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HAUWOHAIHA 34PABHOOCUIYPUTEJIHA KACA

Cogun 1407, ya. “Kpuwum” No 1 www.nhif.bg men: men: +359 2 9659121

YTBBbPXOABAM:
YNPABUTEJ HA H3OK: /n/
A-P PYMAHA TOAOPOBA

N3NCKBAHUA HA H3OK
3A NEYEHUE HA TEXKA AKTUBHA BOJNECT HA CROHN U
YNUEPO3EH KONMUT C AHTULMTOKUHOBW JIEKAPCTBEHW NMPOAYKTHU
noa 18 roAuLUHA BB3PACT B UBBBHBEOJIHUYHATA NMOMOLL



[image: image2.jpg]U3NCKBAHUA HA H30K NPU U3OABAHE HA NMPOTOKONK 3A NPOBEXAAHE HA JIEYEHUE HA
TEXKA AKTUBHA BONECT HA CROHN U YNLEPO3EH KOJIUT C AHTULUUTOKMHOBW NEKAPCTBEHWU
NPOAYKTWU NPU BONHU NOA 18 rOAULWLHA Bb3PACT

(Adalimumab, Infliximab)

MpoTokonsbT ce u3haBa OT CNeuuanucTM C KoA Ha cneumanHoct 52 - percka racTpoeHTeponorus ot
cneunanuaMpaHa KOMUcus B nevyeGHM 3aBefeHUs 3a GonHuyHa nomow, cknwuunu gorosop ¢ H3O0K.
CneuuanuanpaHuTe KOMUCHM Ce Cb3aaBar cbe 3anosey Ha Aupektopa Ha J13: KnuHuka no ractpoeHTeponorts Kem
CBANAB ,Mpod. UeaH Mutes” — rp. Cocousi, Knunuka no ractpoeHteponorus kem MBAJST ,Ce. MapuHa” — rp. BapHa.

I. PE[] 3A 3ABEPABAHE HA NPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha nevyexHue

= [lonbnHeHo ¥ noanucaHo npunoxenue 1A/1B - nuct 3a onpegensHe Ha
Kputepuute (no T.A) ¢ BCU4KM HeobXxoanMu nscneasaHus

CNEUMATTU3UPAHA |_»| = Eranna enukpusa, BKniouBalia AaHHW OT aHamHesara, cTatyca u noapobeH

KOMucusa chapMakonoruieH MapLupyT 3a noHe 3 MeceyeH nepuoa

* EKCNepTHO CTaHOBMILE C SiICHA MeAULMHCKA MOTUBAUMA (3aAbNXUTENHO ce
otbens3ea nunca Ha U3KNIYBaLLW KpUTEpUM (ModnucaHo om 8CUYKU YileHoee Ha
cneyuanuaupaHama KoMucus)

/ = “ Mporokon 3a npejnuceaHe Ha nekapcTea, sannawaun ot H3OK/P3OK" —

06p. M3-H30K (nodnucax om ecuyku YneHose Ha creyuanuaupasama KomMucus)

Komucusinoun.78,7.2 | | 3asepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

MpoTokonu 3a npoabLMkaBaHe Ha neveHne

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

= EtanHa enukpusa, BKNlOYBalla BCUYKM uacneasaHwa no Tabnuuarta 3a
npocneasBaHe Ha Npunoxexue 2 (npunazam ce U Ha opuzuHanHa bnavka unu
3aeepeHo Kornue)

= Am6ynatopeH nucT OT npernega Ha 12-tTa cegmMuua OT 3anoyBaHe Ha
neYeHNeTo C 0Tpa3eHn nokasarenu no tabnuuara 3a npocneassaxe (tabnuua 2,
npunoxexve 2)

= EKCNepTHO CTaHOBUILE C SICHA MeAULMHCKA MOTUBAUMA (3aAblKUTENHO ce
ot6ensasa nunca Ha U3KNIYBaLLN KpUTEPUM (MOANUCaHO OM 8CUYKU YeHo8e Ha

crneyuanuaupasama KoMucus,)
= “MpoTtokon 3a npejnucsaHe Ha nekapcrea, sannawanm ot H3OK/P3OK” — obp.
M3-H3OK (nodnucan om ecuyku YneHoee Ha crneuuanusupasama KOMUcusi)

CNEUWNATTUSUPAHA >
KOMUCUA

Komucus no un. 78, 1. 2 EX 3aBepka Ha npoTokona
o1 330 B LY Ha H30K BP

Il. OBLLUM MNONOXEHNA

1. 3001 nopasa noaroTBeHute AokymeHnTn B P30K, Ha TepuTopusiTa Ha KosiTo e Hanpasuno u36op Ha ONJ. JdokymeHTute
BKnoYBaT:

1.1 3asBnenue ao [lupekropa Ha P3OK.

