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_ MI3WCKBAHUSI HA H30K
3A NIEYEHVE HA TEXKA AKTUBHA BONECT HA CROHN ¥
YALEPO3EH KOMUT C AHTULIMTOKVNHOBY NEKAPCTBEHY NMPOAYKTH

NoA 18 FOANLIHA Bb3PACT B U3BBHEOTHUYHATA NOMOLL



U3UCKBAHUA HA H30K NMPU U3AABAHE HA MPOTOKONU 3A NPOBEXAAHE HA NEYEHUE HA
TEXKA AKTUBHA BOJIECT HA CROHN U YNLUEPO3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHU
NPOAYKTU NPU BONHU NOA 18 rOAULLHA Bb3PACT

(Adalimumab, Infliximab)

MpoTokonbT ce M3aaBa OT cChNeuuanucTM ¢ KoA Ha cneumanHocT 52 - AeTcka raCcTpoeHTeponorus oT cneunanuaupaHa
KOMUCUA B nevyebHu 3aBeaeHuA 3a 6onHuuHa nomouw, cknioumnu aorosop ¢ H3OK. CneunanusnpaHute Komucum ce
cb3aasar cbe 3anoses Ha aupekTopa Ha cnegnute J13: CBANAB, rp. Codus — knMHKUKa No AeTcka ractpoenTeponorus;, YMBAJ
,CeeTta MapuHa”, rp. BapHa — aetcka knuHuka; ,Amxubagem Cutn Knunuk MBAJ Tokypa“, rp.Codusa — aetcka knuHuka.

I. PEQ 3A 3ABEPABAHE HA MPOTOKONIUTE

MpoTokonu 3a 3ano4BaHe Ha nevYeHne
MpoTokonu 3a NbLPBO NPOoAbLMKEeHUe Ha TepanuaTa
MpoTokonu NPU NPDOMSAHA B AO30BUS DEXNM UMK CMAHA Ha TepanunaTa

A

—— = [lonbnHeHo u nognucaHo npunoxeHue 1A/1B — nuct 3a onpegensHe Ha
CgELIgAJ‘IMSMPAHA » KputepumuTte (no T.A) C BCU4KM HEOOXOAUMU N3CneaBaHus.
komucua *  MeAMUMHCKA AOKYMEHTALUMA C NPUNOXEHW BCUYKW HEOOXOAUMM nokasatenu

1 uscneaBaHus no Tabnuua 2 Ha npunoxexHue 2

s AKTyarnHa KNMHU4YHa enuKpM3a oT LeHTbpa, Ha3Hauun TepanuaTa

*» PeweHue Ha cneuuanuaupaHa KOMUCUA C SICHA MeauUMHCKa mMOTuBauuma
(nodnucaHo oOm 8CUYKU YNIeHOee Ha  crneyuanusupaHama KOMUCUS,
3a0b/mKUMenHo ce ombensiaea iunca Ha u3kniYeawu Kpumepuu)

= ‘TlpoTokon 3a npeanuceaHe Ha nekapcTtea, 3annawanu or H3O0K/P30K" -

Komucusa no un. 78, 1. 2 | 3aBepka Ha npoTtokona
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a NpoAbMKaBaHe Ha nevyeHne

= [lonbnHeHo U noanucaHo npunoxenune 1B/1I — nuct 3a onpegensiHe Ha

Kputepuute (no T.B).
’ *  MeAMUMHCKa OOKYMEHTaLMUs C NPUNOXEHN BCUYKM HeobBxoaumu nokasartenu

CNEUMANTU3IUPAHA v uacneasaHus no Tabnuua 2 Ha npunoxexnue 2

KOMUCUA , * PeleHue Ha cneuuManu3upaHa KOMUCUS C SiCHA MeAULMHCKA MOTUBAUWA
' ' (nodnucaHo oM ecuyKU uNeHoee Ha  crneyuanusupaHama Komucus,
3a0bxumenHo ce ombens3ea nurnca Ha u3kmoyeauu Kpumepuu)

* ‘MpoTokon 3a npeanuceaHe Ha nekapcrea, sannawawu ot H3OK/P30K" -
06p. M3-H30K

A 4

3aBepka Ha npoTokona
B P30K

II. OBLUW NONIOXKEHUA

1. 3011 nopasa noaroTeeHuTe AokyMeHTH B P30K, Ha TepuTopusaTa Ha KOSITO e Hanpasuno u36op Ha ONJ. lokymeHTuTe
BKIIIOYBAT: ' e » 5 o

1.1 3asBnexue 0o Jupektopa Ha P30OK :

1.2 NonbnHeHo 1 nognucaHo npunoxexue 1. Monbssa ce N0 CbOTBETHATaA TOYKa W Ce npunara oTpaseHarta B uncpos uHaekc
MeAULIMHCKa A0KYMeHTauums, yaocTosepsBallia BCeKn eiut OT Kputepunte

