HALWOHANHA 30PABHOOCUIYPUTEJTHA KACA

Cogua 1407, ya. “Kpuuum™ No 1 www.nhif.bg men: +359 2 9659301

SUCKBAHUA HA H30K




M3UCKBAHWA HA H30K NPU U3AABAHE HA NPOTOKONW 3A NPOBEXAAHE HA NNEMEHUE HA
AKTUBHA BONECT HA CROHN U YNUEPO3EH KONUT :
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib, Ustekinumab, Upadacitinib
Risankizumab)

MpoToKonsT ce u3gaea OT CNeuManucTy - raCTPOeHTepPONno3n OT cneuuanuavpaHa KOMWMCUA B neyeGHU 3aBefeHuA 3a
6onHuyHa nomouw, cknouunu aorosop ¢ H30K. CneuunanuaupaHMTe KOMUCUM CE Cb3AaBaT CbC 3anoBes Ha aupeKTopa Ha
N3* YMBAN ,Llapuua Moanna - UCY" - rp. Cocous, YMBAN ,Cs. Usan Puncku” - rp. Cocdms, BMA - rp. Cocus, YMBAN ,Ce.
MapuHa® - rp. Bapva, YMBAN ,Cs. Meopru” - rp. Mnoeaue, ,Anxvn6agem Cutn Knunuk MBAN Tokyaa“ - rp. Codous, YMBAN
.Codmamen” - rp. Cocus, ,Axxunbagem Cutu Knunuk YMBAN® - rp. Codms, YMBAN ,Kacnena“ rp. Mnoegue, YMBAJ ,[eopru
CrpaHcku” - mp..fineeen; YMBAN ,Mpod. a-p CtosH Kupkosud" - rp. Ctapa 3aropa, YMBAI ,Anekcanaposcka“ — rp. Cocus, BMA
Bapha, MB # MO3BK” — rp. Byprac

*llpu 8csKa NPOMAHE Ha €bCMaea Ha creyuanu3upaHume KOMUCUU ce npedocmass akmyanu3upaHa 3anosed Ha dupexmopa Ha /13.

{E HA NPOTOKONUTE

~ FipoTokonu 3a ﬁi;ousaae_ﬂa neueHue
Mporokonu npu npomsAHa (NoBMillaBaHe) Ha NO30BMA PEXUM WM CMSHa Ha TepanuATa (CMAHA Ha NeKapcTBeH
—ApoAyKT € apyr INN)

CNEUM A?IM.?.VIP AHA *  MeguuWHCKa AOKYMEHTAUMSA, NOTBLPXKAABALLA KpUTEPUMTE NO NpUnoxeHue 1

KOMWUCUS 1 BCUYKU HeobBxoaumu uscneaBaHus, cbobpasHo NpUnoxeHue 2
=  PelueHne Ha cneuManuaMpaHa KOMUCHUA C ACHA MeaULMHCKA MOTMBaLWA 3a

3anoyBaHe Ha TepanuaTa, 3agblKUTENHO ce oTbenassa nunca Ha
M3KNIOYBALWM  KpUTEpWn  (Mo0nucaHoO  Om  8CUYKU  YfleHoee  Ha
cneyuanu3upaHama KOMUcCUS)

=  “llporokon 3a npeanuceaHe Ha nekapcTea, 3annawaHu ot H3OK/P3O0K" —

06p. M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha npoToKona
ot 330 B LY Ha H30K -| BP30K