1.2 MonbnHeHo U noanucaHo npunoxenue 1. Monbnea ce NO CbOTBETHATA TOYKA M Ce npunara oTpaseHata B LM(MPOB MHAEKC
MeANLMHCKA JOKYMEeHTaLMS, YA0CTOBEepsiBaLla BCEKN €ANH OT KpUtepuuTe.

1.3 MNbnHuaT Habop nacneaBaHus (pU3UKanHN, UHCTPyMEHTanHu 1 nabopaTopHu), OTpaseH B NpUNoxexHue 2.

1.4 ‘Npotokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30K' — o6p. M3-H30K, wspgapen ot nekaps
cneumnanuct, paborew no gorosop ¢ H30K. Mpunara ce opuruHan Ha NpoTokona, a Npu kKaHAWaaTCTBaHe 3a NpoAbMXaBaHe Ha
TepanusTa ce NpeACcTaBs OPUrMHan Ha NPeaxoAHUs NPOTOKON C OTPa3eHU BCUYKN Ha3HAYeHWsA No Hero.

1.5 [leknapauus 3a mHchopMmupaHo curnacue no obpasey (npunoxexue 3).

2. P30K npuema fokyMeHTUTe Nno T. 1 cnep cnpaBka OTHOCHO 34paBHOOCUTypuUTenHus cratyc Ha 30/1.

3. MbpBUAT M BCEKMU CneaBaly NPOTOKON Ce u3aasat 3a nepuoa Ao 6 meceua.

_y 2
% W3UCKBAHUA HA H30K 3A NIEYEHWE HA TEXKKA AKTUBHA BONECT HA CROHN W YJIUEPO3EH KONIUT C AHTULMTOKUHOBK NNIEKAPCTBEHW
NPOAYKTW NPU BONHU NOA 18 FOAULLHA BL3PACT B U3BBHBEONHUYHATA NMOMOLL - & cuna ot 1 anpun 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA NEYEHUE HA TEXXKA AKTUBHA BEONTIECT HA CROHN C
AHTULUUTOKUHOBW NEKAPCTBEHW NPOAYKTU NPU BONHKU NOA 18 TOAULLHA BB3PACT

Wme: T P RO T T O O Ol 7

3abenexka: MmeduyuHckama dokymeHmauyusi, ydocmoeepsisalya 6CeKu Om Kpumepuume € nocoyeHa ¢ yughpa 6 UHOBKC U 3adbKuMenHo
npudpyxaea HaCMOAUOMO NPUNOKEHUE.

AHTULUMTOKMHOBMTE NeKapcTBEeHM NPOAYKTM Ce npunarat kato BTOPA NIMHWA Ha rNeyveHwe, KOrato nbpeaTa NUHUS
(KOPTUKOCTEPOMAN M MMyHOCYNpPecopu) e Buna HeycneLuHa, KOHTPaNHANLMPaHa UMM NaLNEHTBLT He A NOHacs.

A. KPUTEPUM 3A 3ANOYBAHE HA NbPBU KYPC (BAOBIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

CurypHa AuarHo3a ¢ onpefeneHo pasnpoctpaHeHue — NOTBLPAEHO Ha basata Ha KnMHWYHATa cuMnTOMaTMKa,
1 | napaknuHU4HY U3CNeABaHNs U KOMGUHALMA OT EHAOCKOMCKY W PEHTIEHOMOMMYHY U3CNIEABAHNS - TOTAnNeH orfe/ Ha T
4pes eHA0CKONUsi, peHTreHorpachus u/unn komrioTbpHa (KT) unu marHuTHo-pesoHancHa (MPT) 'romorpacbvm

Pesyntar OT XMCTONOrUYHO M3cneaBaHe Ha marepuan OT eHAocKoncka wvnn nanapockoncka 6uoncus, w/wvnn
WHTpaonepaTuBHO B3eT matepuar, CbBMeCTUM C AvarHosarta Bonect Ha Crohn

Texka chopma Ha 6Gonectra cwrnacHo NICE, 2010 n ECCO, 2010:
" TEXKO HapyLeHo 060 CbCTOSHWE U E[UH UMK NOBEYe OT crieAHUTe cuMnTomK: 3aryba Ha TenecHa maca Haa