1.3 MbnHUAT Habop nacneaBaHUA (HU3NKANHW, UHCTPYMEHTANHN U NabopaTopHy), OTPaseH B Npunoxexue 2

1.4 “NpoTokon 3a NpeAnucBaHe Ha nekapcTsa, 3annawadu ot H3OK/P3OK" — obp. M3-H3OK, u3pnapeH ot nekaps
cneuvanuct, pabotew no aorosop ¢ H3OK. Mpunara ce opuriHan Ha NPOTOKONa, a NPU KaHAWAATCTBaHe 3a NpoAbKaBaHe Ha
TepanusTa ce NPeaCTaBs OpUrvHan Ha NPeAxoAHNA NPOTOKON C OTPa3eH! BCUYKU HAa3HAYeHUs NO Hero

1.5. PelleHMe Ha CneuvanuiupaHa KOMMCMA OT neuebHO 3aBefeHue — w3nbnHuTen Ha AmbynatopHa npoueaypa Ne 38
,onpeaensiHe Ha NnNaH Ha NeveHue W npocneasBaHe Ha TepaneBTUYHUA OTTOBOP NPW NauMeHTW, nonyyasalun CKbNOCTpyBallu
nexapcTBEHM NPOAYKTM NO peaa Ha un. 78, an. 2 330* - 6n. M3-H30K Ne 13

1.6. [lexnapauus 3a MHchopMUpaHO cbrnacue no obpaseu (npunoxenue 3)

2. P30K npuema QOKyMEHTMTE Mo Touka 1 cnea cnpaBka OTHOCHO 3APaBHOOCUTYpUTENHUA cTaTtyc Ha 30/

3. MuLpBUAT U BTOPUAT NPOTOKON NPU 3anoyBaHe Ha JieYeHne U NpU CMAHa C APYr neKkapcTBeH NPOAYKT ce u3pasar 3a
nepuoa Ao 180 AHK, a Bceku cneaBall NPOTOKON MOXe Aa ce u3AaBa 3a Cpok Ao 365 axn.

4. ONNCaHMAT NbNEH KOMNMEKT AOKYMEHTU Ce M3UCKBA B CNyYauTe, Npu KOMTO e yKka3aHa HeoOXoAUMOCT OT pelleHune Ha
KomucusaTa no un. 78, 1. 2 ot 330 B LY Ha H30K
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NPUNOXEHUE 1A

NNCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA TEXXKA AKTUBHA BONECT HA CROHN C
AHTUUUTOKMHOBW JIEKAPCTBEHM NPOAYKTU NPU BONHU NOA 18 TOAULLHA BB3PACT

| Ume: jerw] | [ 1 [ [ P [ T |

3abenexka: meduyuHckama AokymeHmauyus, ydocmoeepsisalua 6CeKU Om Kpumepuume e rocoveHa ¢ yughpa e UHOEeKC U 3ad0b/mKUMenHo
npudpyxaea HaCMoAUW,0MO NPUSIOXKEHUe.

AHTMUMTOKMHOBUTE fleKapCTBEHM NPOAYKTM Ce npunaraT Kkato BTOpPa fNMHWUA Ha JlevyeHue, Korato nbpeaTta NMHUS
(KOPTUKOCTEPOUAN M-UMYHOCYNPECOPH) € Brna HeyCneLwHa, KOHTPaMHANLMPaHa UMW NAUMEHTLT He S NOHAC.

A. KP&T&P“H 3A 3ANOYBAHE HA NbPBU KYPC (SAOBIIKUTENHU CA BCUYKU KPUTEPUM)

MKB K50.0, K50.1

Curypua, nnamoaa C onpepferneHo pasnpocTpaHeHue — l'lOTBbp.EleHO Ha 6asata Ha KIMHWYHATaA CMMNTOMATMKA,
1 | napaknuHUYHM U3CNEaBaHNA U KoMOMHaumsa oT €HAOCKONCKN W PEHTTEHOMOTMYHU N3CNEABaHNS - TOTaneH orne.u Ha TUT
ypes3 eHAOCKONUA, peHTreHorpacdmsa nmnu komnioTbpHa (KT) unu marHuTHO-pesoHaHcHa (MPT) TOMOl'pa(bMﬂ

2 Pesynrar ‘OT XUCTONOTMYHO M3CneaBaHe Ha martepwan OT eHaockoncka nlunu nanapockoncka 6uoncus, wunu
mnmaon@p&msﬂo B3eT MATepMan, CbBMECTUM C AuarHosata bonect Ha Crohn *

Texka Mpuaﬂa 6onectra cwrnacHo NICE, 2010 u ECCO, 2010:

3 *  TEXKO HapyLeHo O6LO CbCTORHWE N €AUH MNW NOBEYE OT CneaHNTe cUMNToMu: 3aryba Ha TenecHa maca Haa
:10%, .noBuMLLIEHa TerecHa TemnepaTypa, cunHa KopemHa Gonka, awapus (Hap 3 aedekauuy QHEBHO), WM

Hanmue Ha obCcTpykums, unu abecuecu

4 Bucoko HuBo Ha CRP.> 5 mg/l w/unu apyru o6ekrusnu Genesm 3a aKTHBHOCT (noBuwWEHN HMBA HAa KaNNPOTEKTUH
BbB dieKanuu Ny eHAOCKONCKU UMW XUCTONOTMYHY Genesn 3a aKTHBHOCT)

5 | CymapHa Queuxa no Pediatric Crohn’s Disease Ativity Index (PCDAI) Haa 30 Touku 2

HenoenusisaHe OT KOPTUKOCTEPOMAW UM MYHOCNYNPECOPU B ONTUMASTHN KYpCOBE W 403K 3a NoHe 3 MeceyeH nepuoa
(e,quu Mecel 3a pedpakrepHuTe * Ha neveHue cnydau)

* 3a pechpakmepHu ce npuemam cyyaume C nepcucmupauia akmusHa 6onecm, ebnpexu neveHuemo c¢ prednisolone 8
0o3a Had 0.75 mg/kg OHeeHo 3a nepuod Hao 4 cedmuyu

7 Nunca Ha uskmoqaaum xpmepnu no 'l’. B’

T HeobxoauMUTe U3chieaBaHWA ca o*rpmtm 8 Tabnuua 2 Ha NPUNOXeHue 2 - 3aALIKUTENHO Ce NPeACTaBAT Ha OpurMHanHa Gnauka ot
nabopaTopus nM 3aBEPEHO U NOANKCAHO KOMWe, NPU HANWYME HA XOCNUTANM3aUMA Ce npunara enukpusa ¢ Homep W3 ¢ pasHocT 4o 1 mecey
NPeAVN KaHAWAATCTBAHETO, 3aAbINKUTENHO oe npeacrassT A3HHN 33 DECT, TErNO W BMI, KaKkTo ¥ Pe3yATAT OT UHCTPYMEHTANHUTE W XNCTONOTUYHY

npunara ce ouewka ‘fio ckana PCDAI - Heoﬁxo.qmo e ABYKpaTHO NOTBBbPXKAABAHE Ha U3rpaAaluTe ro nokasarenu 3a noHe 4-ceaAmudeH
nepuoga OT NEYEHUeTO, Npusiarar ce U ABara puLia, YA0CTOBEPABaLLYM NPOBEXAAHE Ha OUeHKaTa;
ambynaTopHu NUCTOBE OT Mpernieaw NP CneuManucT/enuKkpu3n, YAOCTOBEPSBALM HA3HaYaBaHe Ha NpeAxoaHa Tepanus ¢ oTpaseHu
CPOKOBE Ha NPUNOXKEHIE W PAZBUTH CTPAHWIHM PEakuMMN, 3aM0UHATa TEPANUA C APYTY-NEKapCTBEHN NPOAYKTH, CPOKOBE, €eKTUBHOCT,
YAOCTOBEpSiBa Ce C NOANMCH Ha CneLuanusnpanarta KOMUCHA B NPUoXeHUe 1 Ha HACTOALLNTE NINCKBAHUA.

B U3KNIOYBALLA KPMTEPMM nPu 3Al10‘-lBAHE HA nE'-lEHMETO)
BpeMeHHOCT 1 nakTauus (C usKnioueHue Ha cryyanTte, nocodeHn B xpaware XapaKkTepucTuku Ha onpeaenexu
nNexapcTBEHU NPOAYKTH)-

2. AKTMBHa unu naTeHTHa Tyﬁepxynosa - Vlmynonormno wacneppBaxe - (3aabmxutenHo MaHTy, No Bb3MOXHOCT

Quantiferon T-spot). MNpeawn 3anoysaHe Ha 'repanvm R-rpachus Ha ‘6sn Apo6 v cbpue, 3aab/KUTENHA KOHCyNnTauus ¢

dTusmnatswp / NMynmonor

Cencuc unu apyra Texka uHdgekums

HIV nHdekumns

OcTbp vnu XpoHNYEH BUPYCEH XenaTuTt

HeonnacTtuuHu 3abonasaxun

3acToitHa cbpaeyHa HegocTatbuHocT (NYHA HHI-1V)

ANnacTuyHa aHemMus, nspaseHa rpaHynouuToneHus, muenocdubposa, numdgom

MHoxecTBeHa cknepo3sa v apyru 6onectu ¢ aemmenuHusaumn

0 ABTOMMYHHO 3a6onsiBaHe, HEOBXOAUMO € BHUMATENHa NpeLieHka Ha TexecTTa Ha 3abonssaHeTo

soPNOMw

OTroBaps Ha KPUTEPUNTE 32 NMEHEHME C ..............oovvniremriinrinerinnns BAHeBHA Oo3a ...................

