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USNCKBAHUA HA H30K NMPU U3OABAHE HA MPOTOKONW 3A NPOBEXAOAHE HA NEMEHAE HA
AKTUBHA BONECT HA CROHN W YNLUEPO3EH KONAT C BUMONOTMYHW NEKAPCTBERW NPOOYKTH
(Adalimumab, Golimumab, Infliximab, Vedolizumab, Tofacitinib )

MpoToKonN®LT Ce v3gaBa OT CHeuranucTy - FaCTPOGHTEPONOsU OT crieyanuMaupaHa KOMUCHA B nedvebHW 3aBefeHMA 3a
GonHUYHA nomowl, ckriouunu aoroeop ¢ H30K. CneyranuampaHnute KOMUCKM Ce Cb3aBaT CbC 3anosen Ha AMPeKTopa Ha
N3* YMBAN Uapuua Yoasna - UCYDN" - rp. Cogus, YMBATT ,Ce. MeaH Punckn” - rp. Cocous, BMA - rp. Cothus, YMBATN ,Cs.
Mapusa® - rp. BapHa, YMBAN ,Ce. Meopry” - rp. MNnoegue, ,Amxubanem Cumn Knuuuk MBAN Tokyaa® - rp. Codwma, YMBAJ
LLCotbuamen" - p. Cocun, Anxubanem Cutn Knunuk YMBAN® - rp. Coduna, YMBAT Kacnena® rp. lNnosaus, YMBAN [eopru
Crpancku’ - rp. Mneeend, YMBAI Mpod. a-p Croax Kupkosuy” - rp. Ctapa 3aropa, YMBAJ] ,AnekcaHgpoecka® — rp. Cogms.

*fipu ecaxa n ounga Ha chCMasa Ha CReyuau3Upanune komucuu ce npedocmaes akmyanusupana sangeed na dupexkmopa Ha /13,
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npOTOKOJ'IH 3a 3anoqsaﬁexua neqenue
MpoToKoni 34 MLPRO npon'bn)xeﬂme Ha TepanusTa
_ ﬂDOTOKDJ'WI HDH I'IDOMHHa {nosumaBaHe) Ha .H.OSOBMR DEXHUM MIIH CMSAHA Ha Tenamm'ra

.iv *:s;_o_ ] EZE
£ * [lonbmHEHO W NOAMMCaHO npunoxende 1AMB — nucT 3a onpeaensaHe Ha
CMEUNAIIUINPAHA » KpuTepuuTe (No T.A) ¢ BCUHKU HEOBXOAKMK N3CNEaBaHuWA.
KOM“CMH _ *  AKTyamHa IMHMYHA enuKpM3a C [PUNOKEHU BCUYKM  Heobxoaumu

nokasarenu W uacneasanua no Tabnuua 2 Ha npuroxeHne 2

=  PelleHe Ha cneuManmMaMpaHa KOMUCHA C ACHa MERMLUMHCKA MOTUBALWA
(rodnucano OM  GCUNKU WIEHOBE Ha  cheyuanuiupaHama Komucus,
3advaxumennHo ce omBenssea nunca Ha uU3KAYealu Kpumepuu)

*  “lpoTokon za NpeanucEaHe HA nekapcTea, 3annawanu ot H3OK/P3C0K —

06p. M3-H30K
i i‘?;%i@,i wk P %
Komucusino un. 78, v. 2 .| 3aBepka Ha niporTokona T e -
or 330 B Lly Ha HSOI{ "l B P30K é}i cn Y e
npo;roxonh 3a NpofbimkaBaHe Ha NévyeHune
T '
E B * [lonbAHeHO W noganucado npunoxexwse 1B/MT — nuct 3a onpepensHe Ha
b s, ok, M’a kpuTepuuTe (o T.B).
b S s < Ry et L MeauuuHCcka JOKyMEHTALMA C NDUIOXEHW ECUMKW HeoOXoAMMK nokasartenh
CNELMANU3IUPAHA . %?.__ W U3CNeaBaHua no Tabnuua 2 Ha NPUNROXKEeHUs 2
KOMUCUA m «  Pelwedne Ha cneuManu3MpaHa KOMUCHUA C ACH2 MEAWMUMHCKE MOTWBALMA
T 2 TEL a;%géwﬁ“ (nodnucaHo ©OmM  GCUYKL YNGHO8E HA  CReYUanusupaHama  KOMUCUS,

3adbmkumen+o ce ombenaiea nunca Ha uskmoveatyl kpumepuu)
«  “[lpoTokon 3a npegnwucBaHe Ha NeKkapcTBa, 3annawadHd ot HIOK/P30K -
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W L = -
&
o s, s % 5
iy o
» B o *u "
wii=!] 3apepka Wa npoTokona  |. SR
3 el Eh -
; " B P30K o
e Y I A
I3 RN s e e o
i 3 5’&;@ ;L &“%ﬂ ¥ w&;‘ W f; .‘ o F o et

i FE I L3

g

II. OBLLY NONOXEHUS %ﬁ% o -
1. 30N nogara NOAroTBeHUTE noifﬁem ﬁ 3¢ Okmhaﬂepmo‘puﬁra Ha, Kpﬂ"ro e Hanpasuno w3bop Ha ONM. JokymeHTure
BKITIOYBAT: S T twr * B

1.1 3asBnenve fo [upexktopa va P3OK  ~ ¥ .