- 10%, noBuUweHa TenecHa Temnepatypa, cunHa kopemHa Gonka, Avapus (Hap 3 aedekaumn AHEBHO), UK
Hanuaue Ha o6CTpyKLMs, M abeuec '
1 Bucoko HuBo Ha CRP > 5 mg/l u/unu apyrv o6eKTMBHY Genesn 3a aKTUBHOCT (NOBULIEHW HUBA HA KannpoTeKTUH

BB (heKanuu Nk EHAOCKONCKM NN XUCTONIONMYHU 6esle3n 3a akTMBHOCT) '

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

HenosnusBsaHe OT KOPTUKOCTEPOUAWN UNW UMYHOCNYNPECOPU B ONTUMANHN KypcoBe 1 A03W 3a NMoHe 3 MeceueH nepuoa
(eanH mecel 3a pecbpakTepHuTe * Ha neyeHue cnyyam) 2

* 3a peghpakmepHu ce npuemam ciyyaume ¢ nepcucmupauia akmueHa 6onecm, ebnpexu nevyeHuemo ¢ prednisolone 6
do3a Had 0.75 mg/kg OHesHo 3a nepuod Haod 4 ceomuyu

Nunca Ha uaknoyBawm kputepum no 7. 6 *

T Heo6XoAMMMUTE M3CMeABaHMA Ca OTPA3EHW B TAabNUua 2 Ha NPUNOXeHMe 2 - 3aAb/DKUTENHO Ce NPEACTABAT HA OpUrUHanHa Gnawka ot
naBopaTtopus unu 3aBepeHo u noAnucano xonue, npu nanwme Ha xocnuranmaum ce npunara enukpusa c Homep U3 c pasHocT Ao 1 mecey
npeAn KaHAWAATCTBAHETO; 3aAbIK eACTaB BMI e ) MEHTANHUTE W XUCTONOrUYHN
M3cneABaHusA Ha OpuruHan w N naHKa;

npunara ce oueHka no ckana PCDAI - HeoGX0AUMO € ABYKpaTHO NOTBbPXAABaHe Ha W3rPaXAALMTE rO NokasaTenu 3a rnoHe 4-ceAMuyeH
nepuoA OT neveHUeTo, NpUnarar ce 1 ABara uia, yA0CTOBEPABALLVM NPOBEXAAHE Ha oLeHKaTa;

ambynaTopHu NUCTOBE UMW eTanHa enukpu3a OT Nperneau Npu cneunanuct, YAOCTOBEpABAlUM HasHauyasaHe Ha npeAxojHa Tepanus ¢
0Tpa3eHu CPOKOBE Ha NPUNOXEHUE U PA3BUTH CTPAHMYHI PeakuMn, 3ano4HaTa Tepanisa C APYri NIekapcTBeH NPOAYKTY, CPOKOBE, eheKTUBHOCT;

YAOCTOBEpSABA Ce C NOANUC Ha CNeUManucTa B NPUNoXeHUe 1 Ha HaCTOALLMTE USUCKBAHMSA.

B. U3KNIOYBALLIU KPUTEPUM (NPU 3AMOYBAHE HA NEYEHUETO)

1. BpemeHHOCT U nakraums

2. AKTWBHa UNW naTeHTHa TybepKynosa, Cencuc unu apyra Texka uHhekLms

3. HIV nHdekuus

4. OCTbp UNN XPOHUYEH BUPYCEH XenaTut

5. Heonnactuynu sabonssaHus

6. 3acrtoitHa cepaeyHa HepocTaTbuHocT (NYHA HII-IV)

7. AnnactuyHa aHemus, uspaseHa rpaHynouuronenus, muenocubposa, numgpom
8. MHoxecTBeHa ckneposa v apyrv Gonectu ¢ AemuenuHusaums

9. AsToMMyHHO 3abonsiBaHe

OTroBaps Ha KpuTepuuTe 3a 3ano4saHe /

npoabinKaBaHe Ha nevyeHueTo c R peBin A3

NOAMNUC HA CNELMASTUCTA . ......oovviiiiiiiiiiiiii

% W3NCKBAHWA HA H30OK 3A JIEYEHWUE HA TEXXKA AKTUBHA BOJIECT HA CROHN W YJILEPO3EH KOJIUT C AHTULUIMTOKUHOBW NEKAPCTBEHU
NPOAYKTWU NPU BONHW NOA 18 FOAULUHA BB3PACT B U3BbHBONHUYHATA NOMOLL - 8 cuna ot 1 anpun 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE MNPU NPOABL/MKABAHE HA NEYEHUE HA TEXXKA AKTUBHA BOJNIECT HA
CROHN C AHTULIMTOKUHOBW NEKAPCTBEHUW NPOAYKTU NPU BOMHK NOA 18 FOAULIHA BB3PACT

[Awe: S N D vt A S b S o

3abenexka: MeduyuHckama OOKymeHmauyus, yoocmoeepsieawa 6ceku om Kpumepuume € rocoveHa ¢ yugpa 6 UHOBKC U 3adb/KumenHo
npudpyxaea HaCMOAWOMO NPUSTONKEHUE.

