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M3NCKBAHUA HA H30K
NPU NEYEHUE HA AKTUBHA BOJIECT HA CROHN U
YNUEPO3EH KONMUT HAQ 18 TOOUWUHA BB3PACT

B U3SBBBbHBOJIHUYHATA NMOMOLL



U3NCKBAHUA HA H3OK NPU U3OABAHE HA MPOTOKONW 3A NPOBEXAOAHE HA NEYEHWUE HA
AKTUBHA BONECT HA CROHN U YNLUEPO3EH KONAUT
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib, Ustekinumab, Upadacitinib
Risankizumab)

[MpoTokoN®bT ce u3gaea OT cneuuanucTy - racTPOEHTEPONo3n OT cneuuanuavpaHa KOMUCUA B nevyebHW 3aBeaeHWs 3a
6onHnyHa nomol, cknouunu gorosop ¢ H30K. CneunanuaupaHUTe KOMUCUU Ce Cb3AaBAT CbC 3anoBeq Ha AupeKkTopa Ha
Nn3* YMBAN ,Uapuua WMoaHHa - UCYN" - rp. Cocouns, YMBAN ,Ce. Mean Punckn” - rp Cochua, BMA - rp. Codma, YMBAN ,Ce.
MapuHa” - rp. BapHa, YMBAJ ,Cs. Teopru” - rp. Mnoeaue, ,Amxubagem Cutn Knunuk MBAN Tokyaa“ - rp. Codus, YMBAN
.Couamen’ - rp. Cochms, ,Anxunbagem Cutn Knunuk YMBAIT - rp. Codoms, YMBAN Kacnena' rp. Mnosaue, YMBAN ,Meopru
CtpaHcku” - rp. MneeeH, YMBAI Mpod. A-p CtosiH Knupkosud" - rp. Ctapa 3aropa, YMBAIN ,Anekcanapoecka® — rp. Cocusa, BMA

Bapra, MBAIl ,Cbpue 1 Mosbk” — rp. Byprac, MBAN ,.Cbpue u mo3bk” — rp. Mnesex, YMBAS Menmen” — rp. MNMnoeaus.
*Mpu ecAka NPOMAHa Ha CbCcMmaea Ha creyuanuiupasume KoMucuu ce npedocmass akmyanu3upaHa 3anoeed Ha dupekmopa Ha f13.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOIMUTE

MpoTokonw 3a 3ano4yBaHe Ha neyeHue
MpoTokonu npu NpPoMmsiHa (NOBULIABAaHE) HA AO30BUA PEXUMM UMM CMAHA Ha TepanusaTa (CMAHAa Ha nexkapcTBeH
npoaykT ¢ Apyr INN)

j -
CI'IELIMAJ'IVI:WIPAHA - Me,DMLIMHCKa AOKYMEHTaUWA, NOTBbPX4aBalla KputepunuTe no npunoxeHuwe 1
KOMUCHUS W BCWYKK HeobBxoaumu nicneaBaHus, cbobpasHo npunoxeHuwe 2
=  PeweHue Ha cneunanuaMpaHa KOMMUCUA C CHA MeJULMHCKa MOTMBaLWA 3a

3anoysaHe Ha TepanuATa, 3agbnkuTenHo ce oTbensssa  nunca  Ha
W3KNIOYBaLWWM  KpuTepuw  (nodnucaHo — om  8CUYKU  4YnieHoee — Ha
cneyuanusupaHama KoMUCUs)

=  ‘[lpoTokon 3a NpeanvcBaHe Ha nekapcTea. 3annawann ot H30K/P30K' —

0bp. M3-H30K
Komucua noun. 78, 1. 2 »| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

HDOTOI{OJWI 3a npoAbiKaBaHe Ha nevYeHue

= “[lpoTtokon 3a npejnuceaHe Ha nekapcrea,
CNEUMANU3IUPAHA 3aBepka Ha
KOMII-:CMH sannawanun ot H30K/P30K" — 06p. M3-H30K rIDO'rgKona 8 P30K
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Il. OBLL NONOXEHNA

