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I'P.CODHH, 1606

OTHOCHO: crriacyBare Ha axTyanusdpaHd u3ucksaHusa Ha H3OK no 3abonsgsanus 3a
TPOBEX/IaHe Ha JOMAIIHO JIeUeHHE

YBAJKAEMH JOKTOP MAKAPOB,

B wusnennHeHue pasmopenpwre Ha un. 61 or Hanmonamen paMkoB OroBOp 3a
MEOHUMHCKATe JAeHHOCTH Mexny HaunuonanHaTta 3apaBHOOCHTYpHTeNHa Kaca W bwarapcku
nekapcxd cpio3 3a 2023-2025r. (06m., B, 6p. 77 ot 08.09.2023 r.), npunoxeno Bu npeacragsaM
3a CBINIACYBaHe M3roTBeH IpocKT Ha ,JHM3nckeanus Ha H30K npu nedenue Ha akTHBHA
oogect Ha Crohn u Yineposen xoaur Hag 18 rogHmua BBL3pAcT B HM3BLHGOJNHHYHATA
noMom“ ¢ BK/IIOUEHH AOMBIHEeHHS W U3MEHEHHS 110 OTHOIIEHHE Ha;

- BIUIIOYEHA HOBA CIENUANH3HpaHa KOMHCHA, Ch3aJicHa ChC 3allOBEjl HA JAUpPEKTOpa B seucOHo
3aBeficHHE 3a GonHMYHa noMorl - MBAJL ,,Cepue u Mo3bKk™ ~ rp. Byprac, ¢ ornen mogoOpsisane
Joctena Ao jedenue Ha 30JI ¢ TeXKH TacTpPOEHTEPOJIOrHYHM 3a00iABaHMA, CHINIACYBAHO ©
EKCTIEPTEH CBHBET [0 MEMMIHHCKA CHEIMAIHOCT ,,[ aCTpPOEHTEpOIOTHA” UM MOCTHIIWIO

IOJIOAKHTENHO CTAHOBHIIE OT npod. a-p Kpacumup AHTOHOB, IllaBeH KOOPAHHATOP — MHCMO KBM
BX. Ne 22-00-30/13.03.2024r_;

- BKJIIOYECHA HMHAMKAIlMA 33 JIGKapCTBeH HpoAyKT Rinvoq ¢ MexIyHApPOZHO HENATCHTHO
HaumeHoBaHHE INN Upadacitinib B Tlpunoxenue 1 Ha Tlo3UTHBHHS NEeKapCTBEH CIHCEHK 3a
JeYeHne Ha YMepeHa 10 TeXKa aKTHBHa gopma Ha Gonect Ha Crohn npu BB3pacTHH MaIlHEHTH,
KOHTC HMaT HeJOCTaTh4eH OTroBop, 3aryba Ha OTIOBOP HIH HENOHOCHMOCT KbM
KOHBEHIIHOHANIHA WIH OHONIOTHYHA Tepariiuy;

- BKIIOYEHA HHOMKALMA 33 JEKapCcTBeH NMpoAyKT Remsima ¢ MexiyHapoJAHO HeEUaTeHTHO
HaummenoBarre INN Infliximab 3a moakoxHo npunaxenue B [prnoxenve 1 Ha [losuTHBHESA
JIEKapCTBEH CIHCHK 34 JIEYeHNe Ha CPEeIHO TeXKa 10 Texkka Oosect Ha Crohn B akTHBEH CTAAHH,
IPH Bh3PacTHH IAIHEHTH C HENOCTAThUeH OTTOBOP Ha NPOBEASH ILUIOCTEH KypC HA Tepamus ¢
KOPTHKOCTEPOHAH H/UIIM HMYHOCYIIPECOPU B MAKCHMAJIHA JI03Q; MM TAKMBA, KOMTO He TIOHACHT






HJIM TpH KOHTO WMa MEJHIMHCKH IIPOTHBOIIOKA3aHHA 34 TaKaBa TepamusA; 3a JICYCHHE Ha
¢rcTym3Epama Oonecr Ha Crohn B aKTHBEH cTafdi NpH BE3PACTHH NAIMEHTH C HEJOCTATHUCH
OTTOBOpP Ha ILISUIOCTEH Xypc Ha CTaHJApTHA Tepamus (BKIIOYHTENHO C IPHIOXKEHHE Ha
aHTHOHOTHIH, APEHHPaHe MHMYHOCYTIpECHpAIla TEPANus); 3a JICYeHHE Ha YMEPEHO TEXEBK 10
TeXXbK aKTHBEH YIIIEpO3eH KONUT TIPH BH3PacTHH NMalMEHTH C HENOCTaThb4eH OTroBOp Ha
CTAaHJapTHA TEpandsd, BKTIOYHTENTHO M C KOPTHKOCTEPOHIH, 6-MepkanTtonypHH (6-MP) wimm
a3aTHOIIPHH (AZA), HITM TaKyBa, KOMTO HE IIOHACAT, MU NP4 KOWTO UMa NPOTHBONOKA3AHUA 34
TaKaBa Tepanus 1

- BKIIOYEHA HEIMKANMA 32 JIEKapCTBEH HNpOAyKT Skyrizi ¢ MexAyHapoIHO HENATEeHTHO
HarmeHoBaHRe INN Risankizumab 3a neuenne Ha ymepeHa /10 TeXka akTHBHaA GopMa Ha boJiecT
Ha Crohn mpi Bp3pacTHH MAIIHEHTH, KOHTO UMAT HEJOCTATHLUEH OTIOBOP, 3aryba Ha OTroBop HiH
HETMOHOCHMOCT KbM KOHBEHIIHOHAIIHA HIIH OMQJIOrHYHA TepPaITHU.

