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N3UCKBAHUA HA H3O0K
3A NNEMEHUE HA TEXXKA AKTUBHA BOJIECT HA CROHN U
YNUEPO3EH KOJIUT C AHTULUTOKUHOBW JIEKAPCTBEHWU NMPOOYKTHU
nopa 18 rogullHA Bb3PACT B USBBBHBEOJTHUYHATA NMOMOLL



N3UCKBAHUA HA H30K NMPU U3OABAHE HA NMPOTOKOJU 3A NMPOBEXAAHE HA JIEYEHUE HA
TEXKA AKTUBHA BOJIECT HA CROHN U YJNILUEPO3EH KOJIUT C AHTULUTOKUHOBW JIEKAPCTBEHWU
NPOAYKTU NPU BOJIHM NOA 18 TOAULWLHA Bb3PACT

MpoTokoNbT Ce u3jaBa OT ChMeuuanucTM € Koa Ha cneuuanHocT 52 - aeTcka racTpoeHTeposnorus or
cneumanuaMpaHa Komucusi B nevyebHu 3aBefeHus 3a GonHuMuHa nomouw, cknouunu porosop ¢ H3OK
CneumanuaupaHuTe KOMUCHUM Ce Cb3aaBar cbe 3anosen Ha aupekTopa Ha J13: KnuHuka no racTpoeHTeposnornsi KbM

(Adalimumab, Infliximab)

CBANAB ,Mpod. MeaH MuTes” — rp. Cocbus, Knunuka no ractpoeHteponorus ke MBAIJT ,Ce. MapuHa” — rp. BapHa.

1. PEQl 3A 3ABEPABAHE HA NPOTOKOJMUTE

MpoTtokonu 3a 3ano4yBaHe Ha nevyeHue

CNEUWATTUSUPAHA et
KOMUCUA

= [lonbnHeHo u noanucaHo npunoxenue 1A/1B — nuct 3a onpeaensHe Ha
Kputepuute (no T.A) C BCUYKN HeobxoanMun nacneasaHus

» EranHa enukpu3a, BKMouBalla AaHHW OT aHamHesaTa, cratyca u noapo6eH
hapmakonoruyeH MapLupyT 3a noHe 3 MeceyeH nNepuos

* EKCNepTHO CTaHOBMULIE C SiCHA MeAULMHCKA MOTUBAUMA (3aAbIDKUTENTHO ce
orbens3sa nunca Ha UsKNYBaLLM KpUuTepun (nodnucaHo om 8CuYKU YiieHoee Ha
cneyuanuaupaHama Komucus)

= “ portokon 3a npeanuceaHe Ha nekapcrea, sannawanu ot H3OK/P3OK" —
06p. M3-H30K (nodnucaH om ecuyku 4neHoee Ha crneyuanu3upasama KOMUCUs)

MpoTokonu 3a npoabINKaBaHe

Ha nevyeHue

CNEUMANTU3UPAHA

KOMUCUA

b

= [lonbnHeHo u noanucaHo npunoxenne 1B/1 — nuct 3a onpepensHe Ha
kputepuute (no 1.8B)

« EranHa enukpusa, BKNOYBaWla BCUYKM un3cneaauua no Tabnuuara 3a
npocneasBaHe Ha NpPUNoXeHwWe 2 (npunazam ce u Ha opuauHanHa bnaHka unu
3aeepeHo Konue)

= AmOGynatopeH nuct OT nperneaa Ha 12-ta ceagmuua OT 3anoysaHe Ha
NeYeHNeTo C oTpaseHn nokasarenu no tabnuuara 3a npocneassaxe (tabnuua 2,
npunoxexue 2)

* EKCNepTHO CTaHOBMIIE C SICHA MeAWLMHCKA MOTUBAUUA (3aAbiDKWTENHO ce
otbens3asa nunca Ha M3KNKYBaLLM KpUuTepumn (nodnucaHo om 8cuYKU YneHoee Ha
creyuanuaupaHama KomMucus)

= ‘lpoTokon 3a npeanucsaHe Ha nekapcrea, sannawanun ot H3OK/P30K” — obp.
M3-H3O0K (nodnucax om ecuyku YneHoee Ha cneuuanusupasama KoMucus)

o7 330 B LIY Ha H30K

Komucusino un. 78, 1.2 | |
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Il. OBLUW NMONOXEHUA

1. 301 nopasa noaroTBeHute AokymeHTH B P30K, Ha TepuTopusita Ha KOsiTo e Hanpasuno u3bop Ha OMNJ1. [lokymeHTuTe

BKMOYBaT:
1.1 3asBnenue no [lvpekrtopa Ha P30OK.