1. E-npoToKon ce uzgaBa OT nekapu cneuManucTy no npodpuna Ha 3abonsABaHeTo, YNeHOBe Ha creuuanuaupaHu KOMMCUM B neyvebHu
3aBefeHus, okazsalwu BonHuyHa mepuumHcka nomouw, (N3BM) Ha ocHoBanwe PelleHve Ha cneuwanuaupaHa komucua“ no Alp Ne 38
,LOnpegenaHe Ha nnaH Ha NeYeHWe W NpocnejsBaHe Ha TepaneBTUYHWA OTrOBOP NPU NAUMEHTU, NOMy4aBalyy CKLNOCTPYBALM NEKapCTBEHW
NPoAYKTW No peaa Ha un. 78, T. 2 330" B cvoTBeTCTBUE C HacToAWwMTe M3ncksaHus Ha H3OK, kaTo NbpBUAT NPOTOKON NPW 3ano4yBaHe Ha neveHwe
1 NPOTOKONBT NPU CMAHA C APYr NEKAPCTBEH NPOAYKT Ce u3aasar 3a nepuoa Ao 180 aHW, a BCekw cneaBaly NPOTOKON MOXeE Aa Ce W3gasa 3a Cpok
Ao 365 gHu.
2. 300N ynocToeepsBa ¢ noanuca cu B Peliedne Ha cneuunanusnpada komucus® no Allp Ne 38: cnegroto: enas aa mu 6bae opobpeHo
nevyeHWe C nekapcTBEHUs NPOAYKT, KaTo Aeknapupam, Ye CbM YBEeAOMEH 3a AeNCTBMETO Ha Ha3HaJYeHaTa NekapcTBeHa Tepanua W aaBam
uHhopMupaHo cernacue cblyata ga mu 6bae npunarada’; ,Cbrnacen/a CbMm 3a W3NON3BaHe Ha NUYHWTE MU JlaHHW 33 UeNuTe Ha excnepTu3arta’;
JKenaa pa 6baa yBegomer/a 3a pesynrarta ot ekcnepTtusara ot P30OK no eguH oT cnefHnuTe HauvHu: no e-mail, Tenedon unu Ha msacto 8 P30K";
.Paspewasam 40CTbN A0 ENEKTPOHHOTO MU 34pPaBHO Jocue”.
3. [lo nony4aBaHe Ha uvHdOpMauus 3a 3anoyBaHe WNM NpoabLIMKaBaHe Ha 3asBeHoTo neyenue, 30J1 npoabnxaBa TepanusTa C
nexapcTBeH/u NpoAyKT/U, ¢ KOUTO € NpoBeXAan Ne4YeHUeTo A0 MOMEHTa.
4. Mpean cTapTupaHe Ha npoueca no uigasade Ha E-npotokon va 30J1, cneunanuaupaHaTta KOMWCUA NpPaBW CNpaBka NO eNeKTPOHEH NMbT 3a
nzganeHn Ha 30J1 npeaxoaHU NpoTOKONW, No cbwms npocdun Ha 3abonasave. [MpouecwT no uagasave Ha E-npoTokon ce peanuawpa B
MeANLUMHCKN codTyep. B HacToAWwMTe N3MCKBaHMA ca NOCOYeHW HeobBxoaMMUTe OOKYMEHTH 3a u3gaBaHe Ha E-npotokon Ha 301
5. [lokymeHTUTe (amBynaTopHWTE NWUCTOBE, ENWKPWU3W, W3CNeABaHusA), kouTo cbllectsysat B H3WC/wHhopmaunoHHaTa cuctema Ha H3OK, ce
Aeknapupat B E-npoTokona ¢ TexHUTe yHUKanHiu Homepa (HPH).
WHbopmaumaTa, oTHOCUMA KbM W3aaBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOUTO HAMa enekTpoHeH hOpMAaT U He ce cbabpka B H3WUC, ce
noaasa: kaTo ce nonbnsa B PeweHneTo Ha cneuvanmanpaHa KOMUCUA — OCHOBaHWe 3a u3jaBaHe Ha E-npoTokona unu JOKYMEHTBLT Ce CKaHupa u
npukada kem E-npoTokona.
6. Mpn w3gaeaxe Ha E-npoTokon no peja Ha ekcnepTuaara no 4n.78, 1.2 ot 330, oTnaga HeobxoAUMMOCTTa 4a CE NPEAOCTaBAT U CbXpaHABaT
npunoxenune Ne1 u npunoxeHue Ne3 ot HacToawmTe Mauckeanus Ha H30K", npu cnegnute ycnoews
- 3a npunoxexne N1, noAnNucaHo OT CNeuuannanpaHata KOMUCKS, NpU HanuuneTo Ha TekcT B  PelleHne Ha cneuuanuavpana komucusa” no Alp
Ne 38: ,Jlunceart nakniouBalLy KpUTEpUU 3a 3anoyBaHe/npojemkaeaHe Ha nedexune c NN,
- 3a npunoxerne Ne3, nognucaHo ot 30J1, npu HanuuueTo Ha TekcT B Pelwenue Ha cneunannanpana komucua' no Alp Ne 38: Xenas ga mu
Bbae oaobpeHo neyeHne ¢ NekapcTBEHUSA NPOAYKT, KaTo AeKnapupam, Ye CbM YBEJOMEH 32 AECTBUETO Ha HA3HaYyeHaTa fiekapcTeeHa Tepanvs u
,qaﬁ,an: WHOPMUPAHO Chrnacue cuuata ga mu 6bae npunaraHa’
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@ M3NCKBAHWA HA H3OK NPW NEYEHWE HA AKTUBHA BONECT HA CROHN WU YNUEPO3EH KONWUT HAQ 18 TOAVLLUHA BB3PACT B
W3BBHBONMHUYHATA NOMOLY



NPUNOXEHWE 1A

NUCT 3A ONPEOENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHUE HA AKTUBHA BONECT HA CROHN NPU
BOJTHU HAL 18 TOOULLHA BB3PACT

lNekapcTBeHMTE NPOAYKTWM Ce npwunaraT Kato BTOpa NWHUA Ha neyeHue, Korato nbpeata NWHWSA (KOpTUKOCTepouau W
umyHocynpecopw) e Buna Heycnelwna, koHTpanHauumpana unm 30J1 He 8 noHacs.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (SAOBMKUTENHU CA BCUYKWU KPUTEPUW)

MKB K50.0, K50.1

CurypHa AuwarHosa ¢ onpefeneHo pasnpocTpaHeHue — NoTBbpAeHO Ha BasaTta Ha KNWHWYHaTa CUMMITOMAaTUKA,
1 | napaknUHMYHKU U3cnegBaHna N KOMBUHaLUMA OT eHAOCKONCKM M PEHTIEHONOTMYHU U3cneaBaHusa - ToTaneH orneg Ha M'UT
ypes eH4oCKoNUA, peHTreHorpacua uvnu komnioTbpHa (KT) unu mariutHo-pezorancrHa (MPT) Tomorpacvsa |

Pe3ynTar OT XMCTONOFMYHO M3creABaHe Ha Matepuan OT eHAOCKONCKa Wunu nanapockoricka Buoncus, u/vnu

. MHTpaoMNepaTUBHO B3ET MaTepuarn, CbBMeCTUM ¢ aAvarHo3ata bonect Ha Crohn '
Texka u ymepeHo Texka coopma Ha 6onectra
*  HapyweHo obLLOo CbCTOSHME W €4WH UMK NoBeYe OT CREeAHNTE CUMNTOMMW: UHTEPMWTEHTHO NoBpbLaHe, 3aryba
3 Ha TenecHa maca Hag 10%, nosulieHa TenecHa TemnepaTypa, cunHa kopemHa Gonka ¢ nannatopHa
pe3nucTeHTHoCT (bonesHeHa maca), avapua (Haa 3 Aedekaunn OHeBHO), UMK Hanuyue Ha obcTpykums, ucTynu
unn abcuecn '
4 MoBuUwWwEHN HMBaA Ha KaNNpPOTEeKTUH BbB chekanun, BUCOKo HUBoO Ha CRP > NPT u/unu gpyrv o6ekTueHu Genesm 3a

aKTMBHOCT (EHAOCKOMCKM UMW XMCTONOrMyHu 6enesm 3a akTueHocT) '

