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YTBbPXOABAM:

YNPABUTEN HA H3OK: /n/
O-P FMUHKA KOMATOB

BAPHO:
OWPEKTOP OUP.

M3NCKBAHUA HA H30K
3A NEYEHUE HA TEXXKA AKTUBHA BOJIECT HA CROHN 1
YNUEPO3EH KOMUT C AHTULIMTOKWHOBW NEKAPCTBEHW MPOOYKTHU

nopn 18 roauLLIHA Bb3PACT B U3BBbHBOJIHUYHATA MOMOLL,




[image: image2.jpg]N3UCKBAHUS HA H30K NPU U3BOABAHE HA MPOTOKONW 3A NPOBEXAAHE HA JIEYEHUE HA
TEXKA AKTUBHA BONECT HA CROHN 1 YNUEPO3EH KONMWUT C AHTULIMTOKMHOBU NEKAPCTBEHN
NPOAYKTW NPV BOMHW MO/ 18 FOAULLIHA BB3PACT

(Adalimumab, Infliximab)

[poTokoNbT Ce M3aaBa OT CMeLuanucT ¢ KOA Ha crneuuanHocTt 52 - peTcka racTpoeHTeponorus or
cneuManuaupaHa KOMMUCUsi B ne4eGHW 3aBefieHuA 3a GONHMYHA nomol, ckmouunu goroesop ¢ H3OK.
Creumann3upaHnTe KOMUCHM Ce Cb3aBarT CbC 3arnoBea Ha ANpeKTopa Ha JI3: Knuhuka no racTpoeHTeponorms Kbm
CBAJAB ,Mpod. MeaH Mutes” — rp. Codousi, KnuHuka no raCTpoeHTeponoris KbM MBAJ ,Cs. MapuHa” — rp. BapHa.

I. PE[] 3A 3ABEPSIBAHE HA MPOTOKOIUTE

[poTokonu 3a 3ano4BaHe Ha nevyeHve

= [lonbnHeHo W noamucaHo npunoxenwue 1A/M1B — nuct 3a onpejensHe Ha
KpuTepuuTe (Mo T.A) C BCUYKM HEOBXOAUMU M3CneaBaHns

ETanHa enuKkpusa, Bkno4salla AaHHU OT aHamHesaTa, craTtyca u I'IOLLPOSEH
hapmakonornieH MapLUpyT 3a noHe 3 MeceyeH nepuos

» EKCI‘IepTHO CTaHOBULE C fiCHA MeauuuHCKa MoTuBauusa (BG,Cl'bn)KMTeﬂHO ce
oT6ens3Ba NMnca Ha M3KMYBaLLY KpUTEPUK (ModmucaHo om 8CUYKU 4IeHO8e Ha
crneyuanu3supaHama KOMUCUH)

“ MpoTokon 3a npeanucBaHe Ha rekapcTea, 3annaliadn ot H30K/P30K" -

CMNEUWANTU3NPAHA ®
KOMUCUA

A\ 4

/ .

06p. M3-H30K (nodnucan om ecuyku 4nieHoee Ha creyuanuaupaHama KoMucusi)

Komucus no un. 78, 1. 2

ot 330 B LY Ha H30K

3aBepka Ha NpoToKona
B P30K

MpoTokonu 3a NpoAabInKaBaHe Ha nevyexHve

= [lonbfHeHO WM noanucaHo npunoxenue 1B/l — nuct 3a onpefensHe Ha
KpuTepuute (no T.B)

= ETtanHa enuKpu3a, BKMNioYBalla BCUYKM un3cneaBaHua no Tabnuuata 3a
npocrieAsiBaHe Ha NpUNoxeHue 2 (Mpunazam ce U Ha opueuHanHa bnaxka unu

CMELMATIU3NPAHA . sins ronue) .
KOMUCUA ] mbynaTtopeH nUCT OT npernejaa Ha 2-Ta cegmuu@ OT 3anoysaHe Ha
neYeHneTo C OTpaseHu nokasatenu no Tabnuuara 3a npocneassaHe (Tabnuua 2,

npunoxenue 2)
= EKCNEpPTHO CTaHOBMWE C SiCHA MEAULMHCKA MOTWBALMs (3a4bIKUTENHO ce
oTbens3sa nurnca Ha U3Kni4BeaLln Kputepum (nodnucaHo Om 8CUYKU YneHose Ha
/ .

M3-H30K (rodnucaH om ecuyKu YneHoee Ha crieuuanuaupaHama KomMucus)

creyuanuaupaHama KoMucus)
“TpoToKON 3a NpeanncBaHe Ha nekapcTea, 3annawanu oT H3OK/P3OK™ — oBp.
Komucus no un. 78, 1. 2 ~
ot 330 B LIY Ha H30K

3aBepka Ha npoToKona
B P3OK

Il. OBLUU NONOXEHWUA

1. 3011 nogaBa noaroTeeHUTe AokyMeHTH B P3OK, Ha TepuUTOpUsiTa Ha KOSITO € HanpaBuio u3bop Ha Onn. fokymeHTUTe
BKMIOYBAT:

1.1 3asBnenue Ao [upektopa Ha P3OK.