B. KPUTEPUM 3A NMPOABLIMKABAHE HA NEYEHUETO (SAOBI/MKUTENHU CA BCUYKU KPUTEPUK)

MKB K50.0, K50.1 i

MoBnusiBaHe Ha nokasarenure:

*  HamansBaHe Ha KnuHUYHaTa cumToMaTuka |
=  nunca Ha cnag Ha BMI, nogobpsisaHe Ha OTKNOHeHUTe BUOXMMUYHU Nnokasartenu i
*  Hamansigae ¢ Haa 50% wnu Hopmanuaupake Ha CRP '

2 | CymapHa ouUeHKa Ha nokasaTenute — 3Ha4uTenHo noHwkenne Ha PCDAI cnpsimo naxoaHara -

3 | Nunca Ha HeXenaHa nekapcTBEHa peakumsi U M3KMIOUBaLWM kpuTepun no 7. T °

' eTanHa enukpM3a c OTpaseHa CTeNeH Ha NoBNUsiBaHe Ha NOKA3aTenuTe, 3aALIKUTENHO Ce NPeACTaBA 1 aMByNaTOPHUA NUCT OT Nperneaa Ha
12-Ta ceaMMUa CNeA 3anouBaHe Ha NeYeHNeTo, HeoGXOANMUTE N3CNeABaHNsA ca oTpaseHu B Tabnuua 2 Ha NpUNoXeHue 2 - 3aALIKUTENHO ce
NPeACTaBAT Ha OpUrHanta 6nakka ot naGopaTopus UNu1 3aBEPEHO U MOANUCAHO Konue,

% npunara ce oueHka no ckana PCDALI,

*yAocToBepsiBa ce C NOANKC Ha CNeLManucTa B NpunoxeHue 1 Ha HacTOAWUTe MIUCKBAHWA U Ce NonbnBsa Tabnuua 1.

Tabn. 1 Hexenaxu nekapcTBeHn peakuum
rafeHe, rnasobonue, CBETOBLPTEX
aneprus
noBULIaBaHe Ha apTepuanHoTo HansraHe
TeXKa NHGEeKLMA
XeMaToNornYHN Umnu GUOXMMUYHI OTKNOHEHNS CboBPa3HO hapMakoNIorMYHOTO A0CHE Ha NPOAYKTa - XeMOrno6uH
noa 80 g/l, neekouuTn noa 3 500, TpomGoumTi noa 90 000

I". U3KIMKOYBALLWU KPUTEPUU (MPU NPOABLIMKABAHE HA NNEYEHWETO)

Jlunca Ha TepaneBTUYeH ehekT cnej sanoysaHe Ha neyeHneTo

TpaiiHa KNUHUYHA U EHAOCKONCKA peMUCHs Ha GonecTTa — o3paBaBaHe Ha nurasuuara, BKIIoYMTEeNHO TpaeH cnaj Ha
PCDAI nop 10

3. [lpekbcBaHe Ha TepanusiTa no BUHa Ha BONHUS ca nepuoz noseye ot 2 meceua

4. BkniousaHe Ha 30J1 B KNMUHUYHO NpoyyBaHe*

[N

* Komucusima, Kosimo e HasHayuna neyeHuemo u Habmodaea 30/], e dnbxHa HesabaeHo 0a yeedomu Komucusima 3a ekcrnepmusau o 4n. 78 m.2
om 330 e LIy Ha H30K. Tesu 6onHu ce 3anuceam & omadeneH peaucmbp U He 2yb6sm npasomo cu 3a npodbixaeaHe Ha nedeHuemo cned
MPUKIIOY8EHE Ha KITUHUYHOMO MpoyYeaxe Cried akmyarnHa oueHka om creyuanusupaHama KoMucus.