5 | CymapHa ouexka no Crohn’s Disease Ativity Index (CDAI) Hag 220 Tou4km 2

Henosnuseaxe OT KOPTUKOCTEPOUAW M / UMW UMYHOCNYNPecopW B ONTUMAsriHWM KYpcOBe W 03 33 NoHe 3 MecedyeH
nepwoz (eauH Mecell 3a pedpaKkTepHUTE™ Ha neYeHue cnyyau) '

6|« 3a peghpakmepHu ce npuemMam cnyvaume ¢ nepcucmupaula akmusHa bonecm, ebrpeku neyeHuemo ¢ prednisolone e
0o3a Had 0.75 mg/kg OHesHoO 3a nepuod Had 4 cedmuyu

7 | Jlunca Ha MaknN4YBalM KpUTEPUM NO Touka B

' MEAMUVHCKA AOKYMEHTaUNA, NOTBbDKAaBaLLa KpuTepunTe no npunoxenune 1 1 BCuykn Heobxogumu nacneasaHvs, cbobpasHo NpUNoxeHue 2
(3aABMKUTENHO CE& NPEACTaBAT AaHHW 38 PBCT, Terno u BMI, kakTo 1 peaynTar oT MHCTPYMEHTANHWTE W XUCTONOMMYHW N3CneaBaHuns)

2 puenka no ckana CDAI - HeoBxoanMo e ABYKpPaTHO NOTBLPXAAEBAHE Ha W3rpaAaluMTe ro nokasaTenn 3a noHe 4-ceAMUYeH nepuog oT
neyeHneTo

B. U3KNKOYBALLW KPUTEPUU (NPWU 3ANMOYBAHE HA NEYEHMETO)

1. bpemeHHOCT U nakTauusa (C W3KMIYEHWEe Ha Cny4YauTe, MOCOYEHW B KPATKUTE XapakTepucTWKW Ha onpeaeneHu
nekapcTBEHU NPOAYKTH)

2. AktmBHa wnu narteHTHa TyOepkynosa - VMyHONOTMYHO W3cneaBaHe (3aAbiikuTenHO MaHTy, NO BBL3MOXHOCT
Quantiferon T-spot). MNpean 3anousaHe Ha Tepanus R-rpacdua Ha 6sn apob v cbpue, 3aabMKUTENHA KOHCYNTauws C
dTusmatep / Nynmonor

3. Cencuc nnu apyra Texka uHdekums

4, HIV nHbekumna

5. OcTbp MnNu XpoOHUYEH BUPYCEH XenaTuT

6. HeonnactuyHu 3abonseaHua

7. 3acToiHa cbpaeyHa HepgocTatbyHOCT (NYHA I1I-IV)

8. AnnacTtuuyHa aHemus, u3paseHa rpaHynounToneHus, muenodgunbdposa, numdom

9. MHoxecTBeHa cknepoaa v gpyru 6onectu ¢ AeMuenuHusauns

10. AeTouMyHHO 3abonsBaHe

w M3NCKBAHWUA HA H3OK MPU NEYEHWE HA AKTUBHA BONECT HA CROHN W YNUEPO3EH KONUT HAL 18 NTOAWULLHA BL3PACT B
N3BBHBONHUYHATA MOMOLY




NPUNOXEHWE 16

NUCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOOBIMKABAHE HA NEYEHWE HA AKTUBHA BOJECT HA CROHN MPU
BOJTHU HA 18 TOOULLHA BB3PACT

B. KPUTEPUU 3A NPOOBITMKABAHE HA NEYEHUETO (SAOBIMKUTENHWU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

MoBnusaBaHe Ha nokasaTenuTe:
=  HaMansBaHe Ha KNHMYHaTa cuMTOMaTvka
= nunca Ha cnap Ha BMI, nogobpseaHe Ha oTknoHeHUTe BUOXUMUYHK NokasaTenu

= HamansaeaHe ¢ Hap 50% wnu Hopmanusvpare Ha CRP '

2 | CymapHa oueHKa Ha NnokasaTenute — 3HauyuTenHo noHmkeHne Ha CDAI cnpsmo uaxogHara

3 | Nunca Ha HeXenaHa NeKapcTBeHa peakuna U U3KNIYBaLWK KpUTepuu no Touka I

! MeaMUMHCKa JOKYMEHTAUMA C OTpa3eHa CTENeH Ha NOBNUABAHE HA NOKa3aTenuTe, 3a3ALMXWTENHO Ce NPeACTaBs W OT nperneaa Ha 12-ta
ceaMMLa Cnej 3anoysaHe Ha NevyeHneTo, HeoBxoaUMUTE W3CNeABaHUA ca OTpaseHu B Tabnuua 2 Ha npunoxeHue 2
% ouewrka no ckana CDAI,

Tabn. 1 HexxenaHu nekapcTBeHW peakuwmn
rageHe, rnasobonue, CBETOBbPTEX
aneprus
NoBWLLABaHE Ha apTepUanHoTO HansAraxHe
TeXKa MHADEKUMA )
XEeMaTonorv4Hn Wunu GMOXMMUYHI OTKNOHEHWS CboBPa3HO hapMakonorMyHoOTO A0CKE Ha NPOAYKTa - XeMOrnobuH
nog 80 g/l, neskoumty nog 3 500, TpombouuTh nog 90 000

r. U3KNKOYBALLUW KPUTEPWUU (NMPU NPOABLITKABAHE HA JIEYEHMUETO)
1. Jlunca Ha TepanesTU4eH edpekT cnej 3anoyBaHe Ha nNevyeHueTo
2. TpanHa pemucus Ha Bonectra

H30K 3AMMNALLA JOMALUHOTO NEYEHME A0 NOCTUTAHE HA TPAMHA KIMWHUYHA M EHOCKOMNCA PEMUCUA (O30PABABAHE HA
NUrABULIATA).