MpoTokonu 3a npoaALIDKaBaHe Ha nNeveHue

s

* ‘“‘lportokon 3a npeanucBaHe Ha neKapcTea,

CNEUN
S MATSIE A sannawanu ot H30K/P30K” — 06p. M3-H30K

KOMMUCUA

3aBepka Ha
npoTokona B P30K

e

Il. OBLLA NONOXEHUA

1. E-npoTokon ce u3naea OT nekapu cneuuanucTyi no npocguna Ha 3abonsBaHeTo, YNeHOBE Ha CNEeLUanM3uPaHn KOMUCHN
B neueGHu 3aBenexms, okassawu GonHuuHa meauumncka nomouw (N3BM) Ha ocHoeawMe ,PellieHne Ha cneuvanvaupaxa
komucusa® no Allp Ne 38 ,OnpegensHe Ha NnaH Ha neveHWe W NpOCNeAsiBaHe HAa TepaneBTUYHUS OTFOBOP NPW NALMEHTH,
nony4asaiwin CKeNOCTpYBaLYM NEKAPCTBEHN NPOAYKTU NO peda Ha yn. 78, 1. 2 330" B cboTBETCTBUE C HAcToALWMTE MN3UCcKBaHWA Ha
H3OK, kaTo NbpBMAT NPOTOKON NPy 3aNO4YBaHE Ha NEYEHUEe W NPOTOKOMBLT NPU CMAHA C APYT NEKApCTBEH NPOAYKT Ce M3aasaT 3a
nepvop ao 180 AaHwW, a Bcekn cneaeall NPOTOKON MOXe Aa Ce u3aasa 3a cpok Ao 365 aHu.

2. 30N ypocToBepaBa ¢ NOANMCA CU B ,PelLeHNe Ha CNeLManuaupaia KOMUCUS® No Alp Ne 38: cnegHoTo: ,XKenasa aa mu 6bvae
07,06peHo neveHne c NekapCTBEHNA NPOAYKT, KaTo AeKnapupam, Ye CbM YBEAOMEH 3a AeNCTBUETO Ha Ha3HauYeHaTa nekapcTeeHa
Tepanus U fasaM MHGOPMUpaHO ckrnacue culiata aa My 6bae npunarava’; ,Cbrnaced/a Cbm 3a W3NON3BAHE HA NUYHWTE MU
AaHHW 3a LUenuTe Ha ekcnepTuaaTa“; ,XKenaa na 6baa yseqoMeH/a 3a pesynrata oT ekcneptusaTa oT P3OK no eauH ot cnegHute
Ha4uHK: no e-mail, TenedoH unu Ha macto B P30K"; ,PaspelwaBam J4OCTLN A0 NEKTPOHHOTO M1 30PABHO AOCUE".

3. flo nony4yaBaHe Ha MH(OPMAUMA 33 3anNOy¥BaHe MMM NPOABLIKABAHE HAa 3aABEHOTO neueHue, 30/ npoAabMmXasa
TepanuATa ¢ nexapcTeeH/u NpoAyKT/u, ¢ KOUTO € NPOoBeXAan NeYeHUeTO A0 MOMEHTA.
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4. Mpeau crtapTMpaHe Ha npoueca no u3paeaHe Ha E-npotokon Ha 30J1, cneuvanusMpaHaTa KOMUCWS npaBwu cnpaska no
ENeKTPOHEH MbT 3a u3gaaeHu Ha 30J1 npeaAxo4HW NPOTOKONW, MO CbLuA Npocun Ha 3abonagaxe. MpouecbT nNo usgasaHe Ha E-
NpPOTOKON CE peanuaupa B MeauuMHCku cochTyep. B HacToswwMUTe M3IUCKBAHUA Ca MOCOYEHU HeobXxoaumuTe NOKYMEHTH 3a
uipnasaHe Ha E-npoTokon Ha 30/

5. fNokymeHTuTe (ambynatopHuTe NUCTOBE, ENWUKPW3W, U3CNEeaBaHnsA), KOUTo cbllecTeyeaT B H3MC/mHdopmaumoHHaTa cuctema
Ha H3O0K, ce aeknapupar B E-npoTokona ¢ TeéXHUTe yHUKanHu Homepa (HPH).

MHdopmaumsTa, oTHOCMMa KbM U3gaBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOATO HAMa €nekTpoHeH (hOpMAT U He ce
cuvavpxa B H3UC, ce noaaea: kato ce nonbnea B PelweHneTo Ha cneuvanuavpaHa KOMUCUA — OCHOBaHWE 3a usfaBaHe Ha E-
NPOTOKOMNAa UMK AOKYMEHTBLT Ce CKaHUpa 1 npukada kbM E-npoTtokona.

