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M3NCKBAHUA HA H30K
MPU NEYEHUE HA AKTUBHA BONECT HA CROHN U
YNUEPOS3EH KOJIUT C BUONOIrn4yHU NEKAPCTBEHU
NPOAYKTWU HAL 18 TOAULLHA Bb3PACT
B U3BBHBONTHUYHATA MOMOLL




[image: image2.jpg]M3NCKBAHUA HA H3OK MPU U3AABAHE HA MPOTOKOS 3A MPOBEXAAHE HA NEYEHUE HA
AKTUBHA BOJIECT HA CROHN U YNILIEPO3EH KONUT C BMOMOIrMYHU NIEKAPCTBEHU NPOAYKTH
(Adalimumab, Golimumab, Infliximab, Vedolizumab)

lpoToKONLT Ce M3naBa OT CMeUManuCTU - raCTPOEHTEPONO3N OT CMeuManu3upaHa KOMUCUSI B neyebHU 3aBedeHus 3a
6onHu4Ha nomowy, ckoumunu gorosop ¢ H30K. CneunanuaupaHute KOMUCUM Ce Cb3aaBaT Cbe 3anoses Ha AvpekTopa Ha
N3* YMBAT “Uapuua NoanHa - UCYN” rp. Codous, MBAN ,Ce. UsaH Puncku” rp. Cocpmsi, BMA- rp. Cocpust, YMBA ,Cs. MapuHa”
rp. Bapta, YMBAI ,Cs. leopru” rp. Mnosaus, ,AmxuGagem Cutv Knunuk MBAJT Tokyaa“ ALl - rp. Codousi, YMBAT ,Codusamen” rp.
Codpusi, ,Ankubanem Cutn Knuumk “ YMBAJT EOOL - rp. Codpusi, YMBAT ,Kacnena“ EOOL - rp. Mnoeave.

Tepanusi ¢ Vedolizumab ce nposexaa OT CrieLManuaupaHu KoMUcuM B nevebHN 3aBeieHns 3a GOMHUYHA MOMOLY, CbINacHo
usncksanwmsTa Ha un. 316 Ha Hapenba sa ycnosusTa, npaBunata v peaa 3a perynupaHe W perucTpupaHe Ha LEHUTE Ha
nekapcTBeHuTe NpoAyKTU: ,3a npocnesssaHe edekTa oT TepanusTa no yTBbPAEHN ycrosus u kputepun B: YMBAT "Llapuua
Noanna-UCYIT", Cocusi, YMBAT "Csetu MBan Puncku” EAL Codus, YMBAT ,Cs. MapuHa“ EAl — BapHa, BoeHHoMeauLmHCka
Axanemus— Codpusi, YMBAI “Ceetu leoprv” EA[] , Mnosave, YMBAN "Codusmen’, Codusi; YMBAN "Kacnena", Mnosavs:
"Amxubanem Cutu Knunnk YMBAIT" EOO/] — Cochus®

*Tpu ecsika NPOMsiHa Ha CbCcMaea Ha ceyuanu3upaHume KOMUCUU ce NpedoCcMaes aKmyanu3upaxa 3anoeed Ha Qdupexkmopa Ha J13.

I. PEQl 3A 3ABEPABAHE HA MPOTOKOJUTE

MpoTokonu 3a 3anoy4BaHe Ha nevyeHue

= [lonbnHeHo n noanucaHo npunoxenue 1A/MB — nucT 3a onpegensHe Ha
KpuTepuute (no T.A) C BCUYKM HEOBXOAUMU U3CNEABaHUS.

CMELIMATU3UPAHA > = KnuHM4Ha enukpu3a C NPUNOXEHU BCWMYKM Heobxoaumu nokasatenu u

komucus n3cneasaHus no Tabnuua 2 Ha npunoxexue 2

= PeweHne Ha cneunanuivMpaHa KOMUCHUS C fiCHA MeAUUMHCKA MOTUBaLMS
(nodnucaHo om  6CuYKU  uneHose Ha  crieyuanuaupaHama — KOMUCUS,
3a0b/KuMesIHo ce ombesisiaea Nunca Ha U3KIoyYeawU Kpumepuu,)

= ‘lpoTtokon 3a npeanuceaHe Ha nekapcTea, 3annawadnm ot H3OK/P30K” —
06p. M3-H30K

Komucus no un. 78, . 2 3aBepka Ha npoTokona
o1 330 B LIY Ha H30K B p3gx .

MpoTokonu 3a npoabMKaBaHe Ha neveHue

= [onbnHeHo u noznucaHo npunoxenuwe 1B/1 — nucT 3a onpepensiHe Ha
kputepuute (Mo T.B).

* KnuHM4Ha enukpu3a C MNpUNOXEHU BCUYKW HeoBXoaumMu nokasatenu w

CMNEUUANTU3UPAHA n3cneasanvs no Tabnuua 2 Ha npunoxexue 2

KOMUCUA * PeweHue Ha cneuuanuaMpaHa KOMMCUSI C SiCHA MeAMUMHCKA MOTWBALMS

(nodnucaHo om  ecuyku  4neHo8e Ha  creyuanuaupaHama — KOMUCUS,

3adb/mkumenHo ce ombesnsiaga unca Ha U3KIoY8aLU Kpumepuu)

/ = ‘TpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaun ot H3OK/P3OK” — o6p.

M3-H30K

Komucus no un. 78, 1.