OnpenenexHue 3a o3apaBABaHe Ha NUrasuuara ~ 6e3 KNMHKUYHK, BUOXUMUYHW/NaBopaToOpHKU, EHAOCKONCKU UNU XUCTONOrMYHK Geneau Ha
Bb3naneHue, skn. CDAI noa 150 Touku.

M3UCKBAHUA HA H3OK MPU NEYEHWE HA AKTUBHA BONECT HA CROHN W YNLIEPO3EH KONMUT HALL 18 TOAULUHA BL3PACT B
N3BBHEONHUYHATA NOMOLY

\¥



NPUNOXEHWE 1B

JNINCT 3A ONPEOENAHE HA KPUTEPUWUTE NMPU 3ANOYBAHE HA NNEMEHWE HA YINLIEPO3EH KONUT
NPU BONHW HAQ 18 TOOWWHA BB3PACT

NexkapcTBeHWTE NPOAYKTM Ce npunaraT Kato BTOpa fMHUS Ha MevYeHue, Korato nbpsBaTta MNuHUS (KOPTUKOCTEPOUAN W
umyHocynpecopi) e 61una HeycnewHa, KOHTPaUHAULUMPAaHa UK NALMEHTBT HE A NOHACH.

A. KPUTEPWUW 3A 3ANOYBAHE HA MbPBU KYPC (SAOBIDKWUTENHU CA BCUYKW KPUTEPWUW)

MKB K51.0, K51.1, K51.3, K&61.5, K51.8, K51.9

CurypHa gumarHosa ¢ onpefeneHo pasnpocTpaHeHue — MNOTBLPAEHO Ha DasaTta Ha KNWHWYHATa CUMNTOMATMKA,
1 | napaknUMHUYHW M3cneaBaHUs N KOMBWMHALMA OT eHAOCKONCKU U PEHTIEHONOMMYHI M3cneBaHua - ToTaneH orned Ha MAT
ypes KOMOHOCKONUS, peHTreHorpadms u/mnm komniotbpHa (KT) unu marHnTHo-pesoHaHcHa (MPT) Tomorpadoms !

Pe3yntar OT XMCTONMOIMYHO W3CneaBaHe Ha MaTepuan oT eHAOCKOncka wwmnw nanapockoncka 6Guoncus, w/vnu
MHTPaoNepaTUBHO B3ET MaTepuan, CbBMECTUM C AuarHosata ynueposeH konut '

YmepeHo Texka cpopma Ha GonectTa
3 | kbpBaBa guapua = 3 AHeBHO; ¢ unu 6e3 nosuwieHa TenecHa Temnepartypa = 37,8, xemornobuH < 105 g/l; unu CYE > 30
MM/4Y UMK NOBULLIEHW HUBA HA KANMPOTEKTUH BB hekanuu

MosuweHn HUBA Ha KaNNpPOTEKTUH BLEB thekanuu; BUCoko HMBO Ha CRP > 5 mg/l u/vunu apyru o6ekTusHK Genesun
3a aKTUBHOCT (@HAOCKOMNCKM UMK XMcTonormyHu Geneam 3a akTueHocT) '

5 | CymapHa oueHKa no uHgekc Ha Mayo Hag 6 Toukm 2

HenoenusaBaHe OT KOPTUKOCTEPOUAMN W/MNK UMYHOCTYNPECOPN B ONTUMAanHU KypcoBe U 1031 3a NoHe 3 MeceyeH nepnog
(eavH mecel 3a pedppakTepHuTe * Ha neveHue cnydaw) '

* 3a pechpakmepHU ce npuemam criyyaume ¢ nepcucmupawya akmusHa bonecm, ebrpeku neyeHuemo ¢ prednisolone &
doza Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | NMunca Ha naknNYBaLLM KPpUTEPKUK NO ToYKa B

1 MeAWUMHCKA A0KYMEHTaUNA, NOTBbPX4aBawa Kputepunte No NpuUnoxexHue 1 v BCu4kn HeobBxoauMu 3cnegBaHnsa, cbobpasHo npunoxeHue 2
(3aABMKUTENHO CE& NPEACTaBAT AaHHW 33 PBCT, Terno v BMI, kakTo u pe3ynrtar OT UHCTRYMEHTANHWTE U XWCTONOrMYHIA M3cNneaBaHuns (C AaBHOCT

40 1 roguHa))
2 pueHka No MHOEKC Ha Mayo;

B. UIBKNIOYBALLW KPUTEPUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1. bBpemeHHOCT W nakTauusa (C M3KNKYEeHWe Ha CcnydyauTe, NOCOYEeHW B KPaTKUTE XapakTepucTMKW Ha onpedeneHu
nekapcTBeHWN NPOAYKTH)

2. AxtuBHa unu nateHtHa TyBepkynosa — WMmyHOnorM4HO uacneaBaHe (3aabrkuTenHo MaHTy, NO BB3MOXHOCT
Quantiferon T-spot). Npean 3ano4ysaHe Ha Tepanus R-rpadwust Ha 6sn Apob v cbpue, 3aAbMKUTENHA KOHCYNTAUWA CbC
dtunsnatsp / Mynmonor

3. Cencuc unu apyra Texka nHgekums

4.  HIV uHdekums

5. OcTbp N XpOHWYEH BUPYCEH XenaTuT

6. HeonnactuyHu 3abonaBaHna

7. 3acToiiHa cbpaeyHa HepgocTaTbyHOCT (NYHA IH-1V)

8. AnnacTuuyHa aHeMus, W3paseHa rpaHynoumToneruns, Muenodubposa, numdom

9. MHoxecTseHa ckneposa u apyrv Gonectu ¢ AeMuenuHusaums

10. AsToumyHHO 3abonsBaHe

W WM3NCKBAHUA HA H3OK NMPWU NEYEHWE HA AKTUBHA BONECT HA CROHN W YNILUEPO3EH KONWUT HAZ 18 TOAWVLLHA BbL3PACT B
N3BBHBEONMHUYHATA NOMOLL