1.2 MonbnHeHo U noanucaHo npunoxenue 1. MNMonbnea ce NO CbOTBETHATa TOYKA W Ce npunara oTpaseHaTa B LUdPOB MHAEKC

MeULIMHCKa AOKYMEHTaUms, yA0CTOBEpABaLLa BCEKU eANH OT KpUTepuuTe.
1.3 MNbnHuaT Habop uacneasaHus (PU3NKaNHN, UHCTPYMEHTANHN 1 nabopaTopHu), OTPa3eH B NPUNoXeHue 2.

1.4 ‘lporokon 3a npeanucBaHe Ha

nekapcrtea, 3annawanHum ot H3OK/P30K" - o6p. M3-H30K, uspapeH ot nekaps
cneuuwanucrt, pabotew no goroeop ¢ H30OK. Mpunara ce opuruHan Ha NpPoTokona, a Npu KaHavaaTcTBaHe 3a NpoAbrikaBaHe Ha

Tepanusita ce NpeAcTaBs OpUriHan Ha NPeAxoAHUsi NPOTOKON C OTPa3eHn BCUYKW Ha3HaYeHUs No Hero.
1.5 [leknapauus 3a uHcpopmupaHo cbrnacue no obpaseu (npunoxexue 3).

2. P30K npuema gokymeHTUTE No T. 1 cnep cnpaBka OTHOCHO 3apaBHOOCUrypuTenHus cratyc Ha 30J1.
3. MbpBUAT U BCekn cneasally NPOTOKON ce u3fasar 3a nepuop Ao 6 meceua.

% WSNCKBAHWA HA H3OK 3A NEYEHWE HA TEXXKA AKTUBHA BONECT HA CROHN W YAILLEPO3EH KONMWUT C AHTULMTOKUHOBW NEKAPCTBEHW
NPOAYKTX NPU BONHM NOA 18 FOAULIHA BL3PACT B U3BBLHEONHUYHATA NMOMOLL, - 8 cuna ot 1 anpun 2014 roauxa



NPUNOXEHUE 1A

NUCT 3A OMPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA TEXXKA AKTUBHA BOJIECT HA CROHN C
AHTULUTOKUHOBW NEKAPCTBEHW NMPOAYKTU NPU BOJNTHK NOA 18 TOAULLHA B3PACT

Mwe: T YR TR IO RS I

3abenexka: MmeduyuHckama AoKymeHmauyusi, ydocmoeepsieauia 6CeKu om Kpumepuume € nocoyeHa C yugppa e UHOBKC U 3adbImKUMENHo
npudpynaea HaCMOoAULOMO NPUNOXKEHUe.

AHTUUMTOKMHOBMUTE reKapCcTBeHW NPOAYKTM Ce npunarat kato BTOPA JIMHUSA Ha NeuyeHue, Korato nbpBarta fWHWS
(KOPTUKOCTEPOMAN U UMYHOCYNpecopu) e 6una HeycnewHa, KOHTpauHANLMPaHa N NaLUMEHTLT He A NoHacs.

A. KPUTEPUM 3A 3ANMOYBAHE HA MbPBU KYPC (SAABIDKUTENTHU CA BCUYKU KPUTEPUW)

MKB K50.0, K50.1

CurypHa AuarHosa C OnpeAeneHo pasnpocTpaHeHue — NOTBbPAEGHO Ha Gasata Ha KNWMHWYHATa CUMMTOMAaTMKa,
1 | napaknuHU4HKU scneaBaHus 1 KOMBUHaUUA OT @HAOCKOMNCKUA U PeHTreHONOMMYHIN n3cneaBanns - ToTaneH ornea Ha T
ypes eHaocKonus, peHTreHorpadus u/mnu komniotbpHa (KT) unu marHutHo-pesoHaHcHa (MPT) TOMOFpad)MR

Pesyntar OT XMCTONOrUYHO M3cneaBaHe Ha marepuan OT eHAoCKoncka wvnu nanapockoncka Guoncus, wunu

3 MHTPaonepaTUBHO B3eT Matepuar, CbBMECTUM C AvarHosata bonect Ha Crohn
Texka chopma Ha 6onectra cbrnacHo NICE, 2010 u ECCO, 2010:
3 *  TEXKO HapyLleHo 06LIO CbCTOSIHUE W e[IMH UNK NOBEYe OT CneaHUuTe cumnTomu: 3aryba Ha TenecHa maca Haj
10%, noBulleHa TenecHa Temnepartypa, cunHa kopemHa Gonka, awapusi (Hag 3 aedekauuu AHEBHO), vnw
Hanuuue Ha obcTpykums, unu abeuecu !
4 Bucoko HuBo Ha CRP > 5 mg/l w/vwnu apyru o6eKTMBHU 6eneau 3a aKTUBHOCT (NOBMLIEHW HUBA HA KanmnpoTeKTUH

