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U3UCKBAHUA HA H3O0K NPU U3OABAHE HA NMPOTOKONU 3A NPOBEXAAHE HA NNEYEHUE HA
AKTUBHA BOJNIECT HA CROHN U YNUEPO3EH KONMUT C BUONTOTMYHU NEKAPCTBEHU NMPOAOYKTU
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib )

MpoToKoNbT ce M3aaBa OT CNeuManucTU - racTPOeHTepono3n OT creuuanu3vpaHa KOMUCUs B neyebHu 3aBeneHun 3a
GonHnyHa nomou, cknounnu gorosop ¢ H30K. CneunanuaupanuTe KoMUCUM Ce Cb3/laBaT CbC 3anoBes Ha AUPEKTOpa Ha
N3* YMBAN ,Uapuua WoanHa - UCYJT” - rp. Cocbus, YMBAN ,C.. UsaH Puncku” - rp. Cogus, BMA - rp. Cocpusa, YMBAN ,Cs.
MapuHa” - rp. BapHa, YMBAJ1 ,Cs. leopru” - rp. Mnoeaus, ,Apxu6agem Cutu Knunuk MBAN Tokyaa“ - rp. Codms, YMBAT
,Coduamen" - rp. Coma, ,Anxubagem Cutu Knuuuk YMBAN" - rp. Cocus, YMBAI ,Kacnena® rp. Mnosaus, YMBAI ,I'eopru
CrpaHcku” - rp. MNnesex, YMBAN ,Mpod. a-p CrosH Kupkosuy® - rp. Crapa 3aropa.

*flpu ecsika NpoMsiHa Ha CbCMaea Ha cneyuanu3upaHume KOMUCUU ce npedocmaes akmyanusupaHa 3anoeed Ha dupekmopa Ha J13.

I. PEQA 3A 3ABEPRBAHE HA NPOTOKONMUTE

Mpotokonu 3a 3anovBaHe Ha neyeHue

MpoTtokonu 3a NbPBO NPOABLINKEHUE Ha TepanuATa

I'Iooro«onu npu NPpomsiHa (NoBuLIaBaHe) Ha NO3OBUA PEXUM Unu cMsHa Ha TepanusTa

= [lonbnHeHo u nognucaHo npunoxexue 1A/1B — nuct 3a onpepensiHe Ha
CI1EI.|VIAJ1M3MPAHA KputepuuTte (no T.A) C BCUYKM HEOOXOAMMU U3CNEeABaHUS.
KQM"C";' = AKTyanHa KINMHMYHa enuKkpu3a C MNPUIOXEHU BCUYKM Heobxoaumu
eEe nokasaTenu v nscrneasaHus no Tabnuua 2 Ha npunoxeHue 2

* PeuweHne Ha cneuuanuaupaHa KOMUCUSI C siCHA MeauLMHCKA MOTUBauuA
(nodnucaHo om 8CUYKU YNIEHO8e Ha crneyuanusupaHama KOMUCUS,
3a0b/mKuUMenHo ce ombesia3ea urnca Ha usKnyeawu Kpumepuu)

= “MpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annawavu or H3OK/P3O0K® —

06p. M3-H30K
Komucwusi no un. 78, 1. 2 .| 3aBepka Ha npoTtokona
ot 330 B LY Ha H30K "] B P30K

MpoTokonu 3a NpoAbIMKaBaHe Ha neYeHue

* [lonbnHeHo u noanucaHo npunoxenue 1B/1IT — nucT 3a onpeaensHe Ha
kputepuute (no T.B).

*  MeauumMHCcKa AOKYMEHTAUMUA C NPUITOXEHU BCUYKU HEOOXOAUMU noKasaTenu

CNEUUATTUINPAHA > 1 u3cneasaHva no Tabnuua 2 Ha Npunoxexuve 2

KOMUCUA » = PeleHue Ha cneyuManuaupaHa KOMUCUR C siCHA MeaQUUMHCKa MOoTuBauus

e (nodnucaHo om eCUYKU YNlEHO8e Ha  creyuanusupaHama  KoMmucus,

3a0bmkumenHo ce ombensizea urnca Ha usKysauwu Kpumepuu)

*  ‘[lpotokon 3a npeanuceaHe Ha nekapcTea, 3annawavu ot H3OK/P30OK" —
06p. M3-H30K

A

3aBepka Ha npoTokona
B P30K

Il. OB NONOXEHUA ' .
1. 3011 nopaBa noaroTBeHUTe nowf”ynem B8 P%l(; HaT
BKNIOYBAT:

1.1 3asBneHue ao Jupektopa Ha P3OK 08

1.2 MonbNHEHO M noanucaHo npunoxexue 1. Monbnsa ce Mo CbOTBETHaTa TOMKa W Ce npunara oTpaseHaTa B UM(POB UHAEKC
MeaMUMHCKa AOKYMEHTaLUus, YAOCTOBEpABaLLla BCEKN €ANH OT Kputepuure