NPUNOXEHUE 1

JINCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOABLMKABAHE HA NEYEHMETO HA YNUEPO3EH KONUT
NP NAUMEHTU HAQ 18 TOOUHK

B. KPUTEPWUU 3A NPOOBITKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKKU KPUTEPUW)

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

MoBnuaBaHe Ha nokasaTtenure:

*  HamansBaHe Ha KNUHUYHaTa cuMTOMaTuKa

* nopcbpsiBaHe MNKM HOpManuaupaHe Ha OTKNOHeHWTe nabopaTopHu NokasaTtenu
*  eHO0CKOMCKO MNK XUCTonornyHo nogobpenue |

2 CyMapHa OUEeHKa Ha NoKasaTenuTte — 3Ha4YuTeNnHO NOHMXEeHWE Ha CNPAMO U3xoaHara 2

3 | Nlunca Ha HexenaHa NeKapcTBeHa peakuus U U3KNYBaLKM KpUTepuu no Touka I

! MeavumMHcKa QOKyMeHTaUMs C OTpaseHa CTeneH Ha MOBNMABAHE Ha NokasaTenuTe, 3aAb/KUTENHO Ce NPEACTaBs W OT nperreAa Ha 12-ta
ceaMMLa CNej 3anoUBaHe Ha NeYeHUeTo, HeoBXOANMUTE M3CNeABaHUS Ca OTPa3eHu B Tabnuua 2 Ha NPUMoKeHNe 2
2 pueHka no uHaexc Ha Mayo;

Tabn. 1 HexenaHu nekapcreeHun peakuuu
rageHe, rnaso6onue, CBETOBBLPTEX
aneprvs
NOBULIABAHE Ha apTEPUanHoTO HansraHe
TexKa MHekLmsa
XeMaTonoruyHn n/unn GUOXMMNYHN OTKNOHEHNA CbobpasHo hapMakonoriHOTO JoCKe Ha MPOAYKTa - XeMOornobuH
noa 80 g/l, neskouuty nog 3 500, tpomGount mog 90 000

r. N3KNKOYBALLUW KPUTEPUU (MPU NPOAB/MKABAHE HA NEYEHUETO)

1. Ilunca Ha TepaneBTUYEH edekT cnel 3anoyBaHe Ha NeYeHneTo
2. TpaiHa emucus Ha GonecTTa — 03apaBsBaHe Ha nuraeuuaTa

H30K 3AMMALLIA NEYEHWETO OO MOCTWUFAHE HA TPAMHA KNWHWUYHA M EHOOCKOMNCA PEMWCHUA (O3OPABSBAHE HA
NUFABULIATA).

Onpepnenexune 3a o3gpaBABaHe Ha nurasuuara — 6e3 KMMHWYHKM, BUoXMMUYHIU/NabopaToOpHKM, EHOOCKONCKMU WM XUCTONMOrMYHM Genesun Ha
BbL3nanexue.

‘
q.
[o}]

W3NCKBAHWA HA H3OK NMPW NEYEHUE HA AKTUBHA BONIECT HA CROHN W YNLEPO3EH KONUT HAZ 18 TOJAUIUHA BL3PACT B
M3BBHBEONMHUYHATA NMOMOLL



NPUNOXEHUE 2

. NEMEBHO-AUMATHOCTHUYEH ANNTOPUTHEM
1. NEKAPCTBEHW NPOAYKTW, BkniwuyeHu B Mpunoxenue 1 Ha MNC, kouto H30K 3annawa B CLOTBETCTBUE C

FleﬁCTBaI.I.IHTe HOPMAaTUBHW OOKYMEHTH.

