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[image: image2.jpg]U3UCKBAHUA HA H30K NMPU U3AABAHE HA MPOTOKOJN 3A NPOBEXAAHE HA NIEYEHME HA
AKTUBHA BOJIECT HA CROHN U YNILUEPO3EH KONUT C BUONOIrNMYHU NEKAPCTBEHU MPOAYKTU
(Adalimumab, Golimumab, Infliximab, Vedolizumab)

MpoToKoNbLT Ce WU3aasa OT CMEUMAnUCTU - racTPOEHTEPONo3n OT creuuanuaupaHa KOMUCUs B neveGHW 3aBeaeHus 3a
6onHM4Ha nomou, cknouunu aorosop ¢ H30K. CneunanuaupaHuTe KOMUCUM Ce Cb3JaBaT CbC 3anoBes Ha AupekTopa Ha
N13* YMBAN “Liapuua WoakHa - UICYN” rp. Cocbus, MBAN ,Ce. Usan Puncku” rp. Cocus, BMA- rp. Cocbus, YMBAI ,Cs. Mapuna”
rp. Bapna, YMBAN ,Ce. leopru” rp. Mnosaws, ,Anxubagem Cutu Knunuk MBAJ Tokyaa“ ALl - rp. Codus, YMBAI ,Cocuamen” rp.
Codus, ,Amkubanem Cutn Knunuk “ YMBAS EOO/ - rp. Codus, YMBAT Kacnena“ EOO[ - rp. Mnoeaus.

Tepanusi ¢ Vedolizumab ce nposexaa oT cneuuanuaupaHu Kkomucuu B neyebHu 3aeefeHusi 3a GONHWYHA NOMOLL, CbrnacHo
uancksaHusTa Ha un. 316 Ha HapenGa 3a ycrosusita, npaBunata W peaa 3a perynupaHe W perucTpupaHe Ha LeHuTe Ha
nekapcTBeHUTe MpoAyKTU: ,3a npocneasBaHe edekTa OT TepanusTa no yTBbpAeHW ycnosus u kputepuu B: YMBAJ "Llapuua
MoanHa-UCYN", Cocus, YMBAT "Ceetn Wean Punckn" EALl , Cocus, YMBAN ,Cs. Mapuna“ EALl — BapHa, BoeHHoMeauumMHCKa
Axkagemus— Codpusi, YMBAS “Ceetu lMeopru” EAL , Mnoeaus, YMBAI "Codusmen”, Cocusa; YMBAN "Kacnena", Mnosaus;
"Apxubanem Cutu Knunuk YMBAN" EOO[ — Codpus®

*Mpu ecsika NPOMSIHA Ha CbCMaea Ha crneyuanu3upaHume KOMUcUU ce npedocmass akmyanusupana 3anosed Ha dupekmopa Ha J13.

I. PEQl 3A 3ABEPABAHE HA MPOTOKONUTE

npOTOKOJ'M 3a 3anoysaHe Ha nevyeHue
MpoTokonu 3a NbLPBO NPOABLINKEHUE Ha TepanuATa
MpoTOKONM NPU NPOMSIHA B NO30BMSI DEXUM UMM CMsIHA Ha TepanusTa

= [lonbnHeHo W noanucaHo npunoxexue 1A/1B — nuct 3a onpeaensHe Ha
CNELMAITU3UPAHA kputepunTe (No T.A) C BCUYKM HEOBXOAMMU U3CneaBaHus.
komucus = KnuHMYHA enuKkpu3a C NPUNOXKEHW BCUYKM Heobxoaumu nokasatenu wu

uacneasanus no Tabnuua 2 Ha npunoxexue 2

* PeweHne Ha CnNeuManu3upaHa KOMUCUSI C SiCHa MeAWUUMHCKA MOTUBaLMA
(nodnucaHo om ecu4yku 4reHoee Ha  creyuanu3upaHama  KOMUCUS,
3a0b/mKuMenHo ce ombensiaea nunca Ha U3Knyeawu Kpumepuu)

= ‘MpoTtokon 3a npeAnuceBaHe Ha nekapcTtea, 3annawawu ot H3OK/P30K" —

06p. M3-H30K
Komwucus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B UY Ha H30K 8 P30K

MpoTokonu 3a NnpoAbIMkaBaHe Ha neYeHne

= [lonbnHeHo u noanucaHo npunoxenue 1B6/1 — nuct 3a onpepensiHe Ha
kputepuuTe (no T.B).

L KnuHuyxa enuKkpusa C MNpuUnoXeHn BCUYKU Heoﬁxonumm nokasarenu wu

CNEUWMATNTU3NPAHA n3cneaBanus no Tabnuua 2 Ha Npunoxexue 2

KOMUcusa = PeleHWe Ha cneuuanuaMpaHa KOMMUCUS C iCHA MeAULMHCKA MOTUBaLUS
(nodnucaHo oM  8CUYKU YNEHOBE Ha  CreyuanuupaHama KOMUCUS,
3a0b/KUMeENHO ce ombens3ea NUNca Ha U3KIYeaLu Kpumepuu)

= “lpoTokon 3a npeanucsaHe Ha nekapcrtea, 3annawadun ot H30K/P3OK” —
06p. M3-H30K

.