20713308 LY Ha »| 3aBepka Ha npoTokona
H30K B P30K

Il. OBLLM MONOXEHUA

1. 3011 nopasa noaroTeeHuTe AoKyMeHTU B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpasuno u3Gop Ha OMNJ. JokyMeHTuTe
BKNKOYBaT:

1.1 3assnenue Ao upektopa Ha P3OK.

1.2 MonbnHeHo 1 noanucaHo npunoxenue 1. Monbnea ce No CLOTBETHATA TOYKA M Ce NpUara oTpaseHaTa B LUMdpOB MHAEKC
Me/IMLIMHCKa AOKYMEHTaLMA, yA0CTOBEPSABALLA BCEKWU €AUH OT KpUTepumTe.

1.3 MbnnmaT Habop nacneaBaHus (PUINKANHU, MHCTPYMEHTANHM 1 nabopaTopHu), OTPa3eH B NpUnoxeHue 2.

1.4 ‘MpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawanu ot H3OK/P30K' — o6p. M3-H30K, uspageH ot nekaps
cneuvanuct, paGotewy no gorosop ¢ H3OK. Mpunara ce opuruHan Ha NPoToKona, a NpU KaHAMAATCTBAHE 3@ MNPOAbIKABAHE Ha
TepanuaTa ce NpeAcTaBs OpUrMHaN Ha NPeAXOAHUS NPOTOKON C OTPA3EHN BCUYKN HA3HAYEHUS MO Hero.

1.5. Pewenue Ha cneumanuavpaHa KOMMCUSI OT neyebHO 3aBEAEHWE — W3NbAHUTEN Ha AmbynatopHa npouegypa Ne 38
-OnpesensHe Ha NnaH Ha nedYeHue U NpocneasiBaHe Ha TepaneBTUYHUS OTFOBOP MPW MALMEHTU, nonyyaBsally CKbNOCTPyBaLLM
TlekapcTBeHn NpoAyKTU Nno peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6. leknapaums 3a uHcopMupaHo cbriacue no obpasel| (npunoxexue 3).

2. P30K npuema gokymeHTUTe 1o T. 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus ctatyc Ha 30/1.

3. MbpBUAT 1 BCeky crieABaly NPOTOKON ce U3aaBsarT 3a nepvoa Ao 180 AHw.
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@ V3UCKBAHWUA HA H30K NPU NIEYEHUE HA AKTUBHA BEONECT HA CROHN U YNUEPO3EH KONUT C AHTULIMTOKUHOBU NEKAPCTBEHU
NPOAYKTU HAQ 18 TOZIULUHA Bb3PACT B U3BBLHEONIHUYHATA NOMOLL - 8 cuna ot 15 mait 2018 roguHa
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NACT 3A ONPERENAHE HA KPUTEPUUTE NMPU 3AMOYBAHE HA NEYEHWUE HA AKTUBHA BOJIECT HA CROHN C
BUONOrNYHN NEKAPCTBEHU NMPOAYKTU NPU BONHU HAL 18 FOAULLIHA Bb3PACT
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3abenexka: meduyuHckama OOKyMeHmayus, ydocmoeepsieaLla 6CeKU Om KpUMepuume e rMocodeHa ¢ Uupa 6 UHOBKC U 3a0BIKUMENHO
npudpyxaea HaCMOSAUW0MO MPUIIOKEHUE.

AHTULMTOKWUHOBUTE neKapcTBeHU NPOAYKTM Ce npunarat kaTo BTOPa NWHUA Ha NeuYeHue, KOrato Nbpeara NuHUS
(kopTUKOCTEPOMAN 1 MMYHOCYNPecopH) e Buna HeycnelwHa, KOHTPaNHANLIMPaHa UK NALMEHTBLT He S NOHACs. AHTUMHTErPUHOBUTE
nekapcTBeH! NPOAYKTH Ce npunarat npu Heotrosopunu / 30J1 ¢ HeoGbP OTTOBOP NpU NpeaxoaHa Tepanus, Bkn antiTNF

A. KPUTEPUM 3A 3AMOYBAHE HA MbPBU KYPC (SAABI/DKUTENHU CA BCUYKU KPUTEPUM)

MKB K50.0, K50.1

CurypHa AuarHosa ¢ onpedeneHo pa3npocTpaHeHWe — NOTBbPAGHO Ha BasaTa Ha KNMHWYHATA CAMMTOMATVKE,
1 | napaknuHWYHK U3CNeaBaHNs 1 KOMBUHALMS OT EHAOCKONCKY 11 PEHTTEHONOMAYHI U3CTIeaBaHus - ToTaneH ornea Ha MUT
upes eHAocKonus, peHTreHorpadms wunu komnioTbpHa (KT) unu marHuTHo-pesoHaHcHa (MPT) Tomorpadus '

PeaynTar oT xucTonoruyHo u3cneaBaHe Ha Mmatepuan OT eHAOCKONCKa W/Mnu nanapockoncka Guoncusi, w/wvmu
VHTPaonepaTusHo B3eT MaTepuar, CbBMECTM C auarHosata bonect Ha Crohn '

Texka u ymepeHo Texxka opma Ha 6onectra

" HapylweHo obLo CbCTOSHNE M eANH UMK NOBEYE OT CrIeJHUTE CUMMTOMM: UHTEPMUTEHTHO NOBpbLUAHe, 3aryba
3 Ha TenecHa maca Hag 10%, nosuleHa TenecHa Temnepatypa, CunHa kopemHa 6onka ¢ nannatopHa
peaucgeumoq (BonesHena maca), anapus (Hag 3 AedhekaLmn AHEBHO), WU HanUUMe Ha 06CTPYKUNS, UCTYNN
unu abeuecu

