHKa Ha nokasartenure — s3HauynTenHo noHwkexue Ha CDAI enpsiMmo usxoaHara £

3 | Nunca Ha HexenaHa nekapcTBeHa peakuusi U M3KNIOUBaLWM Kputepum no 1. I °

' eTanHa enuKpM3a c OTpaseHa CTeneH Ha NoBNMABaHE Ha nokasaTenuTe, 3aAbLIDKUTENHO Ce NPeACTaBs u aMbynaTopHUsA NUCT OT nperneaa Ha
12-Ta ceAMMUA CNEJ 3ano4BaHe Ha NeYeHueTo, HeobXOAUMUTE W3CneABaHWs ca OTpaseHn B Tabn, 2 Ha npunoxeHue 2 - 3aAbMKUTENHO ce
NPeACTaBAT Ha opurnHanta 6naxka ot nabopaTopus Unu 3aBepeHo U NOANUCaHO Konue;

npunara ce oueHka no ckana CDAI;

*ynocToBepsiBa ce ¢ NOANMC Ha CneuuaniucTa B NpUroxenue 1 Ha HacTOSAWMUTE M3UCKBaHUA W ce nonbnea Tabn. 1.

Tabn. 1 HexxenaHu nekapcTBeHu peakuvm
rageHe, rnasobonue, CBeTOBbpPTEX
aneprus
noBULLIABAHE Ha apTepUanHoTo HansraHe
TeXKa MHekumns
XEMaTONOrMYHN UMK BUOXUMUYHN OTKNOHEHUS! CboBpa3sHo hapMakonoriyHOTO AOCHE Ha NPOAYKTA - XeMOrnobuH
nog 80 g/l, nekountn noa 3 500, TpomBouutn noa 90 000

. U3KNKOYBALLU KPUTEPUU (MPU NPOABIMKABAHE HA JIEYEHUETO)
1. Jlunca Ha TepaneBTU4eH ekt crnea sanoysaHe Ha feYeHneTo

2. TpaitHa knuHU4Ha pemucus Ha Bonectra — TpaeH cnaa Ha CDAI noa 150

3. [pekbCcBaHe Ha TepanusTa Mo BuHa Ha 6onHusA ca nepuoj noseve ot 2 mecela
4. BkniousaHe Ha 30J1 B KNMHUYHO Npoy4BaHe*

* Komucusima, Kosimo e HasHayuna neveHuemo u Habndasa 30/1, e dmbxHa HesabaeHo 0a yeedomu Komucusima 3a ekcriepmuau o 4. 78 m.2
om 330 e LY Ha H30K. Tesu Gonku ce 3anuceam & omoeneH peaucmvp U He 2ybsm npaeomo cu 3a npodbinkasaHe Ha sieyeHuemo cned
MPUKoYeaHe Ha KUHUYHOMO NpoyYeaHe crneod akmyarnHa oueHka om crneyuanusuparHama KoMmucusi

H30K 3ANMALLA JOMALIHO NEYEHUE C AHTULIMTOKUHOBM NEKAPCTBEHW NMPOAYKTYU 10 MOCTUMAHE HA TPAMHA KITMHUYHA 1
EHOCKOINCA PEMUCUSA (O3[IPABSIBAHE HA JIUTABULIATA).

Onpepnenexue 3a 03apaBsABaHe Ha NUrasuLaTa — 663 KNUHUYHK, BUOXMMUYHK/NABOPATOPHY, @HAOCKONCKM UM XMCTONOrMYHM Genesn Ha
Bb3nanexue, Bkn. CDAI nog 150 Toukum.

OTroBaps Ha KpUTepuuTe 3a 3anoysaHe /
npoabL/HKaBaHe Ha NeYeHneTo ¢

B AAHeBHa Ao3a

NOANUC HA CNELMANTMUCTA. ...