H30K 3ANMALLA JOMALIHO NEYEHMUE C AHTULMTOKUHOBW NEKAPCTBEHMU NPOAYKTU 10 MOCTUIAHE HA TPAVHA KITMHUYHA U !
EHOOCKOMNCA PEMUCUA (O3APABABAHE HA JIUFABULIATA). i

Onpepenexue 3a o3apaBsABaHe Ha NUraeBuuaTa — 6e3 KNMHUYHK, GUOXMMUYHN/NABGOPATOPHN, @HAOCKONCKN MU XUCTONOTNYHK Genesn Ha
Bb3nanexue, sknioyutenHo PCDAI nog 10 Touku. i

OTroBaps Ha KpUTepuuTe 3a 3anoysaHe /

npoabL/NKaBaHe Ha NeYeHuneTo ¢ BAHORHS DO

% V3UCKBAHWUA HA H3OK 3A NIEYEHWE HA TEXKKA AKTUBHA BONIECT HA CROHN 1 YJILEPO3EH KONIUT C AHTULIUTOKUHOBU NNEKAPCTBEHU
NPOAYKTW NPWU BONTHU MO/ 18 FOAWLWIHA BL3PACT B U3BBHBONHUYHATA MNOMOLL - & cuna ot 1 anpun 2014 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA YNLUEPO3EH KONUT C
AHTULIMTOKUHOBW NEKAPCTBEHW NPOAYKTYU NPU BONHKU NOA 18 FOAULLHA BB3PACT

Wme: LT3 10 T R R o R 2

3abenexka: meduyuHckama AOKyMeHmayusi, ydocmoeepsiealia 8CeKu Om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3adbIuKumesnHo
npudpyxaea HaCMoAOMO NPUNOXKeHUe.

AHTUUWTOKMHOBUTE NEKapcTBeHU NpPOAYKTM Ce npunaraT Kato BTOPA NMHWSI Ha neveHwe, Korato nbpeata NMHUA
(KOPTMKOCTEPONAM M MMYHOCYNpecopy) e Guna HeycnewHa, KOHTPanHALMPaHa UK NaLUMEHTLT He A NoHacs.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAOBIDKUTENHU CA BCUYKU KPUTEPWUK)

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

CurypHa AnarHosa ¢ onpefeneHo pasnpocTpaHeHue — NoTBbLPAEHO Ha BasaTta Ha KNUHWYHATa cumnTomaTuka,
1 | napaknuHU4HI M3CNEABAHWA M KOMBUHALWS OT EHAOCKONCKY W PEHTTEHOIIOTMYHI M3CTIeABaHWS - TOTANEH OrfleA Ha T
4pe3a eHAOCKONUSA, peHTreHorpadmua n/nu komnioTbpHa (KT) unn mardutHo-pesoHancHa (MPT) TOMOI’paCbMﬂ

PesyntaT OT XMCTONOrM4HO M3cnepBaHe Ha marepwan OT eHgockorncka wvnn nanapockoncka Guoncus, wunu
VHTpaonepaTueHO B3eT marepuars, CbBMECTUM C guarHosara ynueposeH Konut !

YMepeHo Texka 1 Texka popma Ha 6onectra cbrnacHo ECCO & ESPGHAN 2012:
3 | kbpBaBa Anapus = 5 AHEBHO, HOWHA Aediekauus, Hanuiue Ha kopemHa Gonka, orpaHuwyasaHe Ha obwvaiiHata
aKTUBHOCT

Bucoko HuBo Ha CRP > 5 mg/l wiunu gpyrv o6ekTnBHu Genesn 3a aKTMBHOCT (NoOBMIWEHN HUBA HA KAaNMNPOTEKTUH
BB (heKanuu N1 eHAOCKONCKN UMM XUCTONOMMYHM 6enesn 3a akTMBHOCT)'

5 | CymapHa oueHka no Pediatric Ulcerative Colitis Ativity Index (PUCAI) Haa 34 Touku 4

HenosnusBaHe OT KOPTUKOCTEPOUAMU UMM UMYHOCTYNPECOPU B ONTUMAnHK KypcoBe W 03u 3a NoHe 3 meceyeH nepuop
(eavH mecell 3a pechpakTepHuTe * Ha neyeHue cnyvau) b

* 3a pechpakmepHu ce npuemam cryyaume c nepcucmupawia akmuexa 6onecm, ebnpeku neyeHuemo ¢ prednisolone &
do3a Had 0.75 mg/kg OHeeHO 3a nepuod Hao 4 ceomuyu

