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MoA 18 FOAMLLIHA Bb3PACT

B UI3BBbHBOJIHUYHATA NOMOLL



WU3UCKBAHUSA HA H3OK NMPWU U3NABAHE HA MPOTOKONW 3A NMPOBEXIAHE HA NIEYEHME HA
TEXKA AKTUBHA BOJIECT HA CROHN W YNLUEPO3EH KONUT C BUONOMMYHU NEKAPCTBEHM NPOAOYKTHU

NP BONMHU NOA 18 TOOULLHA BBL3PACT
(Adalimumab, Infliximab)

MpoTokonsbT ce W3aaBa OT CMEUMANUCTM C KOA Ha cneuuanHocT 52 - geTcka racTpoeHTeponorus oT cneuyuanuaupaHa
KOMUCHA B nevyebHu 3aBedeHus 3a GONMHUYHA MomoLW, ckmouunM gorosop ¢ H3OK. CneunanuanpaHuTe KOMMCUM ce
Cb3AaBaT cbC 3anoBeA Ha avpekTopa Ha cnepnute J13: CBANB, rp. Codua — knuHUKa No AeTcka racTpoeHTeponorus; YMBAI
.CBeTa MapuHa”, rp. BapHa — aetcka knuHuka; , Amkubanem Cutu KnuHuk MBAI Tokyna“, rp.Codusa — geTcka KNMHKKA.

I. PE} 3A 3ABEPAIBAHE HA MPOTOKONWUTE

lMpoTokonu 3a 3anouBaHe Ha neyeHue
lNpoTokonu npu cMAHa Ha TepanuaTa (CMAHa Ha nekapcTeeH npoaykt ¢ apyr INN)

* [MonbnHeHo u nognucaHo npunoxenue 1A/1B — nucT 3a onpepensHe Ha

CNEUMANTU3IUNPAHA
KOMUCUA

. KpuTepumuTe (No T.A) C BCUYKM HEOBXOAUMM M3CnenBaHus.
* MeauuuHcKa fOKYMEHTaLMUA C NPUNOXEHN BCUYKM HEOBXOaWMKM nokasaTen

u n3cnensanua no tabnuua 2 Ha NnpunoxeHue 2

* PelleHne Ha cneunanusMpaHa KOMUCWSI C SiCHA MeaWLWHCKA MOTUBaLUA
(modnucaHo om 8cuYKU YNeHose Ha creyuanuaupaHama Komucus)

* ‘MpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawanv ot H3OK/P30OK' —
06p. M3-H30K

Komucusa no un. 78, 1. 2
ot 330 B LIY Ha H30K

3aBepka Ha npoTokona
B P30K

Y

npOTOKOJ'IPI 3a NpoAbrnKaBaHe Ha neveHue

CNEUMANUIUPAHA
KOMUCUA

* ‘TpoTokon 3a nNpeanucBaHe Ha fekapcTea,
L sannawann ot H3O0K/P30K” — o6p. M3- »| 3aBepka Ha npoTokona
H30K B P30K

Il. OBLW NONOXEHUA

1. 3011 nogaBa nogroTeeHuTe okymenTy B P30K no HacToALWKMA cu agpec. [lOKYMEeHTUTE BKMNIOYBAT:

1.1 3asaBnenue go JupekTtopa Ha P3OK

1.2 MNonbnHeHo u noagnucaHo npunoxexue 1. MoNbNBa ce No CLOTBETHATA TOUKA U ce npunara otpaseHata B UMPOB MHAEKC
MEAMUMHCKA NOKYMEHTaLMS, YAOCTOBEPSABALLA BCEKMU €IUH OT KpUTepunTe

1.3 MenuuaT Habop nscneaBaHUA (PUINKANHN, HCTPYMEHTANHM 1 nabopaTopHu), 0Tpa3eH B NpunoxexHue 2

1.4 “Mpotokon 3a npegnuceaHe Ha nNekapcTea, annawadu ot H3OK/P3OK' — o6p. M3-H3OK, usgageH oT nekaps
CNeuuanucr, YneH Ha cneuvanuanpana komucwns. lpunara ce opurMHan Ha NPoTOKONa, a Npu KaHaAMaaTcTeaHe 3a npoabrxaBaHe
Ha TepanusTa ce npeacTass opuriHan Ha NpeaxoAHVs MPOTOKON € OTPa3eHN BCUYKWM HA3HAYEHWS NO Hero

1.5. PeweHue Ha cneuuanuamMpaHa KOMUCHMA OT neyeBHO 3aBedeHME — W3NBIHATEN HA AmBynatopHa npoueaypa Ne 38
.OnpejensHe Ha nNnaH Ha neyeHMe W NPOCNEAsBaHE Ha TepanesTUYHUS OTrOBOP MPU NauUWeHTH, Mony4YaBallyn CKbMOCTPyBaLLu
nekapcTBeHU NpoAyKTU No peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. Jexknapauus 3a MHpopMMpPaHO chrnacue no obpasey (npunoxeHue 3)

2. P30K npuema nokymeHTMTE No Touka 1 cnep cnpaBka OTHOCHO 3ApaBHOOCUTypUTENHKA cTaTyc Ha 30/

3. MbPBUAT U BTOPUAT NPOTOKON NPU 3aroYBaHe Ha fevYeHue M npu cMsHa ¢ ApYyr nekapcTBeH NPOAYKT ce u3gasar 3a
nepuoA Ao 180 AHuW, a BCeku cneaBawy NPOTOKON MOXe [a ce M3aasa 3a cpok o 365 gHu.

