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YTBbPXOABAM:
YNPABUTEN HA H3OK: /n/
A-P PYMAHA TOOOPOBA

N3NCKBAHUA HA H3OK
NPU NEYEHUE HA TEXXKA AKTUBHA BOJNIECT HA CROHN U
YNUEPO3EH KOJINT C AHTULIMTOKWHOBW NNEKAPCTBEHW NMPOAYKTU

HAL 18 FOAULLHA BB3PACT B U3BBBHBOJIHUYHATA NOMOLL,



[image: image2.jpg]N3NCKBAHUA HA H30K NMPU U3JABAHE HA NMPOTOKOJW 3A NMPOBEXAAHE HA JIEYEHUE HA
TEXKA AKTUBHA BOJNIECT HA CROHN W YJNILUEPO3EH KONUT C AHTULUTOKWHOBU NNEKAPCTBEHU
NPOAYKTU

(Adalimumab, Golimumab, Infliximab)

MpoTOKONBLT Ce W3gaBa OT CMEUWanucTM - racTPOEHTEPONo3W OT CheuuanuiuMpaHa KOMUCHs B reveGHM
3aBeaeHus 3a 6onHMYHa nomouw, cknuunu gorosop ¢ H30K. CneunanusmpaHuTe KOMUCUM Ce Cb3AaBar CbC
3anoBeg Ha aupekTopa Ha J13: KnuHuka no ractpoeHteponorus kbm MBAJ  Llapuua MoanHa” UCYN — rp. Codpus,
KnuHuka no ractpoeHteponorus keM MBAST ,CB. MBaH Punckun” — rp. Codusa, KnuHuka no ractpoeHTeposnors Kem
BMA - rp. Cocwms, Knuhuka no ractpoeHTeponoruss kbM MBAJT ,CB. Mapuna' — rp. BapHa, KnuHuka no
ractpoeHTeponorus kbM MBAJ1 ,Cs. leopru” — rp. Mnosaus.

1. PE[] 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a 3ano4BaHe Ha nevexHune

* [lonbnHeHo W noanucaHo npunoxenue 1A/1B — nuct 3a onpegensHe Ha
KpuTepuute (No T.A) C BCUYKN HEOBX0AUMU N3cneaBaHus.

CMNEUNANU3UPAHA = ErtanHa enukpu3a, BKNiOYBal@ AaHHM OT aHamHesara, cratyca W noapobeH

KOMUCUA ¢hapmakonornieH MapLUpyT 3a noHe 3 MeceyeH nepuoa.

* EKCNEepTHO CTaHOBMILE C SICHA MeAWLMHCKA MOTUBaUMA (3aAbiKWTENHO ce
otbensssa nunca Ha U3KNIoYBaLLKM KpUTEpPUN (ModnNuUCaHo om 8CUYKU Y/IeHO8e Ha

cneyuanuaupasama KoMucusi).
/ = “ Mpotokon 3a npeanuceaHe Ha nekapcTea, 3annawann ot H3OK/P30OK" —

06p. M3-H30K (nodnucax om ecuyku YneHose Ha crneyuanuaupaHama KomMucus).

Komucus no un. 78, 1. 2 I 3aBepka Ha npoTokona
or 330 B LIY Ha H30K B P30K

MpoTokonu 3a npoabMkaBaHe Ha neveHue

= [lonbnHeHo u nognucaHo npunoxenne 1B/1 — nuct 3a onpepensHe Ha
kputepuute (no 1.B).
« EtanHa enuKpu3a, BKMioYBalla BCWYKW W3cneasaHus no Tabnuuata 3a
npocneassaHe Ha NpUNoXeHue 2 (npunazam ce U Ha opuauHanHa 6naxka unu
3a8epeHo Korue).
Eg;ugﬁl;MSMPAHA —» = AmbGynatopeH nucT OT npernega Ha 12-ta cegmvua OT 3anodsaHe Ha
neYeHNeTo C OTpa3eHu nokasatenu no Tabnuuarta 3a npocneassae (Tabn. 2,
npunoxexue 2)
= EKCNepTHO CTaHOBMUWE C SICHA MeUUMHCKA MOTUBaUMA (3aAb/MKUTENHO ce
otbens3ea nunca Ha U3KNoYBaLKM KpUTEPUK (ModNUCaHo Om BCUYKU YleHo8e Ha

M3-H30K (nodnucax om ecuyku YneHose Ha creuuanuaunaHama KOMUucus).

crieyuanuaupasama KoMucusi).
/ = ‘lpoTokon 3a npeanucsaHe Ha nekapcrea, sannawaum ot H3OK/P3OK" — obp.