MoBuwWweHU HUBA HA KANMPOTEKTUH BbB (heKanum, BUCOKO HUBO Ha C1RP > I'PT" ulunu apyru o6ekTuBHu Genesu 3a
aKTUBHOCT (€HAOCKONCKM MNM XMCTONOrMYHU Genesun 3a akTMBHOCT)

5 | CymapHa oueHka no Crohn’s Disease Ativity Index (CDAI) Hap 220 Toukm

HenosnusisaHe OT kopTUKOCTEPOMAW W / UMM UMYHOCTYNPEcopu B ONTUMAINHW KYpCOBE U A03U 3a MOHe 3 MeceueH
nepuoa (8AUH Mecel| 3a pecbpakTepHUTe * Ha neyeHue crydam) °

6| +3a pedhpakmepHu ce npuemam criysaume ¢ nepcucmupawya akmueHa 6onecm, ebnpeku neveHuemo ¢ prednisolone e
do3a Hao 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha u3knioYBaWwm Kputepumu no 1. 6 X

T Heob6xoAMMUTE M3CreiBaHMA Ca OTPa3eHn B Tabnuua 2 Ha NpunoxeHue 2 - 334bLMKUTENHO Ce NPEACTaBAT Ha OpuruHanHa Gnawka ot
nabopatopus unu 3aBepeHo W NOANUCAHO KONWE, MPW Hanuuue Ha XocnuTanu3auws ce npunara enukpusa c Homep W3 c gasHoct Ao 1 mecey

Npean KaHAnAaTCTBAHETO; 3aABbIDKMTENIHO Ce NPEACTaBAT AaHHW 33 PBCT, TErno u BMI, kakTo n PEe3ynTaT OT WHCTPYMEHTANHUTE U XUCTONOrNYHN
u3cneaBaHvA Ha OPUrMHaNHa NoAnucaHa v no, aHa dnaHka;

npunara ce oueHka no ckana CDAI - Heo6X0/1MMO € ABYKPATHO NOTBLPXK/AABAHE Ha U3rPAXAALLUTE FO NOKA3ATENN 33 NOHE 4-CEAMUYEH NEPUOS
OT NeYeHeTo, NPUNarar ce 1 Asara (uLia, yA0CTOBEPSBALLM NPOBEXAAHE HA OLEHKaTa;

ambynaTopHu NUCTOBE / eNUKPU3a OT nperneav MPW CMELMAnUCT, yAOCTOBEPSBALM HA3HAYABAHE HA MPEAXOAHA Tepanusi C OTPaseHu
CPOKOBE Ha MPUMNOXEeHUe | PasBUTU CTPAHWYHW PEaKUWK, 3anoyHaTa Tepanus C Apyria fIEKapCTBEHN NPOAYKTH, CPOKOBE, EPEKTUBHOCT; Konue oT
peuenTypHaTa kHxkka C OTpaseHa Tepanus 3a NPeAXoAeH Nepuoj Ui Aeknapauus OT NauueHTa, Ye e 3akynyBsarn nekapcTBeHUTe NPOAYKTY;
* yAocToBEpSBa CE C NOANUC HA CEUNANUCTa B NPUOXEHNE 1 Ha HACTOALUTE USUCKBAHNS.

B. U3KNKYBALLW KPUTEPUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1. BpemeHHOCT 1 nakrauus

2. AKTMBHa wnu nateHTHa Tybepkynosa — WMyHOMOrMYHO u3cCrieaBaHe (3aabikUTenHo MaHTy, No Bb3MOXHOCT
Quantiferon T-spot). Mpeau 3ano4saHe Ha Tepanusi R-rpacus Ha 6sn Apo6 1 Cbpue, 3aAbMXUTENHA KOHCYNTaumMs C
dtnanatup / Mynmonor

3. Cencuc unu apyra Texka uHgekums

4. HIV uHdekums

5. OcTbp Unu XpPOHUYEH BUPYCEH XenaTut

6. Heonnactuynu 3abonseaxus

7. 3acToitHa cbpgeyHa HegocTaTbyHOCT (NYHA I11-1V)

8. AnnactuuyHa aHemusi, U3paseHa rpaHynouuToneHns, muenodubposa, nuMobom

9. MHoxecTBeHa ckneposa v Apyrv 6onecTu ¢ AeMnenuHusaums

10. AsToumyHHO 3abonsBaHe

OTroBaps Ha KpUTEpUUTE 3a 3anoYBaHe Ha

neyeHueTto c Basennan0sa

]
@ V3UCKBAHWA HA H30K NPU NEYEHWE HA AKTUBHA BONECT HA CROHN U YNUEPO3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHM
NPOAYKTU HAZ 18 FTOJULUHA BBb3PACT B U3BbHBEONHUYHATA MOMOLL| - B cuna oT 15 man 2018 roguHa
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JIUCT 3A ONPERENSAHE HA KPUTEPUUTE MNPU NMPOABINKABAHE HA NEYEHWUE HA AKTUBHA BOJIECT HA CROHN C
BUONOrMYHN NEKAPCTBEHU NPOJYKTU NPU BOMHU HAL 18 FOAULLIHA Bb3PACT

B. KPUTEPUU 3A MPOABIMKABAHE HA NIEYEHUETO (SAOBIMKUTENHN CA BCUYKN KPUTEPUMN)

MKB K50.0, K50.1

MoenusBaHxe Ha nokasartenure:

" HamansBaHe Ha KNUHUYHaTa cUMTOMaTuKa

*  nunca Ha cnaf Ha BMI, nogobpsiaHe Ha OTKNOHEHUTe BUOXMMUYHM NokasaTenu
*  HamarnsiBaHe ¢ Hag 50% unu HopmanuaupaHe Ha CRP '

2 | CymapHa OLieHKa Ha NoKkasaTenuTe — 3Ha4nTeNHO NoHWkeHne Ha CDAI CNpPsIMO U3xoaHara 2

3 | Nlunca Ha HeXenaHa nexkapcTBeHa peakuus v M3KMiouBalmM kputepumu no 1. I °

! €eTanHa enuKpU3a C oTpaseHa CTeneH Ha NoBNUsiBaHe Ha nokasatenute, 3a4b/HKUTENHO ce npeacrass u aM6ynaTopHm| NUCT OT nNperneaa Ha
12-ta ceamuUa criej 3anouBaHe Ha NEYEeHNeTo, HeOBXOAUMUTE U3CNEABAHUS Ca OTPA3eHU B Tabnnua 2 Ha NPUNOXKEHUE 2 - 3aALIKUTENHO ce
NPeACTaBAT Ha OpUruHanHa 6naHka ot naﬁopaTopua Wnn 3aBepeHo 1 NognucaHo Konue;

npunara ce ouekka no ckana CDAI;
3 YAOCTOBEpsABa Ce C NoANMUC Ha crneuyuanucTa B NpuUnoXxeHue 1 Ha HacTOSAWMTE U3NCKBAHUA U ce nonbnBea Tabn. 1; Bkn. MaHTy - BEAHBX

roAWWHO

Tabn. 1 Hexenann nekapcTBeHu peakumm
rajieHe, rnapofonue, CBETOBbPTEX
aneprus
NOBWLLIABAHE HA apTEPUANHOTO HansraHe

TexXKa MHekumua
XeMaTonorniHu Winnmn GUOXMMNYHI OTKNOHEHMS CboBPa3HO hapMaKoorMyHOTO AOCHUE Ha NPOAYKTa - XeMOrnoBuH
noa 80 g/l, neskouuty noa 3 500, TpomGoumrTi noa 90 000

I". U3KIIOYBALLI KPUTEPUM (NMPU NPOOBIMKABAHE HA NEYEHUETO)
Jlunca Ha TepanesTUyeH eeKT Crief 3anouBaHe Ha NeYeHneTo

TpaitHa pemucusi Ha 6onecTra

lMpexbcBaHe Ha TepanusiTa Mo BUHA Ha 6onHWs ca nepuog noseve oT 2 Meceua

WN =

H30K 3AMNMNALLIA JOMALUHO NIEYEHUE C BUOSIOrMYHN NEKAPCTBEHMW NPOAYKTU A0 NOCTUFAHE HA TPAMHA KIMHUYHA U
EHLIOCKOINCA PEMUCUSA (O3OPABSABAHE HA NIUTABULIATA).

Onpepenetue 3a 03apaBsiBaHe Ha NUraBULaTa - 6e3 KNMHUYHK, GUOXMMUYHU/NABOPATOPHM, EHAOCKONCKM I XUCTONOMNYHY Benesn Ha
Bb3nanexue, Bkn. CDAI nog 150 Touku.

OTroBaps Ha KpUTEepUUTE 3a NPoAbLIKaBaHe
Ha NleYeHneTo ¢

B AHEBHa Oo3a

'- Ly
4
&
u V3NCKBAHWA HA H3OK NPU NEYEHWE HA AKTUBHA BONECT HA CROHN U YNUEPOS3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHM
NPOAYKTU HAZ 18 FTOAULLIHA Bb3PACT B U3BbHBONHUYHATA MOMOLL - B cuna ot 15 mait 2018 roguHa
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TACT 3A ONPERENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA NNEYEHUE HA YNLEPO3EH KOMUT C
BUONOrM4HU NEKAPCTBEHW NMPOAYKTU NPU BOMHN HAJl 18 TOJULUHA Bb3PACT

Hve: e T [ [ T T T T T T

3abenexka: MeduyuHckama GokymeHmayus, ydocmosepsisawa 6ceku om Kpumepuume e rnocoyeHa ¢ yugpa 8 UHOEKC U 3adbIKUMEenHo
npudpyxasa HaCMOSILOMO NPUSIOKEHUE.

BuonorniHMTe nekapcTBeHM NPOAYKTH (SHTULMTOKUHOBITE 1 AHTUMHTETPUHOBM)CE NMPUNATaT KaTO BTOPA MUHUS HA NeYeHue,
KOraTo nmbpsara fMHUA (KOPTUKOCTEPOMAN M MMYHOCYNpecopu) e Buna HeycrelwHa, KOHTPaUHAMLMPaHa MMM NaLMeHTLT He s
noHacs.