6. MNpu nanasaxe Ha E-npoTokon no peaa Ha ekcneptusaTa no 4n.78, 7.2 ot 330, otnaga HeobxogumocTTa ga ce NpeaocTaBsAT v
cbxpaHasart npunoxeHue Ne1 u npunoxeHue Ne3 ot HacTosiwuTe ,M3ucksanma Ha H30K", npu cnearuTe yenosus:

- 3a npunoxesue Ne1, nognMcaHo OT cneuvanuaupaHaTa KOMWUCHUS, NPU HanUYMeTo Ha TeKCT B ,PelleHne Ha cneuuannanpaxa
Ne 38: ,/lunceaT M3KNIOYBALLM KPUTEPWK 33 3ano4BaHe/NpoabIDKaBaHe Ha nevenue c NN

23, noanucaHo ot 30/, npu HanNMuUMETO Ha TeKCT B ,PelueHne Ha cneunanuaupaHa komucua“ no Alp Ne 38:
-opobpeHo nevyeHue C nNekapcTBeHWS NPOAYKT, kKaTo Aeknapupam, Y€ CbM YBEAOMEH 3a AEeWCTBMETO Ha
Tepanusa 1 AaBaM UHOPMUPAHO Cbrnacve culuyata Aa mu 6bae npunaraHa“.

sKenas aa
Ha3HaueHar:
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NPUNOXEHWE 1A

NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA AKTUBHA BONECT HA CROHN MPU
BONHU HAQ 18 TOOAULLHA BB3PACT

NekapcTBeHUTEe NpOAYKTM ce Npunarat kaTo BTOpa NUHUA Ha JeYeHHe, KOrato NbpBaTa NUHUA (KOPTUKOCTEpOWAW W
uMyHocynpecopu) e 6una HeycnewHa, koHTpanHauuupana unn 3011 He A noHacs.

_A. KPHTEPMU 3A 3ANIOYBAHE HA MbPBY KYPC (SAITb/DKUTENHN CA BCUMKM KPUTEPUM)

MKE K50.0, K50.1

3a C onpepeneHo pasnpocTpaHeHue — NOTBLPAEHO Ha Basara Ha KNMHMYHATA CUMNTOMATWKA,
WICNeABaHns N KOMOUHALUMA OT eHAOCKONCKN U PEHTTEHONOMMYHM M3CNeaBaHus - ToTaneH ornea Ha MUT
,;'pﬁﬂeﬂorpaQJuﬂ wunn KOMMIoTBPHA (KT) unn marsuTHo-pesoHaHcHa (MPT) Tomorpagums

C o_ﬁt‘uo CbCTORHWE U eAVH mé:&em OT CneaHVTe CUMMTOMM: MHTEPMUTEHTHO NOBpbLLAHe, 3aryba
TerecHa Mmaca Hag 10%, nosWilieHa TenecHa Temneparypa, cunHa kopemHa Gonka ¢ nannatopHa
jpesuctenTHocT (GoneaHeHa maca), A _fuap; 3 aedexkaunu ;uueetm:}i WY Hanu4ne Ha ob6CTpyKuwsA, huctynu
mfm'atiuct.vecm1

4 MoBuweHN HABa Ha KaNMNPOTEKTHH BbB (DeKanumn, BUCOKO HMBO Ha CRP > Pl wiunu gpyru oﬁelcrusnu 6ene3u 3a
aKTMBHOCT (EHAOCKONCKM MW XMCTONOTMYHK Genesu 3a aKTMBHOCT) T 3

5 | CymapHa ouenka-no-Crohn’s Disease Ativity !Mex {CDAI) Hap 220 mw =

HenoenungaHe ot Wmc‘repougu n/ vwnu myaocnynpecopu B ORTUMAnNHW KypcoBe U A03M 3a noHe 3 meceyeH

6 nepuog (eauH | PpaKTepHUTE* Ha neueHue cryyau) '
* 3a peghpa gMam cryyaume ¢ nepcucmupawa akmueHa bonecm, ebnpeku nevgHuermo ¢ prednisolone e
dosa Hadj;{}.?fs 3a nepuod Had 4 cedmuuu

7

BpemeHHOCT W RaKkragua .Ha cny'-lame I'IDOD*-IGHM B KpaTKWTe XapakTepuCTMKU Ha onpeeneHu

nekapcTBeHV BPOAYKTH). :

2. AKTMBHA WNW NaTeHTHa
Quantiferon T-spot): Fipean
dr1usnatep / Nynmonor:

3. Cencuc unu gpyra Texka

4. HIV nHdekumnn :

5. OcCTbp UnNK XpOHWU4EH BUPYCEH xenaTwr

6. Heonnactu4Hu 3abonssaHus

7

8

9.