Komucus no un. 78, 1. 2 > 3aBepka Ha npoTokona
or 330 B LIY Ha H30K B P30K

IIl. OBLLM NOJNTOXEHUA

1. 3001 nopgasa noaroTeeHuTe AokyMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO @ Hanpaeuno u36op Ha OMNJ. JokymeHTute
BKNIOYBAT:

1.1 3assnenue ao [upekropa Ha P3OK.

1.2 MNonbnHeHo U noanucaHo npunoxenue 1. Monbnea ce No CbOTBETHATA TOYKA W Ce npunara oTpaseHata B LMPPOB MHAEKC
MeAULMHCKa A0KYMEHTaLMS!, yA0CTOBEpsBALUA BCEKN €JUH OT KpUTepuuTe.

1.3 MbnuuaT Habop uacneaBaHus (hU3MKanHU, MHCTPYMEHTaNHN 1 nabopaTopHu), OTpa3eH B NpUnoxeHue 2.

1.4 ‘NpoTtokon 3a npeanucBaHe Ha nekapcrtsa, 3annawanu ot H3OK/P3OK' — obp. M3-H30K, uspageH ot nekaps
cneyvanucr, pabotewy no aoroeop ¢ H30K. lMNpunara ce opurHan Ha NpoTokona, a Npu KaHawaaTcTBaHe 3a nNpoAbikasaHe Ha
TepanusTa ce NpeAcTaBs OPUrMHan Ha nNpeaxoAHUs NPOTOKON C OTPA3EHN BCUYKN HA3HAYEHWs! Mo Hero.

1.5 [leknapauus 3a unopmupaHo cbrnacue no obpasey (npunoxexue 3).

2. P30K npuema gokymeHTuTe no T. 1 cnea cnpasBka OTHOCHO 34paBHOOCUIypuUTenHus cratyc Ha 30J1.

3. MbpBUAT U BCEKM CriefBall NPOTOKON Ce u3aasar 3a nepuog ot 6 meceua.

5 2
% W3UCKBAHUSA HA H30K NPU NEYEHWE HA TEXXKA, AKTUBHA BONIECT HA CROHN W YNILEPO3EH KONIUT C AHTULIMTOKUHOBW NNEKAPCTBEHN
NPOAYKTW HAZ 18 FOAULLHA BL3PACT B U3BBHBOJIHUYHATA NOMOLL| - & cuna ot 1 anpun 2014 ropuHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3AMNOYBAHE HA NEYEHUE HA TEXXKA AKTUBHA BONECT HA CROHN C
AHTULIMTOKUHOBW NEKAPCTBEHU NPOAYKTU NPU BONHU HAL 18 FOAULLIHA BB3PACT

[(Vme: 23 Pl 76 7 N P P A I

3abenexka: MmeduyuHckama OOKyMeHmauusi, ydocmosepsisausa 6CeKu om Kpumepuume € focoyeHa ¢ yughpa 6 UHOBKC U 3adbrKumenHo
npudpyxasa HaCMOAWOMO NPUNIOKEHUe.

AHTULUMTOKMHOBUTE NeKapcTBeHM NPOAYKTW Ce npunarat kato BTOPA JIMHWSI Ha NeveHue, Korato nbpeata JMHWSA
(KOPTMKOCTEPOUAN M UMYHOCYNPecopy) e 6una HeycneluHa, KOHTPaMHANLMPaHa UK NALMEHTLT He 5 NOHacs.

A. KPUTEPUM 3A 3ANOYBAHE HA MbPBU KYPC (SAAB/MKUTENHU CA BCUYKU KPUTEPUW)

MKB K50.0, K50.1

CurypHa AvarHo3a ¢ OnpeaeneHo pasnpocTpaHeHwe — NoTBbLPAEHO Ha Gasata Ha KnWHWYHaTa cumnTomartvka,
1 | napaknMHU4HU U3CNeABaHNA N KOMBMHALMA OT EHAOCKONCKA U PEHTTEeHOMOMMYHIN U3CneaBaHus - ToTanex orneA Ha rmT
upes eHA0CKONMsI, peHTreHorpadus uimunu komnioTbpHa (KT) unn marHutHo-pesoxancHa (MPT) Tomorpacus

PesynraT OT XMCTONOrMYHO M3crieaBaHe Ha marepuan OT eHpockoncka M/MI'IVI nanapockoncka Guoncus, wwvnu
WHTpaonepaTuBHo B3eT matepuarn, CbBMECTUM C AnarHosara Bonect Ha Crohn