BbB (heKanum Unm eHAOCKONCKN MU XUCTONOrMYHK Genesn 3a akTMBHOCT)

5 | CymapHa oueHka no Pediatric Crohn’s Disease Ativity Index (PCDAI) Haa 30 Touku §

HenosnusiBaHe OT KOPTUKOCTEPOWUAN WM UMYHOCNYNPECOPW B ONTUMAnNHKU KypcoBe W A03W 3a NoHe 3 MeceyeH nepuoa
6 (eanH mecel 3a pecdpakTepHuTe * Ha nevyeHve cnyvau)
* 3a pechpaKkmepHu ce npuemam ciyyaume ¢ nepcucmupawa akmusHa 6onecm, ebnpeku neveHuemo ¢ prednisolone e

do3a Had 0.75 mg/kg OHeeHo 3a nepuod Hao 4 cedmuyu

7 | Nunca nHa uaknioyBawm kputepun no 7. 6 *

' Heo6X0AUMUTE M3CNEeABAHWA Ca OTPa3eHN B Tabnuua 2 Ha NPUNOXeHWe 2 - 3aABLIKUTENHO Ce NPEACTABAT Ha opurvHanHa Gnawka ot
naBopartopus nu 3aBEpeHO W no.qnucano Konue, npu Hanuuue Ha xocnuTanuaauws ce npunara enumaa c Homep M3 C ABBHOCT A0 1 mecey
afL 1CTaB b : BMI e )

npvmara ce oueHka no cnrll FODAI - Heoﬁxoguuo e Alyl(paTHO NOTBBLPXKAABAHE HA W3rPaXAALUMTE ro nokasarenu 3a noHe 4-cegmuyeH
nepvoa OT NeYeHWeTo, Npunarar ce u Agara uwa, yaocTosepssalin NpoBexaaHe Ha oueHkara,

ambynaTopHu NUCTOBE WMWK eTanHa enukpu3a oT Mperriean npu CneunanucT, yA0CTOBepABalUM HasHauasaHe Ha npeaxoaHa Tepanus ¢
OTPa3eHN CPOKOBE Ha NPUNOXKEHNE U PA3BUTH CTPAHUMHI peakuuw, 3anoyHaTa Tepanua C Apyri NekapcTBeHn NPOAYKTH, CPOKOBE, eheKTUBHOCT,

yAOCTOBEpsABa Ce C NoANUC Ha Wﬂm! ﬂpﬁmﬁue 1 Ha HACTOALUMTE USUCKBAHUA.

. U3KINIOYBALLM KPUTEPUM (NMPU HA nsqemsro)

BpemeHnHocT 1 nakTauvs

B

1

2. AKTMBHa WNM NaTeHTHa Ty6epkynoaa, mmmyra TexXKa UHeKLms
3. HIV undekumns

4. OcCTbp UNN XPOHUYEH BUPYCEH XenaTuT
5. Heonnactuynu 3abonssaHus
6

v

8

9

3acTonHa cbpaeyHa HepoctatbyHocT (NYHA I1I-1V)

AnnactudHa aHemus, uspaseHa rpasynouutonenus, muenocpubposa, numgom
MHoxecTBeHa ckneposa u apyru 6onectu ¢ AemuenuHu3aumns

ABTOMMYHHO 3abonsiBaHe

OTroBapsi Ha KpUTepuuTe 3a 3ano4saHe /

npoawvinkasaHe Ha neYeHueTo ¢ RV oA

NOAMNMUC HA CNELMANTUCTAL........oooiiiiiiiiiiiniiiin

% W3UCKBAHWA HA H3OK 3A JIEYEHUE HA TEXXKA AKTUBHA BONECT HA CROHN W YNILEPO3EH KONUT C AHTULUUTOKWHOBW NIEKAPCTBEHW
NPOAYKTU NPU BONHU NOA 18 TOAULIHA BB3PACT B USBBHBONHUYHATA NOMOLL - 8 cuna ot 1 anpun 2014 roauHa




NPUNOXEHUE 16

JIUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NPOABLINKABAHE HA NEYEHUE HA TEXXKA AKTUBHA BONECT HA

CROHN C AHTULUMTOKUHOBU NNIEKAPCTBEHW NPOAYKTU NPU BONHWU NOA 18 TOAULLHA BB3PACT

. il B ol i Y s S S

3abenexka: MmeduyuHckama AoKymeHmauus, ydocmosepsieawa 6Cexu om Kpumepuume € focoyeHa C yugpa 8 UHOeKC U 3adbrmKumesnHo
npudpyxasa HacCMoSW,OMO NPUNOXeHUe.