1

3a — MMyHONOrMuHO u3cnegsaHe (3agbmkuTenHo MaHTy, No BBL3MOXHOCT
Ha Tepanus R-rpadma Ha 6an apob n cbpue, 3aabNXUTENHA KOHCYNTaUUs C

3actoitHa cbpaeyHa HegocTaTb4HOCT (NYHA HII-1V)
AnnactuyHa aHemus, u3paseHa rpaHynoyuToneHus, muenodudposa, numdom
MHoxecTBeHa ckneposa u apyru bonectu ¢ gemuenuHusauma

0. AetoumyHHO 3abonsiBaHe

L]
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NPUNOXEHWUE 16

NIACT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA NEYEHWE HA AKTUBHA BONECT HA CROHN NPH
BONHWU HAQ 18 TOOAULLHA Bb3PACT

2 pueHka no cm CDA!

Tabn. 1 Hemenauu NeKapcTBeHN peakunu
rageHe, rnaaoSbm i TexX
aneprus
NOBULLABAHE Ha:
TexXKa WHEKL

XemMaTonorvuHN Wi

0TO HanaraHe

MMYHN OTKNOHEeHUA cbobpasHo hapMakonorMuHOTO J4OCKE Ha NPOAYKTa - XEMOTNoBWH
500, TpombouuTi nog 90 000

UTI PHMWH(ABAHE HA NNEYEHHUETO)
; s’anmeaﬂe Ha nevYeHneTo

H30K 3ANNALLA IOMALIHOTO } TUFAHE HA TPATHA KITMHWYHA ¥ EHAOCKONCA PEMUCUA (O3[PABABAHE HA

NUrABULIATA).

OnpepeneHue 3a 03ApaBABaHe Ha

mqm,m%mopnu, €HAO0CKONCKU UNK XMCTONOrMYHK 6eneau Ha
Bbananexue, Bkn. CDAI noa 150 Toukm. e e
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NPUNOXEHWE 1B

nUCT 3A ONPEAENAHE HA KPUTEPUUTE NP 3ANOYBAHE HA NEYEHUE HA YNLEPO3EH KOJNAT
MPU BONHW HAQ 18 TOAULLHA BB3PACT

HEKapCTBeHMTE NPOAYKTU Ce npunarat kato BTOpPAa NMHUA HA nedeHwue, KOrato nbpeata NWHWA (KODTMKOCTGDOHJ]M n
HMYHOC}II’IPBCODH) e buna HeyCnelHa, KOHTpanHauuupaHa unn nauneHTbT He A NOHAaCH.

A. KPWKSA 3ATIOUBAHE HA MbPBH KYPC (3AILIDKUTENHM CA BCUYKM KPUTEPUM)

1.3 K515 K518 K51.9

a3aTa Ha KNWHWYHATaA CUMNTOMATUKA,

onpenieneHo pasnpocTpaHeHue — NOTBLPAGHO Ha 6a
HHI M3cneaBaHuA - ToTaneH ornep Ha AT

U ¥ KOMOWHALMS OT-@HAOCKOTICKIA N PEHTISHONOT

TEpOMAN WWN UMYHOCNYAPECOPH B ONTMMAIHM KypPCOBE M 1031 33 NOHE 3 MEceueH nepuos
HUTE * Ha nedyeHue cnyyau) :
Mam crlydaume ¢ NepCLUCMUPALYa aKmueHa 60Necm, @brpeKuy neveruemo ¢ prednisolone e
0 38 nepuod Had 4 ceOmuyu

B

Te No NpunoxeHue 1 U BCUYKN HeoBX04 MU M3cneBaHUA, CboBpa3Ho NpunoxeHue 2
- BMI, kaKTO M PE3YNTAT OT MHCTDYMEHTANHWTE ¥ XUCTONOTMYHM U3CNenBaHna (C 1aBHOCT

BAHE HA IEYEHWETO)

1. BpemMeHHOCT U NocOYeHW B KPaTKWTE XapaKTEpPUCTMKW Ha OnpeaeneHu
nexkapcTBEHU NPoAYKTHA; '

AKTUBHA WNWU NATEHTH:
Quantiferon T-spot). MNpeal
®Tusnatep / Mynmonor

3. Cencuc vnu apyra Texka uHdekums
4.  HIV uHtbekumna

5. OcTbp UNW XpoHUYEH BUPYCEH XenaTuTt
6. HeonnactuuHu 3abonseanus
7

8

9.