1.2 MNMonbnHeHo 1 nognucaHo npunoxenue 1. ﬂonbnsa*ce’ﬂo**chBeTHaTa TOYKZ U Ce Npurara oTpaseHaTa B UnpoB UBAEKC
MEANLUHCKa AOKYMEHTALUMS, YAOCTOBEPABALLA BCEKN €aVH OT KpuTepuuTe

1.3 MenHnAaT Habop nzcneasaHua (pU3NKaNHW, MHCTPYMeHTanHU U naboparTopHi), 0TpaseH B NpUNoXeHwe 2

1.4 ‘MpoTtokon 23a npegnNUcBaHe Ha nexapcerea, zannawanmu or H3OK/P3OK — o6p. M3-H30K, usnageH or nexaps
cneyuanuct, pabotewy no gorosop ¢ H3OK. Mpunara ce opurMHan Ha NpoToKona, a Npu KaHAMAATCTBAHE 38 NPOOLIMKABAHE HA
TepanuATa ce NpeAcTaBA OpMIMMHAN Ha TIPeAX0AHWA NPOTOKON C 0TPa3eHn BCUYKK HA3HAYeHWs No Hero

1.5. PeweHne Ha cneuwanusMpaHa KOMMCUS 0T neuebHO 3aBefeHWe — W3NbLNHUTEN HAa AmOynaTopHa npoueaypa Ne 38
LONpeaensHe Ha nfiad Ha Ne4YeHve W NpocnejABaHe Ha TepaneBTUMHWA OTTOBOP NpM NALMEHTW, NONyYaBallM CKbNOCTPYBALLW
nexapcTBeHU NPOJRYKTU NO peaa Ha un. 78, an. 2 330" - an. M3-H30OK Ne 13

1.6. Hexnapaums 3a uHopmupaHo cbrnacue ro obpasey (npunoxenuns 3)

2. P30K npuema AoKyMeHTUTE IO T. 1 cheq cnpaBka OTHOCHO 3APABHOOCUIYPUTENHUA cTaTyc Ha 30N

3. MbpBMAT KU BTOPUAT NPOTOKON MPK 3aNoyYBaHe Ha NevYeHMe U NpU CMAHa ¢ APYr NEeKapCTBEeH NPOAYKT ¢€ W3AaBaT 3a
nepuog Ao 180 aHK, a BCceku cneaBall NPOTOKON MOXe Aa Cé W3AaBa 3a CPOK A0 365 AHW.

4. ONvcaHnAT NbNeH KOMNMEKT ACKYMEHTU Ce M3UCKEA B CNYYAUTe, NPY KOWUTO @ YKa3aHa HeoGXOAUMOCT OT PeleHne Ha
Komucuara no un. 78, 1. 2 o1 330 B LY Ha H30K

2
N3NCKBAHWA HA H3OK MPY NEYEHME HA AKTUBHA BONIECT HA CROHN Y YNILIEPOSEH KONWT C BMONOIMAYHI NEKAPCTBEHW NPOOYKTU
HAL 18 TOAWILIHA BL3PACT B U3BBHEONHUYHATA MOMOLL — B cvna oT 1 anpun 2021 roanHa



NPUNOXEHWE 1A

JINCT 3A ONPEAENAHE HA KPUTEPUWTE NPY 3ANOYBAHE HA NTEYEHUE HA AKTUBHA EQNECT HA CROHN C

BUONIOMYHU NEKAPCTEBEHW NPOOYKTWU NMPY BEONHW HAL 18 rOOULLHA BB3PACT

| Ume.
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Jaberexmka: meduyurckama doxymeHmayus, ydOCMOsEPAGaWa SCEKU OM KDUMESPULIMSe @ NIOCOYeHa C UIbPa & UHOSKS U 3adbrwumento
npudpyKasa HACMOALOMO RPUNOXEHUe.