B. KPUTEPUU 3A NPOABINKABAHE HA NNEYEHUETO (SAOBIMKUTENHU CA BCUYKU KPUTEPUMN)

MKB K50.0, K50.1

MoBnusiBaHe Ha nokasarenuTe:

HamansBaHe Ha KnuHuYHaTa cumTomaTuka
nunca Ha cnag Ha BMI, nopobpsiBaHe Ha OTKNOHEHWUTe 6Moxnmuuuu nokasarenu
HamanseaHe ¢ Hag 50% unu Hopmanusupase Ha CRP'

2 | CymapHa oueHKa Ha nokasatenure — 3HauuTenHo noHwkenne Ha PCDAI cnpsimo usxoaHarta 8

3 | Nunca Ha HeXenaHa nekapcTBeHa peakumsi U M3KMIoYBaly kputepum no 1. I °

! eTanHa enuKpM3a C OTpaseHa cTeneH Ha NoBNMABaHe Ha NOKasaTenuTe, 3a4bMKUTENHO Ce MPEACTaBA U aMBynaTopHUsA NUCT OT nperneaa Ha
12-ta ceaMMUa Cnea 3anousaHe Ha NeveHueTo, HeoGXOAUMUTE W3CNEeABaHNA ca OTpaseHu B Tabnuua 2 Ha npunoxeHue 2 - 3afbLIKUTENHO ce
NPEACTABAT Ha OpUrUHanHa 6nanka ot naGopaTopua unu 3aBepeHo U NOANUCAHO Konue,

npunara ce oueHka no ckana PCDALI,

*ynocroBepsiBa ce C NOANMC Ha CNeUMan1cTa B NPUNoxeHue 1 Ha HaCTOAWNTE M3UCKBAHWA U ce nonbnsa Tabnuua 1.

Tabn. 1 Hexxenanu nekapcTBeHu peakummn

raaeHe, rnasobonue, CBETOBBLPTEX

aneprus

noBULIaBaHe Ha apTepuanHoTo HansraLe

TexXKa nHekumus

XeMaTonoruiHin W/nnu GUOXMMNYHI OTKOHEHMS CbobpasHo chapmMakonorniHOTO AOCHE Ha NPOAYKTa - XeMOrnobuH
noa 80 g/l, neskouutn noa 3 500, TpomBoumTi noa 90 000

F. M3KJ1|O‘IBAI.I.l‘H_w!_(P_W‘I;_E_PMVI (MPU NPOABLIMKABAHE HA NIEYEHUETO)

1. Jlunca Ha TepaneBTuHeH eekT criea sanoyBaHe Ha neYeHneTo

2. TpanHa KnuHU4Ha uaa,nomnma pemucus Ha BonecTTa — 03ApaBsABaHe Ha nurasuLaTa, BKMoYMTENHO TpaeH cnaj Ha
PCDAI noa 10

3. T[pekbcBaHe Ha mpqmrano swam&mumaenepuonnmorzm

4. BkniousaHe Ha 30J1 B mmmuo wm

* Komucusima, Kosimo e HasHayuna neuenuemp u Habmodasa 3011, e dnxHa HesabaeHo da yeedomu Komucusma 3a ekcrniepmusau no un. 78 m.2
om 330 e L|Y Ha H30K. Tesu 6onHu ce 3anuceam € omaesneH pesucmup U He 2ybsim npasomo cu 3a npodb/ixasaHe Ha feveHuemo cned
MPUKITIOYEaHE Ha KIUHUYHOMO NpoyyeaHe cred akmyarnHa oueHka om creyuanusupaHama KoMucus.

H30K 3ANMALLA AOMALLHO NEYEHUE C AHTULMTOKUHOBW NEKAPCTBEHMW NPOAYKTU A0 MOCTUMAHE HA TPAVHA KITMHUYHA U
EHOOCKOMNCA PEMUCUA (O3[APABABAHE HA JIMFABULIATA).

Onpepenexue 3a o3apaBsiBaHe Ha nurasuuara — 6e3 KNMMHUYHK, GUOXMMUYHM/NABoOPaTOPHK, EHAOCKONCKN UK XMCTONOrnYHM 6enesun Ha
Bb3nanexue, Bknoyurento PCDAI noa 10 Touku.