Mons 3a BameTo chriacyBaHE/CTAHOBHINE B ONTHMAJHO KPaTKM CPOKOBE ¢ Oriena
cTapTHpaHe Ha MPaKTHYeCKOTO NpHilaraHe Ha PerjlaMeHTHTE 33 JTeKapCTBEHH TepalltH.

HpI/IJIO}KCHPIﬂ ChI'TTACHO TEKCTa, CaMO 3a aapecarta:

1. Ilpoexr Ha ,J3ucksanus Ha H30K mpn neuenme Ha aktusHa OGonect Ha Crohn u
YiueposeH KonuT Haj 18 roAfinHa Bb3pacT B H3BbHOOHUYHATA MOMOIIL'™;

2. Iluemo xuM BXx. Ne 22-00-30/13.03.2024r. ot npod. n-p KpacuMup AHTOHOB, TJIaBeH
KOOP/IMHATOP Ha eKCIEPTEeH ChBET M0 MEANIHMHCKA CIIEMHAIHOCT ,, [ aCTPOEHTEPONIOTHA ™.
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M3NCKBAHNA HA H30K NP U3JABAHE HA NMPOTOKONA 3A MPOBEXAAHE HA JNIEYEHME HA
AKTWUBHA BONECT HA CROHN W YNIUEPO3EH KOIUT
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib, Ustekinumab, Upadacitinib
Risaokizumab)

MpoToxonsT ce W3naBa OT CNELMANUCTH - TACTPOSHTEPONo3u OT cneuuanuiupaHa XoMMcus B nedebHu 3aeepeHuAa 3a
GonHuyHa nomor, cknouuny gorosop ¢ H30K. CneunanuanpaHuTe KOMUCUM ce Cb3naBaT CcbC 3anoses Ha AMpeKTopa Ha
n3* YMBADN Uapwua WoatHa - UCYN" - rp. Codua, YMBAN ,Ce. Mean Puncku” - rp. Cogun, BMA - rp. Codun, YMBAN ,Cs.
Mapuna” - rp. BapHa, YMBAN C.. leoprw” - rp. Mnoeave, Amxubagem Cutn Knunuk MBAN Tokyaa“ - rp. Cotua, YMBAN
LCoduamen” - rp. Codhna, ,Agxubagem Cutn Knuauk YMBAN® - rp. Codus, YMBAI Kacnena® rp. Mnoegus, YMBAN ,[eopru

CTpaHcku” _%?%Hnggguﬁ YMBAJ ,Mpod. a-p Croan Kupkoeud" - rp. Ctapa 3aropa, YMBAJ1 ,Anekcangaposcka® — rp. Codus, BMA
Bapwa, MEATLE10Ue VEMOSLI= (D: BYPIAC
*Mpu ecaxa @9& E’ibcmae_a HA CRELUANUILPAHUME KOMUCUU ce Npedocmass akmyanusupana sanosed Ha dupexmopa Ha J13.

- L e = = _;;. = £ m
MpoToxony 3a-sanouiiae-1a jievenve

- SipoTCKOAMpY: NPOMAHA (NOBUIIARaHE) HA AO30ENS -PEXUM UMK CMSHA Ha TepanuaTa (CMSHA Ha NeKapcTBeH
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CNELW Mﬁ3;IP AHA # = MeanuMHCKa AOKYMEHTALMSA, NOTELPXKGABALLE KPUTEPUUTE NO NpMnoxeHune 1
KOMUCHYS Y BCHYKW HEOBXOAUMY U3cneaBaHna, ChoBpasHo npunoxeHue 2
* PeweHne Ha cneyuanuavpaHa KOMKCHA C ACHa MEQULIMHCKA MOTUBALMA 3a

sanousaHe Ha TepanusTa, 3aAbNXKUTENHO Cce oThenassa nunca  Ha
M3KTIOMBaLM  KpuTepun  (HodnucaHOe oM 8CLNKU  WiIeHose  Ha
creyuanu3upaHama KoMucus)

* “TlpoTokon 3a MpPeanUCBaHe HA neKkapcTea, 3annawiadn ot HIOK/P3I0K —
obp. M3-H30K