4. ONUCaHUAT NbNEH KOMMNeKT AOKYMEHTHU Ce M3UCKBa B Criy4yauTe, NpU KOUTO e ykazaHa Heo6XOQUMOCT OT pelleHue Ha
KomucuaTa no un. 78, 1. 2 ot 330 B LY Ha H30K

&
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U3UCKBAHWA HA H30K 3A NEYEHWE HA TEXKKA AKTWBHA BONECT HA CROHN U YIIUEPO3EH KONUT C BMONOTMYHW NEKAPCTBEHU

NPOAYKTW NOA 18 TOANWHA BL3PACT B M3BbHEONMHUYHATA nomotuy



MPUNOXEHUE 1A

NNCT 3A ONPELENAHE HA KPUTEPUUTE MPU 3AMOYBAHE HA NEYEHUE HA TEXKA AKTUBHA BOJIECT HA CROHN C
BUONOrMYHM NEKAPCTBEHW NPOAYKTU NPU BONHU NOL 18 FOOVLUHA Bb3PACT

N I I I O

Ume: [ ErH l

3abenexka: meduuuHckama OdokymeHmauus, ydocmosepsisalya 6cexu Om KpUMEpUUMe e rocoyeHa ¢ yuchpa 8 uHdekc U 3adLIKUMeEnHo
npudpyxasa HACMOAWOMO NPUNOXEHUe,

AHTUUWTOKUHOBMTE NEKapPCTBEHW NPOAYKTU Ce npunarat Kato BTOpa FWHUA Ha rneYeHWe, KoOrato nbpsaTta NUHWS
(kopTUKOCTEPOMAW U UMYHOCYNpecopy) e Buna HeycnelHa, KOHTpanHauUMpaHa UNu NauveHTLT He 5§ NOHacs.

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBM KYPC (SAOBITMKWUTENHU CA BCUYKU KPUTEPUW)

MKB K50.0, K50.1

CurypHa amarHosa ¢ onpegeneHo pasnpocTpaHeHue — NOTBLPAEHO Ha DasaTa Ha KMMHWYHATA CUMNTOMATWKA,
1 | napaknuHUYHK M3CNeaBaHNA M KOMBUHALUS OT EHAOCKONCKU 1 PEHTIEHONOIMYHN U3CNEABaHUA - TOTaneH ornea Ha T
Ypes eHAOCKOMNUA, PEHTreHorpacus umnm komnioTbpHa (KT) unu mardutHo-pesoHaHcHa (MPT) ToMmorpadus

Pe3ayntaT OT XWUCTOMOrMYHO M3creaBaHe Ha matepuan OT eHAOCKOMCka W/MNW rianapockoncka Guoncus, wiunm
L 1
VHTpaonepaTuBHO B3eT MaTepuan, CbBMECTUM ¢ guarHosata BonecT Ha Crohn

Texka cpopma Ha GonecTra cbrnacHo NICE, 2010 u ECCO, 2010:

3 " TeXKO HapylweHo obwWo CbCTOSHWE U €AUH UMK NOBEYE OT CrEAHUTE CUMMTOMM: saryba Ha TenecHa maca Hag
10%, noeuweHa TenecHa TemnepaTypa, cvnHa kopemHa Gonka, guapus (Hag 3 gedekauum OHEBHO), unu
Hanu4uve Ha o6cTpykums, unu abouecy '

Bucoko HuBo Ha CRP > 5 mg/l u/mnu apyru 06eKTUBHM Genesn 3a aKTMBHOGCT (noBMWeEHN HMBA Ha KaNMPOTeKTUH
BbB (heKkanu UnNu eHAOCKONCKN MITM XMCTONOrMYHM Beneay 3a aKTMBHOCT) '

5 | CymapHa oueHka no Pediatric Crohn’s Disease Ativity Index (PCDAI) nag 30 Toukn °

HenoenwsisaHe oT kopTHMkocTepouan unu VIMYHOCYMPECOpW B ONTMMarHKu KypcoBe W 403n 3a NoHe 3 MeceyeH nepuos
(eauH mecel 3a pedpakTepHUTe * Ha neYeHne cnyyam)
* 3a pechpakmepHu ce npuemam cryyaume ¢ nepcucmupatwya akmueHa 6onecm, ebrpeku neyeHuemo ¢ prednisolone
dosa Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Iunca Ha usknrouBalm kputTepuu no . 6 *