OTroBapsi Ha KpuTepuuTe 3a 3anousaHe /

B AHeBHa fo3a

npoabLmMKaBaHe Ha nNe4YeHueTo ¢

NOAMNUC HA CNEUMANUCTAL ..ot

- "
% V3NCKBAHUA HA H30K 3A NEYEHWE HA TEXXKA AKTUBHA BONECT HA CROHN U YIUEPO3EH KONUT C AHTULUTOKUHOBW IEKAPCTBEHU

NPOAYKTU NPW BONTHWU NO/ 18 FTOANLLHA BH3PACT B U3BbHBONHUYHATA NOMOLL - 8 cuna ot 1 anpun 2014 ropnHa




NPUNOXEHUE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA YINILEPO3EH KONUT C
AHTULINTOKUHOBW NIEKAPCTBEHW NMPOAYKTWU NPU BONHWU NOA 18 TOAULLIHA B3PACT

[ Ume:

LT R R e R T

3abenexka: meduyuHckama AokymeHmayus, ydocmoeepsiealua eceKku om Kpumepuume e rocoyeHa ¢ yugpa 8 UHOeKC U 3a0b/IKUMEeTHO
npudpyxaea HaCMOAWOMO NPUNOKEHUE.

AHTULMTOKMHOBMTE fEKapCTBEHW NPOAYKTM Ce npunarat Kkato BTOpa NUHWS Ha rieveHue, KOrato nbpeata NUHUS
(KOpTUKOCTEPOMAM M UMyHOCYNpecopu) e Guna HeycnewHa, KOHTPaMHANLMPaHa UK NALMEHTLT He A NOHacs.

A.

KPUTEPWUU 3A 3ANMOYBAHE HA MbPBU KYPC (BAOBIDKUTENHU CA BCUYKU KPUTEPUM)

MKB K51.0, K51.1, K61.3, K51.5, K51.8, K51.9

CurypHa auarHosa C onpefeneHo pa3npocTpaHeHue — NoTBbPAEHO Ha Gasata Ha KnMHWYHATA CUMNTOMATUKA,
1 | napaknuHWUYHU U3CNEABaHUS U KOMBMHALMA OT HA0CKOMNCKM U PEHTIEHONOMMYHIN U3cneasaHus - Totanex orneg Ha MT
4pe3 eHA0CcKoNUs, peHTreHorpadus n/mnu komnioTbpHa (KT) unu marHuTHO-pesoHancHa (MPT) Tomorpacus

PesaynraT OT XMCTONOrMYHO M3cneasaHe Ha marepuan OT €eHAOoCKoncka w/vnun nanapockoncka Guoncus, wwunu
VHTpaonepaTtueHo B3eT Matepuan, CbBMECTUM C AuarHosara ynueposeH Konut

YMepeHo Texka u Texka ¢popma Ha 6onectra cernacHo ECCO & ESPGHAN 2012:
3 | kbpBaBa Anapus 2 5 AHeBHO, HowHa Aedekauus, Hanuuve Ha kopemHa Gonka, orpaHnyaBaHe Ha obuvanHaTta
aKTUBHOCT

Bucoko HuBo Ha CRP > 5 mg/l u/unu apyrn o6ekTuBHM 6enes3n 3a akTUBHOCT (NOBMLILEHW HUBA HA KannpoOTeKTUH
BBLB (heKanum unu eHAOCKONCKU UM XMCTONOrm4Hmu 6enesn 3a anusnoc'r)’

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

HenoenusiBaHe OT KOPTUKOCTEPOUAMN WM UMYHOCNYNPECOPW B ONTUMAINHKU KYPCOBE W 031 3a NoHe 3 MeceyeH nepuoa
(eanH mecel 3a pechpaktepHuTe * Ha neyexue cnyvau)
6|%sa pechpakmepHu ce npuemam ciyyaume ¢ nepcucmupawya akmueHa 6onecm, ebnpeku neyeHuemo ¢ prednisolone 6
0o3a Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuuu

7 | Nunca Ha uaknioyBawm kputepun no . 6 *

! HeoBXoaMMUTE M3CNeABaHMSA Ca OTPa3eHW B Tabnuua 2 Ha NPUNOXEHWE 2 - 3aAbIKUTENHO C@ NPEACTABAT Ha OpUrMHanHa Gnamka ot
nabopatopusi unu 3asepeHo u noAnm:aHo xonue. npu Hanuyue Ha xocnm'anusauua ce npunara onmqausa c nomep M3 ¢ AaBHOCT A0 1 mecey

npunara ce ouenn no cuna UCAI - Heobxonnmo e Aayxpamo norahpmasane Ha M3rpaXAaluTe ro nokasarenu 3a noHe 4-cepmMuyeH
Nep1oA OT NEeYeHNeTo, NpUnarar ce U ABata cuLla, yA0CTOBEPABALLN NPOBEXAaHE Ha OueHKaTa;

2 amMGynaTopHW NUCTOBE WIK eTanHa enukpusa
OTPa3eH CPOKOBE Ha NPUMOXEHNUE I PASBUTM |

0T nperneav NpuU Cneuuanucr, YAOCTOBEpPSBalN HasHayaBaHe Ha NpeaxoAHa Tepanus ¢
W peakuwy, 3anoyHata Tepanus ¢ ApYrv NekapCTBEHI NPOAYKTM, CPOKOBE, eheKTUBHOCT;

s yAOCTOBEpsiBa ce C NOANUC Ha ummm ﬁmwu HACTOALLUTE UBUCKBAHUS.