1.3 MbnHUST Habop uscneaBaHus (Pn3nKanNHN, UHCTPYMEHTANHN U NabopaTopHi), OTPa3eH B NpunoxeHue 2

1.4 ‘flpoTokon 3a npeanMcBaHe Ha nekapcTsa, 3annawann ot H3OK/P3OK' — o6p. M3-H3OK, uspapeH ot nekaps
cneumanucr, pabotew no gorosop ¢ H3OK. Mpunara ce opurMHan Ha NPOTOKONa, a NpU KaHAWAATCTBaHe 3a NpoAb/KaBaHe Ha
TepanusiTa ce NpeACTaBs OpPUrMHan Ha NPEeAXOAHUA NPOTOKON C OTpaseHW BCUUKU Ha3HauYeHUst No Hero

1.5. PeweHne Ha cneuvanu3upaHa KOMMCMA OT neuvebHO 3aBeaeHue — u3nbnHUTENn Ha AmbynatopHa npoueaypa Ne 38
,OnpeaensiHe Ha nMNaH Ha NeJYeHue M NpocneasiBaHe Ha TepaneBTUYHUA OTFOBOP NPU MAUUEHTH, Nonyyasalin CKbNOCTPyBaLM
nekapcTBeHW NPOAYKTU No pefa Ha un. 78, an. 2 330" - 6n. M3-H3OK Ne 13

1.6. fleknapaums 3a uHdopMupaHo cbriacue no obpasey (npunoxexue 3)

2. P30K npuema AOKyMeHTUTe NO T. 1 cnep cnpaBKa OTHOCHO 3apaBHooOCUrypuTenHus cratyc Ha 30J1

3. MbpBUAT ¥ BTOPUAT NPOTOKOSN NPKU 3anoyBaHe Ha NnevyeHue U NpU CMAHA C APYr NeKkapcTBeH NPOAYKT ce u3nasar 3a
nepuopa Ao 180 aHM, a BCekn cneaBall NPOTOKON MOXe Aa ce u3fasa 3a cpok Ao 365 aHun.

4. ONUcaHMAT NbNEeH KOMNNEKT AOKYMEHTU Ce U3UCKBa B Cry4yauTe, NpU KOUTO € yKazaHa Heo6XxoauMoCT OT pelleHne Ha
Komucusara no un. 78, 1. 2 or 330 B LIY Ha H30K

|
d NU3UCKBAHUA HA H30K NPU NEYEHWNE HA AKTUBHA BONECT HA CROHN U YNUEPO3EH KONUT C BUONOTUYHW NEKAPCTBEHU NPOAYKTU
HAZA 18 TOAULLHA BB3PACT B U3BBbHBEONHUYHATA NOMOLL, - B cuna ot 15 anpun 2020 roauHa

Ta Ha tcom'o © HanpaBuno n3dop Ha OMJl. flokymeHTUTe
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OPUNOXEHWE 1A

NUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWUE HA AKTUBHA BOJIECT HA CROHN C

BUONOIrMYHM NEKAPCTBEHU NPOAYKTU NPU BONTHU HAQ 18 TOAULLHA Bb3PACT

Ume:

lew] | | [ [ 1 | | [ ]

3abenexka: meduyuHckama AokyMeHmayusi, ydocmosepsisauja 6CeKku om Kpumepuume e nocoyYeHa ¢ yugpa e UHOeKC u 3a0b/mKUMenHo
npudpyxaea HacCMoRU,0MO NPUIIOKeHUe.

BuonornyHuTe nekapcTBeHU NPOAYKTU (AaHTULUTOKUHOBUTE WU AHTUMHTErPpMHOBM) Ce rnpunarat kato BTOpa NUHUA Ha

neyeHue, KOraTo NbpeaTa NMHUA (KOPTUKOCTEPOUAU N UMYHOCYNpEcopy) e Guna HeycnelwHa, KOHTPaMHANLIMPaHa Ui NauMeHTLT

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBU KYPC (SAOBIMKUTENHU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

1 napaKnumﬂl-m mcne.qsanm 1 KOMOUHaUUNA OT eHAOCKONCKA U peurreuommﬂnw u3cneaBaHus - ToTaneH ornen Ha I'MT
ypes eHA0CKONUA, peHTreHorpadus u/mnu komnioTbpHa (KT) unu marduTHo-pesonancHa (MPT) Tomorpacpm

murpaon@pmaﬂo B3eT MaTepuan, CbBMECTUM C auarHo3ata bonect Ha Crohn '

Texka n«yuepeuo TexKa popma Ha GonecTra:

1IeHO obLO CbCTOSHME U eanH vmw ‘noBeYe OT CNEAHUTE CUMITOMM: UHTEPMUTEHTHO NOBpbLUaHe, 3aryba
Ha TenecHa Maca Haa 10%, noBWlLIEHa TenecHa Temnepatypa, CMNHa KopemHa Gonka C nannatopHa
peauc‘reumocf (6onesHeHa maca), anapus (Hag 3 aedekauuu AHeBHO) WNU Hanuuue Ha obCTpyKumMs, ucTynu
unu abcuecu

noaumenwuuaa Ha KannpoTeKTUH BLB (hekanuu, BUCOKO HUBO Ha ORP > TPl niunu apyrn o6ekTBHK Genesu 3a
aKTMBHOCT (EHAOCKONCKM MMM XMCTONOrMYHN Genesu 3a amanocr)