7 | Nunca Ha naknouBawm kputepum no 7. 6 *

1

HeoB6XoAUMUTE W3CNEeABaHMA Ca OTPa3eHW B Tabnuua 2 Ha NPUNOXEHUe 2 - 3aAbMKATENHO Ce NPeACTaBAT Ha opuruHanHa Gnaxka ot
naGopatopus unu 33BEPEHO W noanucano xonve, npn Hanuime Ha xocnuTanusaus ce npunara OMUKpH3a C Homep IA3 © AaBHOCT A0 1 Mecey
3/ bIKUTE! eAcTas " BMI eaynta iC

npnnara ce oueun no cnm PUCAI Neoﬁxonuuo e Anyupa'mo nomhpw:asane Ha MArpaXKAALYUTE O NOKa3aTenu 3a noHe 4-ceAmuyeH
Nepuo/ OT NeYeHNeTO, NpUnarar ce u Aeara ulua, yA0CTOBEPABALUM NPOBEXAAHE Ha OLEHKaTa,
ambynaTopHu NMCTOBE WMWK ETanHa enukpu3a OT nperneaw Npu Cneuuanicr, YAOCTOBEPSBALYM HasHauYaBaHe Ha NPeAXOAHa Tepanus ¢

QTPa3eH# CPOKOBE Ha NPANOXEHME U PA3BUTM CTPEHUNHM PEaKUM, 3aN0YHATa TEpaNWs C APYIM NIEKAPCTBEHN NPOAYKTY, CpokoBe, edekTUBHOCT;
YAOCTOBEPSABA CE C NOANUC Ha CeUUanicTa B NPUNOXeHUe 1 Ha HACTOALUMTE UIUCKBAHWS.

B. U3KNIOYBALLN KPUTEPUU (NMPU 3ANOYBAHE HA JIEYEHUETO)

1. BpemeHHOCT 1 nakraums

2. AKTWBHa unW nateHTHa Ty6epkynosa, Cencuc unu apyra Texka uHdekums

3. HIV uHdekuus

4. OCTbp UNK1 XPOHUYEH BUPYCEH XenaTut

5. Heonnactuunn 3abonssaHus

6. BacroitHa cbpaeyHa HegoctaTbyHoCT (NYHA I11-1V)

7. AnnacTudHa aHemusi, u3paseHa rpaHynouutonexus, muenocpubposa, numdom
8. MHoxecTBeHa ckneposa u aApyru 6onectn ¢ AemuenuHnsaLms

9. AsToMMyHHO 3abonsBaHe

OTroBapsi Ha KpuTepuuTe 3a 3ano4saHe /

npoabiNKaBaHe Ha NnevyeHueTo ¢ RACeEHA RO

NOAMNUC HA CNELMANTUCTAL ...

@ W3NCKBAHWA HA H30K 3A NEYEHWE HA TEXKKA AKTUBHA BONECT HA CROHN W YNILUEPO3EH KONUT C AHTULUUTOKUHOBW NNEKAPCTBEHU
NPOAYKTW NPU BONHW NOJ 18 FOAVLLHA Bb3PACT B U3BBbHBEONIHUYHATA MOMOLL — 8 cuna ot 1 anpun 2014 ropuxa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABLIMKABAHE HA NEYEHUE HA YNUEPO3EH KONUT C
AHTULUMTOKUHOBW NIEKAPCTBEHWU NPOAYKTWU NPWU BEOJTHW NOA 18 TOAULLHA BB3PACT

Wme: L. i O D K G

3abenexka: meduyuHckama AokymeHmayusi, ydocmoeepsiealya 8CeKu Om KpUMepuume € rocoyeHa ¢ Yugpa 8 UHOBKC U 3a0BbIIKUMENHO
npudpyxaea HACMOAUOMO NPUSIOKEHUE.

B. KPUTEPUU 3A NPOAB/MKABAHE HA NNEYEHUETO (SAQB/MKUTENHN CA BCUYKU KPUTEPUW)

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

MNoenusBaHe Ha nokasatenure:

*  HamansiBaHe Ha KNuUHWYHaTa CUMTOMaTHKa

= nopoBpsiBaHe unu HopManuavpaKe Ha OTKNoHeHUTe nabopaTopHu nokasaTenv
= eHAOCKONCKO MMM XMCTONOrMYHO NnoaobpeHue '

2 | CymapHa oLeHKa Ha nokasarenute — 3Ha4uTenHo noHwkenne Ha PUCAI cnpsimo naxoaHara ’

3 | Nunca Ha HeXenaHa nekapcTBeHa peakumsi U M3KIOYBaWM KpuTepun no 7. I °

' eTanHa enukpM3a ¢ 0TpaseHa CTeneH Ha NoBNUsABaHe Ha NoKasaTenuTe, 3aALIKUTENHO Ce NPeACTABA U aMByNaToOpPHUA NUCT OT Nperneaa Ha
12-Ta ceaMMUA CNEA 3anouBaHe Ha NevyeHneTo, HeoBXOAUMUTE M3CNEABaHNUA ca OTpa3eHu B Tabnuua 2 Ha NpPUNOXKEHNe 2 - 3aAbIKUTENHO ce
NPeACTaBAT Ha OpUruHanHa Gnawxka oT nabopatopus UNK 3aBEPEHO U NOANUCAHO Konue;

npunara ce oueHka no ckana PUCALI;
?yAocToBepsBa ce C NOANKUC Ha CNeLManicTa B NpunoxeHue 1 Ha HACTOAMTE M3NCKBAHWA U ce nonbnBea Tabnuua 1.