3aBepka Ha npoTtokona
B8 P30K

Il. OBLLIX NONOXEHUA

1. 3011 nopaBa noaroTeeHuTe AokymeHTH B P30K, Ha TepuTopusita Ha KOSITO e Hanpasuno u36op Ha OMJI. lokymeHTUTe
BKNOYBaT:

1.1 3asBnenue 1o [vpekTopa Ha P30OK

1.2 MonbnHeHo 1 noanucaHo npunoxexue 1. Monbnea ce No CLOTBETHATa TOYKa W Ce npunara OTpa3eHaTa B LMPOB NHAEKC
MeAVUNHCKa A0KYMEeHTauus, yaoCcTtoBepsiBalla BCeKM €aAuH OT Kputepuurte

1.3 MbnHnaT Habop uacneasBaHUs (PU3NKanNHW, MHCTPYMEHTANHU 1 nabopaTopHK), OTpa3eH B NpUnoxexune 2

1.4 “MpoTtokon 3a npeAnucBaHe Ha nekapcTsa, 3annawadu ot H3OK/P3OK' — o6p. M3-H3OK, usgapeH oT nekaps
cneuvanucT, pabotew no gorosop ¢ H30K. Mpunara ce opuruHan Ha NpoTokona, a Npu KaHAuWAaTCTBaHe 3a NpoabMkaBaHe Ha
TepanusitTa ce NpeACTaBs OpUrMHan Ha NpeaxoAHUs NPOTOKOSN C OTPAa3eHU BCUYKM HAa3HAYeHUst No Hero

1.5. PeweHnue Ha cneuuanusmpaHa Komucusi oT nedyebHO 3aBefdeHue — m3nbnHUTENn Ha AmBynatopHa npouegypa Ne 38
"Onpenensme Ha NnaH Ha neyYyeHue u npocneasiBaHe Ha TepaneBTUYHUS OTrOBOP NPU NAUUEHTH, Nonyvasalyn CKbNOCTpyBaluM
nekapcTeeHu NpoAykTu no peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. [leknapauus 3a uHcgopMupaHo cbrinacue no obpasew (npunoxexue 3)

2. P3OK npuema nokymeHTUTE no T. 1 crnep cnpaBka OTHOCHO 34paBHOOCUIYPUTENHUSA cTaTyc Ha 301

3. MbpBUAT K BCeku crieaBaly NPOTOKON ce u3aasar 3a nepuog Ao 180 AHu

4. ONUCaHMAT NbNeH KOMNMEKT AOKYMEHTU Ce U3UCKBA B Crly4auTe, Npyu KOUTO € yKasaHa Heo6X0AUMOCT OT pelueHue Ha
Komucusita no un. 78, 1. 2 ot 330 B LY Ha H30K

" 2
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@ WN3NCKBAHWSA HA H3OK NPWU NNIEYEHWE HA AKTUBHA BONECT HA CROHN U YNILIEPO3EH KONUT C AHTULIMTOKUHOBU NEKAPCTBEHN
NPOAYKTU HAZ 18 FOANWHA Bb3PACT B U3BbHBEOIHUYHATA MOMOLL - B cvna ot 15 okTomepu 2018 roguHa
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JIUCT 3A ONPEAENAHE HA KPUTEPUMUTE NPU 3ANOYBAHE HA NIEYEHUE HA AKTUBHA BOJIECT HA CROHN C
BUONOrM4YHU NEKAPCTBEHM NPOAYKTU NPU BONHU HAQ 18 TOOAULWLHA Bb3PACT

Wwe: [erd] [ T T T T T [ T 1T

3abenexka: MeduyuHckama OOKyMeHmayus, ydocmosepsisauia eceku Om Kpumepuume € nocoyeHa ¢ uugpa € UHOeKC U 3adbrKumenHo
npudpyxaea HACMOAUWOMO MPUITOKEHUE.

AHTULUTOKMHOBUTE NEKapCTBEHM NPOAYKTM Ce MnpunaraT kaTo BTOPA NMHUA HA NeYeHue, Korato nbpeata NUHUA
(KOPTMKOCTEPOUAK U MMYHOCYNpEecopy) e Buna HeycneluHa, KOHTPaHANLMPaHa NN NAUMEHTLT He S NOHACA. AHTUMHTErpUHOBUTE
nekapcTBEHU MPOAYKTU Ce npunarat npu Heotroopuny / 30J1 ¢ Heao6BP OTroBOP NpU NpeaxoaHa Tepanus, Bkn antiTNF

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (BAAB/MKUTENHU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

CurypHa guarHosa C onpefeneHo pasnpocTpaHeHue — MoTBbPAeHO Ha 6asata Ha KNMHMYHATa CUMNTOMATMKa,
1 | napaknuHUYHN N3CneaBaHna U KOMGUHALMA OT @HAOCKONCKIA N PEHTIEHOMNOTMYHN N3cneaBaHus - Totanex ornea Ha MT
4Ype3 eHA0CKONMS, peHTreHorpadus n/mnm komnioTbpHa (KT) unu marHutHo-pesoHaHcHa (MPT) Tomorpadus

Pezynra'r OT XWCTONOrM4YHO M3cneaBaHe Ha marepuan OT eHAOoCKOoncka VI/VIJ'M Jlanapockoncka 6uoncus, wwvnu

2
VHTPaONepaTUBHO B3eT MaTepyan, CbBMECTUM C AuarHosata Bonect Ha Crohn '
Texka u ymepeHo Texka chopma Ha Gonectra
*  HapyleHO o6LIO CbCTOSHNE U €AWH UMK NOBEYe OT CrieiHNTE CUMMTOMM: MHTEPMUTEHTHO NoBpbLLaHe, 3aryba
3 Ha TemecHa Maca Hag 10%, noBulleHa TenecHa TemnepaTypa, cunHa kopemHa Gonka c nannaTtopHa
pesmcreHTHOCT (6onesHeHa maca), Avapus (Hag 3 aedekaunmn JHEBHO), UNK HanUuMe Ha o6CTpyKUMS, pucTynn
nwnn a6cuecw
4 MoBuWeEHN HUBA Ha KANMPOTEKTUH BLB (hekanuu, BUCOKO HUBO Ha CRP > 'PI” ninnu apyru o6ekTuBHM Genesm 3a