Kc;ﬁucnﬂ no un. 78, 7. »| 3asepka Ha NPOTOKONA
o1T-330'B LlY Ha H30K “ 8 P30OK

i

* ‘“TlpoTokon 3a npeanucBaHe Ha MexapcTsa, +| 3amepka na
»

sannawamn ot H3OK/P3OK" — o6p. M3-H3OK [P hhorokona B P3OK

CNEUWANU3WPAHA
KOMUCUA
X,
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1. E-npoTokon ce n3gaBa OT NneKapu CHeuManiacTi no npﬁdﬁﬁa Ha 3a00oNsBaNeTo, YTIGHOBE HA CHELNANM3UDAHN KOMUCHM
B ne4eGHK 3aBellenunn, okasEaym GOMHMYHA MeAULMHCKA NOMOLL (N3BIM) Ha ocxoeanue ,Pellenme Ha cneuManuanpaqa
komucns® no Allp Ne 38 ,OnpegensiHe Ha nNaH HAa NeYEHWE W NPOCNEABAHE Ha TepaneBTUMHWS OTrOBOP MPW MauUWeHTH,
nony4aeatli CKenOCTPYBaLUW NeKapcTBeHU NPOAYKTM No peaa Ha yn. 78, T. 2 330" B CLOTBETCTEWE C HACTOSWMTe ManuckeaHus Ha
H3O0K, kaTo MbpBUAT NPOTOKON NpY 3aMoYBaHE HA NeYEeHNe U NPOTOKOMLT NPY CMAHA C APYr NeKapcTBEH NPOAYKT Ce W3AaBarT 3a
nepuon Ao 180 aHM, a Bcexu cneggall NPOTOKON MOXE Ja ce v3aaEa 33 CpoK Ao 365 aHu.

2. 301 ypocToRepaBa ¢ noAnuca cu 8 ,PelueHune Ha crieunanuanpada koMucKa“ no Alp Ne 38: cnegroto: JKenas ga my Buae
onO6PEHO neyeHne C NekapCTBEHWA NPOAYKT, KAaTO ASKNapUpaM, Ye CbM YBEOMEH 33 ASHCTBNETO Ha HasHaueHaTa nexkapcreeHa
Tepanusa U aasam WHGOPMMPaHO Chinacue chlata aa mv 6bae npunarada’; .Cbraacen/a cbM 3a WSMON3BAHE HAa NVUYRWTE MU
AanHun 32 uenuTe Ha excnepTularTa’; Menan ga Owaa yseaomet/a 3a pesynTara oT excriepTusaTa oT P30K no efuH oT cnegHuTe
HauWHK: no e-mail, Tenecon unu Ha Macto 8 P30OK®, Paspeluasam gocTen 4o CFIEKTPOHHOTO MW 3ApaBHO gocue”.

3. flo nonyyaBaHe na uHbOPMauuA 32 3aMOUBAHE WM NPOABMXABAHE HA 32aBEHOTO neverue, 3001 npoabmkaga
TepanusTa ¢ nekapcTeen/n NPoAyKT/M, C KOUTO & NPOBEXAAN NMEYEHWETO QO MOMEHTa,
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@ W3WCKBAHWA HA H30K NPW TEYEHWUE HA AKTWBHA BONECT HA CROHN M YAUEPOIEH KOMAT HAL 18 FTOAWWHA BL3PACT B
W3IBEHBEONMHUYHATA NOMOLL,






4. Mpeau ctapTMpaHe Ha npoueca No w3gaBaHe Ha E-npotokon Ha 30J], creuvanysupaHaTa xomucua npaBK CrnpaBka no

enNeKTPOHEH NbT 3a uagaaenn Ha 30N npeaxoanu npoTokony, no cbluwa npodun Ha 3abonseane. MpoLecsT No U3gasade Ha E-

NpOTOKON Ce peanuanpa B MeguuMHCKU codTyep. B HACTOAIWMTE M3UCKBAHUA ca MOCOvYeHW HeoGXoguMute HOKYMEHTH 3a

uzfaeane Ha E-npotokon Ha 30J1.

5. OokymeHTute (ambynatopHuTe NUCTOBE, ENVKPU3W, U3CNeBaHnus), XouTo chbilectByBaT 8 H3UC/uHdopMaumonHara cucrema

Ha H3O0K, ce geknapupar 8 E-npoTokona ¢ TexHute yHuganHu Homepa (HPH).

WHdopMauvaTa, OTHOCHMA KbM W3faBaHe Ha E-npoToKona, KOATO € B JOKYMEHT, KOATO HAMa enexTpoHed opMaT v He ce

chabpia 8 H3UC, ce nopasa: kato ce nonbnea B PeleHHeTo Ha CnelUannanpaHda KOMUCWA — OCHOBaHWe 3a u3aaBaHe Ha E-

NPOTOKONA WY AOKYMEHTLT Ce CKaHupa U npuKkaya kbmM E-nporokona.