" HeobxoaumuTe M3CNeaBannsA ca otpasedy B Tabnuua 2 Ha NpunoXexue 2 - 3a4LIKUTENHO CE NPEACTABAT HA OpUTUHANHa GnaHka oT
nabopaTopusi unK 3aBEPEHO M NOZNMCAHO KOMME, NPU HANMYMe HA XOCNUTANM3aLMA ce npunara enukpusa ¢ Homep M3 ¢ aasHocT 40 1 mecey
MPEAN KaHAMAATCTBAHETO, 38ABMKUTENHO Ce NPEACTABAT AaHHW 33 PBCT, Terno v BMI, KaKTo M DE3yNTaT OT MHCTDYMEHTARHUTE 1 XUCTONOMMYKM
“3cneaBaHWA Ha OPUTMHANHA NOANKUCAHA W NogneYaTtaHa bnaHka:

npunara ce oueHka no ckana PCDAI - HeoBXOANMO @ ABYKDATHO NOTBLPXAABAHE Ha nIrpa¥aawmTe ro nokasaTenu 3a noHe 4-cegMuueH
MEePMOA OT NeYEHNETO, MPUNaraT ce U ABaTa uLia, YA0CTOBEPABALLM NPOBEXAAHE Ha OLEH kaTa;

amBynaTtopHu nUCTOBe OT NpernieAn NPU CreuUanucT/enuKkpuam, YAOCTOBEPSBALUN Ha3Ha4aBaHe Ha NPEeAXo4Ha Tepanus C OTpaseHw
§POKOBE Ha NpUNOXEHIE 1 PaSBUTHM CTPAHNYKYN PeaKLMK, 3aN04HaTa Tepanns ¢ APYrv NeKapcTBEHH NPOAYKTH, CPOKOBE, e(heKTUBHOCT;

YAOCTOBEPABA CE C NOANMCH Ha CNeLManu3npaHaTa KOMUCHS B NPUAOXEHNE 1 HA HACTOSALLNTE W3UCKBAHWS.

B. U3KIMIOYBALLY KPUTEPUU (MPU 3ANIOYBAHE HA JIEMEHUETO)

1.  Bwbapact nog 6 roguHu

2. BpemeHHOCT W naKktauua (C W3KMIOYeHMe Ha CriydawTe, MOCOYeHW B KpaTKUTE XapaKkTepuCTUKM Ha onpeaeneHu
TNeKapCTBEHN NPOAYKTH)

3. AKTMBHa wnu nateuTHa TyBepkynosa — MiMyHonormyHo w3cneasaHe (3aabMmKUTENHO MaHTy, no Bb3mMoxXHOCT

Quantiferon T-spot). Mpean 3anousaHe Ha Tepanus R-rpacdma Ha Ban apob v cbpue, 3aabMmKUTENHA KOHCynTaums c

®Tuamnatsbp / Mynmonor

Cencuc unu gpyra Texka uHdekLms

HIV nHdpekumns

OCTbp YN XPOHUYEH BUPYCEH XENaTUT

Heonnactuynu 3abonseanus

3acToiiHa cbpaeyHa HegocTaTbyHocT (NYHA H-1V)

AnnactudHa aHemMusi, U3paseHa rpaHynouUTONeHs, mMuenodgubposa, numdom

MHoxecTBeHa ckneposa u Apyru 6onecTu ¢ gemuenuHusaums

ABTOMMYHHO 3abonsBaHe, HEOBX0ANMO € BHUMaTeNHa npeueHKka Ha TexecTTa Ha 3abonasaHeTo

NG~

— - O o
Do -

OTroBaps Ha KpUTEPUNTE 33 NEYEHUE C ...................... ... . B AHEeBHa #o3a ...

Cneunanu3nupanHa KOMMCHA ..................... ... ...

, 3
]
'g- A WN3NCKBAHWA HA H30K 3A NEYEHME HA TEXKA AKTUBHA BONECT HA CROHN U YNUEPO3EH KONWUT C BUONIOTMYHIN NEKAPCTBEHW
2 NPOAYKTW NOA 18 FOAULLHA BL3PACT B U3BBHEONHWYHATA nomotLy




NPUNOXEHUE 1B

NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOIBLIMKABAHE HA NTEYEHUE HA TEXKA AKTUBHA BOJNECT HA
CROHN C BMONOrUYHU NEKAPCTBEHUW NPOAYKTU BOMHMU noAa 18 rOOULLHA BBL3PACT

[ Mme: [erw] [ T T T T T T T 17

3abenexka: meduyuHckama OokymeHmauus, ydocmosepseala eceky om Kpumepuume e rocoYyeHa ¢ (ugpa 8 UHOBKC U 3a0bIIKUMENHO
npudpyxasa HaCMOALLOMO NPUOXeEHUE.

B. KPUTEPWUW 3A NPOOBIMKABAHE HA NEYEHMETO (3AOBIMKUTENHM CA BCUYKM KPUTEPUMW)

MKB K50.0, K50.1

MoBnusieaxe Ha nokasartenure:

*  HaMansBaHe Ha KNMHWUYHaTa cUMTOMaTvKa

*  nwunca Ha cnaa Ha BMI, nopobpseae Ha OTKNOHEHUTe BHOXMMUYHI NoKasaTeny
*  HamanseaHe ¢ Hag 50% unu Hopmanuaupatie Ha CRP |

2 | CymapHa oLgHKa Ha NokasaTenuTe — 3HaUUTENHO NOHWKEeHne Ha PCDAI CNPAMO M3XoaHaTa °