AKTUBHOCT (EHAOCKOMNCKU MU XUCTONOIUYHN Genesu 3a ax‘msnoc*r)

5 | CymapHa oueHka no Crohn’s Disease Ativity Index (CDAI) Haa 220 Touku #

HenoenusiBaHe OT KOPTUKOCTEPOWAW M / UMM UMYHOCTYNPECOpN B ONTUMANHKU KypcoBE M A03M 3a MOHe 3 MeceyeH
nepvoz (eAnH Mecel| 3a pecdpakTepHUTe * Ha neyexne cnyyam)

* 3a pechpakmepHu ce npuemam cflyvaume c rnepcucmupawya akmueHa 6onecm, ebnpeku neveHuemo ¢ prednisolone e
do3a Had 0.75 mg/kg OHesHo 3a nepuod Haod 4 cedmuyu

7 | Nunca na uskniouBawwm kputepum no 1. B *

T Heo6xoAMMHUTe M3CNeABaHMs Ca OTPa3eHu B TAaGNMUa 2 HAa MPUNOKEHUE 2 - 3aALMKUTENHO Ce NPEACTABAT Ha OpUrMHanHa Gnaxka ot
nabopaTopus UKW 3aBEPEHO U MOANMCAHO KOMWE, NPW HAanuuMe Ha XOCNUTANU3aLUVMA Ce Npunara enukpusa ¢ Homep W3 c aasHocT Ao 1 mecey
NpeAu KaHAWAATCTBAHETO; 3aALMKUTENHO CE NPEACTABAT AaHHM 33 PbCT, Terno u BMI, kakTo v pesynTar OT UHCTDYMEHTANHUTE W XMCTONOTUYHM

u3cneaBaHus Ha OPUTMHaNHAa NoAnNucaHa v noaneyaraHa Gnaxka;

npunara ce oueHka no ckana CDAI - Heo6x0AUMO € ABYKPATHO NOTEBbPXAABAHE Ha U3rPAXKAALLMTE O NOKasaTenu 3a NoHe 4-CEAMU4EH NEPUoA
OT NleYeHNeTo, NpUnarar ce U ABara (uLa, yA0CTOBEPABALLA NPOBEXAAHE Ha OLeHKaTa;

amBynaTopHu NUCTOBE / eNUKpU3a OT Mpernieau MPU CNELMAnUCT, YAOCTOBEPABALUM HA3HAauaBaHe Ha NPEAXOAHa Tepanus C OTpaseHn
CPOKOBE Ha NPUNOXEHUE W PasBUTI CTPAHUYHN Peakuuy, 3anoyHaTa Tepanus C ApYru NeKapCTBEHU NPOAYKTH, CPOKOBE, eheKTUBHOCT; Konue oT
peuenTypHaTa KHiKKa C OTpaseHa Tepanis 3a MPEAXOAEH NEPUOA UMK ASKapauus OT NaUMEHTa, Ye e 3aKynysan NekapcTBeHUTe NPOAYKTM;

YAOCTOBEPSBA Ce C NOANKC Ha CNeUNanicTa B NPUNOKEeH!e 1 Ha HACTOALUMTE IUCKBAHUS.

5. U3KITIOYBALL KPUTEPUU (NMPU 3ANOYBAHE HA JIEYEHUETO)

1. BpemMeHHOCT 1 nakrauus

2. AKTMBHa wnu naTeHTHa TyBepkynosa — WMyHONOrM4HO wu3cneaBaHe (3aabmkutenHo MaHTy, no Bb3MOXHOCT
Quantiferon T-spot). Mpean 3ano4yeaHe Ha Tepanua R-rpacdus Ha 6an Apob n cbpue, 3aabnXUTENHa KOHCYNTaums ¢
®dTusmnatsp / Mynmonor

Cencuc nnu apyra Texka uHhekums

HIV uHdekuus

OCTbp UNN XPOHUYEH BUPYCEH XenaTuT

Heonnactuunu sabonseanus

B3acToiHa cbpaeyHa HegoctatbyHocT (NYHA I11-1V)

AnnactiiHa aHemus, u3paseHa rpaHynouuTonenus, Muenodubposa, numcom

MHoXecTBeHa ckneposa 1 Apyrv 601ecTi ¢ AeMUenuH13auvs

10 ABTOUMYHHO 3a6onseaHe

©CONOO AW

OTrosaps Ha KpUTEepUUTE 3a 3anoyYBaHe Ha

neyYeHuneTo ¢ B AHEeBHa Ao3sa

MOAMNUCK Ha YNeHOBEeTe Ha cneuuanuavpaHaTa KOMUCHS:.

.l 74
w WN3NCKBAHWA HA H3OK NPU NNEYEHWE HA AKTUBHA BONECT HA CROHN U YNLIEPO3EH KONUT C AHTULIMTOKUMHOBW NEKAPCTBEHU
NPOAYKTU HAZ 18 FOAWWHA Bb3PACT B U3BbHBEOIHUYHATA MOMOLL - 8 cuna ot 15 okTomepu 2018 roauHa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOB/MKABAHE HA NEYEHUE HA AKTUBHA BOJIECT HA CROHN C
BUONOrMYHU NEKAPCTBEHU NPOAYKTU NPU BONHU HAQ 18 TOAULWLHA Bb3PACT

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO (BAAB/MKUTENHU CA BCUYKU KPUTEPUMN)

MKB K50.0, K50.1

MNoenusBake Ha nokasatenuTe:

» HaMmansBaHe Ha KNnuHU4YHaTa cuMToMaTuKa

= nunca Ha cnaa Ha BMI, nopobpsisaHe Ha OTKNOHeHWUTe BUOXMMUYHN NokasaTenn
= HamansieaHe ¢ Haa 50% unu Hopmanuaupaxe Ha CRP