cneuuvanu3npaHa KoMmucusa
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OPUNOXEHWE 16

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBMKABAHE HA NNEYEHUE HA TEXXKA AKTUBHA BONECT HA
CROHN C AHTULMTOKMHOBU NEKAPCTBEHU NPOAYKTU BONHW NOA 18 rOAULIHA Bb3PACT

Mwre: [ErH] | | L[] |

3abenexka: MeduyuHckama OoKyMeHmauus, ydocmoeepsieala 6CeKu om Kpumepuume e nocoyeHa ¢ yugpa e UHOeKC u 3a0b/MKUMeNnHo
npudpyxaea HaCMOSWOMO NPUSIOKEHUE.

B. KPMTEPMM 3A NPOOBIMKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUN)

MKB K50.0, K50.1

a nokasarenure:
€ Ha KNUHWYHATa cCUMTOMAaTUKa
cnag Ha BMI, nopobpsisate Ha OTKNOHeHUTe, 6MoxuMMqHu nexaaa'renu
He c Hag 50% unu Hopmanuaupatie Ha CRP ‘ :

"noxasaTenme 3HAYMTENHO MOHWXEHNE Ha PCDAI yt‘.ﬂpnuo uaxonua'ra

i

”i‘laﬂa nexapcraena PeaKLusi ¥ M3KIIOYBaALLN KPUTEPUM NO TOuKa r?

MABaHe Ha nokasarenute, 3aAbml<wrenHo ce npeacTass W ambynaTopHMs NUCT OT
6xoauMUTE Mscnegean-mn ca oTpaseHu B Tabnuua 2 Ha npunoxexuve 2 -
pa PUA W 33BEPEHO U H&nnucano konve;

enxa”'uuﬂ C OTpaseHa CTeneH Ha

a ceAmuua cnep 3anousaHe Ha n

3apBxvUTen PEACTaBAT Ha OpuruHanHa 6nanka or
2 npunara ce oteHka.no ckana PCDAI;

3 ynocroaep;ma Ce'C MOANKC Ha creunanyucTuTe B npunoxexue 1 1 Ha HacToOAWMTE umcksanuﬂ ¥ ce nonbnsa Tabnuua 1.

Tabnuua Hex(enauu neKachBeuu peaxuuu
ragee, rnasoﬁa ne, CBeTOB‘pre)K
aneprus '
nosuLwaBaHe Ha apfepmannom HansraHe
TeXKa UH(eKUmMs
XeMaTonoruuH unnmn BUOXAMIIHA OTKIOHEHWUs CboBpa3sHo hapMaKonorMYHOTO AOCHE Ha NPOAYKTa - XeMOrNIobuH
noa 80 g/, nemgp_‘m no.q3 500, WMGM noa 90 000

PCDAI no,n
3. [pekbcBaHe t

H30K 3AMNALLA AOMALIHO NEYEH 0B
EHIOCKOMNCKA PEMUCHS (O3PABSIBAHE HA NIMr ABULIATA

OnpeaeneHxue 3a o3gpassiBaHe Ha nurasuuara — 6e3 mmﬁﬁhﬁ;’;«76néfxﬁﬁﬁimulna‘60pa'ropuu, ©HAO0CKONCKN UMK XUCTONOrnyHu 6enesu Ha
Bb3naneHue, BkouutenHo PCDAI noa 10 Touku.

OTroBapsi Ha KPUTEPUUTE 3a FIEHEHUE € ............oovininiinininiann, BAOHeBHa Oo3a ...................

cneuMuanu3npPaHa KOMUCHUA ...t

n" ¢ VIBUCKBAHWA HA H30K 3A NNEYEHWE HA TEXXKA AKTUBHA BONIECT HA CROHN W YALIEPO3EH KONMUT C AHTULIMTOKWHOBU NEKAPCTBEHW
NPOAYKTK NOA 18 FOAVIIHA BB3PACT B U3BBbHBONHUYHATA NOMOLL - B cuna ot 15 anpun 2020 rognHa



NPUNOXEHWE 1B

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA JIEYEHUE HA YJILLEPO3EH KOJIUT C
AHTUUUTOKUHOBU NEKAPCTBEHU NPOLYKTU NPU BONTHN NOJ 18 TOAULLIHA BB3PACT

[ vme: e [ | [ [ [ T [ [ |

3abenexka: meduyuHckama OOKyMeHmauusi, yoocmosepsealya 6CeKu om Kpumepuume e rnocoyeHa ¢ yugpa 6 uHOeKC u 3adbKumMenHo
npudpyxaea HacCMoAW,0MO NPUNIOKEHUe.