Texka chopma Ha 6onecTra cwanacHo ECCO, 2010 u BAEMMEAE 2013:
= TEXKO HapylieHo 0bLI0 CbCTOSIHME U €[JUH UMK NOBEYe OT CrieAHUTe CUMNToMU: 3aryba Ha TenecHa maca Haj

3 10%, nosulweHa TenecHa Temnepatypa, cunHa kopemHa 6onka, Avapus (Haa 3 aedekaunm AHEBHO), Unu
Hannuve Ha obcTpykums, unu abeuecn
4 Bucoko HuBo Ha CRP > 10 mg/l u/unu apyrn 06eKTUBHY Genesu 3a aKTUBHOCT (NOBULWEHN HMBA Ha KannpoOTeKTUH

BbB heKanun UM eHAOCKONCKN MMM XMCTONOTNYHM 6enesu 3a akTuBHOCT) '

5 | CymapHa oueHka no Crohn’s Disease Ativity Index (CDAI) Hag 300 Touku 4

HenoenusBaHe OT KOPTUKOCTEPOUAN WM MMYHOCTYNPECOPW B ONTUMAnNHN KypcoBe W 403K 3a NOHe 3 MeceyeH nepuoa
(eavH mecel 3a pedppakTepHuTe * Ha neyeHue cnyyam)
* 3a pehpaKmepHu ce npuemam cryyaume c nepcucmupauia akmusxa 6onecm, ébnpeKu neyeHuemo ¢ prednisolone &
0o3aa Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha naknouBawm kputepumn no 7. 6 *

T Heob6xoauUMMUTE M3CNeABaHMsA Ca OTPaseHu B Tabn. 2 Ha NPUNOXeHWe 2 - 3ajbLMKUTENHO C& NPEACTaBAT Ha opuruHanHa Gnawka ot
nabopaTopus Ui 3aBEPEHO W NOANUCAHO KOMUE, NPU HANKYMe Ha XOCNUTanu3auus ce npunara enukpuaa ¢ Homep U3 ¢ pasHocT 4o 1 mec. npeav

Kanumua'rcraanero, mu!ﬁulg!ﬂg ce ngegg]“m lﬂunﬂ g! EBCT Terno v BMI, kakto u pesynrar _OT WHCTPYMEHTanHUTe U XWCTONOruyHu

npunara ce ouoml no olnnl  CDAI - ueoﬁxonvnmo e Aayxpnno NOTBLPXKAABAHE Ha MIrPAXAALLUTE FO NOKAIATENM 3a NOHE 4-CeAMUYEH NEpUos
OT NeyeHueTo, Npunarar ce 1 ABaTa huwa, yAoCToBepABaLLN NPOBEXAAHE Ha OLeHKaTa;
amBynaTopHN NUCTOBE WNK eTanHa enukpu3a OT Npernean Npu CneuuanucT, yAOCTOBEepABAlYM HasHayasaHe Ha NpeAXoAHa Tepanus ¢
QTPA3EHM CPOKOBE Ha NPUNOXEHHE W Pa3BMTM CTPAHWIHM Peakuuk, 3anoqHaTa Tepaniia G ApYri NeKapeTBeHi POAYKTH, Cpokose, edeKTUBHOCT;
YAOCTOBEPSBA Ce C NOANUC HA CNELNANICTa B NPUNOXeHNe 1 Ha HaCTOALMTE NNCKBAHWA.

B. U3KNIOYBALLU KPUTEPUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1. BpemeHHOCT n naktauus

2. AKTWBHa UnW naTteHTHa Ty6epkynosa, Cencuc unu apyra Texka uHexums

3. HIV nHdekuusa

4. OCTbp UNN XPOHUYEH BUPYCEH XenaTut

5. HeonnacTtuunu sabonsisaHus

6. 3acrtoitHa cepaeyHa HegoctatbyHocT (NYHA 1II-IV)

7. AnnactuyHa aHemus, u3paseHa rpaHynouutonenus, muenodubposa, numcom
8. MHoxecTBeHa ckneposa u apyru 6onectu ¢ gemuenuHusaumns

9. AsTOMMYHHO 3abonsiBaHe

OTroBapsi Ha KpuTepuuTe 3a 3anoy4saHe /

npoabiNKaBaHe Ha nevyeHueTo ¢ RAReHR RO

NOAMNUC HA CNELMANTMCTA ...

ey 3
% W3NCKBAHWA HA H30K NP NEYEHWE HA TEXXKA, AKTUBHA BONIECT HA CROHN W YAILIEPO3EH KONWUT C AHTULUUTOKUHOBWU NEKAPCTBEHUN
NPOAYKTU HAQ 18 TOAULWIHA BL3PACT B U3BBLHBEONHUYHATA MOMOLL - B cuna ot 1 anpun 2014 roanHa
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NUCT 3A ONPEAENSHE HA KPUTEPUUTE NPU NPOABLINKABAHE HA NIEYEHUE HA TEXXKA AKTUBHA BONECT HA
CROHN C AHTULMTOKWHOBW NEKAPCTBEHUW NMPOAYKTU MPU BONHU HAL 18 FOAULIHA Bb3PACT