% W3NCKBAHWA HA H30K NPWU NEYEHWUE HA TEXXKA, AKTUBHA BONECT HA CROHN W YNILEPO3EH KONUT C AHTULIMTOKUHOBU NEKAPCTBEHWN
NPOAYKTU HAQ 18 FOAULIHA BB3PACT B U3BBHBEONIHUYHATA NOMOLL — 8 cuna ot 1 anpun 2014 roanHa




NPUNOKEHVE 18

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHWUE HA YNLEEPO3EH KOJNUT C
AHTULUMTOKUHOBWU NEKAPCTBEHMW NPOAYKTU NPU BOJNTHU HAL 18 TOAULLHA Bb3PACT

Wme: 210 A PR D50 B0 TP B O o

3abenexka: MmeduyuHckama OOKymeHmayusi, ydocmoeepsiealua eceku om Kpumepuume € rocoyeHa ¢ yugpa 6 UHOEKC U 3a0b/KUMeNnHo
npudpyxasa HaCMoAW,0MO NPUNOXKeHUe.

AHTULMTOKMHOBUTE NEKapcTBeHW NPOAYKTM Ce npunarat Kato BTOPa SfIMHUA Ha NeveHue, Korato nbpeaTa JMHUS
(KOpPTUKOCTEPOMAN U UMYHOCYNpecopy) e 6una HeycneluHa, KOHTPaHANLUMPaHa UK NaUNEHTBLT He S NoHacs.

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBU KYPC (SAAB/MKUTENIHA CA BCUYKU KPUTEPUW)

MKB K51.0, K51.1, K51.3, K51.5, K51.8, K51.9

CurypHa auarHosa ¢ onpeferneHo pasnpocTpaHeHue — MOTBLPAGHO Ha Basata Ha KnMHWYHATA CUMNTOMATUKE,
1 | napaknuMHUYHKU M3cneaBaHua U KOMBUHALMSA OT EHO0CKOMNCKA U PEHTTeHONMOMMYHN U3CneaBaHns - ToTaneH orne{x Ha TUT
ypes KOIOHOCKONMUS, peHTreHorpacus u/mnu komnoTspHa (KT) nnu marHuTHo-pesoHarcHa (MPT) Tomorpadus

Pesyntat OT XMCTONOrMYHO M3crneasaHe Ha marepwan OT eHAoCKoncka wvnu nanapockoncka 6uoncus, wunu
VHTpaonepaTueBHO B3ET maTtepuarn, CbBMeCTUM C AnarHosara ynueposeH Konurt

YMepeHo Texka popma Ha 6onecTtra chanacHo ECCO, 2012 u BAEMNEAE 2012:
3 | kbpBaBa auapus 2 3 aHeBHO; ¢ unn Ge3 nosuWeHa TenecHa Temnepartypa = 37,8; xemornobux < 105 g/l; unn CYE > 30
MM/4 UNU NOBULLEHWU HUBA HA KaNNPOTEKTUH BB thekanun

Bucoko HuMBo Ha CRP > 5 mg/l u/unu apyru o6ekTuBHM 6ene3mn 3a akTMBHOCT (NOBMULIEHWU HUBA Ha KannpoTeKTUH
BbB (heKanuu Unu eHAOCKONCKM UMK XUCTONOrMYHN 6enesn 3a akTUBHOCT)

5 | CymapHa oueHka no uiaekc Ha Mayo Hapa 6 Touku %

HenosnusiBaHe OT KOPTUKOCTEPOUAN WM UMYHOCNYNPECOPU B ONTUMArHN KypcoBe 1 403K 3a NoHe 3 MeceyeH nepuoj
(eanH mecel 3a pedpakTepHuTe * Ha neveHue cryyam) i

* 3a peghpakmepHu ce npuemam cryyaume ¢ nepcucmupalya akmusHa 6onecm, ebnpeku eyeHuemo ¢ prednisolone 6
0o3a Had 0.75 mg/kg OHegHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha usknoyBawm kputepun no 1. 6 *