2 | CymapHa OLieHKa Ha nokasaTenuTe — 3HaumuTenHo noHwkeHne Ha CDAI cnpsAMo uaxopHara °

3 | Nunca Ha HeXenawa nekapcTBeHa peakuys U W3KMIOYBALLYN KpuTepun no T. I *

' eTanHa enuKpM3a C OTpaseHa CTENeH Ha NOBNUSIBaHe Ha NOKasaTenuTe, 3aALIKUTENHO Ce NPEACTass 1 aMByNaTOPHUA NUCT OT nperneaa Ha
12-Ta ceAMMUA CrEA 3aMONBAHE HA NEYEHNETO, HEOBXOAMMUTE MICNEABAHNA Ca OTPaseHn B Tabnuua 2 Ha NPUNOXEHUe 2 - 3aABMKUTENHO ce
NPeACTaBAT Ha OpUrMHanHa 6naxka ot nabopaTopus UM 3aBEPEHO U NOANUCAHO KONKe;

npunara ce oueHka no ckana CDAI;
*ynocTosepsiBa ce ¢ NOANKC Ha CeLManucTa B NPUNOKeHUe 1 Ha HACTORIUTE U3NCKBAHUA M Ce NONbNBA Tabn. 1; Bkn. MaHTy - BEAHBX
FOAVLWHO

Tabn. 1 Hexenaxu nekapcTeeHu peakuuu
rajieHe, rapogonve, CBETOBbPTEX
aneprus
noBWLLIaBaHE Ha apTepUanHoTo HanaraHe
Texka nHdekums
XEMaToMNOrNyHN Wunu BUOXMMUYHN OTKIOHEHNsi CboBpasHO hapMaKkonorMyHOTO JOCHE Ha NPOAYKTa - XeMOornobuH
nop 80 g/l, neBkoumty nog 3 500, TpomGouuTy nog 90 000

. U3KIMOYBALLM KPUTEPUM (MPU MPOOBIMKABAHE HA JIEYEHUETO)

1. Jlunca Ha TepaneBTuueH eeKT Criea 3anoysaHe Ha neyeHneTo

2. Tpaitha pemucus Ha Gonectra

3. [pekbcBaHe Ha TepanusiTa No BUHa Ha 6onHuA ca nepuoa noseye oT 2 meceua

H30K 3AMALLA JOMALUHO NIEYEHUE C BUOSIOrMYHU NEKAPCTBEHM NPOAYKTYU 10 MOCTUMAHE HA TPAVHA KITMHUYHA U
EHAOCKOMNCA PEMUCHSA (O3APABABAHE HA JIUFABULIATA).

Onpepnenenue 3a 03apaBssBaHe Ha nuraeuuyara - 6e3 kr Hu, 6uox /NabopaTopHM, EHAOCKONCKY UM XUCTONOMMYHM Genesu Ha
Bb3nanexue, Bkn. CDAI noa 150 Touku.

oTFOEapil Ha KpuTepuuTe 3a npoabIKasaHe
Ha ne4yeHueTo ¢

B AHeBHa Ao3a

WM3NCKBAHUA HA H3OK NPU NEYEHWE HA AKTUBHA BONIECT HA CROHN U YNLEEPO3EH KOIUT C AHTULIMTOKUHOBW NEKAPCTBEHU
NPOAYKTN HAZ 18 TOAVUWHA Bb3PACT B M3BBLHEONIHUYHATA MOMOLL, - B cina oT 15 oKTOMBpM 2018 roanHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NIEYEHUE HA YINUEPO3EH KOJUT C
BUONOrnMYHN NEKAPCTBEHWU NPOAYKTU NMPU BEONHU HAQ 18 TOOULLHA BBb3PACT

WUwme: ’ ErH | ‘ ] ‘ ‘ ‘ [ ] [ |

3abenexka: MeduyuHckama GoKyMeHmauus, ydocmosepsieawa 6CeKu om Kpumepuume € rocoyeHa ¢ yugpa e UHOEKC U 3a0b/DKUMENHO
npudpyxaea HaCMOAULOMO NPUNOKEHUE.

BuonornyHute nekapcTBeHU NPOAYKTU (AHTULMTOKUHOBUTE U aHTUMHTErPUHOBM)CE NpuUnaraTt kaTo BTOPA JIMHUA Ha neveHue,
KoraTo mbpBata SIMHUS (KOPTUKOCTEPOMAW WM MMyHOCynpecopu) e Buna HeycneluHa, KOHTpauHAWUMpaHa Wnu NauueHTbT He
noHacs.

A. KPUTEPWUM 3A 3ANOYBAHE HA MbPBU KYPC (SAOBIMKUTENHU CA BCUYKU KPUTEPUN)

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

CurypHa AvarHosa ¢ onpegerneHo pasnpocTpaHeHue — MOTBLPAEHO Ha 6asaTta Ha KIWMHWYHATA CUMNTOMATUKA,
1 | napaknvMHU4HK U3CneaBaHUs U KOMGUHALNS OT eHAOCKOMNCKI U PEHTIEHONOMMYHIA U3CTIEABAHNS - TOTaneH ornea Ha T
4Ypes KONOHOCKONUS, peHTreHorpacus u/vnu komnioTbpHa (KT) unu marHuTHO-pe3oHaHcHa (MPT) Tomorpacus

Pe3ynTaT OT XMCTONOrUYHO M3CneABaHe Ha MmaTepuan OT eHaocKorcka 1VI/MJ'IM nanapockoncka 6uoncus, w/unun
WHTpaonepaTBHO B3ET MaTepuar, CbBMECTUM C AnarHo3ara ynuepo3eH KonuT