B. KPUTEPUU 3A NPOABLIMKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUK)

MKB K50.0, K50.1

MoBnusiBaKe Ha nokasarenure:

*  HamansiBaHe Ha KnuHWYHaTa cuMTOMaTuKa

= nunca Ha cnag Ha BMI, nofobpsiBaHe Ha OTKIOHEHUTe BUOXUMUYHM nokasaTenu
*  HamansiBaHe ¢ Hag 50% unu Hopmanusupare Ha CRP '

2 | CymapHa oLieHKa Ha nokasaTenute — 3HaynTenHo noHvnxkenne Ha CDAI enpsiMo uaxoaHara g

3 | Nunca Ha HexenaHa nekapcTBeHa peakuysi U M3KIOYBaLLM kKputepuu no 7. I °

' eTanHa enuKpM3a C OTpaseHa CTeneH Ha NOBNWABAHE HA NOKA3aTenuTe, 3aALIKUTENHO Ce NPEACTaBA U aMBynaTopHUsA NUCT OT nperneaa Ha
12-Ta CeAMMUA CNEA 3an0yBaHe Ha NEYEHMeTo, HeOBXOAMMUTE W3CNEABaHUA Ca OTPaseHn B Tabn, 2 Ha npunoxeHue 2 - 3ajbmKUTeNHo ce
NPeACTaBAT Ha OPUrMHaNHa Gnatka ot nabopaTopus UNu 3aBepeHo U NOANUCAHO Konue;

$ npunara ce oueHka no ckana CDAI;

*ynocToBepsiBa Ce ¢ NOANKC Ha CNeLNanUCTa B NPUMOXeHUe 1 Ha HaCTOAWMTE N3NCKBaHWA M ce nonbnBea Taén. 1.

Tabn. 1 Hexenaxu nekapcTeeHu peakuumn
razieHe, rnaBobonue, CBETOBLPTEX
aneprus
noBULIABAHE HA apTEpPUanHoTO HansraHe
Texka uHpekumus
XeMaTonNorMuHM /Mnu BUOXMMUYHI OTKNOHEHUs CboBPa3HO thapMakosorMiHOTO A0CHe Ha NPOAYKTa - XeMOrnobuH
noa 80 g/l, neskouutn noa 3 500, TpomGoumTi nog 90 000

. U3KNIOYBALLW KPUTEPUW (NPU NPOABINKABAHE HA NEYEHUETO)
1. Jlunca Ha TepaneBTuyeH eeKT cnea sanoysaHe Ha neyYeHneTo

2. TpaiiHa knuHU4Ha pemucus Ha Bonectra — TpaeH cnag Ha CDAI nog 150

3. [pekbcBaHe Ha TepanusTa o BUHa Ha GonHus ca nepuoa noseve ot 2 meceua
4. Bkniousare Ha 30J1 B KNMHWYHO NpoyYBaHe*

* Komucusima, Kosimo @ HasHaquna neyeruemo u Habmwdasa 30/1, e dnbxHa HesabaeHo da yeedomu Komucusima sa ekcriepmusu no 4n. 78 m.2
om 330 e L|Y Ha H30K. Te3u GonHu ce 3anuceam & omdeneH peaucmbp U He 2y6sm MPasomo cu 3a npodbiikasaHe Ha neyeHuemo cned
MpUKNIoY8aHe Ha KINUHUYHOMO MPOYY8aHe cried akmyarnHa oueHka om creyuanusupaHama KoMUcusi

H30K 3AMMALLA JOMALLHO NEYEHWE C AHTULIUTOKUHOBW NEKAPCTBEHM NPOAYKTU A0 MOCTUrAHE HA TPAVHA KITMHWUYHA U
EH[IOCKOINCA PEMUCUA (O3APABSABAHE HA NIUFABULIATA).

Onpepenenue 3a 03apaBABaHe Ha NUraBuLaTa — 683 KNUHUYHK, BUOXMMUYHI/NABOPATOPHM, EHAOCKONCKM UK XUCTONOrUYHK Geneau Ha
Bb3nanexue, Bkn. CDAI nog 150 Touku.