5 | CymapHa ouenka no Crohn’s Disease Ativity Index (CDAI) Haz 220 Touku 2

HenosnusiBaHe OT KOPTUKOCTEPOUAW M / WAM MMYHOCTYNpecopy B ONTUMANHI KypcoBe 1 A03W 3a foHe 3 MeceyeH
nepmop. (eaunH mecel| 3a pecbpakTepHUTe * Ha neyeHne cryyam)

6 * 3a peghpakmepHu ce npuemam ciyyaume ¢ nepcucmupawa akmueHa 6onecm, ebnpexu neyeHuemo ¢ prednisolone e
0o3a Had.0.75 mg/kg OHeeHO 3a nepuod Haod 4 cedmuyu

7 | Nunca Ha nsxmotlaaum KpUTEPH :nq'r B*

" Heo6XOAUMUTE M3CNEABAHUA Ca OTPaseNn B 'raﬁnuua 2 Ha nNpunoXeHue 2 - 334bLMKUTENHO Ce NPeACTaBAT Ha opuruHanHa GnaHka ot
naGopaTopus unu 3aBEPEHO W NOANMCAHO KONKe, NpPY Hanuune Ha XOCNUTanu3aumMs ce npunara enwkpusa ¢ Homep U3 ¢ aasHOCT Ao 1 mecey

npeaun KaHAMAaTCTBaHeTO mbnmenno ce !mggglaam AQHHVI 3a pueT, Terno u BML, kakTo v pesyntar oT MHCTPYMEHTanHUTe W XWCTONOTUYHW

npunara ce ouemca no ckana CDAI Heo6xo.qmo e Awyxpa'mo NOTBLPXKAABAHE Ha N3rPAKAALUMTE TO NOKA3ATENN 3a NOHe 4-CEAMMUYEH NEeproa
OT NeYeHNeTo, Npunarar ce v Asara (ulia, ya0CTOBEpHBALLM NPOBEXAAHE Ha OLeHKaTa;

ambynatopHu nucTose /. enMKpM3a OT Nperrieay Npu CNeLuuanucT, yAoCToBepsABaly HA3HaUaBaHe HA NPEAXOAHA Tepanus C OTpaseHu
CPOKOBE Ha NPUNOXEHUE U PASBUTYA CTPAHWMHM PEaKLuM, 3anouHaTa Tepanus ¢ APYrv NeKapcTBEHU NPOAYKTH, CPOKOBE, eEeKTUBHOCT, konne oT
peLenTypHaTa KHIKKA C OTpaseHa Tepanis 3a NPeAXOAEH NEPUOA UIW AeKnapauust OT NaLMeHTa, Je e 3aKynlysan NekapcTeeHuTe NPOAYKTY;

YAOCTOBEpABa Ce C NOANNG Ha CReunasucTa B Npuoxenme 1 Ha HACTORLUATE UNCKBAHWA. -

B. U3KNIOYBALLY KPUTEPHM (NPU 3ANOUBAHE HA NIEYEHUETO)

1

2.

Otrosaps Ha KpuTepuuTe 3a 3anoysaHe Ha

3
4
5.
6.
7
8
9.
1

BpemeHHOCT 1© namauna (c uammeuue Ha cnyqawre nacoqeuu 8 KpaTkuTe XapakTepucTuki Ha onpepeneHu
nekapcTBeHu NPoayKTH) - ’
AKTUBHA WNWU naTeHTHa wﬁepxyno%a - Mmyﬂonomwno uscneneaue (3agbnxuTenHo MaHTy, No BB3MOXHOCT
Quantiferon T-spot). Mpeau sanousaxe Ha Tepanus R-rpacus Ha 6an Apob 1 cbpue, 3aABLIDKMTENHA KOHCYNTauus C
®Tusmatsp / Mynmonor

Cencuc unu apyra Texka uHekums

HIV nHdekumus

OCTbp UAN XPOHUYEH BUPYCEH XenaTuT

HeonnactuyHu 3abonssanus

3acToitHa cbpaeyuHa HegoctaTbuHocT (NYHA 11I-IV)

AnnacTuyHa aHemusi, n3paseHa rpaHyroumtonenus, muenogubposa, numgpom

MHoxecTaeHa ckneposa n apyru 6onectu ¢ aemuenuHnsaumns

0. AsToumyHHO 3abonssaHe

B AHEeBHa Ao3a

nevyeHueTo c

/,l
N

noaAnNMUCHU HA YNTIeHOBETE Ha CNeUUannM3npaHaTa KOMUCHUSR: ................ooieiviiniiiininenns

W3UCKBAHWUA HA H30K NPU NEYEHUE HA AKTUBHA BONIECT HA CROHN 1 YAILLIEPO3EH KONWT C BUONOMMYHU NEKAPCTBEHU NPOYKTU
HAL 18 TOAULLHA Bb3PACT B U3BBHBONHUYHATA NOMOLL - B cuna ot 15 anpun 2020 roauxa