6. MNpu n3gasare Ha E-npoToxon no pepa Ha excnepTu3aTa no Yn.78, 7.2 ot 330, otnaga HeobxogumocTTa Aa Ce NPesocTaBAaT #

cbhxpaHasat npunoxedune Ne1 n npunoxernne Ne3 oT HacToswmTe Mauckeanua Ha H30K", npu cnegHute ycnoews:;

-3a npmnox@wgﬂgl,{lo,qnucano OT cneuuanuavpaHaTa KOMMCUS, NP HAMMYMeTO Ha TexkeT B ,PelleHne Ha chneumanusvpaHa
ALIANERRE NunceaTt MSKMOYBALLW KPUTEPUM 33 3anoHBaHe/npoAbIXaBaHe Ha nevenve c JINY;

st

0000peHo neueHre ¢ nekapcTeeHins MPOAYKT, kaTo AGKNApMpam, 4e CbM YBELOMEH 3a AelcTBMETO Ha
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Hi fé‘panma ¥ AaeaMm MHGOPMUPAHO Chinacue CblydTa Aia Mk Gbae npunarana®.
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WSUCKBAHMA HA H30K NPU NEYEHUE HA AKTMBHA EONECT HA CROHN W YNLEPO3EH KOMWT HAL 18 I'OAULIHA BL3PACT B
M3BBHBONHUYHATA NOMOLLY,






OPWUTTOKEHUE 1A

NUCT 3A CNPEQENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHWE HA AKTUBHA BONECT HA CROHN NPU

BONMHWU HAQL 18 TOONWHA BHL3PACT

flekapcTenuTe NPOAYKTM Ce NpUNaraT KaTo BTOpa NWMHMA HA NedyeHue, KOrate nbpeBata NWHUA (KOPTUKOCTEPOMGU W
MMyHocynpecopu) e Buna HeycnetuHa, KoHTpavHauuMpaHa unu 3071 Ke | noHacs.

A KPP‘ITEPMM 3A SATIO"!BAHE HA HBPBM KYPC (SAQLIDKUTENHW CA BCUYKU KPUTEPUN)
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W3NCKBAHKWA HA H30K NMPY NEMEHKUE HA AKTUBHA BONECT HA CROHN W YNUEPOIEH KOMUT HAL 18 TOAMWHA BL3PACT B
N3BBHBOIMHUYHATA FIOMOLL







NPUNOXKEHWE 16

NUCT 3A CNPEAENAHE HA KPUTEPUWUTE NPY NPOABLITMKABAHE HA JIEYHEHUE HA AKTUBHA BONECT HA CROHN MPA
BONHA HALL 18 FTOOWLLHA Bb3PACT

B. KPUTEPUW 3A NPOOBINKABAHE HA NEYEHWUETO (IADBIDKUTENHU CA BCUYKW KPUTEPUU)
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A BIIKABAHE HA NTEMEHUETO)
SBMOYBAHE HE NIEYEHNETO
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@ W3UCKBAHWUA HA H3OK NPY NEYEHVE HA AKTUBHA BONECT HA GROHN U YUEPOSZEH KOMUT HAJL 18 TOfIULLHA BL3PACT B
N3BBLHBEONHUMHATA NOMOLUY






OPUNOXEHWE 1B

JIKCT 3A ONPEAENAHE HA KPUTEPWUUTE NPW 3ANOYBAHE HA NEYEHUE HA YIILEPO3EH KOJTAT
NP1 BONHU HAZ 18 TOOWLLHA Bb3PACT

NexapcTBeHUTE NPOAYKTM Ce MNpUaraT Kare BTOPA MUHMA Ha FNEYEHMe, KOTaTo MbpBaTa NUHMA (KOPTHUKOCTEPOMAN W
¥MYyHOCYNpecopH) e B1Una HeycneLuna, KOHTPaMHAMLMPaHa UMK NALMEHTLT He A NOHACcs.

A KPéﬁEPHH‘:SA 3A!'IOLIBAHE HA l'I'bPBH KYPC (SAQBLIMKWUTENHA CA BCUYKW KPUTEPUKN)
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4. HIV underuma . :
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MHoxecTeeHa cknepo3a v apyru 6onecTn ¢ geMuenuMHM3aLma

0. ABTOUMYHHO 3abonstsaHe
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L% W3NCKBAHWUA HA H30K NPY JIEYEHWE HA AKTUBHA BORECT HA CROHN U YRUEPO3IEH KONWT KAL 18 FOBMILHA BL3PACT B
N3BBHBONHUYHATA NOMOLL,






ONPUNOXEHUE 1I"

JNACT 3A ONPEAENSAHE HA KPUTEPHUWUTE NPU MPOALMKABAHE HA TEYEHHUETO HA YNIUEPO3EH KONUT
NPU NALUMEHTH HAL 18 FTOQUHN

B. KPUTEPUN 3A NPOABIDKABAHE HA NEYEHWETO (BAABLMKUTENHW CA BCUMKW KPUTEPUN)

‘T‘S K5T~5 Ks1.8, K51 s
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OPUNOXEHUE 2

I. NIEYEBHO-QUATHOCTUYEH ANTTOPUTBM
1. JNEXKAPCTBEHW NPOAYKTHU, sxmoveru B Mpunoxenwe 1 Ha NIC, kouro H30K zanpawa B cuoTBETCTBHE C
AERCTBALIMTE HOPMATUBHY AOKYMEHTU.
Tabnuua 1
INN MKB AO3A