Tabnuua 1 ) - -
INN MKB OO3A
WHayKkunoHHa Tepanus:
* 80 mg npe3 cegmuua 0, nocrneasady o1 40 mg npes ceamuua 2
; K50.0, K50.1, 3a K50.0 u K50.1
K51.0, K511, = 160 mg npe3 cegmuua 0 (noa chopmaTta Ha YeTUPU UHXKEKUWUW B
ADALIMUMAB K51.3, K51.5, paMKUTE Ha €AHO AEHOHOLLWE UMK KaTo [BE WHXEKLUWM OHEBHO B ABa
K51.8, K51.9 nocnegoeatenHn alu), cneg koeto 80 mg npes ceamuua 2
Moaabpxala Tepanus:’
= 40 mg npe3 ceaMuua
WHAayKuMOHHA Tepanus:
=  HavanHa nosa 200 mg
: K51.0, K51.1, . 100 mg npe3 BTopa ceamuua
GOLIMUMAB K51.3, K51.5, = 50 mg/100 mg Ha wecTa ceamvua
K51.8, K51.9 Noanbpxaiya Tepanus:’
) 50 mg/100 mg B 33aBMCUMOCT OT TENecHoTO TErNo Ha BCEKM 4
ceaMuun
WHOyKUMOHHA Tepanus:
. 5 mg/kg nHTpaBeHo3Ha uHdyana Ha 0, 2-pa 1 6-Ta ceamuum
Mopabpxalwa Tepanus:’
* 5 mg/kg wWHTpaBeHo3Ha WHY3WA Ha Bceku 8 ceamuuun cnep
wecra ceamuua
K50.0, K50.1,
K51 0. K51.1 I'qu.qbpmama Tepanvm I'lpH NOAKOXHO npunomeuue:
INFLIXIMAB K51.3 : K51 5‘ = crned aBe VHTpaeeHo3Ha WHy3us ¢ 5 mg/kg npes ase ceamuum
K51 .8‘ K51 _9' = nbpBa MNOAKOXHA f[03a cnej 4 ceagmuum  cnej  BTopata
' WHTpaBeHo3Ha WHy3ua
*  NOpeaHuTEe NOAKOXHW A03W Ca Npes [ABe ceamMuULIn
[Mp rnwvnca Ha nosnusBaHe cred 2 [03W UHTPABEHO3HW WHAY3WUW,
NneYyeHueTo He TPHGBE 4a ce npoabikasa.
WHaykuMoHHa Tepanus:
= 300 mg nHTpaBeHosHa wHysma Ha 0, 2-pa 1 6-Ta cegMuum
K50.0, K50.1, Mopgabpxawa tepanus:’
K51.0, K51.1, *= 300 mg UHTPaBEHO3Ha MHY3WA Ha BCEKM 8 ceamuum cnej wecTa
VEDOLIZUMASB K51.3, K51.5, cegmMuua unm
K51.8, K61.9 = 108 mg npunaraHu 4pes NoAKoXHa MHXEKLWS BEOHBLX Ha BCEKU 2
cegmuuMn, cneg noHe [BE WHTPABEHO3HWM WuHdy3um (cnep
nHayKums). 2
MHaykunoHHa Tepanus: 3
KTy 8 = 20 mg (2 x 10 mg) AHEeBHO B NpoAbIHKEHVE Ha 8 ceamuuu
TOFACITINIB K51.3, K51.5, 4 9 9) Al oA HAL
K51.8, K51.9 oAabpXala Tepanus:
= 10 mg (2 x 5 mg) AHeBHO
MHaykunoHHa Tepanus/loaaspxawa tepanusa (Cneg npeaxogHa
K50.0 K50 1 BeHO3Ha uHAykums Ha 130 mg!):*
K51.0! K51.1‘ = 90 mg nbPBO NOAKOXHO NPUNOXEHWE Ha ceaMmuua 8 crnep
USTEKINUMAB K51 3'K51 5 WHTpaBeHO3HaTa ao3a
oy dy A
K518 K519 Moaabpxawa Tepanus:
! = 90 mg npe3 12 ceaMULM B 3aBUCUMOCT OT aKTMBHOCTTA HA
BonectTa o
K50.0, K50.1, MHOyKuMoHHa Tepanus: °
. 45 mg BeHBX AHEBHO B NpoabImkeHne Ha 12 ceamuum
UPADACITINIB Noaabpxawa Tepanus:®
= 15 mg (30 mg) BegHbLX AHEBHO B 3@BMCMMOCT OT WHAWBUAYANHW
ocobeHocTn Ha 3071
’w [l
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K51.0, K&61.1, MHAaykunoHHa Tepanus:®
K51.3, K51.5, = 45 mg BeHbX AHEBHO B NpoAbIXEHWe Ha 8 ceamuum

K51.8, K51.9 Mopabpxawa tepanus:®

= 15 mg (30 mg) BeAHBXK AHEBHO B 3@BUCUMOCT OT UHAWMBUAYANHW
ocobeHocTtn Ha 30J

MuaykunoHHa Tepanus/Noaas Hawa Tepanua (Cnen npeaxopHa
BEeHO3Ha MHAYKUMA Ha 600 mg! F

K50.0, K50.1 = 600 mg uHTpaBeHo3Ha uHdy3na Ha ceamuua 0, 4 n 8
Mopabpxawa Tepanua:

= 360 mg, émnomeHw 4Ypes NoAKOKHA UHXKEKUMA Ha ceamuua 12 n
Ha BCEKK ce.u,mwun cne,u Toaa

RISANKIZUMAB

' Mo epeMe Ha NOAABPXallaTa Tepanus 403ata Ha KOPTUKOCTEPOUAMTE MOXE Aa CE HAMalnu NoCTeneHHo, B CLOTBETCTBUE C NpasBunara
Ha aobpata KnuH14YHAa npakTuka. [pu KaTeropuyHn NokasaHus ce AonycKka MHTeH3nduKayns Ha 403uposkaTa, Cbobpa3sHo paspeLUeHueTo
3a ynotpeba / kpaTkaTa xapakTepucTHKa Ha NekapcTBEHWS NPoaykT. CMAHA Ha NeKapcTBEHM NPOAYKTY Ce A0Nycka CaMo NpU Hanuyue Ha
MEAVNLMHCKA WHAMKALMK.

2 MNvpsata NOAKOXHA f03a TpabBa 4a ce npunara BMECTO CMejBalla NnaHupaHa WHTPaBeHO3Ha WHMY3UA W Ha BCEKW 2 CeaMuULM cnejp
ToBa.

*Mpu NauweHTATE, KOWTO HE NOCTUIHAT AOCTaTbYHA TepaneBTUYHA nonsa 4o Ceamuua 8, NPUeMbT Ha UHAYKUMOHHATA 4033 MOXEe Aa
6bae nNpoAabMkeH 3a ouwe 8 ceamuum (obwo 16 cegmuumn), nocneaBaH OT CTaHjapTHara nogAbpxalla Tepanus oT 5 mg ABa NbTH
AHEBHO. [pW NauyneHTuTe, NpW KOWTO HE ce HabnhaBaT AoKas3aTencTsa 3a TepaneBTUYHW non3u Ao ceamuua 16, WHAYKUMOHHATA
Tepanus ¢ ToauuTuHnb Tpabea aa Gbae npekpaTena.

‘MauyveHTUTE Ce NNaHupaTt 3a BEeHO3Ha WMHAYKUMA ( B 4033, cbobpasHo KXI, B CLOTBETCTBME C TENECHO TErno) cnej 3agbiKNTENHO
NoAaAEHW 3aRBUTENHN AOKYMEHTH U YTBLPAEHA Tepanua, CNejl pelleHne Ha KOMUCUATA 3a ekcnepTuaa no 4n.78, 7.2 ot 330 8 H30K.