Buonormunute NeKapcTBeHU MPOAYKTH {(AHTMLUUTOKMHOBHUTE M AHTUUHTErPUHOBK) C& MPURNAaraT Karo BTOPa JIMHWA Ha
nevyeHue, K%I?TOMB%IG IVHKUA (KOPTUKOCTEPOUANA W VIMy'HOCYI'lpECOpVI) e Buna HeycnewHa, KOHTparHauLupada unu NnauveHTsLT
He # NoHacs

A K EMM §A 3ANOYBAHE HA NBPBU KYPC (SAOBMKUTENHWU CA BCUYKU KPUTEPUN)

MKE K50.0, K50:1

Curypn ‘*igvl moaé%ac ‘ONpefengeHo PasnpocTPaHeHne — NoTBLPA Ho Ha 3ﬁaéa'ra Ha KNUHUYHATE CUMMTOMATUKA,
1 | napaknuHiH i
4pes eué%&nmn mgr-n"feﬁorpadmn nnnu komnioTepHa (KT) nnv marky Hg?peBOHaHCHa (MPT) TOMOI'paCbHH
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Hap! . 060 CbeToAKME U eAuH ¢ ﬁnogeqe 0T CnegHuTe CVIMDTOMM; WHTEPMUTEHTHO NOBPLILAHe, 3aryba

3 sTegecHa maca Hag 10%, noBuilieHa TefecHa Temneparyﬁaﬂ ‘cufiHa xopemua Bonka ¢ nannatopa
ﬁﬁan teHTHoCT (BonezHeHa maca), Auapua (Hag 3me&)exaumu m-gésl-lg) UN Hanu4Ke Ha oBCTPYKUKMA, DUCTYNK
vnuBbeuecn ' . T in
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4 MosuwdH annpoTeKTUH BLB dekan u“‘ auéoko Huso Ha CRP >*1:Pr Wi apyru pﬁemﬁauu Benesun 3a
axmsuocr‘(en.qocxogclm Anu xuc‘ronoruqmgzﬁr ri‘e‘su 3a aKTUBHOCT) §= ﬁ‘? .
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Henoanuﬂaaﬁe orﬁfobfﬁxé TEpouan U I unu wmyuocnynp‘ecopu B onTﬁMarﬁM Kyptoee u Aésu 38, NOHe 3 meceveH
nepmo,q e.qm;-me saﬁg pakTepHuTe * Ha nevyeHne cnyqan)
7 pecﬁ@axmepit p@vﬂpﬂémam cydaume ¢ nepeucmupawia akmuena Sonecm, ebnpexu eveHuemo ¢ prednisolone
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npunara ce oue xa n%gkar%a"@m . HBoBXOK

.-gc&%ue.ygw HANVuYMe Ha XOCMUTANWIALMA Ce NpUnara enukpuaa ¢ Homep W3 ¢ gasHocT 40 1 mecey
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IHHKY 33 pbeT, Terno n BMI, kakTo u Qeaym'ar OF WHCTPYMEHTANHWTE 1 XUCTONOTUYHY

‘g e}qayxpafmo gofenpxpanane Ha usrpaxmamu‘r& o noxa%”afenm 33 NoHe 4-CeAMuYeH Nepuos
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TERV i(hp,ﬁ 3Anb"§BAHE HANEYERNETS)

BpemeHHoCcT © n‘%%auu?r&( s Ha ‘cnyqauTe, ‘nocoueHn B ’xpa‘q:me XapakTepucTMKKM Ha ONpeaeneHn
NeKapeTBEHN NpoaykTHy. * o % s B o #

AKTMBHa WNU naTeHTHa ‘wpégxynosa*” Ia"EMyH0110m:;£+{oi wéénép,sat—ce‘ (sa,u,bnmuTenHo MaHTy, no BbL3MOKHOCT
Quantiferon T-spot). MNpeaw 3§hoqa,ane«!naxfrepanuﬂn&—rpaqmﬂ Ha6an Apo6 U CbpLE, 3aABLIMKUTENHA KOHCYNTaUMA C
Pruanarsp / Mynmonor B

Cencuc unu apyra Texka MHdeKLus

HIV vHdekuus

OCTbp WnKU XPOHWUYEH BUPYGEH XenaTuT

Heonnactuinu 3abonasaHus

3acToliHa cbpaeyHa HegocTareuHocT (NYHA HI-IV)

AnnacTyHa aHeMus, u3paseHa rpaHynounToneHns, muenognbposa, numdom

MHoxecTeeHa ckneposa K gpyrn 60necTv ¢ AeMruenyHU3auns
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0. ArToumyHHO 3abonAsaHe

OTrosaps Ha KpUTEPUKUTE 3a 3anoYBaHe Ha

nev4yeHUeTo C

B AHEeBHA Ao3a

NOAMACK HAa YNEHOBETE HA CNEeLWMaNM3NPAHATA KOMUCUA .........oooeeiiiiiimiicieeeeieeae e,