WHaykuMorHa Tepanua:
= 380 mg npes ceamuua 0, nocneasann or 40 mg npes cegmuua 2
3a K50.0 v K50.1

K50.0, K50.1, = 160 mg npea ceamuua O (noa dopmara Ha YETUPW MHMKEKUUW B

K51.0, K51.1, pPaMKATE Ha €AHO OEeHOHOWME UK KaTo OBe WHXEKUMK JHEeBHO B

K51.3, K51.5, ABa nocneaoBaventy AHY), cneq koeTo 80 mg npes ceaMuua 2 3a
- K51.8,K51.9 - -

P

LT “'ﬂl‘b! 1;{

Monawpxaia Tepanitsis! -
= 40 mg npes3 cenmﬁua'

Vb

a

Mﬁhyxuuouua Tepanun -2
*  Havanua gosa ?.QO mg £
= 100 mg npea BTopa ce;muua
» 50 mg/100 mg Ha WwecTa-ceamuia
Mo __gg pxawa reparnms: o

' xuuonua ~Tepanus: o

K .
e '5' mglkg uirpapeﬂoaHa-HHdJyam Ha 0, 2-pa n 6-Ta ceammum

ﬁong'hp u.kg'é“ ANNgG ﬁbu ﬂoﬁxomuo“ﬁpunomeuue ooes
“cnen MH‘[paBEHOSHaMHCbYSMR cy mgﬂ<g41pe3 gae*ce_gmmm
' R cne.q A+ cepmium _cnép- :sIopara

L[lpu “FWNCa " Ra. ﬂosnuﬂaangmékz gQan —m—ﬁ’gageﬁom%u WHby3HiA:

egguv_rgmﬂe S TPabadAa Ce IPOAbIKaRa,

7 I-Tnsqcuuoma Tepanus:
& 300 mg wHTpaBeHoana vHchyaun ua-d, 2-pa u 6-1a cegmMuUM

a-ézexu S-ceamuuy cnej Wecta

cenmmua unm =L,
* 108 mg npunarann 4pes noﬁmmﬁamumemﬂﬂ BEAHDBXK Ha BCEKKU 2

cenmuum, cnen none‘ nBe nHTpaBeubsau uHdyaun  (cneg,
TOFACITINIB
nmilnom'bpxama repanua (Cnea npeaxoqHa
K50.0. K50 1 BEHO3HA MHAYKLUMA Ha 130 mgh):*
K51- 0 K51- 1’ * 90 mg NbLPBEO NOGKOXHO NPWNOXEHWEe Ha ceaMuua 8 crep
USTEKINUMAB P ! UHTpaBEHO3HATa J03a
K51.3, K51.5,
Nogarpxawa repanusn:’
K51.8, K51.9
= 890 mg npe3s 12 ceaAMULN B 32BUCMOCT OT AKTUBHOCTTA HA
Gonectra
KEBO-KSee, | VnAyKimoniEFepany; 5
?m Eiu,H]:}K-[.fHeBHO B UNOABMEEHNE H3, 12 ceaMnin
UPADACITINIB mﬂ%" WATepanug.’,
K, 5‘]‘!19‘ {30:mgy: “BBAHBNCHHEBHG B 3aBYCAMOGT 6T VAAMEMAYaNyY
ocaBiskocTiFta 30N
K51.0, K51.1, WxaykunonHa repanua:®
K 8
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U3BBHBOTHUYHATA MOMOLL,






K51.3, K51.5, » 45 mg BepHbK OHEBHO B NPOABITIKEHWE Ha 8 ceaMuLn

K51.8, K51.9 Moanwpxawa tepanun:®

= 15 mg (30 mg) BEAHbX AHEBHO 8 32BUCUMOCT OT WHAMBUAYANHU
ocobeHocTu Ha 30/

Wanmunoﬂha‘reﬁanmlﬁombsﬁgama Tepanus (Cneq npeaXxonHa
BREEO3HAMBAYKMA-HA.600:mg!

= 500 mgUETpasEHo3HA UHbYua Ha cegmupa 0, 41 8
MonoBpkana Temanus:

¥ 360" Mg NoNNoNeH Ypea NOAKGKHS npXeKUnA Ha ceanpaua:12u
HaLBCE LCenMyL-cneR 108a

omgmu;a'ra TEpanua A03aTa Ha KOPTUKOCTEPOURNTE MONE Aa C& HaEMank NOCTENeHHo, B CbOTBETCTBNE ¢ paBuUnaTa
Ha nobpa 3 nuuﬂaﬁpamuxa Py xaTEroprMuHy NOKa3aHUa ce AONYCKa MHTEH3KGUKALMA Ha A0IUPOBKAT], CHOBPA3HE paspeweHUeTo
3a ynotpi %cpancaraéxapamepncmxa Ha NeKapCTBEHNA NPOAYKT. CMAHA Ha nekapc-rBeHnnpo.aylcm ce A0nycxa camo Npi Hanuyue Ha