YmepeHo Texka chopma Ha 6onectra
3 | kbpBaBa guapus = 3 aHeBHO; C Unu 6e3 nosuWEHa TenecHa Temnepatypa 2 37,8; xemornobux < 105 g/l; unun CYE > 30
MM/Y4 UN1 NOBULLEHN HBA HA KANNPOTEKTUH BbB (hekanim

MoBULWEHN HUBA HA KanNnNpPOTEKTUH BbLB hekanuu; BUCoko HuBo Ha CRP > 5§ mg/l u/mnu apyru o6ekTusHu Genesun
3a aKTUBHOGT (EHAOCKONCKM UMK XUCTONOMNYHI Genesu 3a akTMBHOCT)'

5 | CymapHa oueHka no uHaekc Ha Mayo Haj 6 Toukn &

HenoenusiBaHe OT KOPTUKOCTEPOUAMN /UMK MMYHOCTYMIPECOPY B ONTUMAIHW KypcOBE 1 1031 3@ NoHe 3 MeceyeH nepuoa
(eavH mecel 3a pecpakTepHuTe * Ha neyeHne cnyyam) 3

* 3a pehpakmepHu ce npuemam cryyaume ¢ nepcucmupauia akmueHa 6onecm, 8bnpeku neyeHuemo ¢ prednisolone e
do3a Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuuu

7 | Nunca na uskniousawm kputepum no 7. 6 *

1 Heo6xoaAUMUTE M3CTeABaHUA Ca OTpa3eHW B Tabnuua 2 Ha NpUNoXeHue 2 - 3aAb/KUTENHO Ce NPeACTaBAT Ha opuruHanHa Gnamka ot
nabopaTopusi UK 3aBEPEHO M MOANKCAHO KONME, NP Hanuuue Ha XOCUTanu3aums ce npunara envkpusa ¢ Homep U3 ¢ aaskoct ao 1 mecey
NPeAun KaHANAATCTBAHETO; 3aAL/DKUTENHO Ce NPEeACTaBAT AaHHWU 32 PBCT, Terno u BMI, kakto u PesynTaT OT UHCTPYMEHTANHUTE U XUCTONOrMYHKN
W3CneABaHNA Ha OPUrMHanNHa NoanucaHa u nojnevartaHa Gnaxka (aaesHoct 1 roauHa);

npunara ce oueHka no uHAeKc Ha Mayo;

ambynaTopHu NUCTOBE / eNWKPWU3a OT Nperfieau MPU CMeUManucT, YAOCTOBEPSBAWM Ha3HaYaBaHe Ha MPEeAXoAHa Tepanus C OTPaseHy
CPOKOBE Ha NPUNOXEHUEe U PA3BUTI CTPAHNYHI PEaKLMM, 3aMOYHaTa Tepanus C Apyry NeKapcTBeHI NPOAYKTH, CPOKOBE, eeKTBHOCT;
KOMMe OT peuenTypHaTa KHIDKKa C OTpaseHa Tepanus 3a NPeAXOAeH NEepuos WNW AeKnapauus OT NaLWeHTa, Ye e 3akynysan nekapcTseHuTe
NpOAYKTU;

YAOCTOBEpSiBa Ce C NOANUC Ha CIEUMANAUCTa B NPUNOXKEHNE 1 Ha HACTOALUMTE UIUCKBAHMA.

B. U3KIMKOYBALLN KPUTEPUM (NMPU 3ANOYBAHE HA NNEYEHUETO)

1.BpemeHHOCT 1 nakTauus

2.AKTUBHa Unu naTteHTHa Tybepkynosa — MMyHONOrv4HO uscneasaxe (3agbmkutenHo ManTy, no Bb3MoxHocT Quantiferon
T-spot). Mpeaw 3anoysaHe Ha Tepanua R-rpacus Ha 6sn Apo6 U cbpue, 3aabMKUTENHA KOHCYNTauus CbC PTU3NATLP
/ Mynmonor

3.Cencuc unu apyra Texka MHdekumus

4.HIV nHdekums

5.0CTbp 1N XPOHUYEH BUPYCEH XenaTut

6.HeonnacTtnunm sabonssaHna

7.3acToiiHa cbpaedHa HepocTaTbuHocT (NYHA I11-1V)

8.AnnacTtuyHa aHeMus, n3paseHa rpaHynouyuToneHus, muenogubposa, numpom

9.MHoXecTBeHa ckneposa 1 apyru 6onectv ¢ AeMuenuHusaums

10. AsToMMyHHO 3abonsiBaHe

OTroBaps Ha KpMTEPUUTE 3a 3anoyYBaHe Ha
neyeHueTo ¢

\

Hat 5

w W3NCKBAHWUA HA H30K NPU NEYEHUE HA AKTUBHA BONIECT HA CROHN U YNUEPO3EH KONUT C AHTULUMTOKUHOBU NEKAPCTBEHN
NPOAYKTU HAQ 18 TOAULWHA Bb3PACT B U3BBbHBEONHUYHATA MOMOLL - 8 cuna ot 15 okTomspu 2018 roguHa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NMPOOBIMKABAHE HA NIEYEHUE HA YNLUIEPO3EH KONMUT C
BUONOrMYHU NEKAPCTBEHMU NPOAYKTU MPU NALUMEHTU HAZL 18 FOOUHU

B. KPUTEPUU 3A MPOABIMKABAHE HA NEYEHUETO (SAOBIMKUTENHU CA BCUYKU KPUTEPUMN)

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

MNosnusBaxe Ha nokasatenure:

= HamansBaHe Ha KNMHUYHaTa cUMTOMaTUKa

* nopobpsiBaHe UnM HopManu3MpaHe Ha oTKNoHeHuTe nabopaTopHu nokasaTenu
= eHAOCKOMCKO UAK XMCTONoru4Ho noaoGpenve '