OTroBapsi Ha KpUTepuMTe 3a 3ano4saHe /

B.
1.

2
3
4.
5.
6
7
8
9

U3KNIOYBALLU KPMTEPHK (nPu unoqame HA NEYEHUETO)
BpemeHHoCT 1 nakTaums
AKTUBHa Unu nateHTHa Tybepkyno3sa, Cencuc unu apyra Texka uHgekums
HIV nHdekums
OCTbp UNK XPOHUYEH BUPYCEH XenaTuTt
HeonnactnyHu 3abonasaxus
3acroiHa cbpaeyHa HegoctaTbyHocT (NYHA 11I-1V)
AnnactuyHa aHemus, uspaseHa rpaHynouutoneHus, muenocdudposa, numgpom
MHoxecTBeHa ckneposa u Apyrn 6onectu ¢ AemuenuHusaums
ABTOUMYHHO 3abonsBaHe

B AHeBHa Ao3a

npoabkKaBaHe Ha nNevYeHneTo C

"

NOANUC HA CNELMANTUCTAL. ...

W3NCKBAHWA HA H3OK 3A NEYEHWE HA TEXXKA AKTUBHA BONECT HA CROHN W YNILUEPO3EH KONMUT C AHTUUMTOKUHOBUW NEKAPCTBEHU
NPOAYKTY NPY BONHKX NOA 18 TOAUWHA BB3PACT B U3BbHBONHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2014 roauxa




NPUNOXEHWVE 17

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NPOABIMKABAHE HA NEYEHUE HA YITLEPO3EH KOJUT C
AHTULIMTOKUHOBW NIEKAPCTBEHW NMPOAYKTWU NPU BOJTHX NOA 18 TOAULUHA BH3PACT

[Vme: . O Mo i s

3abenexka: meduyuHckama AokymeHmayusi, ydocmoeepsieala 6CeKu om Kpumepuume e focoyeHa ¢ yugpa 8 UHOeKC U 3a0bimKUMenHo
npudpyxaea HaCMOAWOMO NPUOKEHUE.

B. KPUTEPUU 3A NMPOABINKABAHE HA NEYEHUETO (SAABIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB K51.0, K51.1, K561.3, K61.5, K51.8, K51.9

MNoBnusBaHe Ha nokasartenure:

4| * HamanseaHe Ha kKnuHW4HaTa cMMTOMaTMKa

*  noaobpsBaHe unu HopmManuaupaHe Ha OTKNoHeHuTe nabopaTopHu nokasarenu
*  eHAOCKONCKO UMW XUCTOMNOIMYHO noaobpexne

2 | CymapHa OUeHKa Ha nokasarenure — s3HauutenHo noxwkenve Ha PUCAI cnpsiMmo nsaxoaHara 2

3 | N'unca Ha HeXenaHa nekapcTBeHa peakuunsi U M3knYBawm kputepun no 7. I %

! eTanHa enuKpmaa c 0TpaseHa CTeneH Ha NoBNMABaHe Ha NoKasaTenuTe, 3a4bIKUTENHO Ce MPe/ACTaBs U aMByNaTopHUs NIUCT OT nperneaa Ha
12-Ta ceaMMUa CneA 3anousaHe Ha NeveHueTo, HeobXOAUMUTE N3CNeABaHNA Ca OTpa3eHu B Tabnuua 2 Ha NpunoxeHue 2 - 3aAbIKUTENHO ce
NPEACTABAT Ha OPUrMHanHa 6naxka ot nabopaTopus UK 3aBEPEHO N NOANKCAHO Konue,

npunara ce oueHka no ckana PUCAL,

*ynocToBepsBa ce C NOANMC Ha CReLManucTa B NpunoxeHne 1 Ha HacTOSUTE NINCKBaHMUS U ce nonbnea Tabnuua 1.