1

ro

neABaHe (3aabmKuTenHo MaHTy, no BB3MOXHOCT
t 60 Apo6 v cbple, 3a0bIMKUTENHA KOHCYNTaLUWs Cbe

3actorHa cbpaedHa HepocTaTeYHOCT (NYHA HI-1V)
AnnactuuyHa aHeMus, u3paseHa rpaHynouutoneHus, muenodgubposa, numdgom
MHuoxecTBeHa ckneposa un gpyru 6onecTn ¢ geMuenuHu3auns

0. AstoumyHHo 3abonsiBaHe

/7.\
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NPUNOXEHUE 1I'

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOABLMKABAHE HA NEYEHMETO HA YJILEPO3EH KONUT
NPU NALUWEHTU HAL 18 MOANHU

NPOOABIMKABAHE HA NEYEHUETO (SAABITMKUTENHU CA BCUHKW KPUTEPUN)

AHUYHATA CUMTOMATHKA
DpManuavpaHe Ha OTKNoHewTe nabopaTopH
cronoruiHo nogobpeHue

-nokasarenure, 3a.gyMTenHo ce NpeACTaBs U OT nperneaa Ha 12-ta
Ast:ca OTpa3eHu B Tabnuiia 2 Ha npunoxeHue 2

r@lMA C OTPa3eHa CTENEeH Ha
HE Ha neyeHueTo, Heobxoaumu

rajieHe, maeo ex

aneprva -

NOBULIABAHE Ha 2

TexKa MHerLUs =
xemamnon%r-iﬁﬁ‘ A -BUOXMMVYHU OTKNOHEHNS cboBpasHo (hapMakonoriHOTO 4OCHE Ha NPOAYKTa - XeMOFHotuH
nog 80 g, & 500, nog 90 000 e

r. U3Kn BAHE HA JIEMEHVETO)

He Ha NeYeHneTo
Ha nuraeuuara

H30K 3AMNALIA NEYEHWETO PAWHA KIWHWYHA ¥ EHOOCKONCA PEMWCMA (O3[PABSBAHE HA
NUFABULATA). =
OnpeaeneHue 3a 03apaBsBaHe Ha NUras

KIMHNYHY, GHOXHMMUHWIIAGOPATOPHY, HAOCKONCKM MMM XMCTONOrMYHN Genesn Ha
Bb3naneHue. G SR :

]
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I. NEYEBHO-AWATHOCTUYEH ANNFOPUTBM
1.

MPUNOXEHVE 2

NEKAPCTBEHM NPOAYKTWU, sxniovenn B Mpunoxenuwe 1 Ha MNINC, kouto H30K 3annawa B cbLOTBETCTBUE C

AEWCTBAMTE HOPMATUBHN [OKYMEHTH.

Tabnuua 1
INN MKB OO3A
WHaykumoHHa Tepanun:
= 80 mg npe3 ceamuua 0, nocneaeaHu ot 40 mg npe3 ceamuua 2
3a K50.0 n K50.1
K50.0, K50.1, = 160 mg npe3 ceamuua 0 (nog dopmaTta Ha YETUPU UHXEKUMW B
ADA K51.0, K561.1, pPaMKuTe Ha e4HO AEHOHOLWWE UNWU KaToO ABE MHXEKUWW OHEBHO B
K51.3, K51.5, ABa nocnejosaTtefntu AxM), cnep koeto 80 mg npes ceamuua 2 3a
K51.8, K51.9 0 K540 K51 - ; . .
Moaabpxawa Tepanus:’
= 40 mg npes ceammuua
WHaykumoHHa Tepanus:
*  Havanwa aosa 200 mg
= K&1.0, K51.1, = 100 mg npe3 BTOpa ceamuLa
GOLIMUMAB ~K51.3, K51.5, ==-.50 mg/100 mg Ha WwecTa ceagmmua
K51.8, K51.9 nmpxﬂu.;a Tepanusn:’
=8 50 mg/100 mg B 3aBMCMMOCT OT TENECHOTO TErno Ha BCEKkW 4
—cepmuum
MHayKUMOHHA Tepanus:
= 5 mg/kg uHTpaBeHo3Ha urdy3ua Ha 0, 2-pa n 6-Ta ceamuum
nogn'bpmama Tepanus;’
= 5 mg/kg WHTpaBEHO3Ha WHGbY3aUA Ha BCeku 8 ceamuumM cneq
_ wecra ceamuua
= K50.0, K50.1,
= K510 K51 1 nombpmma Tepanusi Npu NOAKOXHO npunoxeﬂue
INFLIXIMAB . K513 : K51 5’ cnep Ase wHTpaBeHo3Ha uHtysusa ¢ 5 mglkg npes aAse ceaMuuuv
= .'-K51-.8‘, K51'.9' = nbpBa MOAKOXHA [Jo3a cneg 4 cegMuduM cnej  BTopara

MHTpaBeHo3Ha UHY3uA
*  OopeaHUTE MOAKOXHW 003K Ca npe3 ABe CeaAMULNA

flpn nunca Ha noBnusBaHe cneg 2 AO3N WHTPaBEHO3HU mncbyann,
HAEYEHNEeTOo He TpﬂﬁBa Aa ce NnpoabmKasa.