AHTULUMTOKMHOBUTE JEKapCTBEHW NPOAYKTM Ce npunarat kato BTOpPAa JIMHUSA HA Ne4YeHue, Korato nbpsaTa NUHUA
(kopTuKOCTEpOMAY 1 UMYHOCYNpECOpH) e 6una HeycnewwHa, KOHTpaMHAULMPaHa Ui NAaUUEHTHLT He A NoHacs.

A. KWW“ 3A 3AI'IO'~IBAHE HA NbPBU KYPC (SAABIKUTENHU CA BCUYKU KPUTEPUN)

MKB K51 .0, K51 1, K51 3, K51 5,K51.8, K51 .9
oza" C onpeaeneHo pasnpocTpaHeHUe — NOTBLPAEHO Ha 6asaTa Ha KNUHMYHATA CUMMTOMATMKA,
1 cneaBaHvs U KoMOUHaLUWA OT €HAOCKONCKU 1 PEHTTEHOMOMMYHIN U3cneaBaHus - TotaneH orneA Ha T
; peHTreHorpaqwm uvnu kommoTspHa (KT) nnu’ Mammmo-pesonancna (MPT) Tomorpachust '
2 ‘ronorwmo u3cneaBaHe Ha Mmartepuan ot er.ocmncm u/unu nanapockoncka 6uoncus, n/unu
3
4
5 tis Atiy
Henoanuaeaae or Kopmkomepou,qu unu mmynocny?rpeoopm B ONTUMATHK kypcoae ¥ 403U 3a NoHe 3 MeceueH nepuoj
(eavH meced 3a pedpakTepHUTe * Ha neueHne cryJam)
6|43 ped)pamepnu ce.npuemam criydaume ¢ nepcucmupauia akmueHa 6onecm, sbnpeku neyeHuemo ¢ prednisolone &
do3a HaO 0. 75 mglkg éueeuo 3a nepuoa Hao 4 ceOmuyu
7 e

' heobxoaumute nscnenaa s ¢
naBopartopus U 3aBEPEHO u ]
npeau KaHAuAaTmaueTo‘

npnu HAaNMUMe Ha XOCMWTANW3ALMA Ce npunara enukpusa ¢ Homep W3 ¢ aasHocT 4o 1 Mecey
(CTABAT JaHHW 33 PBCT, TErNO W BMI KaKTO ¥ PEe3ynTaT OT WHCTPYMEHTANHUTE 1 XUCTONOrNYHM

nepwoa ot nequméf ‘ 'jfd)uwa ynécroaepnbamu nposexaaHe Ha OLeHKaTa;
amGynaTopHu nue: n‘pe eAN npu cneuuanueﬂenuxpnau yAOCTOBEpSBALUN -Ha3HAYABaHE Ha NPeaxoaHa Tepanus ¢ oTpasen

BpemeHHOCT 1 namuﬁn,
nexkapcTBeHu npop,yKTvr)

Quantiferon T-spot). ﬂpep,vu 3an0%aﬂe,:
dTusmarsp / Mynmonor

Cencuc unu apyra Texka uHgekums
HIV wHpekuus

OCTbp UNU XpoHUYEH BUPYCEH XenaTuT
Heonnactuyxu 3abonsisaHus
3acToitHa cbpaeyHa HegoctatbuHocT (NYHA 1HI-IV)

AnnactuyHa aHeMusi, M3paseHa rpaHynouutonexus, muenocdubposa, numdgom

MHoxecTBeHa ckneposa u apyru 6onectu ¢ gemuenuHusaums

0 ABTOMMYHHO 3abornsiBaHe, HeOBX0AUMO € BHUMaTesHa NpeLeHka Ha TexecTTa Ha 3abonsBaHeTo

gomNoaaw

OTroBaps Ha KPUTEPUNTE 32 NMTEUEHUC € ......ovvveneiiieriecenieenene, BAOHEeBHa go3a ...................

cneunanuanpaHa komucusa
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NPUNOXEHWE 1T

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHUE HA YNLUEPO3EH KONUT C
AHTULUUTOKWHOBW NEKAPCTBEHU NPOLYKTU NPU BONHK NOA 18 TrOAULLIHA BBH3PACT

[we: [ ErH | L1

3abenexka: MeduyuHckama OoKyMeHmauyus, ydocmoeepsieala 6CeKu Oom Kpumepuume e rocoyeHa ¢ yugpa e uHOeKc u 3adbImKUMenHo
npudpyxaea HaCMOSWOMO NPUSIOKEHUE.