1.2 MonbrHeHo 1 noanucaHo npunoxenue 1. Monbnsa ce No CbOTBETHATa TOYKA U CE npunara oTpasexara B LMdpOB MHAEKC
MeAUUUHCKa A0KYMeHTauus, y,qor:Toaepﬂaau.la BCEKWU €IUH OT KpuTepuute.

1.3 MbnHuaT Habop nacneasaHns (GUMKaNHW, UHCTPYMEHTaNHA N nabopaTopHu), OTPa3eH B NpUoXeHue 2.

1.4 “MpoTokon 3a nMpeAnuMcBaHe Ha JekapcTea, 3annawadHu or H3O0K/P30K" — 06p. M3-H30K, uspgageH ot nekaps
cneumanuct, pabotewy no porosop ¢ H30K. Mpunara ce opuriHan Ha npoTokona, a npy KaHAMAATCTBaHe 3a npoabrkasaHe Ha
TepanusTa ce npeacTass opuriuHan Ha npeaxoaHus MPOTOKON C OTpaseHu BCUYKN Ha3Ha4YeHus Nno Hero.

1.5 [leknapauus 3a UHOPMMPaHO ckrnacue no obpasew (Npunoxexue 3).

2. P30K npuema aokyMeHTUTE 1o T. 1 criel cnpaBKa OTHOCHO 3APABHOOCUTYPUTENTHUS CTaTyC Ha 300n.

3. MbpBUAT U BCEKM crieaBaly NPOTOKOS Ce u3jasat 3a nepuoa Ao 180 AHu.

P’ % 2
bk WU3UCKBAHWSA HA H30K 3A IEYEHUE HA TEXKKA AKTUBHA BOJIECT HA CROHN U YNILIEPO3EH KONWT C AHTULMTOKNHOBM NIEKAPCTBEHW
MPOAYKTW MOA 18 FOAULLHA Bb3PACT B U3BBHBONHUYHATA MOMOLL - B cuna ot 1 anpun 2015 roauHa
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TIUCT 3A OMPEAENAHE HA KPUTEPUUTE MPU 3AMO4YBAHE HA NEYEHUE HA TEXKA AKTUBHA BOJNECT HA CROHN C

AHTULIMTOKMHOBW NIEKAPCTBEHW MPOAYKTU NPU BOJIHU MOA, 18 FTOAULIHA BB3PACT
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3a6enexka: MeduyuHckama OoKymeHmauusi, ydocmosepsiealua 8CeKu om Kpumepuume e nocoyeHa C yugpa 6 UHOEKC U 3a0BLIHKUMEINTHO
npudpyxaea HaCmMosULOMO NMPUJIOKEHUe.

AHTULMTOKVMHOBMTE FEKAapcTEeHU MPOAYKTM Ce MpunaraT karto BTOPA JIMHWS Ha nedenue, Korato nbpBaTa NMHWA
(KOPTVIKOCTEPOUAY 1 UMYHOCYNPECopM) & GUra HeycneLlHa, KOHTPaUHANLMPaHa i NALMESHTBT He A NOoHacs.

A. KPUTEPUM 3A 3AMOYBAHE HA MbPBY KYPC (SALLIDKUTENHN CA BCU4KN KPUTEPUW)

MKB K50.0, K50.1

CurypHa AvarHosa C onpeferneHo pasnpocTpaHeHWe — MoTBbPAEHO Ha 6aszata Ha KMMHUYHATaA CUMMTOMATUKa,
1 | NapaKnMHUYHM M3CTIEABAHMS M KOMGUHALMS OT @HAOCKOMCKM U PEHTTEHOMNOMUHY M3CNeABaHns - ToTaneH ornea Ha T
ypes eHA0CKONUS, peHTreHorpadus U/unn KOMMITLPHa (KT) nnn marHuTHo-pesoHaHcHa (MPT) ToMorpadums

o | PesynTar ot xucronoruuto uscnensaue Ha maTepuan oT eHaockoncka w/wnn- nanapockoncka 6uoncus, w/wvnu
WHTpaonepaTusHO B3ET maTepuarn, CbBMeCTuM C AnarHosata Bonect Ha Crohn

Texka chopma Ha GonecTra cbriacHo NICE, 2010 u ECCO, 2010:

= TEXKO HapyLLEHO OGLIO ChCTOSIHWE W €ANH UMW MOBeYe OT CNEeAHUTE CUMMTOMM: 3aryba Ha TenecHa maca Hag
10%, MOBMLIEHA TENecHa TemnepaTtypa, CUrHa KopemHa Gonka, Avapusi (Had 3 pedekaunu AHEBHO), Unu
Hanuuve Ha obCTpykumsi, unu abeuecu

4 Bucoko HMBO Ha CRP > 5 mgll u/unu apyru o6eKTMBHM Genesn 3a akTUBHOCT (MOBMLLEHW HMBA HA KannpOTeKTUH
BLB (heKkanum Unm eHAOCKONCKM UMK XUCTONOTMYHYM Genesu 3a aKTUBHOCT)