$ HeoBXOAMMUTE M3CNeABaHUs Ca OTpaseHu B Tabnuua 2 Ha NPUNOXeHWe 2 - 3aAbIKUTENHO Ce NPEeACTaBAT Ha opuriHanHa GnaHka ot

naGopa‘ropun WNK 3aBEpPEeHO W NOANUCaHO KOMue, Npu Hanuyue Ha xocnuTanu3auus ce npunara enukpusa c Homep n3 c AaBHOCT AO 1 mecey

npean KaHAWAaTCTBAHeTO,; 3aAk € )€ dB# € S €

u eABaHWUA Ha opuruHan NcaHd )]

npunara ce oueHka no uHAekc Ha Mayo,

3 amMBynaTopH¥ NUCTOBE WNK eTanHa enukpu3a OT Nperneaw Npu CreunanucT, yA0CTOBEpPABALLM HasHauaBaHe Ha NpeAxoaHa Tepanus ¢

0Tpa3eHu CPOKOBE Ha MPUIOKEHUE W PasBUTH CTPAHUYHN Peakumnm, 3anouHaTa Tepanua c Apyri NekapcTBeHU NPOAYKTY, CPOKOBE, EEKTUBHOCT,
YAOCTOBEpsiBa Ce C NOANUC Ha cneyuanucra B NpuioxeHue 1Ha HacCTOALWMNTE U3UCKBAHUA.

B. U3KNIOYBALLU KPUTEPUU (NMPU 3ANOYBAHE HA NIEYEHUETO)

1. BpeMeHHOCT 1 naKTaLus '

2. AKTMBHa wnu nateHTHa TyGepkynosa, Cencuc unu apyra Texka uHpekuus

3. HIV uHdekumsa

4. OcCTbp UNN XPOHWUYEH BUPYCEH XENnaTuT

5. HeonnactuyHu 3abonseanus

6. 3actoitHa cbpaeyHa HepoctaTbyHocT (NYHA 111-1V)

7. AnnactuyHa aHemus, uspaseHa rpaHynouutoneHusi, muenocpubposa, numdgom
8. MHoxectBeHa ckneposa u apyri 6onecTu ¢ AemuenuHusauns

9. AsTOMMYHHO 3abonsBaHe

OTtroBaps Ha KpuTepuuTe 3a 3anoysaxe /

npoabNKasaHe Ha neYyeHMeTo ¢ AN AR
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% W3UCKBAHWUA HA H3OK MPWU NEYEHWE HA TEXXKA, AKTUBHA BOJIECT HA CROHN U YNLUEPO3EH KONUT C AHTULIUTOKMHOBW NEKAPCTBEHW
NPOAYKTU HAQ 18 FOAULLHA BBH3PACT B U3BBHBONHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2014 roguHa




NPUNOXEHWE 1"

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA JIEYEHUE HA YJNIUEPO3EH KOJUT C
AHTULUUTOKUHOBU NNEKAPCTBEHW NPOAYKTU NPU NALUMEHTU HAQ 18 rOf

B. KPUTEPUU 3A NMPOABIMKABAHE HA NEYEHUETO (SAABIDKUTENHU CA BCUYKU KPUTEPUW)

MKB K51.0, K51.1, K51.3, K51.5, K51.8, K51.9

MoBnusiBaxe Ha nokasarenure:

> HamansiBaHe Ha KnuHu4yHaTta cumTomaTuka

» nop.oﬁpﬂsaue U1 HopManuaMpaHe Ha oTKnoHeHuTe nabopartopHu nokasarenu
. €H/A0CKONCKO UM XMCTONOMMYHO noaobpeHve

2 | CymapHa OLeHKa Ha MOKA3ATENNTE — 3HAYUTENHO MOHUKEHUE Ha CNPSIMO U3XOAHATa

3 | Nlunca Ha HeXenaHa NekapcTBeHa peakuusi U M3KNYBawWwm kputepum no 1. I 2

! eTanHa enukpu3a c OTpaseHa CTeneH Ha NoBnuABaHe Ha nokasaTenuTe, 3aALIKUTENHO Ce NPeACcTaBs 1 aMBynaToOpHUA NUCT OT nperneaa Ha
12-Ta ceAMMUA CNeA 3anoyBaHe Ha NevyeHneTo, HeobXoAUMUTE N3CNeABaHNA Ca OTPA3eHN B Tabnuya 2 Ha NpUNOXeHue 2 - 3aAbMKUTENHO ce
NPeACTaBsAT Ha OpUrMHanHa 6natxka ot nabopaTopus UNN 3aBEPEHO U NOANKUCAHO Konue;

? npunara ce oueHKa no uHaeke Ha Mayo;

yAocToBepsiBa Ce C NOANMUC Ha CNeUManucTa B NPUNoXeHue 1 Ha HacTOSWMTE U3UCKBAHWA U Ce nonbnea Tabnuua 1.