B. KPUTEPUU 3A NPOABMKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUN)

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

NoenusBaxe Ha nokasartenure:
1 . HamanfaegaHe Ha KnHu4yHaTta cuMToOMaTuKa

*  nonoGpsABaHe N HOPMANU3MPaHE Ha OTKNOHEHNTe nabopaTopHu nokasaTenu
. eHAOCKONOKO wnm XuctonoruyHo nop.o6peHwe

2 CymapHa 'o s 1Ka Ha nokasarenute — 3Ha4UTENHO NOHKEHNE Ha PUCAI cnpsmo usxogHara 2

3 | Nunca Ha HexenaHa nekapcTBeHa peakUMs W U3KIIOYBalUW kputepuu no 1. I 3

! MeaULIMHCKA YMEHTaUMUR C OTpaseHa CTeneH Ha NOBNWABAHE Ha nokasarenure, 3ap.bmkwrenuo ce npeacTass U aMBynaToOpHUA NUCT OT
npernena Ha 12-ta ceAMMUa Criej 3anovBaHe Ha nedeHneto, Heobxogumute U3cneaBakMs ca otpaseHu B Tabnuua 2 Ha npunoxexue 2 -
3aabn»(menno Ce NPeACTaBAT Ha opurnHanHa 6naska ot nabopaTopua Unu 3asepeHo ¥ noAnucauo konue;

npunara ce oueHka no ckana PUCAI;

*ynocroBepsABa ce ¢ NOANNCH Ha Cneyuanu3MpaHaTa KOMMCHSE B NPUNoXeHue 1 Ha HACTOALIMTE M3UCKBAHNA U Ce nonbnsa Tabnuua 1

1a6n. 1 HexenaHu nekapcTBeHU peakuuu
rageHe, rnaso6onue, cBeToapre»(
aneprus
NOBULIABaHE Ha APTEPUANHOTO HansraHe
TexKa UHheKuus
XemaTonNOoruuHU W/unu GUOXUMNYHK orxnoueum cbobpasHo hapMaKonormyHOTO AOCHE Ha NPOAYKTA - XeMOrnobuH
nog 80 g/l, neskouwty noa 3 500, pomGoumTi noa 90 000

. U3KMIOYBALL KPUTEPUM (NMPU NPOABIMKABAHE HA NEYEHUETO)

1. Nvnca Ha TepaneBTUYEH €bexT cries 3anouBaHe Ha NeYeHNeTo

2. TpanHa knuHU4Ha W eHAOCKONCKa pemMucna Ha bonecTta — o3paBsBaHe Ha NUraBvLAaTa, BKNIOYNTENHO TPaeH cnaj Ha
PUCAI nog 10

3. TpekbcaaHe Ha repanmna no svma Ha GonHus ca neproa noseve ot 2 meceua

H30K 3ANMALLIA AOMALLHO NEYEHUE C AHTMI.MTOKMHOBH ﬂEKAPCTBEHM I'IPOJIYKT ¥ O NOCTUIAHE HA TPAHA KIMUHUYHA ¢
EHOOCKOMCKA PEMUCUA (O3APABABAHE HA NIMITABULIATA). -

OnpeaeneHxuve 3a 03apaBABaHe Ha nNurasuuarta - 6e3 xrmnmnu, 6uoxuumnulnaﬁopa'ropuu, ©HAO0CKONCKN UMW XUCTONOTYHKU Genesn Ha
Bb3naneHue.

OTroBaps Ha KPUTEPUNTE 32 SIEYEHME C .........ccevveieeeeiiinaeeeani, B AHEBHA 1033 ...................

CNeuranm3npPaHa KOMUCHUSA ...
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NPUNOXEHUE 2

. NIEYEBHO-OUWATHOCTWUYEH ANFOPUTBM

1. NEKAPCTBEHW MPOAYKTWU, Bkniovenn B Mpunoxenue 1 Ha MNNC, kouto H3OK 3annawa B cvorBercTBue €
AelcTBawWmMTe HOPMATUBHU AOKYMEHTH.

Ta6bnuua 1
INN MKB AO3A

WuaykumoHHa Tepanus:

¢ 80 mg npes ceamuua 0, nocneasanun ot 40 mg npes
au : ceamuua 2 3a K50.0 n K50.1
ADALIMUMAB K50.0, K50.1, ¢« 160 mg npe3s ceamuua O (noa dopmarta Ha veTupu
MHXEKUWW B pPamKuTe Ha edHO JEeHOHOLLMe Unn Kato

[iBe MHXEeKUuU OHEBHO B [ABa NOCNEJOBATENHU AHW),
cnep koeto 80 mg npes ceamuua 2

+ [Moaavpxawa Tepanusa™:

40 mg npes ceamuua
WHaykunoHHa Tepanus:
K50.0, K50.1, o 5mg/kg nHrpaseHosHa undyana Ha 0, 2 n 6 ceamnum
INFLIXIMAB K51.0, K51.1, K51.3, Moaabpxawa Tepanus®*:
i K51.5, K61.8, K51.9 e 5mg/kg uHTpaBeHo3Ha UHMY3nA Ha BCeku 8 ceamuum cnea