‘ &@%@nﬁaa Aa Ce Npanara BMECTO cregpatya nnauupaﬁa:ﬁm'paaenosna MHAY3UA U HA BCBKM 2 CEAMULU Cnea
Mpw nauiéu:mi’e ‘iﬁmﬂeﬁdc-mma-r AOCTATLHHA TEPANeETHIHE-AON3A.L0 ce.quuf@ B NPVEMBT Ha WHAYKLNOHHATA 4033 MOXE Aa
Gwvge np =3 0UERS Ceamuun (06Wo 16 cEAMULM), NocneasaH ot may,q.apmma noaABpXaLLa Tepanua oT 5 mg ABa nbTH

S

*ﬁ”weﬁ?@m npu KouTo He ce HabnioaasaT ACKazarencrea 3a Tépan EITPNHH nonsk go ceamuua 16, MHLYKYMOHHATA

Tepanua ¢ @,aumﬂup Tpabaa fa buae npekpaTera. -

‘Maupenrimecen] Wpar 3a ﬂaenosrra uHAYKUMA { B A03a, cxobpaskHo KX, B;cbomeTcmme C-TERECHO Terno) cnej 3afbaxuTenHo

nona,qem(waaaamenﬁw‘q AOKYMEHTY 1 YTBLDAEHA TEpanus, Gnep PelUHUE HA KOMUGCUATa 33 excnepm?!a noun.78, 1.2 ot 330 B H30K.
mmaﬂﬂemme' oneCEHE} ou,—xaﬁmggmocmmargocranwa Tepaieamqnamnonaa no cep,mutga 12, _Moxexga ce’oﬁuﬁmm

u;qggoiu_y 3} u&a@" Ch) Hi 12-1:enmwuu cnosaaso-mg Bégm:m( nﬂesuo Tipw ncm.n'spxcau.:a Te;’:anvm p.osa.SQ mg

l{e@meul"s _,_:gmu_‘r_o.l e;'ncﬂ;mmﬂr Aot:tarb __'_repaneaj'uqna nonsa _AOQ_cenmmua:as ﬂpyem_'h: -Ha
é‘*"ﬁ Aew“n_ponwnceu =33, ot.ue B"’-ce.qwuu‘{os'moﬂs cegmauu) Tpy_ no,q,qnpx':au.ta Tepanua_posa- 30 mg

_J'! -'naanprrreéu“a NQ@MMﬁemecr e 2a6QnABaNETO_ UMK NP HefocTATRYEH

Bﬁ@ﬁ APOAYKT/TepaneBTUYHUA KYPC € HaW-TONAMA pasxo.qua ecpex-ruanocrr ~{Han-go6poto
GBOTHOLUgE_ﬂe’?ﬂem nqguraue.nmpqneawqeu pe3ynTar oT NPUNAaraHe Ha-NeKapcTBeH nponyxT/nekapcrseqa
Tepanuay ﬁagxo;‘:@a xera Ha H30K aa cbumn nponymhepaﬁus NPy CHNOCTABAHETO My ¢

i I@KapCTEEHU Tepanuy, NPeACTABNABALN TEPaNeBTUMHN aNTepHATUBA W
13 JK), Ha ocHoBaHKe un. 23a, an.1 ot Hapeaba Ned ot 2009r.
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MoHorpama v v
KpeaTuHuH / ypen v v
06wy BenTbk / anbymuH v v
JNunuay (npu Tepanua ¢ Tofacitinib ) ** v v (Il meceu)
CepyMHo xensso / XKCK v v
CEPONOTNYHA
HBsAg / Anti HB c- total * v
AntiHCV * v
v
Mo npeueHka
Mo npeueHka
v v
v v
& g
Mo npeueHKka: Ll Mo npeuexka
a6no@m+|anna“e>gorpmn v v
PeHT@HQrp-@Mﬂ lyé Ban apo6 v i
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CDAI E?Gcmem Ha Crohn v |
amsﬁocf Ha ynueposeu KONUT v a
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?‘ v 1 v
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‘FlonoxugTeneB:_cepdgaLm"“é Mapkep 3a BUPYCEH xenaTuT Bea aKTueHa BHUpYcHa peqnuxaqm (PCR) He & npomsonoxaaaﬁue 3a

NPOBEXAGHE:HEOUONOMIRIG hevenue, Ko NpH 3agLiuTeneH Kom'pon Ha BupycHaTa pennwxauun
- Mp Tepan :

cueunanucﬂcn i A : —
2. MNpn Hassavae e- a“’repa mag‘,aﬁ-npcn-oxqgE

=

£ BIOKMTENHO Ce ChoBpasssaT BbapchDBm r_nanuquua ChINACHD KpaTkaTa
LG50 eﬁ’gﬁﬂen npc.qyw,ny'rabpnena no pega Ha 3NMN%M- <
3. H30K He 3annama=neiuel :zmsﬂj saffata | Bb3PacToBa rpaHnLa B KpayKaTa) agan'repuc'rgxa‘ﬂa TiEKapCTBEHUA NPOAYKT.