5 | CymapHa oueHka no Pediatric Crohn’s Disease Ativity Index (PCDAI) Hag 30 Toukm 2

HenoBnusiBaHe OT KOPTUKOCTEPOUAN UM UMYHOCNYNPECOpU B ONTUMANHU KypcoBe 1 A03n 3a noHe 3 meceueH nepuoj
(eavH mecel 3a pedpakTepHUTE * Ha fiedeHme criyyan)
* 3a peghpakmepHU ce Mpuemar cryJaume ¢ nepcucmupausa akmueHa 6o11ecm, 6bPeKU NeYeHUemo ¢ prednisolone 8
do3a Had 0.75 mg/kg OHeeHo 3a nepuod Haod 4 cedmuyu

7 | Nunca Ha usknouBawm kputepuu no 7. B ¢

Heo6xoAuMUTE MU3CneaBaHUsi ca oTpaseHu B Tabnuua 2 Ha NpunoXxeHue 2 - 3aAbKUTENHO Ce NMPEACTaBAT Ha opuruHanHa GnaHka oT
naﬁopaTopMﬂ UnK 3aBEpPEHO W NOAMMUCAHO Komue, Npu Hanuyve Ha XocnuTanusauua ce npunara enukpusa c Homep W3 ¢ paeHocT A0 1 mecey
NpeAn KaHANAaTCTBAHETO; 3aAbIKUTENHO Ce NPeACTaBAT AaHHW 32 PBCT, Terno u BMI, KaKTo 1 peaynTaT OT WHCTPYMEHTANHUTE U XUCTONOrUYHU

M3CNeNBaHNs Ha OPUrMHANHA MOANMCAHA W NoAnedyarana Gnaxka;

npunara ce oueHka mo ckana PCDAI - HeoDX0ANMO € ABYKpaTHO MoTBbPXAaBaHe Ha M3rpaxaalyuTe ro nokasartenu 3a noHe 4-cepmuueH
nepvoa OT NeyeHneTo, Npunarar ce u Asata uiia, yA0CTOBEPsBALLYM NPOBEXAAHE Ha OLeHKaTa;

amBynaTopHM NIUCTOBE MMM eTanHa enuKpu3a OT MPErneay Npy CreunanicT, YA0CTOBEPABALLM HasHauaBaHe Ha NPeAXoAHa Tepania c

0OTpa3eHu CPOKOBE Ha NPUMOXEHNE 1 Pa3BUTH CTpaHU4HW peakumnu, 3anoyHara Tepanus C ApYru NleKapCTBEHU NPOAYKTH, cpokose, ed)eKTVIBHOUI';
yAocToBepsBa ce C NoAnuc Ha cneyuanucra B npunoxeHune 1 Ha HacTOALWUTE UUCKBAHUA.

B. U3KIMIOYBALLM KPUTEPUM (MPU 3AMNOYBAHE HA NIEYEHUETO)

1. BpemeHHoCT 1 nakTauus

2. AKTMBHA WMV NaTeHTHa TyGepkynosa, Cencuc Unu apyra Texka nHpekums

3. HIV uHdekumnsa

4.  OCTbp U XPOHNYEH BUPYCEH XenaTut

5. HeonnactuyHu 3abonssaHus

6. 3acroitHa cbpaeyHa HegocTaTbuHocT (NYHA 1I-IV)

7. AnnacTvuyHa aHemusi, U3paseHa rpaHynoLmMToneHus, Muenogubposa, MMMgom
8. MHoxecTBeHa ckneposa U Apyri Gonectu ¢ AemMuenuHusaums

9. AsToMMYHHO 3aGonsBaHe

OTroBaps Ha KpUTepuuTe 3a 3anoysane /

npoabriKkaBaHe Ha nevyeHueTo c

B AHEBHa fo3a

W3UCKBAHMWSA HA H30K 3A JIEYEHUE HA TEXKKA AKTUBHA BONECT HA CROHN U YILLEPO3EH KONUT C AHTULNTOKUHOBW NEKAPCTBEHWU
NPOAYKTW MOZ 18 FOAULLHA Bb3PACT B U3BBHBOJIHUYHATA MOMOLL - B cuna ot 1 anpun 2015 ropuHa
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3a6enexka: MeduyuHckama AoKymeHmayus, ydocmosepsieausa eceku om Kpumepuume e rocoyeHa G yugpa 6 UHOEKC U 3a0bIDKUMESTHO
npudpy»(aea Hacmosiw,omo npusioxeHue.