NPUNOXEHWE 16

NACT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA NEYEHUE HA AKTUBHA BONECT HA CROHN C
BUONOrn4HM NEKAPCTBEHWU NMPOAYKTU NPU BOMHU HAL 18 TOAULWIHA BB3PACT

B. KPUTEPUU 3A NPOOABIMKABAHE HA NEMEHUETO (SAOABLIKUTENHU CA BCUYKU KPUTEPUMN)

MKE K50.0, K50.1 B ' e

MNosnuspaxe Ha nokasatenuTe:

Qa KNUHWYHATa CUMTOMATHKA
= nunca Ha BMI, nogobpsiBaHe Ha OTKNOHeHUTE 6MOXMMMqHM nokasarenu
Hap 50% unu Hopmanuaupare Ha CRP'

a nbxaaaTenme — 3HaYuTenHo noHmxeHue Ha CDAI  MaxoaHara 2

a‘nexapcraeua peakuus n-n3KrioUB Al kputep!

G‘fpasena CTeneH Ha noBnuABaHe Ha nokasarenute, 3aAbIKu ce npe.qcr aBa U aMOynaTopHua NUCT OT nNperneaa Ha

12-ta ceamMua éanoqsane Ha neveHneTo, HeobxoauMUTE U3CNEeABaHUA ca orpaaenn B Tabnuua 2 Ha npunoxeHue 2 - 3aAbIMKUTENHO ce
npeacTassT H HanHa Gnauxa ot naGopatopus unu aaBepeHo 1 noanNMCcaHo Konue;

npunara ce no ckana CDAI, i
* yaocrosep: no.qrwlc Ha cneyuanucra B npu m 1 na HacTosmTe usucxaa}mn U ce nonbnBa Tabn. 1; Bkn. MaHTy - BeAHbBX

rouLWHO

1abn. 1 HeXenaHu nekapcTBeHN peakumm
rafieHe, rnasoGonme, CBETOBBLPTEX
aneprus .
nosuLIaBaHe

' fre ﬁ,,wanumo HansraHe

nm € ﬁnoxnmmqum OTKMOHEeHUs c1>06paano (bapmaxonomunoro Aocue Ha nNpoAdyKTa - xemorno6w-|
LT nog 3 500, TpomGoumTty nog 90 000

MPOMBIMKABAHE HA NEYEHWUETO)
.3anoyBaHe Ha neyeHueTo

' GonHus ca nepuoa noseye oT 2 meceua

norutmu NEKAPCTBEHM NMPOAYKTU 0 MOCTUrAHE HA TPAVIHA KIVHUYHA U

H30K 3AMNALIA NOM
EHIOCKONCA PEMUCKHA (OSIJ,P

OnpepeneHue 3a osnpasnaage a:

‘mmocxcncm wunun xuctonornyxn 6Genesm Ha
BbananeHue, Bkn. CDAI nog 15 o

OTrosapsi Ha KpUTepuUTe 3a NpoALINKaBaHe

B [IHEBHa A03a
Ha nevyeHneTo ¢

noanucKU Ha YnNeHoBeTe Ha cneuuanuanpaHaTa KOMUCHA:...................ivninens

]

4 ¥ 4

@ N3NCKBAHUA HA H3OK NMPU NIEYEHUE HA AKTUBHA BONIECT HA CROHN W YNUEPO3EH KONUT C BUONOMMYHN NEKAPCTBEHU NMPOAYKTU
HAL 18 TOAMILIHA BB3PACT B U3BbHBONTHNYHATA NMOMOLL - B cuna oT 15 anpun 2020 roguHa



MNPUNOXEHUE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA YNUEPO3EH KONMUT C
BEWONOrnYH NEKAPCTBEHU NPOAYKTU NPU BONHU HAQ 18 TOQULWLHA BB3PACT

Uwe: e | | [ [ [ T [ [ ]

3abenexka: meduyuHckama OokymMeHmayus, ydocmoeepsisalya 8CeKu om Kpumepuume e focoyeHa ¢ yugpa 6 UHOEKC U 3adb/KUMENTHO
npudpyxaea HaCMosIU,0Mo NPUIIOKeHUe.

BuonoruyHute nekapcTBeHU NPoAYKTU (AHTULIMTOKMHOBUTE U aHTMMHTErPUMHOBM) Ce NpunaraT Kato BTOpa NIMHUA Ha
neyeHue, KOraTo NbpeaTa NUHUS (KOPTUKOCTEPOUAM U UMYHOCYnpecopu) e Buna HeycnelwHa, KOHTPauHANLMPaHa UNn NaLUMeHTLT
He s noHaca. Todaumtuuub ce npunara Npu Bb3PaCTHU NAUWEHTM C HEAOCTaTbuYyeH OTroBop, 3aryba Ha OTTOBOP MMM
Kai-qsieuumouanna Tepanus unu GUONOrMUHN CpeacTea.