WHAayKUMOHHA Tepanun:

- = 300 mg WHTpaBeHO3Ha UHY3us Ha O, 2-pa n 6-Ta ceamuum

- Nopnwpxauwa Tepanus:’

= 300 mg MHTpPaBeHO3Ha nﬂ{bysun Ha Bceku 8 ceamuum cnep wecra
ceamMmua unu

= 108 mg npunaraxu Ype3 NOAKOKHA MHKEKLNS BEAHBX Ha BCEkU 2

3 ceamuuM, cnej noHe [Be WHTPaBeHO3HW WHdy3uKM (cnep
WHZYKLMS). 2

TOFACITINIB

K51. 3 K51.
K51.8, K51

KWW Tepanus: °

= 20 mg (2 x 10 mg) AHERHO B NPOALIIKEHME Ha 8 ceaMULM
Roaaspxauia Tepanun:®

» 10 mg (2 x 5 mg) AHesHO

WHaykuwoHHa Tepanua/Mopabpxawa tepanus (Cneg npeaxoaHa
BeHO3Ha UHAYKUMA Ha 130 mg!):*

K50.0, K50.1,
K51.0. K51.1 = 90 mg nbpPBO NOAKOXHO NPUNOXeHWe Ha cegmuua 8 cnen
USTEKINUMAB ! o WHTpaBeHo3HaTa 4o3a

K51.3, K51.5, 1

Moanbpxawa Tepanus:
K51.8, K51.9

= 90 mg npes 12 cegMuLM B 33aBUCMMOCT OT aKTMBHOCTTA Ha
6onectra

K50.0, K50.1, WHayKunoHHa Tepanus:

UPADACITINIB

= 45 mg BeAHBbX AHEBHO B NPOABIKEHWE HA 12 ceamuum
Nopabpxawa Tepanua:s

* 15 mg (30 mg) BeAHBLX AHEBHO B 3aBUCUMOCT OT MHAVBMAYANHU

ocobeHocTn Ha 30J1

M3NCKBAHUA HA H3OK NMPU NNEYEHWE HA AKTMBHA BONECT HA CROHN W YNILEPO3EH KONMWUT HAJ 18 FOAWLIHA Bb3PACT B

N3BbHBONHWYHATA NOMOLY




K51.0, K51.1, MHAyKumoHHa Tepanus:®

K51.3, K51.5, * 45 mg BeAHBXK AHEBHO B NpogbIKeHne Ha 8 ceamuum

K51.8, K51.9 Nopabpxawa Tepanus:®

= 15 mg (30 mg) BEAHBX AHEBHO B 3aBUCUMOCT OT WHAWBUAYaANHW
ocobeHoctu Ha 30J1

WuaykumonHa tepanus/Noans auwa Tepanus (Cnepn npeaxoaHa
BEeHO3Ha MHAOYKUKUA Ha 600 mg ?

RISANKIZUMAB K50.0, K50.1 : = 600 mg uHTpareHo3Ha UHdy3ua Ha ceamuua 0,4 n 8
Nopabpxawa Tepanus:

= 360 mg, NPUNOXeHn Ype3 NOAKOXKHA UHXEKLUMA Ha ceamuua 12 1
Ha Bceku 8 cegmuum cnep ToBa

pXKallaTa Tepanus 403aTa Ha KOPTUKOCTEPOWAUTE MOXE 43 C& HaManu NOCTENeHHO, B CbOTBETCTBUE C NpaBMnara
npakTvka. Mpy KaTEropuyHU NOKa3aHWA ce AOoNycka MHTEH3UMDMUKALWUA Ha A03UPOBKaTa, Cbo6pasHO paspeleHneTo
@ XapaKTepucTUKa Ha NeKapcTeeHns NPOAYKT. CMAHA Ha NexapcTBeHM NPOAYKTH C& AOMYCKa CaMO NpY Hannuve Ha