B. KPUTEPUU 3A NMPOABMKABAHE HA NEYEHUETO (3ALBIDKUTENHU CA BCUYKN KPUTEPUW)

MKB K50.0, K50.1

MoBnusBaHe Ha nokasarenuTe:

HamansiBaHe Ha KnuHu4HaTa cuMTomMaTtika
nunca Ha cnag Ha BMI, nogobpsiBaHe Ha OTKIIOHEeHUTe 16IA0XMMVI‘-|HVI nokasarenv
HamarnsiBaHe ¢ Hag 50% unv Hopmanuaupate Ha CRP

2 | CymapHa OLieHKa Ha nokasaTernure — 3HaUMTENHO NOHWKEeHe Ha PCDAI cnpsimo usxogHata 2

3 | Niunca Ha HexenaHa nekapcTBeHa peakuusi U U3KITIOYBaLM KpuTepun no 1. I 2

! eTanHa enuKpu3sa c 0TpaseHa CTeneH Ha noBnusiBaHe Ha nokasaTenure, 3a4bLMKUTENHO Ce NPpeACTaBs u aMsyl‘IﬂTOpHMﬂ NUCT OT nperneaa Ha
12-Ta ceagMMUa Criej 3anoyBaHe Ha NneYvYeHneTo, HeOGXD,D,VIMVITe W3CnefBaHus ca oTpaseHu B Tabnuuya 2 Ha npunoxexHune 2 - 3a/ibIKUTENHO ce
nNPeACTaBsAT Ha OpUrnHanHa 6naxka ot naﬁopaTopm WUnu 3aBepeHo 1 NoANNCaHo Konue;

npunara ce oueHka no ckana PCDAI;
’ypocroaepﬂsa ce C NoAnuc Ha cneyuanucta B NpuroxeHue 1 Ha HacToAWMUTE U3UCKBaAHUSA U Ce nonbrBa Tabnuua 1.

Tabn. 1 Hexxenaxu nekapcTBeHn peakumm

rageHe, rmasobonue, CBETOBbPTEX

aneprus

noBvLLIaBaHe Ha apTepuanHoTo HandaraHe

TeXKa WHpekums

XEMAaTONOrMYHA W/UMY BUOXMMMYHU OTKITOHEHMSt CbODPa3HO hapmMakonorMyHoOTO JOCHe Ha NPOoAYKTa - XemornobuH
noa 80 g/l, neskouuTu noa 3 500, TpomGoumTI noa 90 000

I". U3KIMIOYBALLM KPUTEPUW (MPU NPOABLINKABAHE HA NNEYEHMETO)

1. Jlunca Ha TepaneBTM4eH eekT cnej sanoyBaHe Ha nevyeHneTo

2! TpaitHa KNMHWYHA 1 eHAOCKOMNCKa PeM1cHs Ha GonecTTa — 03apaBsiBaHe Ha NurasuLaTa, BKIIOUMTENHO TPagH Cnaj Ha
PCDAI nog 10

3. [pekbcBaHe Ha TepanusTa no BUHa Ha GOMHMS ca nepuos noseve oT 2 Mecelia

4. Bxniousare Ha 30J1 B KIIMHUYHO NpoyyBaHe™

* Komucusima, Kosimo e Ha3Hayusa feyeHuemo u Habnodasa 30/, e ObxHa HeabaeHo 0a ysedomu Komucusma 3a exkcriepmusu no 4. 78 m.2
om 330 & LY Ha H3OK. Teau 6onHu ce 3anuceam & omoesieH peaucmsp U He eybsim npasomo cu 3a npodbnxasaHe Ha neyeHuemo cred
MPUKIOY8aHe Ha KIUHU4YHOMo npoy4yeaHe crned akmyarHa oyeHka om crieyuarnusupaHama KoMucus.

H30K 3AMMALLA JOMALLHO NEYEHUE C AHTULIMTOKUHOBW NEKAPCTBEHMW NPOAYKTU A0 MOCTUrAHE HA TPAHA KIMUHUYHA U
EHOOCKOMNCA PEMUCUSA (O3APABABAHE HA JIMFABULIATA).

Onpeaenenve 3a 03APaBABaHe HAa NUraBMLATa — 63 KITMHUYHIN, GUOXMMUYHW/TABOPATOPHM, EHAOCKOMCKM UMW XMCTONOTUHI Genesun Ha
Bb3naneHue, Bknountento PCDAI noa 10 Touku.

OTroBaps Ha KpUTepUUTE 3a 3anousaHe /

B AHEBHa Ao3a

npoabinKaBaHe Ha nevyeHueTo ¢

K

W3NCKBAHMS HA H30K 3A NIEYEHWE HA TEXKKA AKTUBHA BOJIECT HA CROHN U YNILEPOSEH KOMUT C AHTULINTOKUHOBU NEKAPCTBEHN
MPOAYKTV NOA 18 FTOAULIHA Bb3PACT B U3BbHEONHUYHATA MOMOLL - B cuna ot 1 anpun 2015 roauxa
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NIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA NEYEHME HA YNUEPO3EH KONUT C
AHTULIMTOKUHOBW NEKAPCTBEHW MPOAYKTU MPU BOJIHU MOA, 18 FOAULIHA BB3PACT
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3a6enexka: MeduyuHckama AokymeHmauyus, ydocmosepsieawa 8CeKu om Kpumepuume € rocodena ¢ yughpa 8 uHdeKc u 3adbKUMENHO
npudpyxasa HacMOSAW,0MO NPUSIOKEHUe.