4, H30K ne sannawd" Ne9EHMETC-A0aU HagGMBRCEMAanHO paspeleHuTe noKHaTka XapakTepyuCTMKE a NeKapCTBeHus NPOAYKT.

5. B cnyyan na HacTbina ’ng,l_:,m§mp > eﬂ?f“ gle"?épg:séﬁa Qea,gnuﬂ,;hexagatﬂyaegpmaq:wm no peaa Ha yn. 184 or
3NNXM. Konwe ot caoﬁﬁi: - KMl AvlMH ale] emaumax Ha 30/ npu kanoupaTCTBaHe 3a
nevexve, - C

6. Bcexn e-npoTokon ce uanaaa 5_};3@00!{08 %qafm—m

eQALIAHCKYE

ocroBaHne Alp Ne 38 Onpeaenia %ﬂnam a}g:“eqeume: ‘p‘omemsane Ha~ 'repaneamquun OTroBOP MPW NALMUEHTH,
nonyyaeallyu CKENOCTPYEALWY nexapcraempﬁﬁﬂg_u nepeAaia qmﬁ*gsso* "

Exsemnnap wa xaptues Hocuten ot Alp NE-38. F e
NPy NAUMEHTH, nonyyasalli CKLNOCTPYBALLN NeKkapeTee Wnpo’ﬁymu no pefda Ha 4. 78, 1. 2 330 koiTO @ OcHoBaHue 3a
u3faBaHe Ha NpoToKoN, NoANuCaH OT cneuuannsupaHa xomucun u 30/ ce Boan No pen, onpeaeneH oT NeYyebHOTO 3aBegeHre K
Ce CbXpaHaBa B KOMACHATA.

7. MNpwn nspaeare Ha E-npotokon no pega Ha ekcnepThaaTa ne 4n.78, 1.2 ot 330, otnana HeobXx0AMMOCTTa Aa ce NPefoCTaBAT U
CbXpaHaBaT npunoxeHve N2l v npunokeHre Ne3 oT ceoTeeTHUTE MancksaHuaTta Ha H30K".

8. Mspaeaneto Ha E-npoToxon ce oculecTeABa B ChOTBETCTBUE ChC CbBMECTHM ,YkasaHus 3a paboTa ¢ nogaaeH no enekTpoHeH
nbT npotokon IA/B/IC (e-npoTokon), meway HauwoHanHaTa 3ApaBHOOCKIYpUTENHa kaca M Bbnrapcxv nekapcky cbl3 3a
npunaraxe Ha HaunoHanHwsa pamKos A0roBOpR 3a MeANLMHCKUTE ABRHOCTU.

Hacmosume usucksanus ca ymevpderu om ynpasumens Ha H30K cned Pewenue Ne PO-HC-04-....... Y AU 2024 2. Ha
Hadzoprus cbeem Ha H30K u npedeapumenno cbanacyeare ¢ EJIC, Ha ockoeaHue 451, an. 10 ebe 8p. ¢ an.8 om lMpasunHuka
3a yempodicmsomo u deliHocmma Ha Hauuouanuama 30pasHoocusypumen4a Kaca. Mauckeanusma enusam e cuna om damama

Ha obuapodeanemo uM 8 [bpxasen eecmHuK.” u ommenam delicmeauume UslUcKeaHus, 8 cuna om 25 agaycm 2023 2. Ha
OcHosaHue pewerue Ne PL-HC-04-56/11.08.2023 2.
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OPUNOXEHWUE 3

AEKNAPALIMA 3A UHOOPMWPAHO CBLIMACHUE C U3UCKBAHUATA 3A 3ANCYBAHE!/ NPOABITKABAHE HA

JEYEHUETO C NEKAPCTBEHWA NPOAYKT

i
. MHMHTIaTa

e ad z

jﬁj— "uenTa Ha nedYeHneTo ¢ JeKapCTBEeHUA
~ W CTlef KaTo NoMyumx W3YepnaTenHu OTIOBOPU Ha

HOBSIBEHE HA NEYEHUeTo no@;@ggjﬂw.ﬁenpousmqamm orupeméﬁmem Ha Komucusara sa ekcneptusu B P30K

ulug@i(oﬁwcma‘ra noyn. 78, 7.2 or 330, we ysenoiaﬂ aeaatﬁasuo HKQ1-IH _H.:a néxap

I'Ip? a3BaHe Ha NOCOYEHUTE YCNOoBUA negeume'ro MU C ynom
HAMa B Emam npa;:em.}mu KM H3OK. '

1"
W3KCKBAHWA HA H3OK MPU NEYEHWE HA AKTUBHA BONEGT HA CROHN ¥ YNLUEPOSEH KONMWUT HAQL 18 TOOUIIHA BL3PACT B

W3BBHEONHUYHATA NOMOLY
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OTHOCHO: BxmoYBaHe HA HOBA CIICOMANK3ApaHa KOMHCHS 1o TaCTPOEHIepoaoris

YBAKAEMH I'OCIOIHH MEXANJIOB,

UYneroBere Ha EXKCTIEpTHHS CBRET N0 raCTPOCHTEPONIOTHS BHUMATENHO pasrne;laxa

Tiaporos® EAJN ® n-p Tlers Jlunoacka - ynpaexren sa MBAJI ,,Cupue 0 Mo
HpelyIoKenye 33 BIII0YBAHE HA HOBH CNELHAN3UPAHHN KOMUCHH 110 TacTpoe
Hzucksannara #a H30K npy nedeHse Ha XpoHHUEHTE BUpYCHA xenaruty B u C) YaueposeH KOnuT #
6onect na Kpon npy 30J1 Hax 18 romMITHa BE3pacT B H3BBHOONHUIHAT IOMOIL.