W3NCKBAHWA HA H3OK MNP NEYEHUE HA AKTUBHA BONECT HA CROHN U YNUEPO3EH KOMWUT C BMONOTMMNYHU REKAPCTBEHW NPOOYKTH
HAZ 18 FOAWMIIHA BL3PAGT B U3BBLHEQITHMYHATA MOMOLL — 8 cuna ot 1 anpun 2021 roguHa




OPUNOXEHUE 16

NUCT 3A ONPEAENAHE HA KPUTEPUWATE MPW NPOOBIIAXABAHE HA NEYEHWUE HA AKTUBHA BONECT HA CROHN C
EMONOrN4YHN NEKAPCTBEHW NPOAYKTHU APU BONMHU HAA 18 FOAWILUHA BB3PACT

B. KPUTEPUWN 3A MPOABIMKABAHE HA NIEYEHUETO (SAOBITKUTENHA CA BCUYKU KPUTEPUU)

MKB K50.0, K50.1

v ABEHE HE KNVHUYHATA CYMTOMATHKA
x%?ﬁ Ha BMI, nopoBpaBate Ha OTKNOHeHUTe 6M0mmwu|—m nokasarenu
33% C:Han 50% unu HopmanuaupaHe Ha CRP .
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OTrDBEPH Ha KPUTEPWHATE 33 NPOoALNXaBaHe B HEBHA Q0323

Ha nedYeHMeTo ¢
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@ M3UCKBAHWA HA H3OK NMPWU REMEHWE HA AKTVWBHA BORECT HA CROHN U YNILIEPO3EH KONWT G BUONOMMUYHW IEKAPCTBEHK NPOAYKTU
HAZ 18 FTOAWLIHA BB3PACT B M3BbHEONHWUUHATA MNOMOLL, — B cura ot 1 anpun 2024 roavHa




NPUNOXEHUE 1B

NUCT 3A ONPEAOENAHE HA KPUTEPUUTE NPA 3ATNIOYMBAHE HA NEMEHUE HA YNLUEPO3EH KOJMUT C
BMONOIrn4HK NEKAPCTBEHW MPOAYKTU NPU BONHW HAL 18 FOAUWWIHA BH3PACT

Ume: 1 ErH | | 1 l l | J l i |

3abenexka: MeduuyuHekama dokyMeHmauyus, ydocmosepsiealla ecexu om kpumepuume e nocoNeHa © yugpa e uHdexc u 3aduIIKUMenHo
npudpyxasa HacmMoAWOoMo NPUIOXEHUe.

BHUONOrU4HUTE NEKAPCTBEHU MPOAYKTH {AHTULMTOKMHOBUTE M AHTUMHTErPUHOBM) CE NpunaraT KaTto BTopa NMMHUA Ha
nevyeHwe, KoraTo NbpBaTa MUHUA (KOPTUKOCTEPOMAM U UMYHOCYNpecopu) e Buna HeycnewHa, KOHTPaMHAMLNPAHA UMY NAUWEHTLT
He s noHacq, TodaunTuikG ce npurara Npu Bb3PACTHW MAUMEHTM C HEeAOCTaTbyeH OTroBOp, 3aryba Ha OTroBOP urm
HENOHOCUMAGT.ABM KDHBEHUMOHRNHA TEPANMA Wik BONOrM4HNM CpeacTsa.

\ﬁiﬁn‘% i
A KP%,EﬁMELSﬁ 3AI'IO'-IBAHE HA MBPBU KYPC (SAOBIMKWUTENIHM CA BCUYKU KPUTEPUMK)

MKB K510, K51 1 K51.3, K51.5, K51.8; K51.9

CurypHa, %{%ﬁrﬁo@a “g onpeneneno pasnpqg:rpauennemwmombp,qgno H}gasa-ra Ha KNMHWYHATA CUMNTOMATHKA,
1 | napakn vi@sbneg’ﬁanun ¥ KOMBMHALMA OT EH[LOCKONCKY ¥ peHTrerﬂOﬂﬁ HY M3CNeABAHWA - TOTaNeH OrneA Ha rAT
ypes Ko QHQCKOﬂMﬂépeHTI'EHOFpaCbMH wiunu kommoTepHa (KT) unu MarfiMTHO-ano'l;lchua (MPT) Tomorpachus