6-Ta ceamunua

* Mo BpemMe Ha noaabpkawara Tepanus Zi03aTa Ha KOPTUKOCTEPOMAUTE MOXe [a Ce Hamanu NoCTeneHHo, B
CLOTBETCTBME C NpaBunaTta Ha aobparta KNUHWYHA npakTuka. [pu KaTeropudyHM NokasaHws, 3a Cpok He noseve oT 6
MeceLia, C& AoNycka WHTEH3WdVMKauus Ha [03VpOBKaTa, CbobGpa3Ho paspelueHweto 3a ynoTtpeba / kpatkara
XapaKTepucTUKka Ha NekapcTBEHUs NPOAYKT.

2. NPOCNERABAHE:

Tabnuua 2
Mepuopn Ha neyeHue .
: ‘ | +6 +12
naxopgHn | 6 meceu | 12 mecey | mecen mecey|

XEMATOMOTUYHU
XeMornobud - v v v v v
€pPUTPOUUTH v v v v v
MCV - v v v v v
XeMavokpuT v v v v v
NEeBKOUMTA = v v v v v
TpoMGOUMTH v v v v v
CYE /CRP v VO v v v
BUOXUMUYHA
ASAT v v v v v
ALAT v KA v v v
GGT /AP v v v v v
oHorpama v v v v v
KpeaTuHuH / ypes v v v v v
061 6enTuk v v v v v
anGyMuH v v v v v
CepymHo xens3o / XXCK v v v v v
CEPONTOrM4YHA
HBsAg / Anti HB ¢- total * v
Anti HCV * v
HIvV* v
CMV **
C. difficile **
UWHCTPYMEHTAITHU
Exgockonus (KONOHO MM CMIMOUA0CKONUS) v v v
XUCTONOrMYHO U3CneaBaHe Ha matepwan oT v v v
eHAo0CcKoncka uunu nanapockoncka uoncus, wunm
MHTpaonepaTMBHO B3eT maTepuan
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O630pHa unu KOHTpacTHa peHTreHorpacgus unu KAT,
wim MPT **

abaomuHanHa exorpagus

PeHnTtreHorpacusa Ha 6sn apob

OPYTU

BMI

PCDAI 3a bonect Ha Crohn

PUCAI 3a ¥Ynuepo3eH konut

KannpoTeKkTUH

Ty6epkynuHoBa npoba (3agbrxurenHo Mauty, no
BBL3MOXHOCT Quantlferon vnu T-spot)

AN
<
<
AN

ANRNANEN
AR RS AN

ANESAYANAN
ANEASAYAYAN
ASRNRSAYAS

*I‘Ionommneu" ceponorvmen mapkep 3a BupyceH xenatut 6e3 aktusHa BupycHa pennukauus (PCR) He e npoTusornokasaHwe 3a
nposexaaHe Ha GMONOTMUHO NeUeHNe, HO NPY 334 BIDKUTENEH KOHTPON Ha BUPYCHATa pennuKauvs.
** U3BbPLUBAT CE NO NpeueHka

WU3cnensaHusita Ce NPEACTABAT Ha OPUTMHANHK GNaHku Unu 3aBEPeHn KONWs C NOAMKC U nevat Ha J13 (Npu Hanuuue Ha XOCNUTanM3aums C
A3BHOCT 40 1 MeCel| Npean KaHANAATCTBAHETO Ce NpUnara 3aBepeHo Konue OT enukpuaa c Homep U3).

II. OBLLY MMKBAHM;{

1. Bbspacroaawa rpaHmua Ce n3uucnsea B Hasbpmeuu FOAMHM - T.€. BKMIOYMTENHO KbM AaTata Ha u3jaBaHe Ha npoTokona oT
cneuuanuaupaua'ra KOMUCUS.

2. MNpu Ha3Ha4aBaHe Ha Tepanus No NPOTokoN 3amammrenuo ce cbobpassBaT Bb3paCTOBUTE OFPAHUYEHNSA, CbINACHO KpaTtkara
XapaKTepuCTUKa Ha CbOTBETHUS NEKAPCTBEH NPOAYKT, yTebpAeHa no peaa Ha 3J1MXM.

3. H30OK He 3annalua neveHne U3BbH ykasaHaTa Bb3pacToea rpaHuua B KpaTkaTa XapakTepucTuka Ha npogykra.

4. H30K He 3annailia neyeHue C 403U Haj, MaKCUManHo pa3petenuTe no Kparka XapaKTepucTUka Ha npoaykTa.

5. B cnyyait Ha HacTbnMna MOJO3MPaHa HeXenaHa nexkapcTBeHa peakuus; nekapat ysepomssa WAJI no pepa Ha un. 184 ot
3/INXM. Konwve oT cbobLueHneTo ce Nnpunara KbM MeguLMHEKaTa aokymeHTauwms Ha 30J1 npu kaHaWaaTCTBaHE 3a NeYeHue.