3 | llunca Ha HexenaHa NekapcTBeHa peakuus u U3KNHOYBALM KPUTEPUM NO TOuKa [ °

! MeauumHcka AOKYMEHTALUWA C 0TpaseHa CTeNeH Ha NOBMMABAHE Ha NOKa3aTenuTe, 3a34bIKATENHO ce NpeAcTaBs U ambynaTopHus nucT ot
npernepa Ha 12-ta cegMuua cnej 3ano4BaHe Ha NEYEHHETo. HeobxoaumMUTE M3CneaBaHWA ca oTpaseHn B Tabnuua 2 Ha npunoxexne 2 -
3aABMKUTENHO C& NPEACTABAT HA OpUriHanHa 6nawqka ot NabopaTopus UNKU 3aBEPEHo W NOANNUCAHO Konue;

* npunara ce oueHka no ckana PCDAI:

: YAOCTOBEpABa Ce C NOANWC Ha CNEeUUanucTUTe B NPUINOXEHWE 1 Ha HACTOALLUTE U3NCKBAHMA 1 Ce NoNbLNRa Tabnuua 1.

Tabnuua 1 HexxenaHu nekapcTeeHu peakuvu
ragexe, rnasobonue, cBETOBbLPTEX
aneprus
NoBWLIABaHE Ha apTepUanHoTo HansraHe
TeXKa UHdekuns :
XEMATONOrUYHI WU BUOXMMUYHN OTKNOHEHUS CboBPa3HO hapMakonorMiHoTo Aocue Ha npoaykTa - XemMornobuH
nog 80 g/l, neskouuty noa 3 500, TpomBoumTy nog 90 000

. UIBKNMKOYBALLK KPHTEPMH (NPU NPOOBLIMKABAHE HA NEYEHUETO)

1. Jlunca Ha TepanesTuyeH edekT crie 3anouBaHe Ha NeYeHNneTo
2. TpaiHa KNUHUYHA 1 EHAOCKONCKa pemMucUs Ha BonecTTa — 03ApaesiBaHe Ha nurasnLaTa, BKMNIOYMTENHO TPAEH CNag Ha
PCDAI nog 10

H30K 3AMMALLA AOMALLHO NEYEHUE C AHTULUMTOKWUHOBMW NEKAPCTBEHM NPOAYKTWU O NOCTUTAHE HA TPAMHA KNUHUYHA W
EHAOCKOMNCKA PEMUCHA (O3OPABABAHE HA NArABULIATA).

Onpenenexue 3a 03gpaBABaHe Ha nuraevuara — 6e3 KnMHUYHuU, BrMoxMMUYHK/NABOPaTOPHK, EHOOCKONCKN UMK XUCTONOMMYHMU Geneau Ha
Bb3naneHue, BknwuutenHo PCDAI nog 10 Touku.

OTI'OBapH Ha KpUTepuuTe 3a NnevYeHuwe c ... R BAOHeBHa no3a ................. s

cneunanuanpaHa KOMUCMA .......................... ...
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M3NCKBAHWNA HA H30K 3A NEYEHWE HA TEXXKA AKTMBHA BONEGT HA CROHN U YIIUEPOS3EH KONWT C BUONOTUYHN NEKAPCTBEHW
NPOAYKTW NOA 18 FOAVLIHA Bb3PACT B U3BBHEONHWYHATA nomotLy,
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NPWUNOXEHUE 1B

NCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWE HA YNUEPO3EH KOMNUT C BUONOMMYHU
NEKAPCTBEHMW NPOAYKTWU NPWU BONHW NopJ 18 FOOULLIHA BB3PACT

Wwe: [erv] [ T T T T T T 1 1]

3abenexka: MeduyuHckama AoKymeHmayus, ydocmosepssawa 6ceku om kpumepuume € nocoveHa ¢ Uugpa 6 UHOBKC U 3a0BLIXUMEnHo
npudpyxaea HaCMOAWOMO NPUNOKEHUeE.

AHTULWTOKMHOBUTE feKapCTBEHW NPOAYKTM ce lpunarat kato BTOpPa NWHWSA Ha feYeHWe, KOraTo MbpeaTa NUHWS
(kopTUKOCTEpOMAK 1 UMyHOCYNpecopw) e Buna HeycnewwHa, KOHTPaUHAMLMPAaHA UMK NaLWEHTBLT HE S NOHACS.

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

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

CurypHa AnarHosa ¢ onpepeneHo pa3npocTpaHeHWe — noTBLPAEHO Ha Dasata Ha KNMHWYHaTa CUMNTOMaTUKa,
1 | napaknuH4HM W3cneasaHus U KOMBUHaLWS OT €HAOCKONCKM W PEHTTEHOMOTUYHN N3CNEeBaHMS - ToTaneH ornea Ha [UT
4pes eHJoCKoONuUs, peHTreHorpacus u/nu KomnioTbpHa (KT) unu MarHUTHo-pesoHaHcHa (MPT) Tomorpadhus '

2 Pesyn‘ra'r dT XWUCTONOrM4YHO M3cnegBaHe Ha MaTtepuan oT eHO0oCKOoncka 1w‘mnw nanapockoncka Guoncus, w/wnm
WHTpaonepaTusHO B3eT maTepuarn, CbBMEcTUM C AnarHosaTa ynueposeH KonuT