OTroBaps Ha KpuTepuuTe 3a 3anousaHe / & Aiatlia noss
npoAbIKaBaHe Ha NeYeHUeTo ¢ A A

Ly 4
% W3UCKBAHUA HA H3OK NPU NEYEHWE HA TEXXKA, AKTUBHA BOJIECT HA CROHN U YNILEPO3EH KONIUT C AHTULIMTOKUHOBW NEKAPCTBEHW
NPOAYKTU HAZ 18 FOAULLHA BL3PACT B U3BBHBOJIHUYHATA NMOMOLL| - & cuna ot 1 anpun 2014 ropuHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA YNTUEPO3EH KONUT C
AHTULUMTOKUHOBW NEKAPCTBEHU NPOAYKTU NPU BONHU HAL 18 TOAULLIHA BB3PACT

Wwe: =T P I s e T

3abenexka: MeduuyuHckama AoKymeHmayusi, ydocmoeepsiealua 6ceku om Kpumepuume € rocoyeHa ¢ yuchpa 6 UHOBKC U 3a0Bb/KUMENHo
npudpyxaea HaCMOSU4OMO NPUNOKEHUE.

AHTULUMTOKMHOBUTE NEKapcTBeHM NPOAYKTW Ce npunaraT kato BTOPA FNIMHWSI Ha neveHue, Korato nbpeaTa fMHWA
(KOPTMKOCTEPOUAM M MMyHOCYNpecopy) e 6una HeycrnewHa, KOHTPauHANLMPaHa UNN NaLMEHTLT He A NoHacs.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (SAAB/MKUTENHN CA BCUYKU KPUTEPUW)

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

CurypHa AuarHosa ¢ onpeaeneHo pasnpocTpaHeHwe — noTBbpAGHO Ha Gasata Ha knuHWuHaTa cumnTomaTtvka,
1 | napaknuHUIHY M3CNeABaHWS U KOMBUHALMA OT EHAOCKONCKM W PEHTIEHOMNOMMYHI 3CNeABaHws - ToTaneH orneq Ha ruT
ypes3 KOrIOHOCKONMS!, peHTreHorpacus u/mnu komnoTspHa (KT) unu marHutHo-pesoHancHa (MPT) Tomorpachus

Pe3yntaT OT XMCTONOrMYHO M3creaBaHe Ha marepwan OT eHpocKoncka nnu nanapockoncka ©Guoncus, w/wvnn
WHTpaonepaTuBHO B3ET matepuan, CbBMECTUM C AnarHosara ynueposeH KOI'IW'I’1

YMmepeHo Texka hopma Ha GonecTtra cbanacHo ECCO, 2012 u BAMErMEAE 2012:
3 | kbpBaBa anapus 2 3 AHeBHO; ¢ unu 6e3 noBuiLEHa TenecHa Temnepatypa 2 37,8; xemornobux < 105 g/l; unn CYE > 30
MM/4 AN NOBULLEHM HUBA HA KANMPOTEKTUH BbB hekanuy '

Bucoko HUBO Ha CRP > 5 mg/l n/unu apyrv o6exTuBHM 6enesn 3a akTMBHOCT (NOBULIEHN HUBA Ha KannpoOTeKTUH
BB (hekanuu MM eHAOCKONCKYN MMM XMCTONOrNYHI 6enesn 3a akTMBHOCT)'

5 | CymapHa oueHka no uiaekc Ha Mayo Haa 6 Touku 2

HenosnusisaHe OT KOPTUKOCTEPOUAN UM UMYHOCTYNPECOPU B ONTUMAsHN KYPCOBE U 403N 3a NoHe 3 MeceyeH nepuos
(eauH mecell 3a pechpakTepHuTe * Ha neyeHue crnyyau)
* 3a peghpakmepHu ce npuemam cryyaume c nepcucmupawya akmueHa 6o1ecm, ebnpexu neyeHuemo c prednisolone 6
doaa Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 ceOmuyu

7 | Nunca Ha usknouBawm kputepumno 7. 6 *

! HeoBxoaMMUTE M3CNeABaHWS Ca OTPA3eHU B TABNMUA 2 Ha NPUMOXEHUE 2 - 33ABIKATENHO Ce NPEACTABST Ha OpUruHanHa Gnaxka ot
nabopaTopus Wnu 3aBepeHo M NOANMCAHO KOMWE, NPW Hanuuve Ha XocnuTanu3auus ce npunara enukpusa ¢ Homep U3 c aasHoct Ao 1 mecey
NpeAvn KaHAWAATCTBAHETO; 3aABLINKUTENHO CE NPEACTABAT AaHHW 38 PbCT, Terno U BMI, kakTo v pesynTar oT WHCTPYMEHTAaNnHUTe W XUCTONOTUYHI
A anHa nognucaxa v nogneyarana 6naxka HOCT 1 roauHa);

npunara ce oueHKa no uHAeKkc Ha Mayo;
3 aMBynaTopHM NUCTOBE WNM ETanHa enuKkpU3a OT NPerneay NP CrieLManucT, yAOCTOBEPSIBALLM HasHauaBaHe Ha NPeAXOAHa Tepanus ¢
0Tpa3eHun CPOKoBe Ha NPUNOXEHNE I PasBUTI CTPaHUYHN Peakunn, 3anouHaTa Tepanus C Apyru NekapcTBeHU NPOAYKTH, CPOKoBe, eHEKTUBHOCT;