SA 3ANOYBAHE HA MbPBU KYPC (3A£|'bH)KMTEﬂHM CA BCUYKU KPUTEPUUN)

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

arHosa ¢ onpeaneneHo pasnpocrpaHeHune = ﬂOTBhP.Cl.l [ 5 /56”aaaTa Ha KNWHWUYHATA CUMMTOMATMKA,
cneaBaHns 1 KOMBUHALMA OT eHOOCKONCKYN U PeHTIeHONOINYHYU u3cneaBaHus - TotaneH orneg Ha M'AT
51, peHTreHorpacus u/iunu komnioTbpHa (KT) nnm Maréfﬁjl‘aaépeaonaucua (MPT) Tomorpadpus '

C 'ronormano uscneaBaHe Ha marepvan ot eunocxoncxa 1m/mm nanapockoncka Guoncus, wunu
) B3eT-MaTepuar, CbBMeCTUM 'oaa'ra ynuepo3seH KonuT

| a diopma Ha 6GonecTTa
puAi 2 3 1HeBHO; C Unm Ge3 nosu e cna Temneparypa;/ 37 8 xemornobux < 105 g/l; unu CYE > 30
MM/4 Un TOBYLIEHN HUBA HA KANNPOTEKTUH BbB q)ekamm !

l'IoamueHw ‘HMBA Ha KaNNPOTEKTUH BB (hekanu ’ ; BUCOKO HMBO Ha.

RP > 5 mg/l wunu Apyru o6eKTUBHY Geneau
3a aKTUBHOCT (euqocxoncm WIY XUCTONOTUY] f1e31 32 aKTUBHO )l

5 Cymapna ue

Henoanmaaﬂze OT KOpTHKOCTEpOUAW w/vnmn umynocnynpeoopu B onTUManHM Kypcose ¥ [03K 33 NOHe 3 MeceueH nepmog
(e.qmn mecell 3a pedbpakTepHuTe * Ha nedeHne cyyan)
* 3a ped:pakmepuu ce npuemam criyyaume c nepcucmupatua akmuea 6onecm, @brpeku neyeHuemo ¢ prednisolone e

ambynaropHu nuc:t 1
cpokose Ha npmno»(eﬂmé : passwm
Konue OT peuenTypHaTa mmx«a c oarp
NPOAYKTY; : j

yAOCTOBEpsiBa Ce C no.qnwc/

1. bBpemeHHOCT M nakTau
nekapcTBeHW NPoAyKTH)
AkTUBHA unu narteHTHa Tybep
Quantiferon T-spot). MNpeawn sanouBake Ha Tepanu
d1usnatep / Mynmonor '
3. Cencuc unu apyra Texka uHdekums

4. HIV nHdekuus

5. OcCTbp nu XpoHUYEH BUPYCEH XenaTut

6. HeonnactuuHu 3abonseaHus
7

8

9.

1

_KpaTkuTe XapaKTepucTMKu Ha onpepeneHm

N

He (3agbmxuTenHo MaHTy, NO BbL3MOXHOCT
rﬁé@vﬁﬂé 6sn apob u cbpue, 3aabMKUTENHA KOHCYNTaUuns CbC

3acroiHa cbppeyHa HepgoctaTbuHocT (NYHA H1H-1V)
AnnacTtuyHa aHemus, uspaseHa rpaHynouuronenus, muenocdubposa, numdom
MHoxecTBeHa cknepo3sa v apyru 6onectu ¢ geMuenuHn3auvs

0. AsTOMMYHHO 3abonsiBaHe

OtroBaps Ha KpuTepumuTe 3a 3aNOYBaHe Ha

neyexHueTo ¢ B AHEBHa Ao03a

noAanUCU Ha YNeHoBeTe Ha CNeunanu3anpaHaTa KOMUCHUSRL:...................cooeviiiiinennns
‘,v.A'\

%
w M3NCKBAHUA HA H30K NMPU NEYEHUE HA AKTUBHA BOJIECT HA CROHN U YALIEPO3EH KONWUT C BUONOMMYHU NEKAPCTBEHU NPOAYKTU
HAL 18 TOAULLHA BB3PACT B U3BBLHBOJNTHUYHATA NMOMOLL| - B cuna ot 15 anpun 2020 roguHa



NPUNOXEHWE 1T

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NEYEHWUE HA YNLIEPO3EH KONMUT C
BUONOIr’MYHU NEKAPCTBEHW NPOAYKTU NPU NALMEHTU HAL 18 FOAUHU

B. KPUTEPUU 3A MPOOABIMKABAHE HA NEYEHUETO (SAOBINKUTENHU CA BCUYKU KPUTEPUM)

MKE K51.0, K51.1, K51.3, K515, K51.8,K51.9 | D

nosnuﬂaamm/ noxasaTeane:

Tabn ;.;’f Hﬁmenanu neKapcTBEHMW peakLnu
rageHe, rnéaoﬁonue CBETOBbPTEX
aneprus .
noBuvLLABaHE Ha ap uéﬁho‘ra HansraxHe
TeXKa unwemm -

H30K 3AMMALWA OMALIHO

: ﬂd..._ﬂOCTHI'AHE HA TPAUHA KITMHUYHA ©
EHAOCKONCA PEMUCUSA (O3MPA ' .