Vmepeub ﬁma-m Texka popma Ha GonecTra cbrnacHo ECCO & ESPGHAN 2012:
3 | kbpBaBa .qiuapun 2 5 [OHeBHO, HOWHA AedeKauWsi, HanuuMe Ha kopemHa 6onka, orpaHvyaBaHe Ha oBuuaiiHaTa
aKTUBHOCT

Bucoxo3ri_u_ao Ha CRP > 5 mg/l u/unu apyru oGekTUBHM Geneau 3a aKTMBHOCT (NoBMLLEHM HMBA Ha KaNNPOTEKTUH
BbB (PeKanmn Unu eHAOCKONCKN UMW XMCTONOIrMYHY Beneau 3a aKTUBHOCT)

5 | CymapHa oueHka no Pediatric Ulcerative Colitis Ativity Index (PUCAI) Haa 34 Touku °

Henoenusasane oT kopTukocTepouan Unu MMYHOCMYNPECOpU B ONTUMANHK KypCcOBE U 403K 3a NOHEe 3 MeceyeH nepuos
(eavH Mecel 3a pechpakTepHUTE * Ha NeYyeHne criyyam) ¢

* 3a pehpakmepHu ce npuemam cnyyaume ¢ nepcucmupawa akmusHa bosiecm, ebnpeku neyeHuemo ¢ prednisolone s
0osa Had 0.75 mg/kg dHeeHo 3a nepuod Had 4 ceomMuyu

7 | INunca Ha u3KnOYBalWM KpuTepuU No 7. 5 *

L HeobGxoauMuTe MacneaBaHus ca OTpaseHu B Tabnuua 2 Ha NpuUNoxXeHue 2 - 33 LIKUTENHO ce npescTaBAT Ha opuriHanHa Bnadka or
naGopaTopua UAKM 3aBEPeHO U NOANUCAHO KOMMe, Npu Hanuuve Ha XocnuTanuaauws ce npunara enukpusa ¢ Homep U3 ¢ gasHocT Ao 1 mecey
NPEAN KaHAMAATCTBAHETO, 384 bIDKUTENHO C& NPeACTaBsT AaHH1 33 pBCT, Terno u BMI, kakTo v pesynTaTt OT MHCTDYMEHTANHUTE U XUCTONOFMYHY
W3CNEABAHNA HA OPUIMHANHA NOANWCAHA W NoAneyaraHa Gnaxka (AaeHocT 1 roanHa);

npunara ce oueHka no ckana PUCAI - HEOBXOAMMO € BYKPaTHO NOTBbDXAaBaHe Ha n3rpaxaawuTe ro nokasatenu 3a noHe 4-cegmMuyeH
NEPUOJ OT NEYEHMETO, Npunarat ce U ABaTa HWUa, YROCTOBEPABALUM NPoBeXAaHe Ha OLeHKaTa;

amMBbynaTopHU NUCTOBE OT npernean npu cneunanuct/ennuKpusn, yAOCTOBEPSBALLM HA3HAYABAHE Ha NPeAXodHa Tepanus C OTpaseHu
CPOKOBE Ha NPUNOMEHNE 1 PA3BUTU CTPAHNYHN PEaKLMK, 3anoYHaTa TepanuA ¢ Apyrv NeKkapCTBeHU NPOAYKTH, CPOKOBE, E(EKTUBHOCT;
4y,qocmsepﬂsa C& C noANuCHK Ha cneuuanu3upaHaTa KOMUCHs B NpUNoxXeHne 1 Ha HaCTOALLUTE UIUCKBAHUSA.

B. U3KIMHOYBALLIM KPUTEPUM (MPU 3ANOYBAHE HA NIEYEHWETO)

1. Bwb3pact noa 6 roguHu

2. BpemeHHOCT W nakTauma (C W3KMIOYeHWe Ha Cny4awTe, NOCOYEHN B KPATKUTE XapaKTepUCTWKM Ha onpeneneHu
NeKapcTBEHN NPoayKTM)

3. AKTMBHa unM naTeHTHa TyGepkynosa — WmyHonoruuxo vscrieapaHe (3agbimuKMTENHO MaHTy, no Bb3MOXHOCT

Quantiferon T-spot). MNpeau 3anousaHe Ha Tepanua R-rpacms Ha 6an 4po6 v cbpue, 3aabmKUTENHa KOHCynTaums ¢

®Tusmnatbp / Mynmonor

Cencuc unum apyra Texka UHdeKLUs

HIV uHdbekuna

OCTbp UnK XpOHWYEH BUPYCEH XenaTuT

Heonnactuynu 3abonseaHus

3acToitHa cbpaeyHa HegocTaTbuHocT (NYHA HI-1v)

AnnacTuyHa aHemus, napaseHa rpaHynounToneHns, Muenodmnbpoza, numcom

MHoxecTseHa ckneposa u apyru Gonectu ¢ AeMuenuHu3auma

ABTOUMYHHO 3aBonasaHe, HEOBXOAUMO € BHUMATENHA npeLeHKa Ha TexecTTa Ha 3abonseaHeTo
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W3NCKBAHWA HA H30K 3A NIEYEHWUE HA TEXKA AKTUBHA BONECT HA CROHN U YNUEPO3EH KONUT C BUONOTMYHM NEKAPCTBEHM
NPOAYKTW NOA 18 FOAWLUHA Bb3PACT B M3BLHEONHUUYHATA nomMoLy