2 | CymapHa oLeHKa Ha NoKasaTenuTe — 3HaUMTEINHO NOHIKEHUE Ha CMPSIMO U3XoAHaTa

3 | Nunca Ha Hexenawa nekapcTBeHa peaKuus M M3KIioYBaly kputepun no 1. I e

' eTanHa enuKpM3a C OTpaseHa CTeNeH Ha NOBNUABAHE Ha NOKa3aTenuTe, 3aALIKUTENHO Ce NPEACTaBs 1 aMByNaTOPHUA NUCT OT nperneaa Ha
12-Ta ceaMMUA CneA 3anouBaHe Ha neyYeHneTo, HeobxoAuMUTE U3cneaBaHUs ca OTPaseHu B Tabnuua 2 Ha NPUNOXEHUe 2 - 3aAbIKUTENHO ce
NPeACTaBAT Ha OpUrMHanHa 6naxka ot nabopaTopus UNK 3aBepeHO U NOANUCAHO Konue;

2 npunara ce oUeHKa No MHAEKE Ha Mayo;

3 yAoCTOBepsiBa Ceé C NOANMUC Ha cneuuanucTa B NPUnoXeHue 1 Ha HacToAWMUTE U3UCKBAHWA U ce nonbnea Tabnuua 1; BkN. MaHTy -
BEAHBX FOANLHO

Ta6n. 1 HexenaHnu nekapcTeeHu peakumu
raaexe, rnasobonue, CBETOBbLPTEX
aneprvs
noBuLIaBaHe Ha apTepUanHoTo HansraHe

Texka nHheKums
XEMaTonOorM4HU U/Unn GUOXUMINYHM OTKNOHEHNS CboBPa3HO (hapmMakosIorMYHOTO AOCHE Ha NPOAYKTA - XEMOrnoBuH
noa 80 g/l, neekountu nog 3 500, TpomGouuTn noa 90 000

. UKMNKOYBALLM KPUTEPUU (NMPU NMPOABIIKABAHE HA NIEYEHUETO)

1. Jlunca Ha TepaneBTuyeH eekT Crea 3anousaHe Ha neYeHneTo
2. TpaiHa emucus Ha Bonectra — osApapsBaHe Ha nurasuuata
3. [lpekbcBaHe Ha TepanusTa no BuHa Ha 6onHUs ca nepuoa noseve oT 2 MeceLa

H30K 3AMIALLA AOMALLHO NIEYEHUE BUONOrNYHU NEKAPCTBEHW MPOAYKTU 10 NOCTUIAHE HA TPANHA KIMUHUYHA U
EHAOCKOINCA PEMUCUSA (O3APABABAHE HA NIUTABULIATA).

Onpepenexue 3a o3apaBaABaHe Ha NUr jaTa — 6e3 kil , 6 /nabopaTopHy, EHAOCKONCKMU UMK XUCTONOrMYHKU Genesu Ha
Bb3naneHue.

OtroBaps Ha KpuTepuuTe 3a npoabikaBaHe
Ha neyeHueTo C

B AHeBHa fno3a

@ W3NCKBAHWUA HA H30K NPU NEYEHWE HA AKTUBHA BONIECT HA CROHN W YILEPOSEH KONUT C AHTULMTOKWHOBW NEKAPCTBEHW
MNPOAYKTW HAZ 18 FOAVLUHA Bb3PACT B U3BbHBEONHUYHATA NOMOLL, - & cuna ot 15 okToMBpH 2018 roguHa
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I. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTW, Bknioyenn B MNpunoxenue 1 Ha MNC, kouto H30K 3annawa B cLoTBETCTBME C
AeﬁCTBaILlMTe HOPMaTUBHU NOKYMEHTH.

Ta6nuuya 1
INN MKB AO3A
WHAaykumoHHa Tepanus*:
= 80 mg npe3 ceamuua 0, nocneasann ot 40 mg npes ceamuua 2
3a K50.0 u K50.1
KKZ(‘)I% ';?11 =160 mg npe3 cegmuua 0 (noa chopmata Ha YETUPU MHXEKUUU B
ADALIMUMAB K51 .3‘K51 '5’ pamk1Te Ha eHO AEHOHOLLME UNn KaTo ABe UHXEKUWN AHEBHO B
K51.8’ K51.9' ABa nocnejosaTenHu gHu), cnea koeto 80 mg npes ceamuua 2**
- : 3a K50.0, K50.1, K51.0, K51.1, K51.3, K51.5, K51.8, K51.9
MNopaabpxawa Tepanus**:
= 40 mg npe3 ceamuua unm 40 mg BCAka ceamuua (nNpu
KaTeropuyHu nokasaHus 3a Cpok He noeeye OT 4 Meceua)
WHAyKUMoHHa Tepanusa*:
K51.0, K51.1, : Hg;an»a Aosa 200 mg
GOLIMUMAB K51.3, K51.5, 400:mg npes sTogaceAMMtIA
K51.8, K51.9 Mopabpxawa Tepanusa™*:
g : = 50 mg/100 mg B 3aBMCUMOCT OT TENECHOTO TErno Ha Bcekn 4
ceaMULM
WHaykuvoHHa Tepanus*:
I;‘r;(:% };551211 . 5 mg/kg nHTpaBeHo3Ha UHCDy3usi Ha 0, 2 1 6 ceammuum
INFLIXIMAB K51 '3 g K51 '5' Moaabpxawa Tepanua™*:
K51>8' K51A9l . 5 mg/kg wHTpaBeHo3Ha WH(Y3UA Ha BCekn 8 ceamuum cnep 6
1 : ceamuua
WHaykunoHHa Tepanus*:
ﬁgﬁ% ]l(<5521|’ Ll 300 mg uHTpaBeHo3Ha UHy3us Ha 0, 2 1 6 ceamuum
VEDOLIZUMAB K51.2, K51.3, e i
K514 K51.5 ®= 300 mg MHTpaBeHO3Ha MH(ysusa Ha Bceku 8 ceamuum cnep 6
K51.8, K51.9 S ua

* MHAYKUMOHHATa Tepanys TpAGEa Aa Ce NpoBexaa B KOMGUHALMS C KOPTUKOCTEPOUAK. MOHOTEPaNKA € Bb3MOXHA NPU HENOHOCMMOCT
KbM KOPTMKOCTEPOUAM N KOFaTo MPOABMKUATENHATA TEPanis C KOPTUKOCTEPOMAM € HEMOAXOAALA.