5 Mpu naunexTuTe ¢ Gonect Ha KpoH, KOWTO He NOCTUFHAT AOCTaThYHA TepanesTUUYHA non3a Ao ceamuua 12, Mmoxe aa ce obmucnu
YABMKEHO UHAYKUMOHHO neveHune 3a AonbnHuTenHn 12 ceamuum ¢ ao3a 30 mg BeaHbx gHeeHo. [Npu nogabpxalya Tepanus aosa 30 mg
BEAHBXK AHEBHO MOXE Aa e noaxoaswa npw Hakou 30J1, Hanp. Te3u C no-ronAMa TexecT Ha 3abonABaHeTo WNKU NPU HEAOCTaTbYEH
oTroBop ot 15 mg BeAHBX AHEBHO, CbINAacHO paspeleHneTo 3a ynotpeba/kKXr

5 Mpu naumeHTUTE C yNUEPO3eH KOMWT, KOWTO HE MOCTUrHAT AOCTaTbYHA TepaneBTUdHA nonsa AO CeAMUUa 8, NpuembT Ha
MHAYKUWOHHATA f03a Moxe aa Obae npogbmkeH 3a owe 8 ceamuun (obwo 16 ceamuum). Mpu nogabpxawa Tepanus goza 30 mg
BEAHBXK LHEBHO MOXe Aa e noaxoasawa npw Hakou 30J1, Hanp. Tean ¢ no-ronsiMa TexecT Ha 3abonaBaHeTo WK NpPU HeAOoCTaTbYeH
oTroBop OT 15 Mg BEAHBX AHEBHO, CbrMAcHo paspeluerneTo 3a ynotpeba/KXn

"MaumneHTHTe Ce NNaHnpaT 3a BEHO3HA MHAYKUMA (B A03a 600 mg) cnea 3aabimkUTENHO NOA3AEHU 3aABUTENHU AOKYMEHTU U YyTBbPAEHA

Tepanus, cneja peweHne Ha KomucusTa 3a ekcneptusa no un.78. T 2 or 330 8 H30K.

Mpu 3anoyBaHe Ha Tepanus Ha HOBW GonHu (6e3 npegwecTBawo nevyeHue ¢ nocoyveHure B Tabnuua 1 INN) ce
Ha3HayaBa NeKkapcTBeHWUs NMpPOoAYKT/TepaneBTUYHUSA Kypc ¢ HaW-ronsMa pa3xofgHa edeKTUBHOCT (Haw-pobpoTto
CbOTHOLUEHUE MeXAy NOCTUraHe Ha TepaneBTMYEH pe3ynTaT OT NpunaraHe Ha NeKkapcTBeH nNpogykr/nekapcTeeHa
Tepanus KU pasxonBaHe Ha cpeacTBa oT 6rogxeta Ha H30K 3a cbwwma npoayKT/Tepanus, NpyU CLNOCTABAHETO MY C
ApYr/v nekapcTBeH/M npoaykT/vu uNu nekapcTBeHW Tepanuu, NpeacTaBnABalM TepaneBTUYHWU anTepHaTUBMU U
3annawaHy HanbNHO unu YactuyHo ot H30K), Ha ocHoBaHue 4n. 23a, an.1 ot Hapen6a Ne4 ot 2009r.

2. NPOCNEOABAHE

Tabnwua 2
WU3XOOHW (po 6
U3CNEOBAHUA n KOHCYNTALIMUK Meceua npeaun HA BCEKW 6 HA BCEKM 12
KaHAWAATCTBaHETO) MECEUA MECEUA
XEMATONOIMN4YHU
XemornobuH ** v v Vfillilrl‘\.;ecem o
epuTpoLnTH v T
MCV v d -
XEeMaToKpUT v Ea
NEeBKOUWTH v e )
HeyTpodunm ** v ! v _'(nl meceL)
JumcpoumTn ** v _ V' (Il meceu)
TpOoMBOLMTK v v
CYE/CRP v ﬁ T
BUOXUMUYHMN ' - -
ASAT v I
ALAT v T 7
GGT /AP v '_'__f' T

G
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WoHorpama v 2
KpeaTuHuH / ypes v v
06w 6enTek / anbymnH v ‘ v
A ,,,,4,, PSS L p ey et
Nvunnam (npu Tepanusa ¢ Tofacitinib ) ** v v (Il meceu)
CepymHo xensso / XCK v v
CEPOMNOTNYHHU :
HBsAg / Anti HB c- total * v
Anti HCV * %
HIV v |
CMV Mo npeueHka 7[” -
C. difficile _ Mo npeueHka 1
WHCTPYMEHTAINHU
EHgockonusa (KONOHO MW CUrMOMA0CKONUS) v v
XUCTOMOrMYHO U3cnenBaHe Ha marepuan ot v v e
eH0CKOoNCcKa nvnu nanapockoncka 6uoncus, u/nnu
MHTpaonepaTUBHO B3ET matepuan I
O630pHa unu KOHTpacTHa peHTreHorpadus unu KAT, | Tlo npeueHka Mo npeueHka
unu MPT * ] S
abpomuHanHa exorpacdus v v
PenTtreHorpadma Ha 6an gpob v
OPYru
BMI/Terno/PscT v v
CDAI 3a 6onect Ha Crohn v B
AKTVMBHOCT Ha ynuepo3eH KonuT v v
uHgekc Ha Mayo v v
Tyb6epkynuHoea npoba (3agbrkwutenHo Mawuty, no v v
Bb3moxkHocT Quantiferon nnu T-spot)
KannpoTeKTUH v v

*MNMonoxuTeneH ceponordeH mapkep 3a BupyceH xenatut 6e3 aktueHa BupycHa pennukaums (PCR) He e npoTuBonokasaHue 3a
npoeexaaHe Ha GMONOTUYHO NEeYEHNE, HO NPV 334 BMKUTENEH KOHTPON Ha BUPYCHATa pennukauyus

** Mpwn Tepanus ¢ Tofacitinib n Upadacitinib - 3agbnxuteneH KOHTPON Ha BCekn 3 Meceua, CbrnacHo paspetuenue 3a ynotpeba/KXI.

*** A3BbPLWBAHETO HA XMCTONOrMYHO uacneasaxe npu 30N ¢ Gonect Ha Crohn npu npocnejneaxe Ha 12 meceua e No nNpeLeHka.

Il. OB UBUCKBAHUA

1. BbapacToBarta rpaHmua ce U34UCsiBa B HABBbPLUEHWU rOAWHY - T.€. BKIIIYWTENHO KbM AaTaTta Ha u3faBaHe Ha e-npoTokona oT
cneunanucT/cneunannanpadaTa KOMUCKA.