A. KPUTEPUU 3A 3AMOYBAHE HA MbPBU KYPC (SAITLIDKUTENTHU CA BCUYKU KPUTEPUM)

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

CurypHa guarHosa C onpeaeneHo pasnpocTpaHeHWe — NOTBLPAEHO Ha Gasata Ha KnMHUYHaTa cumnTomarTuka,
1 | napaknuHWIHI U3CNIeBaHNS M KOMBMHALWMS OT @HAOCKOTICKM 1 PEHTIEHONOTUYHM U3CTeaBaHNS - ToTaneH ornep Ha TUT
upes KonoHOCKONMS, peHTreHorpacins u/unu komnioTbpha (KT) unu MarHuTHo-pesoHarcHa (MPT) Tomorpadpust '

Pe3yntat oT XMCTOMOrMyHoO u3creaBaHe Ha martepuan OT €eHOCKONcKa w/wnu nanapockoncka 6uoncus, w/vnu
VHTpaonepaTueHO B3ET Matepuarn, CbBMECTUM C AuarHo3ara ynuepo3eH Konut ’

YMepeHo Texka popma Ha 6onecTra
3 | kbpBaBa Anapvs = 3 AHeBHO; C U Ges NoBuLIEHa TenecHa Temnepatypa = 37,8; xemornobux < 105 g/l; unu CYE > 30
MM/4 UNK NOBULLEHN HUBA HA KANMPOTEKTUH BbB dhekanuu

MoBuweHn HMBa Ha KaNNPOTEKTUH BLB (heKanuu; BUCOKO HUBO Ha CRF > 5 mg/l wunu apyru obexTuBHU Genesu
32 aKTMBHOCT (EHAOCKONCKM UM XMCTONOrMYHM Beneamn 3a akTMBHOCT)

5 | CymapHa oueHka no uHaekc Ha Mayo Haz 6 Toukn <

Henoenussaxe oT KOPTUKOCTEPOUAV /MM UMYHOCTYTPECOPU B ONTUMAITHIA KYPCOBE M 4031 3a NMOHE 3 MeceyeH nepuos,
(eauH mecell 3a pechpakTepHuTe * Ha neyeHure cnydau)
6|« 3a pehpakmepHu ce npuemam ciyyaume ¢ nepcucmupawia akmueHa bosiecm, ebrpexu neyeHuemo c¢ prednisolone e
do3a Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuuu

7 | Nunca Ha u3knoYBaIm KpuTepun No 7. B 3

" HeoBxopuUMMTE U3CNIEABaHMA Ca OTPa3eHN B TaGMMLa 2 Ha NPUNOXEHME 2 - 38BLIXATENHO Ce NPeACTaBsT Ha opuruHanHa Gnaxka ot

nabopatopus Nu 3aBepPeHO ¥ NOANNCAHO KOMUe, MPU HanMuMe Ha XOCNUTanu3auus ce npunara enukpusa ¢ Homep U3 c gaeHocT Ao 1 mecey
NpeAn KaHAUAATCTBAHETO; 3aABL/DKUTENHO Ce NPEACTABAT AaHHW 3a PLCT, Terno 1 BMI, KakTo  pesynTaT OT MHCTPYMEHTaNHUTE M XMCTONOMMYHI
M3CneABaHNA Ha OpUrMHaHa NoANUcaHa i noAneyarasa 6nakka (aasHoct 1 roguHa);

npunara ce oueHKa no uHaeKc Ha Mayo;
* amBynatophu nucrose / €nuKpu3a OT Mperneau NPW CNEUManUCT, yAOCTOBEPSBALLM HA3HAYABAHE HA MPEeAXOAHA Tepanus C OTpaseHu
CPOKOBE Ha NPUNOXEHUE U PA3BUTI CTPAHUYHI PEaKLMM, 3aN0YHaTa Tepanus C Apyru NekapcTBEHN NPOAYKTH, CPOKOBE, ePeKTBHOCT;
KOMMe OT PeuenTypHaTa KHIDkka C OTpaseHa Tepanus 3a NPEeAXOAEH NEpuoA MAW Aeknapauws OT nauueHTa, Ye e 3akynysan nekapcTBeHuTe
npoAyKTH;

YAOCTOBEpsiBa Ce C MOANUC Ha CNeUNaniucTa B NPUNOXeHUe 1 Ha HaCTOALUMTE U3UCKBAHUA.

B. U3KNIOYBALLWU KPUTEPUU (NMPU 3ANOYBAHE HA NIEYEHUETO)

1.BpemeHHOCT 1 nakTauus

2.AkTMBHa Unn naTeHTHa TyGepkynosa — IMyHONMOrM4HO nacneasane (sagbmxutenHo MaHTy, no BbaMoxHocT Quantiferon
T-spot). Mpeaw sanousaHe Ha Tepanus R-rpachusi Ha 6sin APo6 1 Cbpue, 3aAbMXMTENHA KOHCYNTaUMs CbC BTUNATLP
/ Mynmonor

3.Cencuc unu apyra Texka uHhekums

4. HIV nHdpekumns

5.0CTbp UNK XPOHUYEH BUPYCEH XenaTut

6.HeonnactuyHu 3abonsisaxus

7.3acToitHa cbpaeyHa HegocTatbuHocT (NYHA 111-1V)

8.AnnactuyHa aHemus, U3paseHa rpaHynouuTonexms, Muenodubposa, NMMdom

9. MHoXecTBeHa ckneposa u Apyru 601ecTv ¢ AeMuenuHusaums

10. ABToMMyHHO 3abonsBaHe

OTroBaps Ha KpuTepuUTe 3a 3anoyBaHe Ha

neyeHneTo ¢ B AHEeBHa fo3a

noAnucu Ha YneHoBeTe Ha cneuuanuanpaHara KOMUCUsN:

b VIBUCKBAHUA HA H30K MPU NEYEHUE HA AKTUBHA BONECT HA CROHN U YNILEEPO3EH KOJIUT C AHTULMTOKWUHOBM NEKAPCTBEHU
NPOAYKTU HAZ 18 FTOAULWHA Bb3PACT B U3BLHBEONHUYHATA NOMOLL - B cuna ot 15 mait 2018 roguna
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NACT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NMPOABIDKABAHE HA NEYEHUE HA YNUEPO3EH KOMUT C
BUONOrN4HN NEKAPCTBEHM NMPOAYKTU NPU MALUMEHTU HALl 18 FOOMHU