** H30OK 3annalua eanH Kypc Ha UHAYKUMoHHa Tepanus ¢ ADALIMUMAB Ha nauueHT. PUCKBLT OT HexenaHu edekTn e no-ronsm

*** N0 BpeMe Ha NoAAbLPXALLaTa TEPaNWsA A03aTa Ha KOPTUKOCTEPOMAUTE MOXE Aa Ce HaManu NOCTeneHHO B CbOTBETCTBME C Npasunata
Ha Aoﬁpara KNUHUYHA NpakTuka

Mpu 3anoyBaHe Ha Tepanusa Ha HOBM GonHu (6e3 npeawecTBaWo neYeHue ¢ nocoyeHute B Tabnuua 1 INN) ce
Ha3lHayaBa IeKapCTBEHUAT NPOAYKT/TepaneBTUYHUAT KypC C HaW-ronsaMa pasxofHa edeKTUBHOCT (Hait-
AOGPOTO CHLOTHOWEHME MeXay MNOCTUraHe Ha TepaneBTUYEH Ppe3ynTaT OT npunaraHe Ha neKkapcTBeH
npoayKT/nekapcTBeHa Tepanus U pa3xojBaHe Ha cpeAcTBa oT GromxkeTa Ha H30K 3a cbwmsa npoaykt/Ttepanus,
Npu CLNOCTaBAHETO MY C APYr/M nekapcTBeH/M NPOAYKT/M WNM NeKapCTBeHW Tepanuu, NpeacTaBnABawWM
TepaneBTUYHM anTepHaTUBM U 3annawaHu HambIIHO UK YacTuyHo oT H3O0K).

WU3NCKBAHUA HA H3OK MPU NEYEHWE HA AKTUBHA BONECT HA CROHN U YNILUEPO3EH KOIUT C AHTULIMTOKUHOBW NEKAPCTBEHU
NPOAYKTW HAZ 18 FOAUWHA Bb3PACT B U3BBLHBONHUYHATA NMOMOLL - B cuna ot 15 okTomepu 2018 roauHa
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2. NPOCNEAABAHE

[VME: [erh[ [ [ [ [ [ T T T T[]
Tabnuua 2

W3CNEABAHUA 1 KOHCYNTALIMU® U3XOAHN HA BCEKU 6 HA BCEKM 12

MECELA MECELA

XEMATOJMOIMM4YHU

XeMOrnobuH v v

epuTPOLMTA v v

MCV v v

XemMaTOKpUT v v

NeBKOUUTH v v

TpomGouuTH v v

CYE /CRP v v

BUOXUMUYHU

ASAT v v

ALAT v v

GGT /AP v v

noHorpama v v

KpeaTuHuH / ypes v v

06w GenTek v v

anbymuH v v

CepymHo xens3o / XKCK v v

CEPOJIOrM4YHU

HBsAg / Anti HB c- total ** v

Anti HCV ** v

HIV ' v

CMv Mo npeuetka

C. difficile Mo npeueHka

WHCTPYMEHTANHU

Enpockonus (KOMOHO WU CUrMOUA0CKONMS) v v

XUCTONOrMYHO M3cneaBaHe Ha maTepuan oT v v

eHaockoncka u/mnu nanapockoncka Guoncus, umnu

VHTpaonepaTMBHO B3ET MaTepuan

(:::ON;‘);: T‘nm KOHTpacTHa peHTreHorpacgmsa unm KAT, | Mo npeueHka Mo npeueHka

abaomuHanta exorpacums v v

PenTreHorpacus Ha 6sn aApo6 v

APYru

BMI/Terno/PvcT v v

CDAI 3a 6onecTt Ha Crohn v v

aKTUBHOCT Ha yrnLepo3eH Konut v v

nHaekc Ha Mayo v v

Ty6epkynuHosa npoba v v

KannpoTekTuH v v

* 3aABLKUTENHO Ce NPeACTaBs NOMLIIHEHa C pe3ynTaTuTe OT M3CNeABaHMATA Tabnuua 2 Ha NPUNOXeHWe 2, BKNI4YBalla ¥
NpeAXoAHUTE U3CNeABaHUA U Ce NPeACTaBAT Ha OpuruHanHa 6naHka oT ﬂasopaTOplﬂﬁ WNu 3aBepeHo U NoOANUCAHO Konue
**MonoxuteneH ceponoriieH mapkep 3a BupyceH xenatut Ge3 akTusHa supycHa pennukauus (PCR) He e npoTusonokasaHue 3a
npoBexaaHe Ha GMONOrMYHO NEYEHNe, HO NPV 3aABIKUTENEH KOHTPON Ha BUPYCHATA PENnnUKaLvs.

Aarta: ... TNekysau| nekap:
7¢ 8
w MBNCKBAHUSA HA H3OK NPU NEYEHUE HA AKTUBHA BONIECT HA CROHN W YAILIEPO3EH KOMWT C AHTULIMTOKUHOBM NEKAPCTBEHU

NPOAYKTW HAZ 18 FOAVLIHA BBL3PACT B U3BBHEONHUYHATA MOMOLL - B cuna ot 15 okTomspm 2018 roauHa
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1. Bb3pacToBaTta rpaHuua Ce U34NACNsSBa B HABBLPLUEHM FOMHU - T.e. BKIKOYUTENHO KbM JaTaTa Ha u3aasaHe Ha NpoTokona ot
creynanuampaHaTa KoM1cus.