YAOCTOBEpSBa Ce C NOANNUC Ha CneyuanicTa B NpuioxeHne 1 Ha HacTOALINTE U3UCKBAHMUS.

B. U3KNIOYBALLN KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)
1. BpemeHHOCT n nakrauus

2. AKTWBHa UNW NaTeHTHa TyBepKynosa, Cencuc unu Apyra Texka uHhekumus

3. HIV nHdekuunsa

4. OCTbp NN XPOHUYEH BUPYCEH XenaTuT

5. Heonnactuyhun 3abonssanus

6. 3acrtoitHa cbpaeyHa HegoctaTbyuHocT (NYHA 11-1V)

7. AnnactuyHa aHemus, uspaseHa rpaHynouutoneHus, mmenocubposa, numgom
8. MHoxecTBeHa ckneposa v Apyri Gonectu ¢ AemnenuHusaums

9. AsTOMMyHHO 3abonsiBaHe

OTroBapsi Ha KpuTepuuTe 3a 3ano4saHe /

npoabINKaBaHe Ha nevyeHueTo ¢ ORISR Boas

¢ 5
% W3NCKBAHUA HA H3OK MPW NIEYEHWE HA TEXXKA, AKTUBHA BOJIECT HA CROHN U YNLUEPO3EH KONUT C AHTULIMTOKUHOBU NEKAPCTBEHWU
NPOAYKTW HAZ 18 FTOAULLHA BL3PACT B U3BBLHBEONTHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2014 roauHa
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JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABIMKABAHE HA NNEYEHUE HA YNLEPO3EH KONUT C |
AHTULUMTOKWHOBU NEKAPCTBEHW NPOAYKTU NPU NALMEHTU HAL 18 rOA |

B. KPUTEPUM 3A NPOABMKABAHE HA NNEYEHUETO (SAQB/MKATENHU CA BCUYKU KPUTEPUWN) !

MKB K51.0, K51.1, K51.3, K61.5, K51.8, K51.9

MoenusiBaHe Ha nokasarenure:

*  HamansBaHe Ha KMHUYHaTa CUMTOMaTUKa

* nopoGpsiBaHe WNW HOpManuaupaHe Ha OTKNoHeHuTe nabopaTopHn nokasaTenu
*  eHA0CKOMCKO WM XMCTONOMMYHO Noao6peHme '

2 | CymapHa oueHKa Ha nokasaTenuTe — 3HauMTenHo NoHWKeHe Ha CNpPsIMO M3xoaHaTa ¢

3 | Nunca Ha HeXenaHa NeKapcTBEHa peakums U M3KIoUBALLM kKputepun no 7. >

! eTanHa enukpM3a C OTpaseHa CTeneH Ha NOBNWABaHe Ha NokasaTenuTe, 3aALMKUTENHO Ce NPeACTaBs i aMByNaToPHUA NUCT OT Nperneaa Ha
12-Ta ceAMMUA CNeA 3anoyBaHe Ha NeYEeHNeTo, HeoBXOAUMUTE U3CNEABaHNA Ca OTPA3eHU B TaGnuua 2 Ha NpUNoXeHue 2 - 3aABLIKUTENHO ce
NpeACTaBAT Ha OpUrMHanHa 6natka ot nabopaTopus N 3aBepeHo U NOANKUCAHO Konue;

% npunara ce oUgHKa no uHAeke Ha Mayo;

ynocToBepsBa Ce C NOANKUC Ha CNeLManucTa B NPUMOXeHUe 1 Ha HACTORALMTE M3NCKBAHWMA U Ce nonbnea Tabnuua 1.