NPUNOXEHUWE 1I

NWCT 3A ONPEOENAHE HA KPUTEPUMUTE NPU NPOOBINKABAHE HA NEYEHMUE HA YNLIEPO3EH KONWUT C
BUONOrNMYHU NEKAPCTBEHWU NPOOYKTU NPU EOMHU noa 18 rOOULLUHA BL3PACT

Ume: ‘ EMH ‘ l [ J [ [ l | l J T

3abenexka: MeduyuHckama OokymeHmayus, ydocmosepsiealua eceku om Kpumepuume e nocoYeHa C¢ yughpa 6 uHlekc u 3adbImKUMeEnHo
npudpyxaea HaCMOoAWOMO NPUNOXeHUe.

B. KPIATEPMH 3A NPOABMKABAHE HA NEYEHUETO (3AIBIMKUTENHU CA BCUYKK KPUTEPUMW)

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

MNoenusBaHe Ha nokaszaTenuTe:

*  HamansBaHe Ha KNUHWYHATa CUMTOMAaTUKE

*  noaoGpsBaHe uNK HOPMANU3UPAHE Ha OTKNOHEHUTE nabopaTopHu nokasatenu
"  EHAOCKOMCKO UMK XUCTOMOrMYHO nofoBperie |

2 | CymapHa oueHka Ha nokasaTenure — 3HaUMTENHO NoHWKeHue Ha PUCAI CMPsSIMO U3XoAHaTa °

3 | Nunca Ha HexenaHa nekapcTBeHa peakums u u3KnYBawm kputepum no 7. I

! MEAMLMHCKA HOKYMEHTAUMUA C OTPa3eHa CTENeH Ha NOBNWABaHe Ha nokasaTenuTe, 3a4bNXUTENHO Ce NPEACTaBs W amBynaTOPHWA NUCT OT
nperneaa Ha 12-ta ceamMua cnej 3anodeaHe Ha nedeHnero, HeoOXOAMMUTE M3CNEABAHMA Ca OTPa3eHW B Tabnuua 2 Ha npunoxexuve 2 -
3aABMKNTENHO CE NPEACTABAT Ha OpUrMHaNHa 6nanka oT naBopaTopus Unu 3aBepeHo 1 NOANUCAHO Konue:

? npunara ce oueHka no ckana PUCAI:

’yp,ocmsep;laa Ce C NOANMCH Ha cneunanusMpaHaTta KOMUCUA B MPUNOXeHue 1 Ha HacToAWMUTE U3UCKBAHWUA U Ce NonbnBa Tabnuua 1

Tabn. 1 Hexenanu nekapcTeenn peakumm
ragexe, rnasobonue, CBETOBbLPTEX
aneprus
NOBULLABAHE Ha apTepuanHoTo HansraHe
TexXKa nHdekuma .
XeMaTonoruyHN U/uniu BUOXUMNYHY OTKITOHEHNS! CLOBPA3HO (hapMaKoNOrMIHOTO AOCKUe Ha NPOoAYKTa - XeMornobuH
noga 80 g/l, neskoumTu noa 3 500, TpomBoLmTH nog 90 000

I". U3KNIOYBALLM KPUTEPUU (NPU NPOOBLIMKABAHE HA JIEMEHUETO)
1. Jlunca Ha TepaneBTuyeH edekT cnes 3ano4yBaHe Ha NeyYeHneTo
2. TpaWHa KNMHWUYHA U EHAOCKONCKA PEMUCHS Ha BonecTTa — O3[paBaBaHe Ha nurasuuara, BKMHYUTENHO TpaeH cnag Ha

PUCAI nog 10

H30K 3AMMALLA JOMALLHO NEYEHUE C AHTULIMTOKUHOBM NEKAPCTBEHM NPOAYKTU A0 MOCTUIAHE HA TPAMHA KNMUHUYHA U
EHOCKOMNCKA PEMUCUA (O3APABABAHE HA JIMTABULIATA).

Onpepnenexue 3a O34paBABaHe Ha nuraBuuara — 6es KNMUHUYHMK, Guoxumuqﬂumaﬁopampuu, EHAOCKOMNCKK UNKU XUCTONOrM4YHK Benesun Ha
Bb3naneHue.