2. Mpu Ha3HayaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO Ce CboBpa3sBaT Bb3PACTOBUTE OrPaHUYEHMS, CbIMAcHO kpaTkaTa
XapakTepucTUKa Ha CbOTBETHUS NiekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annatya neyeHne n3BbH ykasaHata Bb3pacToBa rpaHuLia B kpaTkata xapakTepucTika Ha npoaykTa.

4. H30K He 3annalya neyeHne ¢ 031 Hal MakCUMAariHo pa3peLUeHnTe No KpaTka XapakTepucTika Ha npoaykTa.

5. B cnyuail Ha HacTbnuna nofo3vpaHa HexenaHa nekapcTBeHa peakuus, nekapst ysegomssa WAJ1 no peaa Ha un. 184 ot
3NMNXM. Konue oT cbobLueHneTo ce npunara KbM MeauUMHckaTa aokymeHTaums Ha 30J1 npu kaHauaaTCcTBaHe 3a neyeHue.

6. CNELUMAITU3UPAHATA KOMUCUA nanasa Pewwenue crieq npoBeaeHa AMGynaTtopHa npoueaypa Ne 38 ,OnpeaensHe Ha
nnaH Ha feveHue U NpocneAsBaHe Ha TepaneBTU4HUS OTTOBOP MPU MaLUWEHTU, MonyYaBaluy CKbNOCTPYBALUM NEKapCTBEHW
npoaykT1 no pega Ha un. 78, T. 2 330 Ha ocHoBaHve un. 53 n un. 303 oT HauuoHaneH pamKoB AOrOBOP 3@ MEAWNLMHCKUTE
AenHoCTH Mexay HauuoHanHata 3apaBHoocuryputenHa kaca w Bwbnrapcku nekapcku cbios 3a 2018r. (06H., B, 6p. 28 or
29.03.2018 r.) M npeaoctaBeHa oT 30J1 MeauuMHCKa AOKyMeHTauus. CneuuanuavmpaHaTa KOMWUCHUA CbxpaHaBa eauvH
eksemnnap ot PewenuneTo. MNpu nsgasaHe Ha npoTokon Ha 30J1, CbxpaHsBa BTOPU €K3eMNNsip Ha NPOTOKOMa, BCUYKM Heo6XoauMu
AOKYMEHTU 33 W3AABAHETO My W KOMWE OT NPUMOXeHNEe 1 Ha HACTOSILUTE M3UCKBAHMSI, NOMBLITHEHO MO CHLOTBETHATa TOYKA U
NOANUCaHO OT YNIEHOBETE Ha CrieumManysvpaHaTa KOMUCHS.

Hacmosiwume u3uckeanusi ca paspabomeHu Ha OCHo8aHue un. 58 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKUME
deliHocmu Mexdy HauuonanHama 30pasHoocuzypumesnHa kaca u Bbrizapcku nekapcku cbio3 3a 2018z. (o6H., B, 6p. 28 om
29.03.2018 e, enusam e cuna om 15 okmomepu 20182. Ha ocHoeaHue peweHue Ne P[-HC-04-57/27.09.20182. u ommeHsm
delicmeawume usuckearusi, ymebpdeHu ¢ peweHue Ne PL-HC-04-28/03.05.2018z.

W3NCKBAHUA HA H3OK MPU NIEYEHUE HA AKTUBHA BONECT HA CROHN U YNLIEPO3EH KONUT C AHTULIMTOKUHOBW NEKAPCTBEHMN
MNPOAYKTW HAZ 18 FOAUWHA Bb3PACT B U3BBHEONHUYHATA NOMOLL - 8 cuna ot 15 okTomspu 2018 roanHa
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AEKNAPALMA 3A UHOOPMUPAHO CBIMNMACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOABMKABAHE HA
JNIEYEHUETO C NEKAPCTBEHUA NPOAYKT

crief KaTo Ce 3anosHax C usnata MM npejocTaseHa WHGMOPMAUMs M LeNTa Ha JeYeHWeTo C neKapcTBeHus
NPOAYKT.
NOCTaBeHUTE OT MEH BBMPOCH, AeKnapupam ye:

n cnej Kato nony4ux usyepnatenHu OTroBopu Ha

1. Lle cnassam npenopbyaHaTa M1 CXeMa Ha NeyeHne 1 NePUOANYHOCT Ha KOHTPONHUTE nperneau.

2. PeAoBHO We Ce sBSBaM Ha KOHTPOMHW Npernean W HAMa Aa MPOMEHAM CaMOBOMHO UMM NOA APYro BHyLUEHWe
HasHayeHaTa Mu Tepanus.

3. [pu npeycTaHoBsiBaHe Ha NEYEHNETO MO NPULUHIA, HENPOM3TYALLM OT pelueHneTo Ha KomucusTa 3a ekcnepTtuau B P3OK
wvnu Komueusta no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuyHUA cu nekap u P3OK u we BbpHa B P30OK
NocAeAHNA NPOTOKOT, MO KOWTO CbM nonyyasan/a NekapcTBEeHUs NPOAYKT.

4. Tpu HecnaspaHe Ha NOCOYEHUTE YCIIOBUSI NEYEHNETO MU C YNOMEHATUsi NekapcTBEH NpoAyKT e 6bae npekpaTteHo u
HsMa Aa umam npeteHumm kem H30K.

[ara:.

[eknapartop:.
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NPOAYKTU HAQ 18 FOAWLIHA BB3PACT B U3BBHEONHUYHATA MOMOLL - & cuna oT 15 okTomepy 2018 roauHa