CuriacHo Crannapra 110 racTpOEHTEPOJIOFHA C Ta3H JIeHHOCT Ce 3aHHMaBaT caMo
FaCTpOCHTEPONIOIHIHH KIHMHHKY WIH OTOCIICHHS C IH] HHBO HA KOMIIEHTETHOCT M0 MEAHIHHCKA

cnenuanHocT R acTpoenrepoiorus®, [Ipejceiareny Ha CKCNEPTHHTE KOMMCHH Tpabba na Gbaat
JICKapH ¢ HAYYHO-04GPA30BATEIHA CTeleH.

Carnacso Paspemense 3a ochlecTBIBaHe Ha JieveGna aeiiHocT H8 MUHMCTEPCTBOTO HA
anpBeonaisaxero ¢ Ne MB-414/05.09.2023 r. Knukuxara no ractpoenteponorus ksM MBAJI ,.Copue
1 Moark“ EAJ] Ha aipec Ha OCHIIECTBABAHE Ha NedebHa AciHOCT B Ip. Byprac e ¢ TpeTo HHBO Ha
KOMIIETEHTHOCT B M3ITHIHEHNE Ha MEAMIMHCKHA cTaHpapr no Jlacrpoenteponorus . 3a
TpeaceTarTell Ha CTICLHANM3HPAHATE eKCICPTHH KOMUCHH 110 TACTPOSHTEPONOTHA € MOCOHEH A0, A-p
Muko Mupyes, koiTo € ¢ HayuHo-o6pasoBarenna crened ,,Jlokrop™. INoxacrodmenm B rp. byprac He
CHUIECTBYBAT TIONOOHE KOMHCHY M MMa HajleKallla HyKJa OT CH3NaBAHETO Ha TAKMBA. JICKapCKHAT
exrn B KiuiMxara no racrpoenTeponoris kbM MBAJI , Cupie H Mosex™ EAJ] Ha aapec Ha
OCBLINECTBABaNe Ha Nede(Ha AeiHOCT B rp. Byprac UMa OfMT B IHACHOCTHKATA H JICUCHHETO HA
YIepo3eH KOIHT 1 Gonect Ha KpoR, KaxTo # B IEUCHHETO 4 NPOCNSARBAHCTO Ha TIAIMCHT ©
XPOHHIHH BHpYCHH XenaTtHTH B u C.

EXCIIEPTHHAT CHBET N0 FACTPOSHTEPONIOrHA EARHOLYWHO (6 0T 6 witHa) NPENopsUBa Ha
H30K 22 oxo6pt BXIHOYBAHETO HA HOBA CTIEIHANTH3IHpaHA koMuCH 0T MBAJI LCope 1 Moask™
EAJI Ha anpec Ha OCHIIECTRABANRE HA JieveOHa AeliHocT B rp. Byprac, paGoTHiua ChriiacHo
Waucksannsra va H30K 2a nevenne Ha XponudHUTe BUPYCHH xenaruy B u C, Yiieposen Komut B
Gonect Ha Kpos nipe 301 Baa 18 roxKIEA BL3PACT B H3BBHOOMHIHATA NOMONL..




Mpemioxenuero or a-p Banentsn JuMHTPOB — MIITLIHHTCICH Aupextop Ha YMBAJICM
»HL.H. ITuporos“ EAJI ¢ 3a BKILIOYBaHE Ha HOBY CIELMATHIMPAHA KOMHCHH [0 TACTPOCHTEPONOriA B
H3nckpanuata na H3OK npu nevehne na XpoHM4mmTe BHPYCHY XenaraTi B u C, YiIeposen KoxuT i
6Gonecr na Kpon 2a 30JT noa 18 rogumng BL3IPacT B M3pHHGOMHIIHATA TOMOIIL.

EXCIIEPTHHAT CHBET 1O TACTPOCHTEPONOTHS eMHOAYIIHO (6 OT 6 uneHa) NpenopBa Ha
H30K 112 npenacoun npeAIoXeHHeTo OT A-p BanenTun JIUMHTDOB — HATLIRATENEH IPEKTOP Ha
YMBAJICM ,H.H. Tluporoe“ EAJ 2a pasraeskaane ot ExcrieprauaT ceeer no , Ileanarpag®,

13.03.2024 ron. C ypaxenue,
Mpod. fifp Kpacumup AxToHOB

I'naBeH x000pHMHaTOpP HA EXCrepTen ChBET N0 racTpPOeHTEPONOTHS