Tabn. 1 Hexxenaxu nekapcTBeHu peakuuu
razieHe, rnaBobonue, CBETOBbPTEX
aneprus
noBULaBaHe Ha apTepuanHoTo Hansraxe
TeXKa UHGeKums
XeMaTonoruuHn Wunu BUOXMMUYHU OTKIIOHEHNS CbODPa3HO hapMakonorMyHoOToO A0CKE Ha NPOAYKTa - XeMOornobuH
noa 80 g/l, neskouuti noa 3 500, TpomGoumti noa 90 000

I. U3KNIOYBALLW KPUTEPWUU (NPU NPOABIMKABAHE HA NEYEHUETO)

Jlunca Ha TepaneBTudeH edpekT criej 3arnousaHe Ha nevyeHneTo

TpaiiHa KNuHUYHA U eHAoCKoNCKa pemucus Ha GonecTTa — 03apaBsBaHe Ha nurasuuara
MpekbCBaHe Ha Tepanusita no BUHa Ha 6onHUA ca nepuoy noseve oT 2 Meceua |
Bkniousare Ha 30J1 B knuHnyHO npoyysaHe*

bt ot hde

* Komucusima, kosimo e HagHayuna neveHuemo u Habniodaea 30/1, e OnbxHa He3abasHo da yeedomu Komucusima 3a ekcriepmusu no y4n. 78 m.2
om 330 e LY Ha H30K. Tesu 6onHu ce sanuceam & omoeneH pesucmbp U He 2ybsm npaéomo cu 3a npodbiasaHe Ha eYeHuemo cned
MPUKNIoY8aHe Ha KITUHUYHOMO MPOyYeaHe cried akmyanHa oueHka om crneyuanuaupaHama KOMUcus

H30K 3AMMNALLA JOMALUHO NEYEHUE C AHTULMTOKUHOBW NEKAPCTBEHMU NPOAYKTU 10 MOCTUIAHE HA TPAVHA KITMHUYHA U
EHAOCKOMNCA PEMUCUA (O3APABABAHE HA JIUFABULIATA).

Onpepaenexue 3a 03apaBsiBaHe Ha nNUrasBuuara — 6e3 KNMHUYHK, BUOXUMUYHM/NABOPATOPHMU, EHAOCKONCKM UM XUCTONOrMYHK Genean Ha
BbL3nanexue.

OtroBaps Ha kpuTepuuTe 3a 3anoysaHe /

NPoALIKABAHE Ha NIEYEHUeTO C B AHeRHA fo3a

noanuc Ha cneuywanucra:

Ly 6
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1. NEKAPCTBEHW NPOAYKTW, Bknioyenu B MNMpunoxenne 1 va MNNC, kouto H30K 3annawa B cboTBeTCTBME C

AEeNCTBaWMTe HOPMaTUBHU AOKYMEHTH.

INN MKB A03A
WHaykumoHHa Tepanus*:
= 80 mg npes ceamuua 0, nocneasanun ot 40 mg npes ceamuua 2
3a K50.0 n K50.1
I;f;t:% ’5(55(:11 = 160 mg npe3 ceamuua 0 (noa chopmata Ha YETUPKU WHXKEKUMM B
ADALIMUMAB K51 '3'K51 5 pamkuTe Ha eAHO AEHOHOLME UNW KaTo [BE UHXEeKUWUN AHEBHO B
K51‘ 8' K51. g' /iBa nocneaosaTtentu Alu), cnea koeto 80 mg npes ceamuua 2**
i b 3a K51.0, K51.1, K61.3, K51.5, K51.8, K51.9
Mopawbpxawa Tepanus***:
= 40 mg npes cegmuua unm 40 mg Bcska ceamuua (npu
KaTeropu4H1 NnokasaHusa 3a Cpok He noseye ot 3 meceua)
WHaykumoHHa Tepanus*:
K51.0, K561.1, =  HavanHa gosa 200 mg
K51.2, K51.3, = 100 mg npes BTOpa ceamuUa
GOLIMUMAS K51.4, K51.5, Moaawbpxawa repanua™*:
K51.8, K51.9 . 50 mg/100 mg B 3aBUCUMOCT OT TENECHOTO Terno eauH NbT
MeceyHo
WHAayKuMoHHa Tepanua*:
ﬁ.ﬂ% ';55211 = 5 mg/kg nHTpaBeHo3Ha uHyaus Ha 0, 2 n 6 ceamnum
INFLIXIMAB K51 ‘3 2 K51 5 ki Noaawbpxawa tepanua™**:
K51‘8' K51.9‘ = 5 mg/kg UHTpaBeHo3Ha WHGy3ns Ha Bceku 8 ceamuum cnea 6
e g ceamuua

* MHAYKUMOHHATA Tepanua Tpabea Aa ce NpoBexaa B KOMBUHALMS C KOPTUKOCTEPOUAK. MOHOTEPANNUA € BL3MOXHA NPU HENOHOCUMOCT

KbM KOPTUKOCTEPOMAMN UNK KOraTo NPOABLMKUTENHATA Tepanua C KOPTUKOCTEPOMAN e HenoaxoAALa.