AHTULMUTOKUHOBUTE JEKapCTBeHU npoaykTn ce npunarat Kato BTOpa JMHUA Ha ne4yeHue, Korato nbpBaTa nNUHUA
(KOPTUKOCTEPOUAM 11 MMYHOCYNPEcopM) & Biuna HeycneLHa, KOHTPanHANLIMPaHa Ui NaLMeHTT He 5 NoHacs.

A.

KPUTEPUU 3A 3AMOYBAHE HA MbPBU KYPC (3ANBIMKUTENHN CA BCUYKU KPUTEPUN)

MKB

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

ypes

CurypHa AuarHosa ¢ ofnpeferneHo pasnpocTpaHeHue — noTBbPAEHO Ha Basata Ha KnMHWYHaTa cumnToMaTuka,
1 napaknuHU4Hn nscnensaHns n KOMBUHALMA OT €HAO0CKOMNCKN U PEHTreHONMOoru4HN uscneaBaHusa - ToTaneH ornea Ha T

1
€HAOCKONUA, peHTreHorpadusi n/unu komnioTbpHa (KT) unn MarHuTHO-pesoHaHcHa (MPT) Tomorpacus

Pe:syn'raT OT XMCTONOrMYHO M3crieABaHe Ha Mmarepuan OT eHAocKorncka n/vnn nanapockoncka 6VIOI'ICVIF, n/vnn
MHTpaonepaT1BHO B3eT Matepuasn, CbBMECTUM C guarHosata ynueposeH Konut

YMepeHo Texka u Texka hopma Ha 6onectra cbrnacHo ECCO & ESPGHAN 2012:
3 | kbpBaBa ,urlapmn > 5 AHEBHO, HollHa Aedekauusi, HanuuMe Ha kopemHa 6Gorfka, orpaHnyasaHe Ha obuyaiiHaTa
aKTUBHOCT

BBbB

Bucoko HuBo Ha CRP > 5 mg/l u/unu apyru o6eKTUBHM Genesn 3a akTUBHOCT (MOBMIIEHU HUBA HA KannpOTEKTUH

chekanum Unm eHAOCKONCKN UMM XMCTonoruy4Hu 6enesn 3a aKTMBHOcT)1

5 | CymapHa oueHka no Pediatric Ulcerative Colitis Ativity Index (PUCAI) Hag 34 Touku ?

dosa

HenoenusBaHe oT KOPTUKOCTEPOUAM UMM UMYHOCNYNPECOPU B ONTUMAINHN KyPCOBE U 03V 33 NOHe 3 MeceueH nepuoa
(eavH mMecell 3a pedppakTepHUTE * Ha NeyeHme cryyan)
* 3a pehpakmepHu ce npuemam crydaume ¢ nepcucmupawia akmueHa 6onecm, ebrpeku neyeHuemo c prednisolone e

Hao 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha uzkniouBawm kputepuu no 7. B *

' Heobxo,
na6opato

AUMUTE U3CreABaHUsA ca OTPaseHu B Tabnuua 2 Ha NpunoXxexHue 2 - 33 bIKUTENHO Ce MPEeACTaBAT Ha opurMHanHa 6naHka oT
PUA UK 3aBEPEHO W MOAMUCAHO Konue, npu HanuuMe Ha Xocnuranusauus ce npunara enukpusa c Homep W3 ¢ paBHocT A0 1 mecey

NPEAV KAHAUAATCTBAHETO; 3aAbIKATENHO CE NPEACTABAT AaHHM 33 PCT, Terno v BMI, kakTo u DEsynTar or UHCTPYMEHTANHUTE U XMCTONOTUHHN
W3CNe/iBaHNA Ha ODUTMHANHA NOAMMCAHA U NoAneyaTaHa BnaHka (AaBHOCT 1 roauHa);

npunara ce oueHka no ckana PUCAI - HeoGxoauMo e ABYKpaTHO MOTBbPKAABaHEe Ha MSrPaXKAALUTE rO MokasaTenu 3a noke 4-cepmnueH
nepuos OT NeYeHNeTo, MPUAaraT ce 1 Asara ulua, yA0CTOBEpPABaALLY NPOBEXAAHE Ha OueHKaTa;

aMBynaTopHM NMCTOBE WM eTanHa enuKpusa OT NperrieAu Npy CNeuManucT, YA0CTOBEPABallN HasHaYaBaHe Ha MPEAXOAHA Tepanvs ¢

oTpaseHu

CPOKOBE Ha MPVTIOXKEHUE ¥ PA3BITY CTPAHWYHM PEaKLVV, 3anouHaTa Tepanysi C APYTv NIEKapCTBEH! NPOAYKTM, CPOKOBE, eIeKTUBHOCT;

yA0CTOBEPSiIBA CE C NOANUC Ha cneuuanucra B npunoxexue 1 Ha HaCTOALLUTE U3UCKBAHUS.