Tabn. 1 Hexenanu nekapcTBeHu peakumm
rajeHe, r naaoﬁonue, CBETOBbPTEX
aneprus
noByWLIABaHe Ha apTepuanHoTo Hansrase
Texka uHpekums
XeMaTosnorviHN Uunu BUOXMMUYHU OTKIIOHEHNs CbobpPasHo hapmMakonorMyHOTO AOCHE Ha NPoAYKTa - XemMornobuH
noa 80 g/l, neekouuty noa 3 500, Tpomboumtn noa 90 000

. U3KNIOYBALLU KPUTEPUU (NMPU NPOABIDKABAHE HA JIEYEHUETO)

Jlunca Ha TepaneBTuyeH edhekT cnej 3anoysBaHe Ha nevyeHneTo

TpaiiHa KNUHWUYHA U eHaockoncka pemucus Ha GonecTra — o3apaBsBaHe Ha nurasuuara
lMpekbcBaHe Ha Tepanusita no BUHa Ha 6onHua ca nepuoa noeeye oT 2 Meceua |
Brniousare Ha 30J1 B knuHu4HO npoyusaHe*

i e

* Komucusima, Kosimo e HagHavuna nevyeHuemo u Habnodaea 30/, e dnbxHa HezabaeHo da yeedomu Komucusima 3a excriepmusu no 4n. 78 m.2
om 330 e LYY Ha H3OK. Teau bonHu ce 3anuceam 6 omoenieH pesucmbp U He 2ybsm npasomo cu 3a MPodbikasaHe Ha feYeHuemo cned
NPUKIIIOY8aHe Ha KITUHUYHOMO MpoyYeaHe cried akmyarnHa oyeHka om cneyuanu3upaHama KOMUCUs

H30K 3AMMALLIA JOMALLHO NEYEHUE C AHTULIMTOKUHOBW NEKAPCTBEHU MPOJYKTU 10 NOCTUrAHE HA TPAWHA KNUHUYHA U
EHAOCKOMNCA PEMUCUA (O3APABABAHE HA NIUTABULIATA).

Onpepenexue 3a o3apaBsBaHe Ha nurasuuara — 6e3 KnUHUYHK, GUOXUMUYHU/NABOPaTOPHU, EHAOCKONCKN MU XUCTONOrMYHK Genean Ha
Bbananexue.

OtroBaps Ha KpUTepuuTe 3a 3ano4saHe /

npoabnKaBaHe Ha nevyeHueTo ¢ g it

g .
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I. NEYEBHO-AWATHOCTUYEH ANNFTOPUTBM

NPUNOXEHUE 2

1. NEKAPCTBEHW MPOAYKTHW, Bknioyenn B MNMpunoxeuune 1 Ha MNJC, kouto H30K 3annawa B cLOTBETCTBUE C

AEeNCTBaLMTEe HOPMAaTUBHU AOKYMEHTH.