Tabn. 1 HexenaHu nekapcTeeHu peakuum
raaeHe, rnasobonue, CBETOBbPTEX
aneprus
NOBULIABAHE HA apTepUanHoTo HansraHe
TexKa uHpekums
XeMaTonoruiHu U/mnu BUOXMMUYHIA OTKIOHEHWS CboBPa3HO hapMakonormyHOTO A0CHE Ha NPOAYKTa - XeMOrNo6uH
nog 80 g/l, neekouuTu nog 3 500, TpomGoumty nog 90 000

. U3KNIOYBALLW KPUTEPUU (NMPU NPOABLINKABAHE HA NEYEHUETO)

1. Jlunca Ha TepaneBTUdEH edekT criea sanodsaHe Ha nevyeHneTo

2. TpaitHa KnMHUYHA U eHAOCKOMNCKA pemucus Ha BonectTa — o3apaBsBaHe Ha NUraBuLaTa, BKNIOYMTENHO TpaeH cnaj Ha
PUCAI noa 10

3. [pekbcBaHe Ha TepanusTa no BuHa Ha GoNHWsA ca nepuoz noseve oT 2 Meceua

4. BkniousaHe Ha 30J1 B KnMHUYHO NpoyyBaHe*

* Komucusima, kosimo e HasHa4una neveHuemo u Habmodasa 30/], e dnbxHa HezabaeHo da yeedomu Komucusima 3a exkcriepmusu no yn. 78 m.2
om 330 e LYY Ha H3OK. Te3u 6onHu ce 3anuceam 6 omoenieH pesucmup U He 2ybsim npasomo cu 3a npodbixaeaqe Ha ne4YeHuemo crneo
MPUKIIOY8aHe Ha KITUHUYHOMO MPOyY8aHe Cried akmyarnHa oueHka om Crneyuanu3upaHama KOMUCUs..

H30K 3ANMNALLA AOMALLHO NEYEHWUE C AHTULIUTOKUHOBW NNEKAPCTBEHM NMPOAYKTU A0 NOCTUrAHE HA TPAMHA KIUHUYHA 1
EHOOCKOICA PEMUCUA (O3APABSABAHE HA JIUFABULIATA).

OI'IPOAGHGNHG 3a o3apaBsiBaHe Ha nurasuuara - 6e3 KNUHNYHK, Guoxummnulnaﬁoparopuu, ©@HAOCKOMNCKN UMK XMCTONOrnYHu 6eneau Ha
Bbananexue.

OTroBaps Ha KpuTepuUTe 3a 3ano4saHe /

npoabkKaBaHe Ha nevyeHMeTo ¢ B aEenne f03e
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1. NEKAPCTBEHM NMPOAOYKTW, Bknioyenn B Mpunoxenne 1 Ha MNC, kouto H30K 3annawa B chLoTBETCTBUE C

AenCTBaWmMTe HOPMaTUBHU JOKYMEHTH.

NPUNOXEHWE 2

INN MKB [O03A
WHaykumoHHa Tepanus*:
* 80 mg npea ceamuua 0, nocneasaxu ot 40 mg npes
ceamuua 2 unu
K50.0, K50.1 e 160 mg npes ceamuua O (nop chopmata Ha ueTMpu
ADALIMUMAB MHXEKUMW B pamKuTe Ha eAHO AEHOHOLYMe MNK KaTo ABe
MHXEKUMI AHEBHO B ABa NOCNEAOBATENHMN AHW), CNEA KOeTO
80 mg npea ceamunua 2 **
Noaawbpxawa Tepanus***:
e 40 mg npes ceamnua unu 40 mg BCsika ceamuua
WHaykumoHHa Tepanusi:
K50.0, K50.1, » 5 mg/kg uHTpaBeHoaHa uHdyaus Ha 0, 2 n 6 ceamnun
INFLIXIMAB K51.0, K61.1, K51.3, Moaabpxaiwa Tepanus:
K51.5, K51.8, K51.9 * 5 mg/kg uHTPaBeHo3Ha UHDY3anA Ha BCekM 8 ceamuum cnea
6-Ta ceamuua

* UHAYKUMOHHaTa Tepanusi ¢ Adalimumab Tpsbea Aa ce npoeexaa B KOMOMHAUNA C KOPTUKOCTEPOUA K