Onpepenexue 3a o3apaBsiBaHe Ha

‘pétoﬁﬁiﬁéunocxoncxu WK XnucTonornyHmn 6enesm Ha
Bb3nanexue.

OTroBapsi Ha KpUTepuKUTE 32 NPoAbIkKaBaHe

B AHEBHa [03a
Ha NeYeHneTo ¢

noAnucU Ha YieHoBeTe Ha cneunanm3anpaHaTa KOMUCHUSR................ooiiiiiiiinnnns

6
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N, N3NCKBAHUA HA H3OK NPU NEYEHUE HA AKTUBHA BONECT HA CROHN U YNILLEPO3EH KONUT C BUONOTUYHU NEKAPCTBEHW NPOAYKTU
HAJZ 18 TOAULLHA Bb3PACT B U3BBLHBONHUYHATA NMOMOLL, — B cuna ot 15 anpun 2020 roguHa 2




NPUNOXEHUE 2

I. NEYEBHO-AUATHOCTUYEH ATTOPUTHM

1. NEKAPCTBEHW MPOAYKTWU, skniouexn B Mpunoxenue 1 Ha MIC, kouro H3O0K 3annawa B choTBeTcTBUE C
nencTealwmuTe HOPpMaTUBHU OOKYMEHTH.

Tabnuua 1
INN MKB OO3A

WHaykumoHHa Tepanus:
« 80 mg npes ceamuua 0, nocneasann ot 40 mg npes ceamuua 2

K50.0, K50.1, 3a K50.0 u K50.1
K51.0, K51.1, = 160 mg npe3 ceamuua 0 (noa copmara Ha YeTUpU UHXeKUMK B
K51.3, K51.5, paMKuTe Ha eAHO:AEGHOHOLWME UNN KaTo ABE UHXEKUUN JHEBHO B
K51.8, K51.9 [ABa nocneaosarenHi Alu), cnea koeto 80 mg npes ceamuua 2 3a
K50.0, K50.1, K51.0, K51.1, K51.3, K51.5, K51.8, K51.9
Moaabpxawa tepanua™:

* 40 mg npes ceamuua.
MHayKuuoHHa Tepanus: =~
, *  HayanHa 8o3a 200 mg

P K51.0, K51.1, = - 100 mg npe3 BTOpa ceamuua
GOLIMUMAB K51.3, K51.5, s 50 mg/100 mg Ha wecTa ceamuuA

: K51.8, K51.9 Moaabpxalua Tepanua*:
= 50 mg/100 mg B 3aBUCUMOCT OT TENecHOTO Tersio Ha BCekn 4
ceaMnLM P e

WUHaykumoHHa Tepanua: -
»  5mg/kg uiTpaBeHosHa MHdyaua Ha 0, 2-pa u 6-Ta ceamuLmM
Noaabpxaiua Tepanua*: .
* 5 mg/kg nHTpaBeHO3Ha WH(Y3NA Ha Bceku 8 ceamuum cnen
lwecra ceamuua

K50.0, K50.1,
K51.0, K51.1,
K51.3, K51.5,
K51.8, K61.9

INFLIXIMAB

WHaykunoHHa Tepanus:
= 300 mg uHTpaBeHo3Ha UHAy3ns Ha 0, 2-pa n 6-Ta ceammnLmn
Monnbpxawa Tepanus™:
* 300 mg MHTpaBeHo3Ha UHAY3Us Ha BCeku 8 ceamuum cnej wecra
ceaMuua

VEDOLIZUMAB |

UuaykunoxHa Tepanus™™: .
e * 20 mg (2 x 10 mg) AHEBHO B NPOABLIHKEHNE Ha 8 ceamULn
TOFACITINIB | o : L

Moaaupxaiua Tepanua™:
= 10mg (2 x 5 mg) AxeBHO

* Mo Bpeme Ha noaabpXaliata Tepanus [03aTa Ha KOPTUKOCTEpOMAWTE MOXE Aa Ce Hamanu NOCTeneHHo, B
CbOTBETCTBME C npasunata Ha fobpaTa KnuHuuHa npakTuka. [pu KaTeropuyHn NokasaHus, 3a CPOK He moseue oT 6
Meceua, Ce MAONycKa WHTEH3M(MKauus Ha AO03MpoBKaTa, CwboBpasHo paspeweHuneto 3a ynoTpeba / kpatkaTta
XapaKTepucTuka Ha NekapcTBEHUs NPOAYKT.

*pu NaLUMEHTUTe, KOUTO He NOCTUrHaT AOCTaTbyHa TepanesTU4Ha nonsa A0 CeamMuua 8, NpUembT Ha WHAYKUMOHHATA
f03a Moxe Aa 6bae npoabnxeH 3a owe 8 ceamuum (o6uwio 16 ceamuum), nocneasaH oT CTaHAapTHaTa noaAbpxaiia
Tepanus oT 5 mg ABa NbTW AHeBHO. MpW NauMeHTUTe, NPy KOUTO He ce HabnioaasaT AokasaTencTea 3a TepanesTUdHN
nonav Ao ceamuua 16, MHAYKUMOHHATa Tepanua ¢ TocaumTuHnb Tpsitea aa 6bae npekparteHa.