B.
1.
2
3.
4.
5
6
7
8
9

OTroBaps Ha KpUTEpUUTE 3a 3anouBaHe /
NpPOABLMKaBaHe Ha IeYEeHUeTo ¢

WU3KIHOYBALLN KPUTEPUM (MPU 3AMOYBAHE HA NEYEHUETO)
BpeMeHHOCT 1 nakrauus
AKTMBHa N1 naTeHTHa Tybepkynosa, CEencuc Unm apyra Texka UHpekuns
HIV nHdekumns
OCTbp WUNW XPOHUYEH BUPYCEH XenaTut
HeonnacTtuunun 3abonssaHus
3acToiHa cbpaeyHa HepgocTaTbuHocT (NYHA 11-1V)
AnnacTuiHa aHemus), U3paseHa rpaHynoLuToneHus, Muenogubposa, MMmpom
MHoXecTBeHa ckrneposa 1 Apyr Gonectu ¢ AeMUenuHu3aLms
ABTOMMYHHO 3abonsiBaHe

B AHEBHa Ao3a

W3VCKBAHWS HA H30K 3A IEYUEHUE HA TEXKKA AKTUBHA BONIECT HA CROHN W YNILIEPO3EH KOJUT C AHTULIMTOKMHOBW NEKAPCTBEHN
MPOAYKTY NOA 18 FOANLLIHA Bb3PACT B U3BbHEONHUYHATA MOMOLL — B cuna ot 1 anpun 2015 roauta
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NUCT 3A OMPEAENAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA NIEYEHUE HA YNILEPO3EH KONUT c
AHTMLMTOKWHOBW NEKAPCTBEHW NPOAYKTU MPU BONHN nof 18 roAULLHA Bb3PACT
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3abenexka: MeduyuHckama GOKyMeHmauusi, ydocmoeepsieawsa eceKu om Kpumepuume € rocoqeHa c yughpa e uHdekc u 3adbIHKUMENHO
npudpyxasa HaCMoAWOMO NPUNOXeHUE.

B. KPUTEPUU 3A NMPOQBLIMKABAHE HA NEYEHUETO (3AOBIIKUTENHA CA BCUYKU KPUTEPUN)

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

MoBnusiBaHe Ha NokasaTenure:

HamarnsBaHe Ha KNMHUYHaTa cumTomaTuka

NOA0BpPsIBAHE UMW HOPMAnManpaHe Ha OTKIIOHEHUTE NabopaTopHM NokasaTent
€H[I0CKOMCKO M XUCTOMOTMYHO nogobperne

2
2 | CymapHa OLieHKa Ha NoKasaTenuTe — 3HaUUTENHO NOHWKEHVE Ha PUCAI cnpsmo u3xogHata

3 | Niunca Ha HexenaHa nekapcTBeHa peakumMs U U3KMIOYBALM Kputepumn no T. T 3

! eTanHa enuKpu3a c 0TpaseHa CTeneH Ha NoBNWsIBaHE Ha MokasaTenuTte, 3a4b/MKUTENHO ce NpeacTass U aMGynaTopva FIUCT OT nperneaa Ha
12-Ta ceaMMUa Cried 3anouyBaHe Ha NEYEHNeTo, HeoOXOAUMUTE N3CNeABaHNs Ca OTPaseH! B Tabnuua 2 Ha NpUoXeHne 2 - 3aAbIKUTENHO ce
NPeACTaBAT Ha OpUrMHanHa 6naxka ot nabopaTopusi Ui 3aBEPEeHO 1 MOAMMCAHO Konue;

2 npunara ce oueHka no ckana PUCAI;

3 yaocToBepsiBa ce ¢ noanuc Ha cneuuanucTta B Npunoxexue 1 Ha HacTosALWMNTE U3UCKBAHUA U Ce NonbnBea Tabnuua 1.

Tabn. 1 HexxenaHu nekapcTBEeHU peakumm

rageHe, rnaesobonue, CBETOBBLPTEXK

aneprus

NoBULLIABaHE Ha apTepuanHoTo HansraHe

TexKa nHdekums

XeMATONOrMYHN WMNY BUOXUMUIHI OTKIIOHEHMS CbOBPA3HO (hapMaKoNoruyHOTO J0CUe Ha NPOAYKTa - XeMOrnobuH
nog 80 g/l, neskouyTy nog 3 500, TpomBoumTy noa 90 000

. U3KNIOYBALLU KPUTEPUU (MPU NMPOABLIDKABAHE HA NNEYEHUETO)

1.
2.

3.
4.

Jlunca Ha TepaneBTUYeH eekT Crey 3anoyBaHe Ha NeveHneTo

TpaﬁHa KNMUHWYHA 1 eHAO0CKOMNCKa pemMucus Ha bGonectTa — o3gpassiBaHe Ha nviraeuLata, BKIOYUTENHO TpaeH cnaj Ha
PUCAI nog 10

MpekbCBaHe Ha TepanuaTa no BuHa Ha GONHMA Ca Nepuoj noseye oT 2 Mecelia

Bkniousare Ha 30J1 B KNUHUYHO NpoyYBaHe™

* Komucusima, KoSmo e HasHaquna fedeHuemo u Habmodasa 30/], e dnbxHa HesabasHo 0a ysedomu Komucusma sa ekcriepmu3u 1o 4i. 78 m.2
om 330 e L|Y na H30K. Tesu GonHu ce 3anuceam & omdefieH pesucmbp U He 2ybsm rpasomo cu 3a npodbxasaHe Ha JiedeHuemo cned
NPUKIT0Y8aHe Ha KITUHUYHOMO MpoyYeaHe cred akmyajsiHa oueHka om creyuasiudupaHama Komucusi.