** PUCKBT OT HeXenaHu edekTin e no-ronsam

*** no BpeMe Ha noaAbpXaliara Tepanua fo3aTa Ha KOPTUKOCTEPOMAUTE Ce HamansBsa NocTeneHHo B CLOTBETCTBUE C Npasunarta Ha

pobpata KNUHUYHa npakTuka

2. NPOCTEAABAHE:
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ARV AN

b B
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NoHorpama

KpeatuHuH / ypes
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anbymuH

CepymHo xens3o / XKCK

ANRNENENENANENAN

SN ENENEANANENAN
ANANEYANANANENEN
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A BN AN

CEPOJIOrMYHA

HBsAg / Anti HB c- total*

Anti HCV*

HIV

ANRNAN

CMV=*

C. difficile****

WHCTPYMEHTAJITHU

EHA0CKONUA (KONOHO MK CUrMOMAOCKONUS)

R P R

XUCTONMOrMYHO U3cnenBsaHe Ha maTtepuan ot
eHaockoncka u/unu nanapockoncka uoncus,
Wwvnu_WHTpaonepaTusHO B3eT maTtepuan

o R v

o

****O630pHa UNK KOHTPACTHa peHTreHorpadus
vnu KAT, unu MPT

abgomuHanta exorpacgus

~

PeHnTtreHorpacus Ha 6sn apo6

<«

APYrun

BMI

PCDAI 3a bonecr Ha Crohn ***

AN
<«
<
&

PUCAI 3a Ynuepo3aeH konut ***

TybepkynuHosa npoba u/unu QuantiFERON TB

ANEVRNEN

Gold
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[image: image8.jpg]*MonoxwuTeneH CeponoruyeH Mapkep 3a BUpYceH xenaTut 6es akTueHa BupycHa pennukauus (PCR) He e npoTusonokasauwe 3a
nposexaaHe Ha GUONOrMYHO NEYEHNE, HO NPV 38/ LIKUTENEH KOHTPON Ha BUPYCHATa pennukauus.

** npunarar ce u nNpu BCek! CneABaLL NpoTokon

*** ABYKpPATHO NPe3 NPeAXoAHNs Mecel Ha (hoHa Ha npoBexXaaHara Tepanus

**** U3BLPLIBAT CE NO NpeLeHka

W3cneasanusTa ce NpeACTaBAT Ha OPUrMHANHN GnaHku UNWu 3aBepeHn KOMMA C NOANMC W nevar Ha J13 (Npu Hanuuue Ha xocnuTanuaauus ¢
AaBHOCT A0 1 Mecel Npeav KaHAWAATCTBAHETO Ce npunara 3aBepeHo Konue oT enukpuaa ¢ Homep U3).

Il. OBLUW USUCKBAHUA

© 10311 HaZ, MaKCUMAITHO Pa3pELLIEHUTE MO K| KTEpUCTMKA Ha NPOAYKTa.

noAoaupaxa HW&W yseaomsiea WAJI no peaa Ha un. 183 ot
0 Ce npunara KbM MeauLMHcKkaTa AoKymel : Npy KaHAWAATCTBaHE 3a NeveHue.
npotokona Ha 30J1, cbxpaHsiBa BTOpW ' Ha MpOTOKONa M BCUYKU Heobxoanmu

it “
aHue uyn. 56 om Hauuowanew pamkoe 002060p 3a MEOULUHCKUME
4 2.) u enusam e cuna om 1 anpun 2014 2., cbenacHo un. 10 Ha

meHu npodykmu no yn. 262, an. 6, m. 1 om
30enusi U OUeMUYHU XpaHu 3a cneyuanHu
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[image: image9.jpg]AEKNAPALUSA 3A UHOOPMUPAHO CBbITIACUE C USNCKBAHUATA 3A 3AMOYBAHE/ MPOABIMKABAHE HA
NEYEHUWETO C NEKAPCTBEHWUA NPOAYKT

usnata MM npepocTaBeHa MHcopmal enTa Ha neveHMeTo C neKkapcTBeHus
................................. TO MONYYMX W34epnaTenHn OTroBOpW Ha
WPGM HO! e —— 1

il nopﬁuanm MW CXeMa Ha neyeHne 1 NepuoAnYH; HUTE nperneau.
2. fABABAM Ha KOHTPONHW npernean v Hsma ngm WNW NOA APYro BHyLLEHWe
3. eTo Ha Komucusita 3a ekcneptuan B P30OK

cn nekap u P3OK u we BbpHa B P3OK

npoaykT we 6bae npekpaTeHo
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