Mpu 3anouBaHe Ha Tepanua Ha HOBU GonHu (6e3 npeawecTBawWo neveHne ¢ NOCoYeHUTe B Tabnuua 1 INN) ce
Ha3HayaBa NeKapcTBEHUA NPOAYKT/TepaneBTUYHUA KypPC C HaW-ronaMa pasxoaHa eq)eKTMBHOCT (Han-pobpoTo
CHLOTHOWEHME MeXay nocTMraHe Ha TepaneBTMuYeH pe3ynTaT oOT npunaraHe Ha JekapcTBeH
npoaykT/nekapcTBeHa Tepanus W pa3xoABaHe Ha cpeAcTBa oT Giomketa Ha H3OK 3a cubwmsa npoaykT/Tepanus,
nNpu CHLNOCTABAHETO My C ApPYr/M nekapcTBeH/W NPOAYKT/M MNU nekapcTBeHM Tepanuu, NpeAcTaBnABaliyn
TepaneBTUYHW anTepHaTMBM W 3annalaHu HambLAHO UM YacTyHo ot H30K), Ha ocHoBauue un. 23a, an.1 oT
Hapen6a Ne4 ot 2009r.
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NPUNOXEHUE 2
2. NPOCNEAABAHE

[ UME: ek [ [ [ [ [ | [ [ [ |
Tabnuua 2
U3CNEABAHUA n KOHCYNTALUA* N3XOOHU (po 6 HA BCEKW 6 HA BCEKU 12
meceua npeaun MECELA MECEUA
KaHAWAATCTBaHeTo)
XEMATONOMNM4HU
XemornobuH *** v v (il mecew)
epUTPoLNTM. v v
v v
v v
v v (Il mecew)
v v’ (Il mecew)
v v
CYE /“G‘RP v v
BMOMW-MM
i ‘/ /
: v v
GGTIAP v v
ﬁouorgzma, v v
KpeaTuhuH / ypes v v
06w 6enTbk /. anbymuH v v
Jiunuam (npu 1-5 ¢ Tofacitinib ) *** v v (Il meceu)
CepymHo xensso / )KCK v v
CEPOIIOI‘M‘%HM
HBsAg / Anti HB c- total ** v
Anti HOV = — v
HIV e iR v
CMV v L Mo npeueHka
C. difficile E Mo npeueHka
I/IHCTPYMEHTAIIHM
Expockonus (konoHo unm cumoup.ocxonun) v v
XWCTOMNOrUYHO nacnenaau?ﬁaﬁmepwan oT v : -‘ v
eHpockoncka u/nnu nanapoaconcm 6uoncvm wiunu ' :
WHTpaonepaTMBHO B3ET MaTepuan e e . i
Sf:ﬁ;? WU KOHTPACTHa Wekorpacbm Wi KAT, | Tlo npelerka | e Mo npeueHka
abpomuHanwaexorpadma . e v oV
PeHTreHorpacus Ha 6an p,poﬁ o i k2
APYIA T
BMI/Terno/Pct B e v
CDAI 3a 6onecrt Ha Crohn v v
aKTUBHOCT Ha ynuepo3eH KonuT v v
uHaekc Ha Mayo v v
TyOepkynuHoBa npoba (3agbnxutenHo MaHTty, no v v
Bb3MoXHocT Quantiferon unu T-spot)
KannpoTeKTUH v v

* 3aABLMXKUTENHO Ce NPeACTaBs NONbIIHeHa C pe3ynTaTuTe OT U3CreABaHMATa Tabnuua 2 Ha NpunoxeHue 2, BKAOYBaWa K
NPEAXOAHUTE U3CNeaBaHNs U ce NPeACTaBAT Ha opuriHanHa 6naxka ot nabopaTopus unu 3aBepeHo U NOANNCaHO Konue
**MonoxuTeneH ceponornyeH mapkep 3a BuUpyceH xenaTut 6e3 akTusHa BupycHa pennukauus (PCR) He e npotusonokasawue 3a
npoBexpaaHe Ha BUONOrMYHO NeyeHne, HO NPU 3aAbMKUTENEH KOHTPON Ha BUPyCHATA pennukauws

*** Mpu Tepanus ¢ Tofacitinib - 3agbnkuTeneH KOHTpoN Ha BCekn 3 Meceua, CbrNacHo paspelueHune 3a ynotpeda/KXrl.

A}Jara: ................................ JlexyBawy nekap:
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Il. OBLUU U3UCKBAHUA

1. Bb3pacToBara rpaHmua ce u34ucnsiBa B HaBbPLUEHV FOAUHW - T.€. BKIIIOYMTENHO KbM AaTaTta Ha usaasaHe Ha npoTtokona ot
cneuuanusmpaHaTa KOMUCHS.