2. MNpu Ha3HayaBaHe Ha Tepanus C e-NPOTOKON 3a4bIMKNTENHO ce cbobpasnBaT Bb3pacToOBMTE OrpaHWYeHUs, CbIMacHo KpaTkarta
XapaKkTepucTVKa Ha CbOTBETHUS NEKapCTBEH NPoAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annauwia neYeHne M3BLH yKasaHaTa Bb3pacToBa rpaHvua B KpatkaTta XxapakTepucTuka Ha NekapCcTBEHWA NPOAYKT.

4. H30K He 3annalla neyeHue ¢ 4031 Haa MakcMMarnHo paspeLUeHUTe Mo KpaTka XapaKkTepucTika Ha NekapcTBEHUs NPoaYyKT.

5. B cnyyan Ha HacTenuna NOAo03vMpaHa HexenaHa nekapcTeeHa peakuws, nekapat ysegomsasa WAJT no pepa Ha un. 184 or
3NINXM. Konue oT cbobueHueTo ce npunara/onucea KbM/B MeauuuHckaTta aokymeHntaums Ha 3011 npu kaHaupatcTeaHe 3a
neyeHue.

6. Bceku e-npoTOKON ce u3aaBa Bb3 OCHOBA Ha W3dadeH MeAWLMHCKM JOKYMEHT: crneuwanuavpaHa komucus B JI3BIM Ha
ocHoBaHwe Allp Ne 38 ,OnpepensHe Ha nnaH Ha fieYeHWE W NpocneasBaHe Ha TepaneBTWYHMS OTrOBOP NPV NAUMEHTH,
nony4asBally CKbNOCTPYBALLW NEKapCTBEHW NPOAYKTA Mo peaa Ha yn. 78, 1. 2 330"

Eksemnnap Ha xapTueH Hocuten oT Allp Ne 38 ,OnpepensHe Ha nnaH Ha neyeHue v NpocneasBaHe Ha TepaneBTUYHWA OTroBOp
npy MNauweHTW, nonyyasalin CKbNOCTPYBaLUWM NeKapCTBEHW NMpoAykTW no peaa Ha 4n. 78, 1. 2 330", koWTo e OocHOBaHwe 3a
u3faeaHe Ha NPOTOKON, NoAnuWcaH oT cneunanuavpaHa komucua u 30J1 ce Boauw no pep, onpefeneH ot NneyebHOTO 3aBefeHue U
Ce CbXpaHAaBa B KOMUCUATA.

7. Npw n3pgaBane Ha E-npoTokon no peaa Ha ekcneptusarta no 4n.78, 1.2 ot 330, otnaga HeobxoaumocTTa Aa ce NpeaocTaBAT u
cbxpaHseaT npunoxerue Nel n npunoxerue Ne3d ot cboTBeTHUTE M3nckBaHuaTa Ha H30K".

8. M3paeaHeTo Ha E-npoTokon ce ocbliecTBsiBa B CbOTBETCTBUE CbC CbBMECTHM , YkasaHusa 3a paboTa ¢ nogafeH No enekTpoHeH
nbT npotokon |A/IB/IC (e-npoTokon)”, mexay HauuwoHanHaTta 3apaBHoOOCUrypuTenHa kaca v bbnrapcku nekapckv Cbil3 3a
npunaraHe Ha HauuoHanHWsa paMkoB JOroBOP 33 MeAWLMHCKUTE JeWHOCTU,

Hacmosiwjume u3uckeaHus ca ymebpoeHu om ynpasumens Ha H3OK cned Pewenue Ne PO-HC-04-66/31.07.2025 2. Ha
HadsopHus cbeem Ha H30K u npedsapumenHo cbenacysaHe ¢ BJIC, Ha ocHosaHue 4n.51, an. 10 eve 8p. ¢ an.8 om lMpasunHuka
3a ycmpoticmeomo u deliHocmma Ha HayuoHnanHama 30paeHoocugypumenHa kaca. VauckeaHusima enu3am e cuma om damama
Ha obHapodeaHemo um & [bpxaseH secmHuK.” u ommeHsm delicmseawume u3uckearus, & cuja om 23 aszycm 2024 2. Ha
oc';{oiaHue peweHrue Ne PO-HC-04-85/29.07.2024 .
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NPUNOXEHWE 3

LAEKNAPALNA 3A MHOOPMUPAHO CBbIMACKE C UBNCKBAHUATA 3A 3ANOYBAHE/ NPOOBIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej kato Ce 3ano3Hax C  usnata MW npegocTaBeHa  WHpopmauws M UenTa Ha MNEeYeHWeTO C NEeKapCTBEHWA
NPOAVKT. ... R BRI L nnsvvavnin s s i i s o e s i s b e W cred Karto nonydnx usvepnatenHu OTrOBOPU Ha
nocTaBeHWTE OT MEH BbNPOCK, AeKnapupam Ye:
1. Ule cnassam npenopbyaHara M1 CxeMa Ha NedYyeHne n NepuoguyHOCT Ha KOHTPONHUTE nperneau.
2. PenoBHO LWe ce sBABaM Ha KOHTPOMHU MpEerneaM v HAMa Aa NPOMEHSM CaMOBOMHO WM NOA APYro BHYLIEHWe
HasHayeHaTa Mu Tepanus.
3. [pwv npeycraHoBsiBaHe HA NEYEHUETO NO NPUYUHW, HENPOU3TUYALLW OT pelleHveTo Ha KomucuaTta 3a ekcnepTuan B P30OK
n/vnw Komucusata no un. 78, 7.2 ot 330, we yeenomMs He3abaBHO NUYHUA CW Nekap.
4. Tpu HecnassaHe Ha NOCOMEHWTE YCNOBWS NEYEHUETO MW C YNOMEHATWS NekapcTBeH NPoaykT we Bbae npekpaTeHo w

HAMa Aa uMam npeteHumn kem H30K.
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