oTroBop o%"ﬁmg BEAHBLX AHEBHO, CIMACHO paspeummo 3a ynorpeﬁallO(rl
5 Mpu n@jéﬂ'rme C YNUEpPO3eH KONUT, KOWTO HE NOCTUrHaT AOCTaTb4YHA TepaneBTUYHa nonsa A0 ceamuua 8, NpPUEMBLT Ha
MHAYKUMORHATa ;A03a mMoxe ada Gbae npoabikeH 3a owe 8 ceamuum (o6wo 16 cegmuum). Mpu noagabpxawa Tepanua ao3a 30 mg
BEAHLXK AHEBHO MOXE Aa € NOAXOAALA Npu Hakow 300, Hanp. Tean ¢ no-ronAMa TEXECT Ha 3a60ONABAHETO WK NPU HEAOCTATBbYEH
OTroBOp OF 15'Mg BeAHLX AHEBHO, CLINACHO paspelueHneTo 3a ynotpeba/KXI.

" NauueHTUTE CE-NNARNPAT 3a'BEHO3HA MHAYKUMA (B 4033 600 mg) cnej 3aa bMKUTENHO NOJAASHY 3aABUTENHN AOKYMEHTY 1 yTBbpAEHa
Tepanus, CNed PeLUeHe Ha KOMWCUATA 3a excnepTusano 4n.78. T 2 ot 330 8 H30K.

S Ha HOBWU BonHu (6e3 npenmec‘raamo neyeHwue ¢ nocoveHute 8 Tabnuua 1 INN) ce
nponylcrITepaneBTuqHHﬂ KypC ¢ HaW-ronama pasxo.qua edexkTuBHocT (Han-pobpoto

2. NPOCINEARBAHE

Tabnuua 2

N3CNEABAHWUA:

MU3XOAHU (no 6 HA BCEKW 6 HA BCEKH 12
“Meceua npeau MECELA MECELA

%‘_rwaamo)

XEMATONOMMM4YHU

Xemornobux **

(Il mecew)

€pUTPOLUTY

MCV

XemMaTokpuT

NeBKOUUTH

HeyTpocunu ** (1l mecew)

NumdpouuTy ** (11l mecew)

TpomMBouunTn

CYE/CRP
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BUOXUMUYHU

ASAT v

&

ALAT v

e

GGT /AP v v

N3NCKBAHUSA HA H3OK NMPU NEYEHWE HA AKTUBHA BONECT HA CROHN W YNLEPO3EH KONWUT HAZ 18 FTOAWLIHA BL3PACT B
M3BBbHBONHUYHATA NOMOLLY



HoHorpama v v
KpeatuHuH / ypes v v
06wy 6enTek / anGymuH v v
Nunuawm (npu Tepanus ¢ Tofacitinib ) ** v v (Il mecey)
CepymHo xenaso / CK v v
CEPONOMrNM4YHM
HBsAg / Anti HB c- total * v
Anti HCV * v
v
Mo npeueHka
Mo npeuenka
v v
o7 Y
Mo npeueHxka Mo npeueHka
v v
v
v v
v v
v v
v v
v v
v

_ f46H Mapkep 3a BMpyceH xenaTuT 6e3 akTueHa BupycHa pennukauus (PCR) He e npoTuBonokasavwe 3a
nposem}ﬂﬂa vﬁﬂonwwmo neyeHue, Ho npm 334 bIDKUTENEH KOHTPON Ha BUPYCHAaTa pennukauus

SHHXM Konue ot C'boﬁiﬁam%m xbml ;negnummma pokymenTaums Ha 3001 npu KaH,u,up,a'rcmaHe 3a
nevexwve. = '
6. Bceku e-npotokon ce usnana Bb3 'aa Ha M3fageH MEAUUMHCKA AOKYMEHT: cneLnanuavpaHa KOMMCWA B N3B6M Ha
ocHoBanue Alp Ne 38 ,OnpepensHe fiNAH Ha NeYeHWe U NpocneAsBaHe Ha TepaneBTUMHUA OTTOBOP NPW NALMEHTW,
nonyyasalu CKbNOCTPyBaLUW NeKapCTEeH ] mpeaauatm 78, 1.2 330"

Eksemnnsp Ha xapTueH Hocuten ot Allp Ne 38 Omaenennue Ha NNaH Ha neyeHne W NpocneaseBaHe Ha TepaneBTUHHUA OTTOBOP
npy¥ NauueHTW, nonyyasawly CKbNOCTPYBALUW NEKapCcTBEHW NPOAYKTM no pega Ha un. 78, T. 2 330" KkoiTo e OCHOBaHWe 3a
v3aaBaHe Ha NpoTOoKoM, NoANUCaH OT cneunanuaupana komucus u 30J1 ce Bogu no pea, onpeneneH oT neve6GHOTO 3aBefeHUe U
Ce CbXpaHsABa B KOMUCUATA.