Tabn. 1 Hexenanu nekapcTeeHun peakumm
rajieHe, rnasobonue, CBETOBbPTEX
aneprus
NOBWLIABaHE HA apTEpPUanHoOTo HansiraHe
TexXka nHekums
XeMaTonoruiHn uunu BUOXMMUYHK OTKIOHEHWS CboBpa3HOo (hapMakoNorMyHOTO A0CHE Ha NPOAYKTa - XEMOrNo6uH
noa 80 g/l, neskouutn noa 3 500, TpomGouumTy noa 90 000

r U3KMIOYBALL KPUTEPUWN (NMPU NPOABL/HKABAHE HA NNIEYEHUETO)
. Jlunca Ha TepaneBTMYeH edeKT Crea 3anousaHe Ha neYeHneTo
2. TpaiHa KnuHUYHA M eHAOCKoNCKa pemucus Ha BonecTTa — o3apassBaqe Ha NurasuuaTa, BKNIYUTENHO TpaeH cnaj Ha
PUCAI noa 10
3. [lpekbcBaHe Ha TepanusTa no BuHa Ha GonHus ca nepuoz noseve oT 2 Meceua
4. Brkniousane Ha 30J1 B KNIMHUYHO Npoy4BaHe*

* Komucusima, kosimo e Haaua«manm u Habniodasa 30/1, e dnbxHa HesabaeHo da yeedomu Komucusma 3a ekcriepmusu o 4. 78 m.2
om 330 e L{y Ha H30K. Te3u 6onHu ce 3anuceam & OmAeeH peaucmup U He 2ybsim npasomo cu 3a NpodbikasaHe Ha fe4eHuemo cneo
NpUKMoYeaHe Ha KNUHU4HoMo moy-m cned ammum om creyuanu3uparama KOMUCUS..

H30K 3AMNALLA JOMALLUHO NEYEHUE C AHWM!‘EKAPC'!BEHH MPOAYKTYN A0 NOCTUFAHE HA TPAUHA KITMHUYHA U
EHAOCKOINCA PEMUCHS (O3APABSIBAHE HA NTUr ABULIATA).

Onpepnenexne 3a o3apaBsaBaHe Ha nUrasuuara — 6e3 KNMHUYHK, GuoxmmMmnyHu/nabopaTopHu, EHAOCKONCKU UK XUCTOMNOTUYHHU Geneau Ha
Bb3nanexHue.

OtroBaps Ha KpuTepuuTe 3a 3anoysane /

npoabMmKaBaHe Ha nevYeHneTo ¢ i sl e

NOANMUC HA CNEUMANTUCTAL.......oooiiiiiiiiiiniii

% W3UCKBAHUA HA H30K 3A NEYEHWE HA TEXXKA AKTUBHA BONECT HA CROHN U YNILIEPO3EH KONUT C AHTUUUTOKUHOBU NEKAPCTBEHU
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. NEYEBHO-AWArHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW NMPOAYKTWU, Bknioyenn B Mpunoxenue 1 Ha MNNC, kouto H30K 3annawa B cworBeTcTBue C

AenCcTBaWMTe HOPMATUBHU JOKYMEHTH.

NPUNOXEHUE 2

INN MKB [OO3A
UHaykumoHHa Tepanusa*:
. 80 mg npea ceamuua 0, nocneasaxun ot 40 mg npes
ceamuua 2 unu
K50.0, K50.1 e 160 mg npes ceamuua 0 (noag copmara Ha ueTupn
ADALIMUMAB WHXEKUMM B pamKuTe Ha efHO AEHOHOLYWe Unu Kato ABse
MHXEKUWN AHEBHO B ABa NOCNEAOBATENHU AHW), CNea KoeTo
80 mg npea ceamuua 2 **
Moaawbpxawa repanusa™*:
. 40 mg npes ceammuua unu 40 mg Bcaka ceamuua
UHayKumMoHHa Tepanus:
K50.0, K50.1, » 5 mg/kg uHTpaBeHosHa uHgyauns Ha 0, 2 n 6 ceamnum
INFLIXIMAB K51.0, K51.1, K51.3, NoaabpxXawa Tepanus:
K51.5, K51.8, K51.9 ¢ 5 mg/kg uHTpaBeHo3Ha UHDY3NA Ha BCekU 8 ceamuum cneja
6-Ta cegmuua

* UHAYKUMOHHaTa Tepanus ¢ Adalimumab Tpsabea aa ce nposexaa B KOMOMHAUMS C KOPTUKOCTEPOMAY