2. Mpyn HazHauyaBaHe Ha Tepanusi No NPOTOKON 3aAbMKUTENHO Ce Cbobpa3nBaT BL3PACTOBUTE OrpaHUYEHUs, CbINAacHO KpaTkaTa
XapaKTepucTUka Ha CbOTBETHUS NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JTMXM.

3. H30K He 3annawa nevyeHue U3BbH yka3aHaTa Bb3pacToBa rpaHuLa B KpaTkaTta XxapakTepucTuka Ha npoaykra.

4. H30K He 3annaua neuyexHue C 403U Ha4 MaKCMMAasiHO pa3peLueHUTe No KpaTka XxapakTepucTuka Ha NpoaykTa.

5. B cnyvait Ha HacTbnuna NoJO3vpaHa HeXenaHa nekapcTBeHa peakuws, nekapsT ysegomssa WAJ no peaa Ha un. 184 ot
3NMNXM. Konue ot cboblieHneTo ce npunara kbM meauumHckaTa gokymeHtaums Ha 30J1 npu kaHAMAATCTBAHE 3a NeyeHune.

6. CMEUMANU3NPAHATA KOMUCHA uspnasa Pewenne cnea nposeaeHa AmGynatopHa npoueaypa Ne 38 ,OnpeaensiHe Ha nnaH
Ha nedyeHue 1 NPOCNeAsBaHe Ha TepanesTUYHWS OTIOBOP MPY NaUMEHTH, NOMyJaBalLy CKLNOCTPYBALLM NEKapCTBEHU NPOAYKTU Nno
pena Ha un. 78, T. 2 330" Ha ocHoBaHue un. 53 u un. 309 ot HaunMoHaneH pamkoB AOTOBOP 33 MEAULIMHCKUTE AENHOCTU Mexay
Ta 34paBHoOOCUrypuTeniHa kaca u Bbnrapcku nekapcku cbiosd 3a 2020-2022r. (06H., OB, 6p. 7 ot 24.01.2020 r.) u
npepoctaesena ot 301 meauuuHcka AokymeHTauus. CneuvanuaupaHata KOMUCHS CbxpaHsBa eauH eksemnnsap oT PelueHueto,
CbXpaHsiBa BTODM €K3eMNNAp Ha NPOTOKONa/M, BCUYKM HEOOXOAUMU AOKYMEHTU 33 U3aBaHETO My U konue OT npunoxexne 1 Ha
HaCTOSILLIMTE U3NCKBAHUA, NOMBLITHEHO NO CLOTBETHATA TOYKAa U NOANUCAHO OT YIEHOBETE Ha cneunanuampaHara KOMUCUR.

Hacmomuume u3uckeaHus ca paspabomeHu Ha OcHoeaHue un. 58 orn Hayuonanen pamkoe 00z080p 3a MeduUUHCKUME
deliHocmu mméy HauuonanHama 30paeHoocu2ypumenHa Kaca u anaapck ﬁexapcxu cbto3 3a 2020-2022r. (o6H., OB, 6p. 7 ot
24.01.2020 r.), enusam e cuna om 15 anpun 2020z. Ha OCHO8aHue pelueHue Ne PL-HC-04-36/06.04.2020z. u ommeHsm
delicmeawjume usuckeaHus, e cuna om 15 mali 2019e. Ha 0CHOBaHUe peweHue Ne PL-HC-04-38/08.05.2019z.
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NPUNOXEHUE 3

AEKNAPALUNA 3A UHOOPMUPAHO CBIMACUE C USUCKBAHUATA 3A 3ANMOYBAHE/ NPOOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

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

No3Hax C uUsnata MW NpesocTaBeHa MHGOPMAaUMs U LeNnTa Ha NEYeHUeTO C MneKapCTBeHus
NpOAYKT.... i e e eve e st sees st enen et s nen et e enereneneaene

‘ﬂpocu Aeknapupam ue:

cnep  kato
;/:neglxaro NONyYMX W3YepnaTenHu OTrOBOPU Ha
NOCTaBEHUT '
1. Le

2. Pep

Ha

3. Np
wins

M'npenopbqauara MM CXEMa Ha fieyeHme n nepuogmqné@'ma Kumponume nperneaw.

e ‘ce SIBABAM Ha KOHTPOTHM MPernean W Hama A2 NPOMEHSM CaMOBONHO MNU NOA APYrO BHYLLEHMe
M1 Teganuﬂ

annsane Ha NeYeHNeTo no- T ‘é’npouarwqaum oT peusebmem Ha Komucusita 3a ekcneptusm B P30K
%szuma no yn. 78, 1.2 ot 33@

VISI NPOTOKON, NO KOWTO CbM nonyanan/a nenapcraeﬂua np YKT

,B@AOMH He3abaBHO nutmuﬂ cu nekap u P30OK u we BbpHa B P30K
noc

4. I'Ip j ’Heenassane Ha NOCOYEHUTE YCIIOBUS neqenme'm MU C YNOMEHE s nekapcmen NpoayKT e 6bae npekpaTeHo u

peTeHuun kbM H3OK.
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