7. Npw uspasave Ha E-npoTokon no peAa Ha ekcneptusaTta no 4n.78, 1.2 ot 330, oTnaga HeoBXoAMMOCTTa Aia Ce NPELOCTaBsAT
cbxpaHaBart npunoxeHue Ne1 u npunoxeHue Ne3 oT croteeTHuTe Manckeanmata Ha H3OK".

8. UspaeaHeTo Ha E-npoTokon ce ocbLiECTBABA B CLOTBETCTBUE CbC CHBMECTHU ,YKazaHua 3a paboTa ¢ noaafeH No enekTPoHeH
nbT npotokon |A/IB/IC (e-npotokon)‘, mexay HauuoHanHaTa 3gpaBHoocuryputenHa kaca u Bbnrapckm nekapcku cblo3 3a
npunarade Ha HauuoHanHUA paMKoB JOrOBOP 38 MEANLIMHCKUTE 4EeAHOCTU.

Hacmoswume usuckeaHus ca ymebpleHu om ynpaeumens Ha H30K cned Pewenue Ne PLO-HC-04-85/29.07.2024 2. Ha
HadzopHus creem Ha H30K u npedeapumento cvanacyeare ¢ B/1C, Ha ocHogaHue 4n.51, an. 10 ebs ap. ¢ an.8 om [pasunHuka
3a ycmpolcmeomo u dedrocmma Ha HayuonanHama 3dpaeHoocuzypumenHa kaca. M3uckeaHusima enusam e cuna om damama
Ha obHapodsarHemo um & ,[JbpxaseH 6eCMHUK.” u ommenam Oelicmeawjume u3UCKeaHus, & cuna om 25 aszycm 2023 2. Ha
ocHosaHue peweHue Ne P-HC-04-56/11.08.2023 2.
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@ WU3UCKBAHWA HA H3OK NPU NEYEHWE HA AKTUBHA BONECT HA CROHN U YNUEPO3EH KONWUT HAZ 18 FOAMLUHA Bb3PACT B
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NPUNOXEHWUE 3

DEKNAPAUUA 3A UHOOPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOOABIMKABAHE HA

"

NEYEHUETO C NEKAPCTBEHUA NPOOYKT

uanara Mu npenoc*raaeua HHQ)OpMaLtHﬂ M Uenta Ha MNEe4YeHWeTo C neKkapcTBeHus

e SR '} cne,q KaTo nonyyux W3YepnaTenHu OTIOBOpU Ha

IM NIPenopbYaHaTa Mn CXeMa Ha NneyeHue 1 NepUOANYHOCT Ha KOHTPONHUTE Nperneau.

. Iﬂe c& ‘ABABaAM Ha KOHTpOJ'II-M nperne,qu U HAMa Aa NpOMEeHAM CaMOBONHO WNKU nNoA Apyro BHyLleHwe

'ra Mu Tepanus.

YCTaHOBABAHE HA NEYEHUETO No npmuﬂu-,- Henponamqau.m oT pemeumeTo Ha Komucusta 3a ekcneptuau B P30K
ulum I{omucuﬂra no un. 78, 1.2 ot 330, we yeeaoms He3abaBHO NUUKWA CU Nekap.

I'Ipbg

I'Ipli HefcnaasaHe Ha noco4YeHuTe ycnosusa neqaﬂme'ro MU C YNOMEHATUSR NeKapcTBEeH NPoAaykT we 6bvae npekpateHo u
HAMa aa mam npereauuu kem H30K.

1
WN3NCKBAHUA HA H30K NPK HE'-IEHME HA AKTUBHA BONECT HA CROHN W YNLIEPO3EH KONWUT HAZ 18 MOULLHA BL3PACT B
M3BBHBEONMHWYHATA NOMOLL