B. KPUTEPUN 3A NPOABIMKABAHE HA NIEYEHUETO (3AIBIDKUTENHU CA BCUYKM KPUTEPUWN)

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

MoenusaBaxe Ha nokasatenure:

1 = HamarnsBaHe Ha KnuHu4YHaTa cuMmTomMaTuka

. nopobpseaxe unu HOpManuanpaHe Ha OTKroHeHuTe nabopaTopHu nokasarenu
. €H0CKOMCKO Ui XUCTONOMMYHO nofobpeHne !

2 | CymapHa oueHKa Ha nokasaTenute — 3HauuTenHo NOHWXEHVEe Ha CNPsAAMO u3xoaHaTa :

3 | Nlunca Ha HeXenaHa nekapcTBeHa peakuMs W M3KITIoYBaLUM Kputepun no 7. T °

" eTanHa enuKpU3a C OTPaseHa CTeneH Ha NOBNUSBaHe Ha nokasatenure, 3ajbIKUTENHO Ce NPeACTaBs U aMByNnaToOpHUs NUCT OT nperneaa Ha
12-ta ceammua cnej 3anouBaHe Ha NeyYeHNeTo, HeoBXoaUMUTE U3CNeABaHNA Ca OTpaseHu B Tabnuua 2 Ha NpUnoXeHue 2 - 3aAbNXUTENHO ce
NPEACTaBAT Ha OpUrMHanta 6naxka ot naGopaTopus UMK 3aBEPEHO M NOANMCAHO KONWe;

npunara ce OUeHka no uHaeke Ha Mayo;
¥ ynocTosepsiBa Ce ¢ Noanuc Ha cneuuanucta B NpuUnoXeHne 1 Ha HacTOSWMUTE U3UCKBAHUS M ce nonmbnea Tabnuua 1; skn. MauTy -

BEAHBX rOAULHO

Tabn. 1 Hexenaxu nekapcteeHu peakumm
razieHe, rnasobonue, CBETOBbPTEX
aneprus
NoBWLIABaHE Ha apTEPUANHOTO HansraHe
TexKa UHGEKUUs
XeMaTonoruiHu u/nnm GUOXUMNYHN OTKNOHEHUsI CboGPa3HO (hapMaKONOrMYHOTO AOCUE Ha NMPOAYKTA - XEMOrMOBUH
noa 80 g/l, neskounty noa 3 500, TpomGoumrTi noa 90 000

T. U3KNIOYBALLW KPUTEPUM (MPU MPOABLIMKABAHE HA NIEYEHUETO)

Jlunca Ha TepaneBTUYeH edeKT Cries 3anoYBaHe Ha neyeHneTo
TpaiiHa emucus Ha bonectta — 03gpassiBaHe Ha nurasuLaTa
lMpekbcBaHe Ha Tepanusita o BUHA Ha 6ONHUS ca nepuoa noseye oT 2 Mecela

WN =

H30K 3ANMNALLA NOMALIHO NIEYEHUE BUOMOTrMYHIA NEKAPCTBEHMW MPOAYKTU A0 NOCTUIAHE HA TPAVHA KIMHUYHA 1
EHAOCKOMNCA PEMUCUA (O3APABABAHE HA JIUFABULIATA).

Onpepienexve 3a 03apaBsiBaHe Ha NIUraBUUATa — 663 KIIMHUYHK, GUOXMMUYHWNABOPATOPHM, BHAOCKONCKM UMM XUCTONOTMYHY Beneau Ha
Bb3nanexue.

Ti T
OTroBaps Ha KpUTepUUTE 3a NPoALIHKAaBaHe B AHeBHa no3a
Ha nleyYeHneTo ¢

b V3UCKBAHWA HA H30K MPU NEYEHWE HA AKTUBHA BONIECT HA CROHN 1 YNUEPO3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHM
NPOAYKTWU HAJl 18 TOAULLIHA BL3PACT B U3BBHEONHUYHATA NOMOLL - B cuna ot 15 mait 2018 roauHa
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I. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTHW, BknioueHu B Mpunoxenue 1 Ha MNNC, kouto H3OK 3annawa B CbOTBETCTBUE C
AENCTBalMTE HOPMaTUBHU AOKYMEHTH.