3 T

2 Pesym% éfo;{fgxn I?nar dHo macnensawe Ha marepuan ot eHnoékoﬁcxa nwunu 'ﬁanapocxoncxa Guoncua, wunu
MHTpaOI'lgepaﬁTHBHO* arepuan, cbsmecm?éﬁuémmma YNUEPO3eH KonuT * "
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Ymepeué 're}mca popma Ha GonectTa gﬁ% "
3 KpraB%ﬁl%ép 1A = 3 gHesHo; ¢ wnn Ges noauﬁ.léné“‘“réhecua*Temnepawpaz 37 8=xemornobuH < 105 g/l; uau CYE > 30
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5 CymapuagQuep K no,,grfn‘exc Ha Mayo Hag 6 Toqki ©
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Henoanunaahe‘:pr mj(Op?l’HKOCTGpOHAM wiunu umyuocnynpecopw B ONTUMANHU" Kypcéae ¥ [O3W 33 NpHe 3 MeceveH nepuos
(ep,nH MECeL; 38 pe ’I{T‘epHMTe Ha nedeHue cny4vau)
* 3a pe anmepﬁw pUeMam crydauime ¢ nepcucmupalya axmueHa bonecm, @LAPEKU neveHuemo ¢ prednisolone a

0038 Had,0,75. mﬁﬂ(‘g éweej??ﬁp 34 1i6pLiB0Hag 4 cedmuyu .
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naGopaTopus IIIILPI aag ;'g‘}m wnoginpcano npmeham‘lqae Ha XOCMUTanvM3auus ce npunara enukpuza ¢ Homep M3 ¢ JasHocT Ao 1 Mecen
npeawn KaHawAAT BaheTé aa,q‘hmg:wregﬂo ¢ l}é aém BakHu 3a pret, Terno u BMI, kakro u peaynTaT or HHCprMGHTaﬂHHTe M XMCTONOMMYHW
H3CNeABaHUA Ha rul‘:‘fé Ha*nomyﬁcipa’@no,qng:garahaiﬁnauxa (naenoct 1 rogunay;
NpANara ce oueHKa 1o: uiu::exd ayo? L g o
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3. Cencuc vinu Apyra TexKka UHthekLns

4. HIV vHdekuus
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NPUNOHKEHUWUE 1I'

JIUCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOABLIMKABAHE HA NTEYEHWE HA YIILEPO3EH KONUT C
BHONOrMYHK NEKAPCTBEHW NPOOYKTH NPWU NALUWEHTA HAN 18 TOAUHU

B. KFUTEPUW 3A NMPOOBITKABAHE HA NEYEHUETO (SAOBIMKWTENHW CA BCHYKW KPUTEPKUI)

MKB K51..6. K61.1, K51.3, K51.5, K51.8,:K51.9
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I. NEMEEHO-OUAMHOCTUYEH ANFOPUTBM

OPUNOXKEHWE 2

1. JIEKAPCTBEHW MPOAOYKTH, eskmoveHn s Mpunoxenve 1 Ha NNIC, xowto H30K sannawa B ckoTsBeTCcTBME C
AeficTBANTE HOPMATUEBHU QOKYMEHTH.
Tabnuua 1
INN MKB AO3A
WHaykumoxHa Tepanus:
2 = 80 myg npes cegmuua 0, nocnegsany oT 40 mg npes ceamMMua 2
o K50.0, Kb0.1, 3a K50.0 n K50.1
i A K51.0, K51.1, = 160 mg npe3 ceamuua O (noa opmaTa Ha YeTUpK MHXEKLMUK B
: o . K51.3, K51.5, paMkuTe Ha enn%gguouou.me WKW KaTo ABEe MHXEKUUW NHEeBHO B
S L [y, 7 KB1.8, K51.9 fiBa nocneaosat };gWg,ng), cneq koeTto 80 mg npes ceammua 2 3a
?:;g;g Tag wld K50.0, K50.1, KS? 1 K51.1,'K51.3, K51.5, K51.8, K51.9
Ty w % no b anua®
Tu B B AnBRXKANA TERA
g e l, “=0 40 mg npes“’?p, -
“. 6-(”(;‘ = :ﬂ;g\; iR
A WUHAYKUMOHHA Tepanus; 7 Z .
e *  Hauansa ao3a 2007mg ,
*K51.0, K51.1, A, . 100 mg npea BTopa ceamnya £
K51.3, K51.5, i g»@; 5Q mgi‘l 00 mg Ha wecTa cegMmmua
K51.8, K51.9 '_ogg @Emama Tepanm'-l
Lk Y m@/100 mg & 3aavgéuﬁnoc1' OT TENecHoTo Terno Ha acekv 4
o a‘%cénm“uu .
N asgﬂf’ & Bt
g “‘ E *;, “’K5 " 0 K51, 1 45 mgfkg MHTpaagﬁéaan»in)yam Ha 0, Z-Qak 6—'ra CEAMULM
ll'dFLl)'(!M,AB'ff*«ig‘jimi K513, K51.5, nongbpmama Tepanua*ifz,
Foyi iR . ‘mg/kg UHTPaB Ho‘fs?ia MH(byaldFl ﬁa ‘Bcekn 8 ceaMUuL cneq
"é“’,ey qK518 K51.9 l.I.IeCTaCE
gy g AMULA
?‘ &;gﬁx!'%. g 3: : \1; i§$ '
P, R R o i~ ] MHaykumMoHHa Tépanua:
T ] i kgg; W i 1R ) * 300 mg MHTPaBEHO3HA MHCpy3us Ha O, 2-pa 1 6-Ta ceammLM
e g ;gm K?@gj Fei i, Noanbpkawa Tepanus®: |
VEDO ZﬁMAB‘ K53 O\Q( ‘f ”§¥“% =, = 300 MQ WHTPABEHO3HA WHCY3UA HA BCEKK 8 CeaMuuM cnej WwecTa
L% < 4(55’&,3 “”*“ﬁ i ceaMuLa unu
B ek K w108 mg npUnarann Ypes NoAKOKHA WHXEKLIMA BeAHBLX HAa BCeKN 2
Tostsgedegmium, cnied  noHe ,.de umpaa’aHoaHM uHpyam  (cnen
e A, _: MnpyKums). i
.. s -t
‘fii. B =
. UHAykuMoHHa Tepanua**: ¢ o s
* 3@#* = 20 mg (2 x 10 mg} ,E,HeBHO g npo.qﬁn;xeume Ha 8 ceaMuLm
L g
9.t ﬂoe.nhp*ama‘repanus Npo
e S ﬂOmg (24:( 5 rng) ;J,HeBHp o *
moa g7 e b ; o