INN MKB OO3A
WHaykumoHHa Tepanus®:
= 80 mg npe3 ceamuua 0, nocneasanmn ot 40 mg npes ceamuua 2
K50.0. K50.1 3a K50.0 n K50.1
K51-0' K51. 1‘ = 160 mg npe3 ceamuua 0 (noa copmarta Ha YETUPU MHXKEKUUN B
ADALIMUMAB K51 '3'K51 '5' pamMmKkuTe Ha eAHO AEHOHOLWME UNK KaTo [BE WHXEKUUN JHEBHO B
K51' 8' K51' 9' ABa nocnepnosatenHu axu), cnea koeto 80 mg npes ceamuua 2**
<5 : 3a K51.0, K51.1, K61.3, K51.5, K51.8, K51.9
Nopabpxawa repanua™*:
= 40 mg npes ceamuua wunm 40 mg BCsika ceamuua  (npu
KaTeropuyHu nokasaHus 3a cpok He noseye ot 3 meceua)
WHAYKUMOHHA Tepanus*:
K51.0, K51.1, =  Havansa gosa 200 mg
K51.2, K51.3, = 100 mg npes BTOpa ceamuLa
GOLIMENS K51.4, K51.5, Mopabpxawa repanus™*:
K51.8, K561.9 . 50 mg/100 mg B 3aBMCMMOCT OT TENECHOTO Terno eauH NbT
MECEeYHO
NHAyKuMoHHa Tepanus™:
';552% ';55211 = 5 mg/kg uHTpaBeHo3Ha uHyana Ha 0, 2 n 6 ceamnum
INFLIXIMAB K51 '3 : K51 '5' MNoaabpxawa repanua™*: !
K51‘81 K51. 9‘ * 5 mg/kg uHTpaBeHO3Ha MHGy3us Ha Bceku 8 ceamuumn cnep 6
35 ; ceamuua

* MHAYKUMOHHATA Tepanua Tpabea Aa Ce NpoBexaa B KOMGUHALMA C KOPTUKOCTEPOUAK. MOHOTEpANUs € BL3MOXHA NPU HENOHOCUMOCT
KbM KOPTMKOCTEPOUAM UMK KOFaTo NPOABIIKUTENHATA TEPanus C KOPTUKOCTEPONAN € HENOAXOARLLA.

** PUCKBT OT HEXeNnaHu ekt e no-ronam

**¥ N0 BpeMe Ha NoaAbpXKallata Tepanus 403aTa Ha KOPTUKOCTEPOUANTE MOXE Aa Ce Hamani NOCTeNeHHo B CLOTBETCTBUE C Npasunara

Ha pobpara KnuHUYHaTa npakTuka

2. NPOCNEASIBAHE:

&

Ilepuoa Ha Jiewenue

W3cn HURA max [1m [2m [3m. [4am [5m [6M. [12m [ 18m.
XEMATONOrM4YHU

XeMOrnobuH v v v v v v v v v
epUTPOLUTH v v v v v v v v v
MCV v v v v v v v v v
XeMaToKpuT v v v v v v v v v
nesKounTn v v v v v v v v v
TpOMGOLUUTH v v v v v v v v v
CYE / CRP v v v v v
BUOXUMWUYHU

ASAT v v v v v v v v v
ALAT v v v v v v v v v
GGT / AP

WoHorpama v v v v
KpeaTtuHuH / ypes v v v v
06w 6enTbk v v v v v
anbymuH
| CepymHo xensso / XCK v % v v v
CEPOJTOrM4YHU

HBsAg / Anti HB c- total * ¥

Anti HCV* v
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HIV v

CMV'!Q.

C. difficile****

WHCTPYMEHTAITHU

EHaockonus (KONOHO UM CUrMOUAOCKONUS) v Vv an v Vs
XUCTONOrMYHO U3cneaBaHe Ha matepwan ot v v v VT

eHgockoncka u/vnu nanapockoncka uoncws,
Wunu_MHTpaonepaTUBHO B3eT Matepuan

****O630pHa UnNK KOHTpacTHa peHTreHorpagus v
vunu KAT, unu MPT

abaomuHanHa exorpadus v v v v v
PeHTreHorpacus Ha 6sn 4po6 ¥

OPYTU

BMI v v v v v
CDAI 3a 6onecr Ha Crohn ¥ v v v v
aKTUBHOCT Ha YNILEPO3EeH KONuT v v v v v
vHaekc Ha Mayo v v o v Y
Ty6epkynuHosa npoba u/mnu QuantiFERON TB | v

Gold

*TonoxuTeNneH CeponornyeH Mapkep 3a BupyceH xenatut Ge3 akTuBHa BupycHa pennukauus (PCR) He e npoTtusonokasauue 3a
npoBexaaHe Ha GUoNOrMYHO SIeYeHne, Ho NPK 3aAbIDKUTENEH KOHTPON Ha BUpPYCHaTa pennnkauus.