Tabnuua 1
INN MKB [O03A
WHaykumoHHa Tepanus*:
= 80 mg npes ceamuua 0, nocneasaxu ot 40 mg npes ceamuua 2
K50.0. K50.1 3a K50.0 1 K50.1
K51AO' K51' 1’ = 160 mg npe3 ceamuua O (nos opmata Ha YETUPU MHXEKUMN B
ADALIMUMAB K51 5'K51 5 pamkuTe Ha eaHO AEHOHOLMUE UNN KaTo ABE WHXEKLMN AHEBHO B
K51' 8' K51- 9 ABa nocneaosaTentu A1u), cnea koeto 80 mg npes ceamuua 2**
% : 3a K50.0, K50.1, K61.0, K51.1, K51.3, K51.5, K51.8, K51.9
Mopabpxawa Tepanus*™*:
= 40 mg npes ceamuua unu 40 mg Beska cegmuua (npu
Kateropu4Hu nokasaHus 3a Cpok He noeeye oT 4 Meceua)
UHAyKuMoHHa Tepanus*:
K51.0. K51.1 *  HavanHa gosa 200 mg
GOLIMUMAB K51.3, K515, »  g0ma npes sTogifEEEa
K51>8’ K51' g’ MNopabpxawa repanus™*:
- g = 50 mg/100 mg B 3aBUCMMOCT OT TENIECHOTO TErNO Ha BCekn 4
ceamALn
WHpykuvoHHa Tepanusi*:
‘:(2(3% KK55211 . 5 mg/kg nHTpaseHo3Ha uHpyaus Ha 0, 2 1 6 ceamuum
INFLIXIMAB K51 -:5‘K51 5 Moanbpxawa Tepanus™*:
K51‘8, K51.9' = 5 mg/kg uHTpaBeHo3Ha WHY3us Ha Bceku 8 ceamuum cres 6
e : ceamuua
WHAaykumoHHa Tepanus*:
%2%‘ }:(%211’ = 300 mg nHTpaBeHo3Ha UHy3usi Ha 0, 2 n 6 ceamuumn
i N Mopawbpxawa Tepanus™*:
VEDOLIZHpAE ﬁg:i ﬁg;g ®= 300 mg uHTpaseHO3Ha WHCY3Us Ha Bceku 8 ceamuuu cnep 6
K51.8, K51.9 gamaua

* MHAYKUMOHHATa Tepanus TPAGBA Aa Ce NpoBeXaa B KOMGUHALIMA C KOPTMKOCTEPOMAM. MOHOTEpanus € BL3MOXHA NP HEMOHOCUMOCT
KbM KOPTUKOCTEPOMAV MMV KOFATO NPOABLIDKUTENHATA TEPANKA C KOPTUKOCTEPOMAN € HENOAXOAALLA.

** H30K 3annatya eanH kypc Ha uHAYKuMoHHa Tepanus ¢ ADALIMUMAB Ha nauveHT. PUCKLT OT HeXenaHu edbekTyt e no-ronsim

*** no Bpeme Ha NoAAbPXallaTa Tepanus A03aTa Ha KOPTUKOCTEPOUAUTE MOXE Aa Ce HAaMany NOCTENEHHO B CLOTBETCTBUE C Npasunara
Ha aobpaTa KNMHUYHA NpakTuka

VIBUCKBAHWA HA H30K MPU NEYEHWE HA AKTUBHA BONIECT HA CROHN U YNUEPO3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHU
NPOAYKTU HAZ 18 FOAULLHA BL3PACT B U3BbHBONHUYHATA MOMOLL - & cuna or 15 mait 2018 roguHa
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2. MPOCNEAABAHE

[MME: [EH] [ T [ T T T T T 1]

Tabnuua 2
W3CNEOBAHUA u KOHCYNTALUU* U3XOOHU HA BCEKW 6 HA BCEKW 12
MECELA MECELIA

XEMATOJTOMMYHU
Xemornobux
epuTpoLMTH

MCV

XeMaToKpUT

NeBKOLUUTU
TpomGouuTU

CYE /CRP
BMOXWMHHM
ASAT

ALAT
GGT/AP
oHorpama
KpeatuhuH / ypes
o6y Bentbk

ANRNANENENENEN
NNENENENENENEN

anbymuH

CepymHo xensiso / XKCK
CEPOJIOrMYHU
HBsAg / Anti HB c- total ** v
Anti HCV ** v
HIV v

cmv Mo npeueHka
C. difficile Mo npeueHka
WHCTPYMEHTAIHU
EHAockonus (KOMOHO M CUrMOMAOCKONMS) v v

XUCTOMNOrUYHO U3crnieaBaHe Ha maTtepuan ot v v
€Hz0cKoNCcKa uunu nanapockoncka 6uoncusi, n/unu
VHTpaonepaTUBHO B3ET Marepuan

O63opHa unu KoHTpacTHa penTreHorpacms unu KAT, | [o npeueHka Mo npeuexka
vnn MPT **

abpomuHanHa exorpadus , v v
PentrenHorpacus Ha 65 apo6 v
OPYIrn

BMI/Terno/Pbct

CDAI 3a 6onect Ha Crohn
aKTUBHOCT Ha ynLEepo3eH KonuT

NSRS KK
i e N IRNIAN NN

v
v

nHaekc Ha Mayo

Ty6epkynuHosa npoba

ANENENENENEN
<

KannpoTeKkTuH v

* 3aiLNXUTENHO Ce NMPEeACTaBs NONbLIHEeHa C pe3ynTaTtute or u3cneaBaHusTa Tabnuua 2 Ha NpUNoXeHue 2, BKMloYBala 1
NPEAXOAHUTE U3CNEABAHNA U Ce NPEACTABAT Ha OpUriHanHa 6nawka oT NabopaTopus UNK 3aBEPEHO 1 NOANKCAHO Komue
**MonoxwuTenex ceponoruyeH mapkep 3a BUpyceH xenatut Ges akTeHa BupycHa pennukauus (PCR) He e npoTuBonokasaHue 3a
nposexgaHe Ha GUonornyHo nevyeHue, HO Npu 3aabimKUTENeH KOHTPON Ha BUpyCHaTa pennukauus.