Y

3
e

T %,
;&“‘*ﬁfﬂ *

B JEX

2

* Mo epeMe Ha nogabpxawara “reganun saosata” Ha* mpmmcmpov?’g‘me MOXE Oa C€ Hamanw MNOoCTENeHHo, B

CBOTBETCTBWE C npaBunaTa Ha filels]

Ghie

pata’® KIMEs

a npak'mxa. mpﬁrxaferopmqun NOKa3aHWsl, 32 CPOK He noeeue of 6

Meceua, ce AONycKa WHTEeH3uhuKauua Ha noaupoaxara”“‘"‘"’cboﬁpasno paspelweHneTo 3a ynotpeba / xpaTkaTa
XapaKTepCTUKa Ha NeKapCTBEHUA NPOAYKT.
** MupsaTa noakoxHa Ao3a Tpabea ga ce npunara BMECTO Criegealla NnaHupaHa MHTPaBEHO3Ha MHGY3NA W Ha Boekn 2
ceaMuuM cneq Tosa.
"™ T1pU nauMeHTMTE, KOUTO He NMOCTUIHAT ACCTATEYHA TepaneBTUMHA Non3a A0 CeaMuUa 8, NPMeMbT Ha MHAYKLMOHHATA
aosa moxe ga Gwae npoabnxex 3a owe 8 cegmuum (o6we 16 ceamuum), NocnedsaH OT CTaHAAPTHATA NOAOBLPXKALWE
Tepanua oT 5 mg ABa NbTW AHeBHO. [1py naumeHTUTE, NpKU KOMTO He ce HabNogasaT AOKA3aTENcTEa 33 TepaneBTUYHY
nonau go ceamuua 16, MHAyKUMOHHATa Tepanua ¢ Todaumtunnb Tpsbea na Gbvae npekpatena,

Mpu 3anousane vy Tepanua Ha HoBW GonHuK (6e3 npeawecTBaWO NeYeHne ¢ NOCovYeHUTe B TaBnuya 1 INN) ce HasHa4aBa
nexapcTEeHUs NPOAYKT/TEPANGBTUUHMA KYPC C HAA-rONAMa PasxogHa eeKTMBHOCT (HAaW-J06POTO CLOTHOWEHNWE MEXKAY
NOCTUraHe Ha TepamneBTHUYeH Pe3yNTaT OT Npunarase Ha NexapcTBeH Npodyky/NeKapcTBeHa TepanwA M pPasXoABaHe Ha
cpencTBa oT Gropketa Ha H30K 3a cbiuma npoaykt/Tepanus, Npu CLMOCTABAHETO My € APYI/M NexapcTBe /v NpoayKT/vM unu
JIeKapcTeEeHN Tepanuu, NPeACTaBNABAILW TEPANeBTUYHU aNTEPHATUBY U 3aNNalaH HanbAHO UK YacTuuHo oT H3OK), Ha
ocHoBaHWe un. 23a, an.1 ot Hapepg6a Ned or 2009r.
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NPUNCHEHKE 2
2. IPOCIIEAABAHE