** PUCKBT OT HeXenaHu eexTu e no-ronsm

*** no BpeMe Ha NoAAbpXkallaTa Tepanua 403aTa Ha KOPTUKOCTEPOMAUTE Ce Hamanssa NocTeneHHo B CbOTBETCTBUE C npasunarta Ha

Apobparta KnuHUYHa npakTuka

2. NPOCNEAABAHE:

Tlepnoa Ha Jedenne

Wacn HUSA

=
w
x

[1m [2m [3m. [4wm [5m [6m [12m [18m.*

XEMATOJIOrMY4HKN

XEeMOrnobuH

epUTPOLIATH

MCV

XEeMaToKpUT

NeBKOLINTH

TpombouuTH

! Bt Bt BN RN B
B et % B BN BN
AYERNENEN RN AN
AYENENEN RN AN

CYE / CRP

ANENENENEN AN AN

ANRNENENANENEN
ANRNENENENENEN
B BN ENENENENEN
AYANENENENEN AN

BUOXUMUYHU

ASAT

ALAT

AN AN
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S S
ANAN RN
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GGT /AP

WoHorpama

KpeatuHuH / ypes

o6y 6enTbk

anbymuH

CepyMHo xensizo / XKCK

AVRNENENENANAN AN

SNENENENANENEN AN
ANANEANENENENENEN
AYANENENENAN AN AN

2N BN RN

CEPONOIrn4HU

HBsAg / Anti HB c- total*
Anti HCV* 3

HIV

CMV"“

C. difficile****

WHCTPYMEHTAITHWU

Enpockonus (KONOHO Mnu CUrMoMA0CKONUs)

ek v

Rk

XUCTONMOMrMYHO UicnenBaHe Ha matepuan ot
eHAoCcKoncka u/wunu nanapockoncka 6uoncus,
Wvnu_WHTpaonepaTUBHO B3ET mMarepuan

ek v

¥ ek

****0O630pHa Unn KOHTpacTHa peHTreHorpadgus
unu KAT, unu MPT

abaomuHanHa exorpacgus

PentreHorpacgus Ha 6an Apo6

a1 [

OPYIrun

BMI

PCDAI 3a Bonect Ha Crohn ***

AN BN
S8 S

<

<

PUCAI 3a YnueposeH konur ***

Ty6epkynuHosa npoba w/mnu QuantiFERON TB
Gold

b Bt B B

W3NCKBAHWA HA H30K 3A NEYEHWE HA TEXXKA AKTUBHA BONECT HA CROHN W YJIUEPOSEH KOJIUT C AHTULINTOKUHOBW IEKAPCTBEHW
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*MonoxuteneH ceponoruyeH mapkep 3a BupyceH xenatut Gea aktusHa BupycHa pennukauus (PCR) He e npoTusonokasaHwe 3a
npoBexaaHe Ha GUoNOrMYHO NeYeHNe, HO NP 3aAbIKUTENEH KOHTPON Ha BUPYCHaTa pennukaumus.

** npunarar ce 1 nNpu BCeKW cneaBall NpoToKon

*** ABYKPaTHO Npe3 NpeaxoAHus Mecey Ha hoHa Ha nposexaaHara Tepanus

**** 43BbPLUBAT CE NO NpeueHka

WU3scnepaBaHusita ce NPeACTaBAT HAa OpUriHanHu GnaHku unu 3aBepeHin KONWA ¢ noanuc u nevar Ha JI3 (npu Hanuuue Ha xocnuTanu3auus ¢
AaBHOCT 40 1 Mecel Npean KaHAUAATCTBAHETO Ce Npunara 3asepeHo Konue oT enukpuaa ¢ Homep U3).

Il. OBLLY U3NCKBAHUS

aaymm yseaomsia WAJl no peaa Ha un. 183 ot
METO Ce npunara KbM MeauuMHCKaTa aokyme npu KaHAWAATCTBaHE 3a NeyeHue.
npotokona Ha 30J1, cbxpaHssa BTOpPU ) Ha NPOTOKONa U BCUYKM Heobxoaumu
Moc dozoeop 3a meduyuHcKume
1 anpun 2014 e., ceenacHo 4n. 10 Ha
eHU npodykmu no 4n. 262, an. 6, m. 1 om
denusi U OUeMUYHU XpaHu 3a cneyuanHu

8
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NPUNOXEHWE 3

AEKNAPALUA 3A UHOOPMUPAHO CbIMIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHMWETO C NEKAPCTBEHUA NPOAYKT

A3 gonynoanucanust/ata Rk . A S S R 2 S SR R T A

uenta Ha ne4eHueTo C nekapcTeeHus

...... iy coneneenes S nonyunx mauepnaTtenHn OTroBopW Ha
£t ‘)anau O ety
enopLuaHaTa M1 CXeMa Ha NeveHie 1 NEpUOANIHG

ONHUTE Nperneam.

2 @mﬂo WU MOA APYro BHyLUEHWE
3 eTo Ha Komucusita 3a ekcneptuan B P3OK

cu nekap u P3OK u we BbpHa B P3OK

9
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