13 (- ERRRRESRUR I Nekysawy nekap:

VIBUCKBAHWA HA H3OK MPU IEYEHUE HA AKTUBHA BOSIECT HA CROHN 1 YNUEPO3EH KONWUT C AHTULIMTOKUHOBU NEKAPCTBEHM
NPOAYKTU HAJL 18 FOAWLLIHA Bb3PACT B U3BLHEONHUYHATA NOMOLL - 8 cuna ot 15 mait 2018 roauHa
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1. Bb3pacToBaTa rpaHuua Ce U34MCNsBa B HABBLPLUEHU FOAVHU - T.6. BKIIOYUTENHO KbM farata Ha u3fasaHe Ha NpoTokona ot
cneunanusnpaHara KoMUcHs.

2. lMpy HasHayaBaHe Ha Tepanus Mo NPOTOKON 3aAbIKUTENHO Ce CboBpasaBar Bb3pacTOBUTE OrpaHUYeHUs], CbINacHo Kpartkata
XapakTepucTika Ha CbOTBETHWS NTeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He sannawa nevexue U3sbH ykasaHaTa Bb3pacToBa rpaHuLia B kpaTkaTa XapakTepucTuka Ha NpoAaykTa.

4. H30K He 3annalya neyenve C 1031 HaA MaKCUMaNHO paspeLleHmTe no KpaTka XapakTepucTuka Ha NpoayKTa.

5. B cnyuait Ha HacTbnuna Noao3MpaHa Hexenaxa nekapcTeeHa peakuusi, nekapat ysegomssa WMAJl no pepa Ha un. 184 ot
3/MXM. Konue oT cbobLyeHneTo ce npunara KbM MEAULMHCKATA AokymeHTaums Ha 30J1 npu kaHAWMAATCTBaHe 3a NeYeHve.

6. CNELIMATIU3UPAHATA KOMUCUS nspasa Pewenue cnen nposeaeHa AmbynaTtopHa npoueaypa Ne 38 ,OnpeaensiHe Ha
MNaH Ha ne4enne W rfpocneassaHe Ha TepanesTUYHWS OTFOBOP MPU MaLMEHT, NOMy4YaBaly CKbNOCTPYBALUM NEKapCTBEHN
NPOAYKTM No peaa Ha un. 78, 1. 2 330 Ha ocHosaHue un. 53 u un. 303 oT HauvoHaneH pamkos [0roBOp 3a MeAULUHCKUTE
AeiiHocTu mexay Hauvowanwata 3ApaBHoOCUTypuTenHa kaca u bbnrapcku nekapcku cblos 3a 2018r. (o6H., [B, 6p. 28 ot
29.03.2018 r.) u npegoctaBeHa ot 30J1 MeAMUMHCKAa AOKYMEHTALWUS. CrieumanuampaHata KOMUCUSA CbXpaHsBa euH
eksemnnsp ot Pewienueto. Mpyu nsnasane Ha npotokon Ha 30J1, CbxpaHsiea BTOPU €K3EMNAAP Ha NPOTOKONA, BCUYKM HEOBXOAMMM
AOKyMEHTW 3a U3AABAHETO My U KOMWE OT NpUNoXeHne 1 Ha HaCTOSAILMTE UIUCKBAHMS, NOMBITHEHO MO CHOTBETHATA TOYKA U
NOANUCEHO OT YMIEHOBETE Ha CrieumanuapaHaTa KOMUCHs.

Hacmoswume usuckearus ca paspabomeHu Ha OCHoeaHue un. 58 om Hauuowanew pamkog 002060p 3a MeduyuHckume
OeuHocmu Mexdy HauuoHanHama 30pasHoocuzypumenHa kaca u Gbneapcku nekapcku cbio3 3a 2018e. (06H., [B, 6p. 28 om
29.03.2018 2.).

F
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LEKNAPALIA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSITA 3A 3AMOYBAHE/ NMPOOB/MKABAHE HA
NEYEHUWETO C NEKAPCTBEHWUSA NPOAYKT

Cnej kato Ce 3anosHax C UsnaTta MM npefocTaseHa VH(OPMaUMs M LenTa Ha NEYEHMeTO C neKapcTBeHus
DO YK ... B R e e ts s ses s s sse s s W Cnea Kato nomyyux usyepnatenHu OTroBOpu Ha
MOCTABEHNTE OT MeH BBNPOCH, AeKnapupam ye:

1. llle cnassam npenopbyaHaTa M1 CXema Ha NeyeH’e 1 NepUoANYHOCT Ha KOHTPOMHIUTE Mpernieam.

2. PepoBHO We Ce siBABAM Ha KOHTPOSIHM MpErnean W HAMa Aa MPOMEHSM CAMOBOSIHO MM MOA APYro BHyLLEHUe
HasHayeHaTa Mu Tepanus.

3. Tpu npeycTaHoBsiBaHe Ha NEYEHUETO MO MPUMMHIA, HENPOU3TUYALLY OT PeleHneTo Ha Komucusita 3a ekcnepTuan 8 P3OK
winn Komucnsta no un. 78, 1.2 ot 330, e yBeaomsi HesabaBHO nuuHus cv nekap u P3OK u we BbpHa B P30K
nocreaH1st NPOTOKON, MO KOWTO CbM nonyyaBarn/a NekapcTBeHUsi NPOAYKT.

4. Tpyu HecnassaHe Ha MOCOYEHUTE YCTIOBUS NEYEHUETO MU C yNOMEHATUs NeKapCTBEH NpoayKT le Gbae NpekpaTeHo u

HAMa Aa umam npeteHuun kem H30K.

10
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