H30K 3AMALLA JOMALLHO NEYEHUE C AHTULMTOKUHOBW NEKAPCTBEHW NPOAYKTU 10 MOCTUrAHE HA TPAWHA KITUHUYHA U
EHAOCKOMCA PEMUCUS (O3[APABSAIBAHE HA JIUTABULIATA).

Onpepenexve 3a o3gpaBsiBaHe Ha nuraeuuara — 6e3 KNMUHUYHK, BUOXMMUYHU/NaBopaToOpPHU, EHAOCKOMNCKA UMK XUCTONOrNYHU Genesun Ha
Bb3nanexHue.

OTrosaps Ha KpUTepuMTe 3a 3anousaHe /

B AHeBHa fo3a

npoAabikaBaHe Ha rie4yeHueTo ¢

K

WBUCKBAHUS HA H30K 3A NEYEHVE HA TEXXKA AKTWBHA BONECT HA CROHN U YNILIEPO3EH KOMNT C AHTULIMTOKUHOBI NEKAPCTBEHU
MPOAYKTMN NOJ 18 FOANLWHA Bb3PACT B U3BBHBONHNYHATA MOMOLL - & cuna oT 1 anpun 2015 roguHa
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1. TNEKAPCTBEHW NMPOAOYKTU, Bkmouenu B lMpunoxexue 1 Ha MNC, kouto H30K 3annawa B CbLOTBETCTEUE C

neficTBalMUTEe HOPMATUBHU AOKYMEHTU.

MNPUNOXEHMWE 2

INN MKB OO3A
WHAyKUMOHHA Tepanusa*:
o 80 mg npes ceamuua 0, nocneasaHu ot 40 mg npes
ceamuua 2 unu
K50.0, K50.1 e 160 mg npes ceamuua O (noa dopmata Ha ueTupu
ADALIMUMAB VHXEKUMW B PaMKATE Ha €4HO [AEHOHOWMEe WNu kato ABse
WHXEKUMW IHEBHO B ABA NOCNEAOBATENHM AHW), CMEA KOETO
80 mg npes ceamuya 2 **
Mopabpkalua Tepanusa™*:
. 40 mg npes ceamula unm 40 mg BCsika ceamuua
WHAaYKUMOHHA Tepanusi:
K50.0, K50.1, . 5 mg/kg MHTPaBEHO3Ha UHdy3us Ha 0, 2 v 6 ceamuuyn
INFLIXIMAB K51.0, K51.1, K51.3, Moaabpxawa Tepanus:
K51.5, K51.8, K51.9 o 5 mg/kg MHTPABEHO3HA UHCDY3NA Ha BCEKN 8 CeamULM Crea
6-Ta cegmuua

*WHAYKUMOHHATa Tepanus ¢ Adalimumab TpaGea Aa ce NPoBEXAa B KOMOMHALMA C KOPTUKOCTEPOUAM

** PUCKBT OT HEXEeNaHn edekTh € No-ronam

*** 0 BpeMe Ha NOAALPKALLATA Tepanys 403aTa Ha KOPTUKOCTEPOUANTE Ce HaMansiBa MOCTENeHHO B CbOTBETCTBYUE C NpaBunaTa Ha

nobpara KNuHUYHA NpakTuka

1. NPOCNEAABAHE:

lMepuopa Ha neyeHne

W3cnenBaHus +6 +12

naxogHn | 6 mecey | 12 meceu | mecel mecey
XEMATOJIOrMYHKU
XeMOrno6uH v v v v v
epUTPOLMTH v v v v v
MCV v v v v v
XEMaTOKpUT v v v v v
NEBKOLMTH v v v v v
TpomBouuTh v v v v v
CYE /CRP. v v v v v
BUOXUMUYHU
ASAT v v v v v
ALAT v v v 4 v
GGT /AP v v v v v
MnoHorpama v 4 v v v
KpeaTuxuH / ypesi v v v v v
06w 6enTbk Z Z v v v
anbymuH v v v v v
CepyMHo xensizo / XKCK v v v v v
CEPOJIOrM4YHU
HBsAg / Anti HB c- total * v
Anti HCV * v
HIV v
CMV **
C. difficile **
WHCTPYMEHTAITHU
EHgockonusi (KONOHO N CUrMoMA0CKONUs) v v VRE
XWUCTONOTMYHO U3cneaBaHe Ha matepuan ot v v v
eHA0CKoMNCKa W/unu nanapockoncka Guoncus, nvnu
MHTpaonepaTMBHO B3ET MaTepuan
O630pHa U1 KOHTPACTHa peHTreHorpadma unu KAT,
vy MPT ****
abgoMuHanHa exorpadus v v v v
PeHTreHorpacusi Ha 6sn Apob v
AOPYrun
BMI % v v v
PCDAI 3a bonect Ha Crohn *** v v v v