OTroBaps Ha KpUTepWMTe 3a NeYeHue ¢ ... .. . . BAHEBHA JO3a ...

cneunann3vpadHa KOMMCWA ................................_....
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NPUNOXEHWE 2

I.  NEYEBHO-AWATHOCTUYEH ANTOPUTBHM

1. NEKAPCTBEHMW NPOAYKTW, BKNioYeHU B Mpunoxexnwe 1 Ha MNNC, kouto H3O0K 3annawa B CbOTBETCTBME C
AeACTBalMTE HOPMATUBHU AOKYMEHTH,

Tabnuua 1
INN MKB OO3A
MHaykumMoHHa Tepanus:
«  80/40"* mg npes ceamuua 0, nocrneasanu ot 40/20**
mg npe3 ceamuua 2 3a K50.0 n K50.1
o K50.0, K50.1, » 160 mg npes ceamuua 0 (noa cdopmata Ha YeTupu
ADALIMUMAB K51.0, K51.1, K51.3, VHXEKLIMA B PaMKWTE Ha €AHO AEHOHOLUME UMK KaTo
. K51.5, K51.8, K51.9 ABE WHXEKUUM OHEBHO B [Ba NOCNEAOBATeNHM AHW),
cneA koeto 80 mg npes cegmuua 2
+ Tllopavpxawa Tepanua*:
= 40/20* mg npes cegmnua
WMHaykumoHHa Tepanus:
' . K50.0, K50.1, Y 5 mg/kg nfrpaaeuoaHa WHepy3us Ha 0, 2 u 6 cegmuum
INFLIXIMAB K51.0, K51.1, K51.3, Mopnwbpxala Tepanus*:
- K51.5, K51.8, K51.9 *  5mglkg MHTPaBEHO3HA UHCDY3NS Ha BCeKM 8 CeaMULM cnea
6-Ta ceamuya

* lNo Bpeme Ha noaabpkawarta Tepanus aoszata Ha KOPTUKOCTEPOMANTE MOXE [da Ce HaManu MOoCTEeneHHO, B
CbOTBETCTBME C Npasunata Ha Aobpata knMHWYHa npaktvka. Mpu KaTeropuyHmn noKasaHwsa, 3a CpPoK He noBeye oT 6
Meceua, ce [Jonycka WHTeHsUuKauus Ha Ao3vpoBKaTa, CboOpasHo paspelueHWeTo 3a ynotpeba / KpaTkaTa
XapaKkTepuCTHKa Ha NEKapCTBEHWS NPOAYKT.

**TepanesTuyHaTa A403a € B 3aBUCUMOCT OT TENECHOTO Terno Ha 30/

2. NPOCNEOABAHE:

Tabnuua 2

V3XoaHu +6 meceul +12 mecey

XeMOrnobuH
epUTPOLUTYH
MCV
XEMaTOoKpPUT
NeBKOUNTH
TpomBouuTu
CYE /CRP
BUOXUMUYHU

ASAT

ALAT

GGT /AP

NoHorpama

KpeatuHuH / ypesn

obu 6enTbk

anbymuH

CepyMHo xenaso / XKCK
CEPONOTMYHMU
HBsAg / Anti HB c- total *
Anti HCV *

HIv*

CMV **

C. difficile **
WHCTPYMEHTANHU

EHgockonus (KonoHo unu curmougockonus) v v
XUCTONOrMYHO M3cneaBaHe Ha maTtepuan ot v v
EHA0CKONCKa U/Mnn nanapockoncka 6uoncus, uivnu
UHTpaonepaTuBHO B3eT Matepuan

ANENENENENENES
ANENENENENENEN
ANENENENENENEN

SNANENENENESEYRY
ANENENENENENEY EN
NANENENENENENERY

%

AN

<
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0B630pHa Unwn KoHTpacTHa peHTreHorpadus unu KAT,
unu MPT **

abaomuHanua exorpachus

<
<,
<

Pentrenorpacus Ha 6san apo6 v

OPYTU

BMI v v v
PCDAI 3a Bonect Ha Crohn v v v
PUCAI 3a ¥nueposeH konut v v v
KannpoTekTuH v v v
TyGepkynuHosa npofa (3agbmkmTendo Mawty, no v v

Bb3MOXHOCT Quantiferon unu T-spot)

"I'Ionomiﬂenary CeponoruieH mapkep 3a BUpYCeH xenaTwT Ge3 akTWBHa BMpycHa pennukauus (PCR) He e npoTusonokaszaHvue 3a
NpoBexXAaHe Ha GUONOrMYHO NeYeHUe, HO NPU 334 bIKUTENEH KOHTPON Ha BUPYCHaTa pennukauus,
** M3BLPLUBAT CE NO NpeLeHKa

WacnepsanuaTa ce npeactaBaT Ha OpuriHanHn GnaHku WNu 3aBepeHu KOMUA ¢ NOANWC ¥ nevaT Ha J13 (Npn Hanuune Ha xocnuTanuaaums ¢
AaBHOCT A0 1 Mecew NpeAn KaHAMaaTCTBaHeTo ce npunara 3aBEPeHO Konve OT enukpuaa ¢ Homep M3).

Il. OBLLIM U3UCKBAHMS

1. Bb3pacToBata rpaHuLa Ce U34MCNABa B HABBPLUIEHU TOAMHM - T.€. BKMIOUYNTENHO KbM AaTaTta Ha u3gasaHe Ha npoTokona oT
cneunanuaupaHarta KOMUCHs.

2. MNpw HasHavyaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO Ce CbobpasnBaT Bb3pacToBUTE OrPaHUYEHIs, CLIMACHO KpaTkaTa
XapaKTepucTika Ha CbOTBETHWUS NeKkapcTBEH NPOAYKT, yTBBpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annauia neyeHue W3BbH ykasaHaTa Bb3pacTosa rpaHiLla B KpaTKaTta xapakTepucTuka Ha NpoaykTa.