** npunarar ce W npu BCekn cneAsaty NpoTokon

*** NBYKPATHO Npe3 NpeAxoAHUs Mecel Ha hoHa Ha nposexaaHara Tepanus

**** n3BBPLUBAT Ce NO NpeueHka

W3acneaBaHusiTa Ceé NPeACTaBAT Ha OPUrMHaNHW GnaHku WK 3aBepeHn Konus C NoAnue M nevar Ha JI3 (npu Hanuuue Ha xocnuTtanusauus ¢
AA@BHOCT 40 1 Mecel Npeay KaHAWAATCTBAHETO Ce Npunara 3aBepeHo Konue OT enukpuaa ¢ Homep M3).

Il. OB UBUCKBAHUA

1. Bb3pacToBarta rpaHuLa Ce U34uUCNsBa B HAaBbPLUEHWN FOAUHM - T.. BKNIOYUTENHO KbM AaTaTta Ha usgasaHe Ha npotokona ot
cneunanusvpaHarta KoMUcHs.

2. Mpun HasHa4YaBaHe Ha Tepanus No NPOTOKON 3aJbIKUTENHO ce CbobpassiBaT BL3PACTOBUTE OrpaHUYEHUs, CbINacHo kpaTtkara
XapakTepuCTUKa Ha CbOTBETHUS NeKapcTBEeH NPOAYKT, yTBbpaeHa no peaa Ha 3JTMXM.

3. H30K He 3annalia nevyeHne M3BbH ykasaHaTta Bb3pacToBa rpaHuLa B kpaTkata xapakTepucTuka Ha npoaykra.

4. H30K He 3annauya neyYeHue ¢ 4031 Haj MakcumanHo paspelueHnTe no KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyyai Ha HacTbnuna Noao3vpaHa HexenaHa nekapcTeeHa peakuusi, nekapst yseaomsea WAJl no peaa Ha un. 183 ot
3NMNXM. Konue ot cbobuieHneTo ce npunara kbM MeauumHckaTa aokymeHtaums Ha 30J1 npu kaHauaaTcTeaHe 3a neveHue.

6. KOMUCUATA, uspnana nportokona Ha 30J1, cbxpaHsiBa BTOPU €K3eMNNAP Ha MPOTOKONa M BCUYKM Heobxoaumu
AOKYMEHTH 32 U3aBaHeTo My.

abomeHu Ha OcHoeaHue yn. 56 om HauuoHaneH pamKos 002080p 3a MeOuYuHCKume
.3 om 10.01.2014 2.) u enusam e cuna om 1 anpun 2014 2., cbenacHo un. 10 Ha

yenosusima u peda 3a 3annaujaqe Ha nekapcmenu Apodykmu no un. 262, an. 6, m. 1.om
Meduuuua Ha MeOUYUHCKU u3denusi U OuUemuyHU XpaHu 3a crneyuanHu

Hacmosiwume uwmaum G&

deliHocmu 3a 2014 200uHa Aas,
Hapedba Ne 10 om 24 m ;
3akoHa 3a nekapcmeeHume
meduyuHcku uenu (o6H., 4B, 6p. 31 om
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NPUNOXEHVE 3

NEKNAPALIUA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOAB/NKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

Uyenta Ha nevYeHueTo C neKapCTBeHUs

...... ' aTo NoNy4Yux usdepnaTtenHn OTroBopu Ha

ONHUTE Nperneau.

<k wnno WU MOA APYro BHYLUEHWE
3 eTo Ha Komucusita 3a ekcneptuan B P3OK

cu nekap n P3OK n we ebpHa B P3OK
4. | ,nponyucrx 6bae npekpaTeHo u
5.

...... B TP P PP PP P PP PP T PP PP

(ume, npeaume 1 chamunus)
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