[ UME: ler | [ T [ [ [ [ J T 1}
Tabnuua 2
M3CHEABAHWA n KOHCYNTALMWA® U3X0OHU {(no 6 HA BCEKH 6 HA BCEKWA 12
Mecela npeau MECELIA MECELA
KaHAVBATCTBAHETO)
XEMATONOTMYHK
XeMornobuH *** v v (Il mecew)
ePUTROLYTI..., v v
MOV}, he s T v v
xemate ;m'%""? #"m‘ v vz
neekqUINE.L% T v v
Hewpi%ﬁﬁ%i‘*:m‘,m; v ”a{;,, e v (Il mecew)
HMM(}:W'@Q by %“%; i et Amer et f" 'f %,;) V" (Il mecew)
Tpom%fﬁiﬁ & g™ v e T v
CyEfﬁ;zgf’f *’w%’ v i v
.SMO);&;aéq@MHHu’ ’ jf | - "
1L ;5 A«f P v ] v T
+ sfa@- :;%2 &Exw; ; N ‘/ /
X ) ‘/ . "‘if?‘ ::; P /
A T P ‘ﬂ
06wy erg%bygggﬁympgm o g;” v gi"‘ vl v e
Hnnup,n*(qqpuj&gl_q;;:gf,acﬁtmb)*** ?%&‘ i v ng N v (Illimecgu)‘ )
CepyMRo Kenasos/ KCKJ o v qy v ﬁ
CEPOJIOT AT - B e
HBsAQ [AnfiH Bo“‘-?iotal - v o
Anti HGV. ¥ N ‘ 5 :“‘f“ 'g gﬁa%ﬁa s v N
HIv gimf“’gm T m*“ §{ My v
cMVET T é‘“ *ﬁxp,; ) Mo npeLieHka
C. difficiles ™ vz, b 5 Mo npeveHka
WHCTRYMEHTANAW & % =y & T
EH,qocxorl‘lgﬂ (itonouo mﬁum@mmc& ﬁ};},& - /7 I Fo v
xm:mnormup Mﬁcﬂb@a{ge Ha. maTepma.n o1 vy : v i R * v
eHOOCKOMNCKA 7Hn|n | hanap KO cx@ﬁuoncm ‘whnm s "
MHTpaoneparT ﬁifd*aae"r Ma'rg s ,; o i s e ”%ﬂ
OBsopHa unu KoHTE éﬁﬁ{ajjamreabi‘paq:wimﬁnﬁjm MﬂO’*ﬁ‘{)EL{EHKa e Mo npeyeHka
unu MPT * T % ! avw NPT s
abgomuHanHa exorpédayﬁ g f,-é ;w;éﬂ P gx% cio N :,;, ;ﬁ‘* ii . ':1 N 4% f, 2,
PenTrenorpacus Ha Ga ne‘éﬁ*“ E S P N
APYTH «%f‘sm PR
BMI/Terno/PseT RN B2 v
- 3 M s B
CDAI 3a BonecT Ha Crohn v v
AKTUBHOCT Ha YNLUEpO3eH Konur v v
ungexc Ha Mayo v v
TyGepkynuHosa npoba (3agwnxutenHo Mauty, no v v
BbamoxuocT Quantiferon unu T-spot)
, | xannpoTexTuH v v

* 33ABLIMKUTENHO ¢ NPefCcTaBsl NONBLMAHEHA ¢ PE3YNTATUTE OT W3CNeABaHWATa TaGrnMua 2 Ha NPUIIOKEHWe 2, BKMWMBALLA W
NPEAXOAHUTE ICNEABAHUA W C& MPEACTABAT Ha OPUriHanHa 6nanka oT nabopaTopua UNK 3aBepeHo U NOANNCAHO KOonue
“*TlonoxuTeneH ceponorMden Mapkep 3a BUpyceH Xenarur Ge3 akTweHa BwpycHa pennukauma (PCR) He e npoTURONOKa3aHWe 3a
NpoBEXAaHe Ha BMONOrMyKRO NeveHne, HO NPY 384 bIDKMTENEH KOHTPON HA BUPYCHATA PENNUKaLUnA

*** Mpu Tepanua ¢ Tofacitinib - sagenxUTENEH XOHTPON Ha BCakY 3 Mecewa, CbrNAacHo paapelueHne 3a ynoTpeGa/KXI.

Jdata: .., TNexysaly nekap:
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. OBLLN USNCKBAHKA

1. Bw3pacToBarta rpaHuia ce M34YNCHABa B HABbPLUEHW FOAWHU - T.6. BKIOYMTENHO KbM AaTaTa Ha U3gasBaHe Ha NpoTokona ot
CNeuMan3npaHaTa KOMUCUS.