6. CNELIMANTU3UPAHATA KOMUCUA nsnasa Pewenne cnea nposeaeHa AMGynatopa npoueaypa Ne 38 ,Onpeaenste Ha nnaH
Ha NeyeHue U NpocrneasBaHe Ha TepaneBTUYHUA OTFOBOP NPY NAauMEeHTW, NONy4asallU CKLNOCTPYBALLM NEKAapCTBEHN NPOAYKTW NO
pena Ha un. 78, T. 2 330“ Ha ocHoBaHue un. 53 u un. 309 oT HaunoHaneH pamkos AOroBOp 32 MEAULMHCKUTE AENHOCTU MexXay
HauvoHanHata 3apasHoocurypuTenHa kaca U Bbnrapcku nekapcku cbio3 3a 2020-2022r. (o6H., [1B, 6p. 7 ot 24.01.2020 r.) u
npeaocTaseHa ot 30J1 meauumMHcka AoKyMmeHTauus. CneuvanusvupaHaTa KOMUCHSt CbXpaHsiBa eauH exsemnnap oT PeweHueTo,
CbXxpaHsBa BTOPV €K3eMNMsp Ha npoTokona/M, BCMYkU HEOOXOAUMM JOKYMEHTW 3a W3AaBaHeTo My U Konue oT npunoxexue 1 Ha
HaCTOSILLMTE NBUCKBAHUA, NOMBAHEHO MO CbOTBETHATA TOUKA M NOANMCAHO OT UNEHOBETE Ha cneuvanuavpaHaTa KoMUcHs.

Hacmoswume usuckeaHusi ca pa3pabomeHu Ha ocHoeaHue un. 58 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKuMe
delinocmu mexdy HayuoHanHama 30paeHoocu2ypumenHa kaca u bbnezapcku nekapcku cbio3 3a 2020-2022r. (06H., 4B, 6p. 7 ot
24.01.2020 r.), enusam ¢ cuma om 15 anpun 20202. Ha ocHosaHue peweHue Ne PL-HC-04-36/06.04.20202. u ommeHsm
delicmeawume u3uckearusi, e cuna om 15 ronu 20192. Ha ocHosaHue peweHue Ne PL]-HC-04-59/05.07.2019e.
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NPUNOXEHWE 3

DEKNAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEYEHUWETO C NEKAPCTBEHUA NPOAYKT

...............................................................................................................................................................................................

Cnea kaTo CE 3anosHax C UsANata MM NpefocTaBeHa WHGOPMaUMA W LeNTa Ha MEYEHNeTO C  NeKapCTBeHus
TIPOMYKT .......vetsemasseessassnsassiesessssesssasseessseses e e et ettt sess ettt W cnep Kato Nonyuux uadepnatenHu OTTOBOPU Ha

nocTaBeHUTe OT MEH BbNPOCH, AEKNapUpam ye:

1. lle cnassam npenopbyaHaTa Myt CXeMa Ha fleYeHue U NEPUOANYHOCT Ha KOHTPONHUTE Nperneaw.

2. Penosao ‘e ce sBABAM Ha KOHTPONMHW Mpernean U Hsma na fIPOMEHSIM CaMOBOMHO WUNW NOA APYro BHYLIEHWe
HasHaueHaTa MU Tepanus.

3. Npu upeyC'raHoaaBaHe Ha NeYeHneTo no. npuquun HeNpouU3TUYaLLV OT peLueHNeTo Ha KomucusTa 3a ekcneptusu B P30K
winnu ‘KomucusiTa no un. 78, 1.2 ot 330 we yseaoms HesaGaBHO nuynua cv nekap u P30OK v we sbpHa B P3OK
NocAeAHUA NPOTOKON, MO KOWTO CbM Nosflyyasan/a fiekapCTBeHNA NPOAYKT.

4. Tpu HecnassaHe Ha NOCOYEHUTE YCMOBMS NeYeHNeTo MU C ynoMeHaTis hexapcmeu npoaykT we 6bae npekpaTeHo un
HAMa Aa-uMam npeTeHuMM Kkbm H3OK. :

5. Mpurexasam/ He fpuTEXaBaMm aKkTyasnHo TEJTK peileHune BbB prsxa Ccbe 3a60nsIBaHETO.

JEKNMAPATOP: ......veviveieiinenierirreriereesisis s

¢ V3NCKBAHUA HA H30K 3A NEYEHUE HA TEXKKA AKTUBHA BONTIECT HA CROHN U YNILIEEPO3EH KONUT C AHTULUTOKUHOBW NEKAPCTBEHU
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