4. H30K He zannawja neyeHue ¢ 4o3n Hag MakCUMarndo PaspeLueHnTe No KpaTka XxapakTepucTuka Ha NpoayKTa.

5. B cny4ait Ha HacTbnuna noaosvpaHa Hexenada NekapcTBeHa peakuus, nekapat ysegomsasa WAJ no pepa Ha un. 184 ot
3NNXM. Konve ot cbobuierneTo ce npunara KbM MeQuUMHCKaTa gokyMmeHTaums Ha 301 npu kaHguaaTcTBaHe 3a neyeHue.

6. CMIELUMANTU3UPAHATA KOMWUCHWS usnaea PeweHue no oBpaseL CbrnacHo HaLUWOHANHUS PaMKOB AOroBOp 3a MegULUHCKUTe
AeiHoCTH 3a amBynaTopHa npoueaypa Ne 38 "OnpeaensiHe Ha nnaH Ha NedeHne u npocneasBaHe Ha TepanesTUYHUA OTTOBOp
Npy NaUWeHTH, nonyyasaiy CKLNOCTPYBaLLM NEKapCTBEHU NPOAYKTV No peaa Ha un. 78, T. 2 330" ot npunoxeHune Ne 7 kem un. 1
oT Hapenba Ne 9 ot 2019 r. 3a onpegensHe Ha naketa oT 3ApaBHW AeWHOCTH, rapaHTupaH oT BrogxeTta Ha HauuoHanHaTa
3ApaBHOOCUrypuTENHa Kaca v npegocTaseHa oT 30J1 MegMUMHCKa AOKYMEHTauus. CneuuanusnpaHata KOMUCHUA CbXpaHABa
€AMH eksemnnsap ot Pewenunero. Mpu usgasaHe Ha npotokon Ha 307, CbXpaHsiBa BTOPWU €K3EMNNAp Ha MPOTOKONA, BCUYKM
HEoOX0AUMM AOKYMEHTM 3a W3aBaHeTO My W Konue oT npunoxeHue 1 Ha HacTOAWMWTE WMIUCKBAHMA, MOMBLMAHEHO MO
CHLOTBETHATa TOYKa U NOANNUCAHO OT YNEHOBETE Ha CNeunanuanpaHaTa KoMucHs.

Hacmoswume usuckeanus ca ymewpdewu om ynpasumens Ha H3OK cned Pewenue Ne PO-HC-04-87/17.08.2022 2. Ha
HadaopHus cweem Ha H30K u npedeapumenHo cbznacyeare ¢ BJIC. Ha OcHO8aHue un.52, an.8 eve epb3ka ¢ an.6 om
lMpasunHuka 3a yempoticmeomo u delivocmma Ha Hayuonansama 30pasHoocuzypumenHa Kaca. MauckeaHusama enuzam & cuna
om damama Ha 06HapodsaHemo um & ,[]bpxaseH 8ecmHUK" U omMeHsm delicmeawume u3uckeaHus, 8 cuna om 15.04.2020 2.
Ha ocHoeaHue Pewerue Ne PI-HC-04-36 om 6 anpun 2020 2. Ha HadaopHus cbeem Ha H30K.
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NPUNOXEHME 3

OEKNAPALWA 3A UHOPOPMWUPAHO CBIMACHKE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
NEYEHMWETO C NNEKAPCTBEHWA NPOOYKT

cnep  kato ce 3ano3Hax C uanata Mu npefocTaBeHa WMHopmauus M LenTa Ha NEYEHWETO C IeKapCTBEHWN
NPOAYKT....... ....... Y - W Crnej Kato nonyvux v3depnartenHu OTroBROpM Ha
nocTaBeHme@)‘r MEH BBNPOCK, AEKNapupam Ye:
1. Llle cnassam npenopbyYaHaTa Mi CXEMa Ha NEYEHIUE W NEPUOAUYHOCT Ha KOHTPONHUTE Nperneau.
2 Pegﬁa}ad Lue ce ABABAM Ha KOHTPONHW Nperneam W HAMa Aa MPOMEHAM CaMOBOMNHO WNW MoA APYro BHYLUEHWE
Ha3HaueHaTa M1 Tepanus
3. npﬁ-'ﬁpéyCTaHosﬂaaHe Ha NeYeHneTo no ﬁp'u\-msm, HenpouaThyawm ot peweHneTo Ha Komucuata 3a ekcneptusun B P30K
wwvnu Komucusta no un. 78, 1.2 ot 330, we yeenoms HesaGaBHO nuyHus cu nekap w P30K v we BbpHa B P30OK
noc_n'eb,Hnﬁ NPOTOKON, N0 KOWTO CbM nonyqa'aanla NeKkapcTBeHUs NPOAYKT.
4, T[pu HecnasBaHe Ha MOCOYMEHWTE YCMOBWS NEYEHWETO MU C YNOMEHAaTWs MeKapCcTBeH MPOAYKT lie Obae npekpaTeHo u
HAMa Aa umam npeTeHunn kem H30K.

5. TMMputexasam/ He nputexaeam akTyanHo TEJIK pelueHune 8bB Bpb3ka CbC 3abonsABaHeTo.
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