** PUCKBT OT HEXenaHu edekTi e no-ronam

*** N0 BpeMe Ha NoAAbPXaLaTa Tepanis A03aTa Ha KOPTUKOCTEPOMANTE MOXE Ad Ce Hamanu NocTeneHHo B CLOTBETCTBME C Npasunara

Ha gobpara KnuHudHaTa npakTuka

2. NPOCINEASABAHE:

Tlepros Ha fieuenue
W3cnepsanus ax | 1M [2m [3m [4m [5m [6m.  [12m. [ 18m.
XEMATOIOrU4HU
XEMOrnobuH v v v v v v v v v
EpUTpPoOLUTA v v v v v v v v v
MCV v v v v v v v v v
XeMaToKpuT v v v v v v v v v
nesKkouuTH v v v v v v v v v
TpOMbOLMTH v v v v v v v v v
CYE / CRP v v v v v
BUOXUMUYHU
ASAT v v v v v v v v v
ALAT v v v v v v v v
GGT /AP
NoHorpama v v v v
KpeatuhuH / ypes v v v v
06wy 6enTbk v v v v v
anbymuH
CepyMmHo xensso / XXCK v v v v v
CEPOJIOrUYHU
HBsAg / Anti HB c- total * v
Anti HCV* v

S
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*MonoxuTeneH CeponoruyeH Mapkep 3a BupyceH xenaTut Ges akTueHa BupycHa pennukauus (PCR) He e npoTusonokasauue 3a
NpoBeXAaHe Ha GUONOrMYHO SleHeHNe, HO NPW 3aAbIDKUTENEH KOHTPON Ha BUPYCHATA pennnkaums.

** npunarar ce 1 Npu BCeku cneABsaly NPoTokon

*** ABYKPATHO Npe3 NpeAxoAHUs Mecely Ha hoHa Ha npoBexaaHara Tepanus

**** 13BBLPLLIBAT Ce NO NpeueHka

W3cnensaHusiTa ce NPeACTaBAT Ha OPUrMHanHW GnaHkW WA 3aBEPEeHN KONUA C NOANMC M neuar Ha JI3 (Npu Hanuuue Ha xocnuTanuaaums ¢
A@BHOCT A0 1 MECeU NpeAv KaHAWAATCTBAHETO Ce Npunara 3aBepeHo Konue oT enukpuaa ¢ Homep U3).

Il. OBLUM USUCKBAHUA

1. Bb3pacToBara rpaHMua Ce U3YMCNsBa B HABLPLUEHN TOAUHN - T.e. BKNIOYUTENHO KbM AaTaTa Ha u3jasaHe Ha npoTokona ot
cneuuanuanpaHara KoMUcus.

2. MNpu HasHa4yaBaHe Ha Tepanusi No NPOTOKON 3aAbMKUTENHO ce CbobpassBaT BL3PACTOBUTE OrpaHUYEHNs, CbINacHo kpaTkara
XapaKTepucTUka Ha CbOTBETHWUS NeKapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3JMXM.

3. H30K He 3annauya nevYeHve n3BbH ykasaHata Bb3pactoBa rpaHuLa B kpatkaTta xapakTepucTuka Ha npoaykra.

4. H30K He 3annalua neveHune ¢ 031 Haz MakCUManHo paspelueHnTe No kpaTka xapakTepucTuka Ha NpoayKTa.

5. B cnyuail Ha HacTbnUna NoAc3WpaHa HexenaHa nekapcTeeHa peakuus, nekapst yseaomssa WAJI no pepa Ha un. 183 ot
3/INXM. Konve oT cbobLieHneTo ce npunara KbM MeavumHckaTa aokymentaums Ha 30J1 npu kaHauaaTcTeaHe 3a neveHue.

6. KOMUCUATA, uspana npotokona Ha 30J1, cbxpaHsiBa BTOPU eK3eMNnsp Ha MPOTOKONa U BCUYKM Heobxoaumu
AOKYMEHTH 3a U3AABaHETO My.

Hacmosiuume u3uckeaHusi ca paspabomeHu Ha OCHosaHue yn. 56 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKUME
detiHocmu 3a 2014 200uHa (06H., 4B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 anpun 2014 2., cvenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a yenosusima u peda 3a 3annawjaqe Ha nekapemenu npodykmu no yn. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume MpodyKmuU 6 XymaHHama MeouyuHa, Ha MeOUUUHCKU u3denusi U OUemuyHU XpaHu 3a creyuanHu
meduyuHcku uenu (o6H., B, 6p. 31 om 2007 2.).
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