W3VCKBAHMS HA H30K 3A NEYEHUE HA TEXXKA AKTUBHA EONECT HA CROHN 1 YNILLEPOSEH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHN
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“MonoXWTENEH CEPONOTVYEH Mapkep 3a BUPYCEH XenaTuT Ge3 akTuBHa BupyCHa pennukauus (PCR) He e npoTuBOMnoKasaHve 3a
npoBexaaHe Ha GUONOrMYHO SIEYEHNE, HO MPU 33ABMKUATENEH KOHTPON Ha BUpyCHaTa pennukaums.
** U3BBLPLUBAT CE MO NpeLeHka

WacrnensaHusATa ce MPeACTaBAT HA OPUTMHANHYW GNaHku UnM 3aBepeHu KOMUs C NOANUC ¥ nevat Ha JI3 (npu Hanuuve Ha xocnuTanusauns c
[aBHOCT A0 1 Mecel| NPeAv KaHAWAATCTBAHETO Ce npunara 3aBepeHo Kone OT envkpusa ¢ Homep n3).

Il. OBLLU U3UCKBAHUA

1. Bb3pacToBaTta FpaHuLa Ce M34MCIIABA B HABbPLUEHN FOAVHN - T.€. BKIIOYATENHO KbM AaTaTa Ha nsaasake Ha npoTtokona ot
cneuuanuavpaHara KoMmucus.

2. Mpw HasHauaBaHe Ha Tepanus Mo NpOTOKOM 3aABLIKUTENHO ce CboGpa3siBaT Bb3PACTOBUTE OTPAHUHEHUS, CBINACHO KpaTkata
xapaKTepuCTUka Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBbPAEHA Mo peaa Ha 3MMXM.

3. H30K He 3annalia neveHmne n3sLH ykasaHaTa Bb3pacToBa rpaHnLa B kpatkata XxapakTepucTuka Ha npoaykra.

4. H30K He 3annalla neyeHune ¢ 403N Haa MakCUMarnHo paspeLueHunTe Mo kpaTka XapakTepucTika Ha npoaykra.

5. B cryvaii Ha HacTbMuna fojosMpaHa HexenaHa nekapcTBeHa peakuusi, NeKapsT yseioMssa WA no peaa Ha un. 183 oT
3MMXM. Konve oT cbOBLLEHUETO Ce Mpunara KbM MeavLmMHckaTa AoKyMeHTauns Ha 30J1 npu KaHAMAATCTBAHE 3a NedeHue.

6. KOMUCUATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOPU €K3emnnsp Ha npoTokona U BCUHKK Heo6xoaMMu
AOKYMEHTH 32 U3gaBaHeTo My.

Hacmosiuwume U3UCKeaHusi ca pa3pabomeHu Ha OCHosaHue 4n. 56 om HayuowarneH pamkos 002080p 3a MeOuyuHcKume
deliHocmu 3a 2015 zoduHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 1 anpun 2015 2., cbenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriosusima u peda 3a 3annawaHe Ha JiekapcmeHru npodykmu no yn. 262, an. 6, m. 1. om
3aKoHa 3a iekapcmeeHume ApOdyKMU € XymaHHama MeouyuHa, Ha MeOUUUHCKU u3denus u duemuyHu XpaHu 3a creyuanHu
MeduyuHcku yenu (06H., B, 6p. 31 om 2007 2.).
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LEKNAPALMS 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3AMOYBAHE/ NPOOBINKABAHE HA
NIEYEHWETO C NEKAPCTBEHUA NPOAYKT

cres kato Ce 3anosHax C LUsnata MM MpefocTaBeHa  MH(opmauus W LUenTa Ha JEYEHMETO C NeKkapCTBeHus
NpoAyKT.
MOCTaBEHWUTE OT MEH BBLMPOCK, AeKnapupam Ye:

N cneg Kato nosny4ux n3yepnarenHu oTroBopu Ha

1. llle cnassam npenopbyaHaTa My CXeMa Ha NedeHne U NepUoAVYHOCT Ha KOHTPONHUTE NPperneau.

2. PeADBHO e ce sABABaM Ha KOHTPOIHU npernegu un HAMa Aa MNpPOMeHsM CaMOBOMHO WNU MoA Apyro BHyLLEHUE
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHOBABaHE Ha JIEHEHUETO NO MPUHMHIA, HENPONSTUYALLY OT PEeLLeHNETo Ha Komucusita 3a ekcnieptuan 8 P3OK
wunm Komueusita no un. 78, T.2 oT 330, we yBeaoms HesabaBHO NMUHWS cu nekap u P30OK u we BbpHa B P3OK
MOCREAHUS NPOTOKON, MO KOWTO CbM Noflyyasan/a NekapcTeeHnst MPOAYKT.

4. Tlpu HecnassaHe Ha MOCOUYEHUTE YCTIOBUS NIEYEHNETO MU C yNOMEHATVS NeKapCTBeH npoaykT We Gbae npekpaTeHo v
HsIMa Aa umam npeTeHumn kM H30K.

5. Mputexasam/ He nputexasam aktyanHo TEJIK pellienne Bk Bpb3ka CbC 3abonsBaHeTo.

[Oata:.
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