2. Mpu Ha3Ha4aBaHe Ha Tepanua NO NPOTOKOMN 3aALNXUTENHO ce CbobpassBaT BL3PACTOBATE OrPaHNHEHIs, CLIMACHO KpaTkaTa
XapakTepucTHKa Ha CLOTBETHWUA NeKapCTBEH NPOAYKT, YTBbPASHa no peaa Ha 3J1MXM.

3. H30OK He zannaiia neyeHue U3BLH YKa3aHATA BL3PACTORA rPaHNLEA B KDATKATA XapakTepucTUKa Ha NPoayKTa,

4. H30K He 3annawa nevyeHne ¢ 4031 Hag MaKCUMAanHo paspelueHUTe No KPaTka XapakTepucTUKa Ha NpoaykTa.

5. B cnyyail Ha HacTbNUNa NOAC3NPAHA HEXEnaHa NeKkapcTBEHa peakuws, nekapat ysegomsasa WAL no pega Ha un. 184 ot
3NMXM. Konue oT cbobitieHMeTo ce Nnpunara kbm MeauLMHeKaTa aokyMentauus va 3001 npu xaHanaaTcTBaHe 3a neveHune.

6. CMELIMANIY3UP ;-IATA KOMWCUA usnasa PewieHne cneg npoeegeHa AMGynatopHa npoueaypa Ne 38 ,Onpenensse Ha nnaH
Ha nedeHve ILD 'éﬁﬂBaHe Ha TEPanesTUYHWUA OTTOBOP NPU NALMEHTH, NONYYaBALM CKLNOCTPYBAWMN NEKAPCTBEHN TIPOAYKTU No
pefa Ha |n -.-fr? '"’“it”* ~2 3 O" Ha ocHoBaHue un. 53 v un. 309 oT HaunoHanNeH PaMKOB AOroBOP 38 MEAULMHCKUTE ASAHOCTU MEeXy
Hauwosanu Tawa.gpQBHgocurprTenHa Kaca v brnrapckw nekapcku cbloa 2a 2020-2022r. (obH., OB, 6p. 7 oT 24.01.2020 r.) #
npepocrasekg o1, g OJL. weauummcka paokymenTaunsa. CneunanuaupaHatai rﬁﬁﬁmo‘mn ‘CbXPaHABA ©JUH eK3eMnnAap ot Pewenueto,
CbXpaHssa To{j‘lg e’if?séﬁﬁnnﬂp Ha RpoToKonaiM, BCUYMKU Heobxoaumn noxyéné* T 38 M3NABAHETO My W KONWE OT NpUnoxexve 1 Ha
HAaCTOALLMT v; ”ﬁcj(*ﬁ’aﬁuﬁ;?‘fnonbnﬂem 10 CbLOTBETHATA TOYKA W NOANUCAHO EghnqqueTe Ha cneuuanuaupaHaTa KoMUCHs.

3§¢? P A e Y CHA
g;g ;‘;u;m%:ﬂ* gﬁ
Hacmosuiu 3;'?2:?(3@"%5 ca paspabomeHu Ha ocHosaHue 4i1. 58 o LiuouaneH amkos 0020800 3a MeOULUHCKUME
pa3p 0

A #
Jdefinocmu e;géy Hé@OHanHama 30paeHoOCUaypumenna Kkaca U bonzap kﬁ@quapcxu cbioz 3a 2020-2022r. (o6H., OB, 6p. 7 oT
24.01,2020 ,;Q;xx qnuéa(ﬁ fgyun’a om 1 anpun 2021e. wa ocHosaHue ﬁe‘ﬁ!euue No Pﬁ- C-04-37/19.03.20212. 1 ommenam
Jelicmeawunt udxea / cuna om 15 anpun 0208. H&ocﬂoeaHue pewerue Ne B-HC-04¢36/06.04.2020z.
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NPUNOXEHWE 3

OEKNAPALIMA 3A MHOOPMUPAHO CBHITIACUE C UBUCKBAHUATA 3A 3ATIOYBAHE/! NPOOBIMKABAHE HA
TIEYMEHMETO C NEKAPCTBEHWA NPOOYKT

A3 oon no,unwcaHmHTlaTa .........................................................................................................................................
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B it -é 4
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ng;a;&aiﬁ 'a{x? *
3{;2 & : o
cnen  xaro B ﬁoiﬁ@@ ¢ uanata Md npejoctaBeHa qu)opmaljn% :m, Lenta Ha MeYeHWeTO ¢ NeKapCTBeHWUA
-ﬁ. G 5, T owe
NPOAYKT...... ;‘._féi“.ﬁ& :; 5 %"" u:cne.u KaTo nomy{vx u3depnarenHu OTroBOpH Ha
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