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MpoTokonbT ce W3aasBa OT CMeUManucTU - racTPOEHTEepPONio3n OT Cheuuanu3MpaHa KOMUCHUA B JieueGHu
3aBefieHusi 3a 6onHMYHa nomou, cknouunu aorosop ¢ H30K. CneunanusmpaHuTe KOMUCHUM Ce Cb3haBaT CbC
3anoBen Ha gupektopa Ha nevebHoTo 3aBefeHue B cnepHute J13: KnuHuka no ractpoeHTeponorus kbm MBAJ
,Uapuua MoanHa” UCYJ — rp. Codousi, KnuHuka no ractpoeHTeponorust keM MBAJT ,Cs. MBaH Puncku” — rp. Codus,
KnuHuka no ractpoenTeponorus kbM BMA - rp. Cocus, Knunuka no ractpoexteponorus kbm CBANAB — rp. Codous,
Knunuka no ractpoeHTeponorusi kbeM MBAJT ,CB. MapuHa” — rp. BapHa, KnuHuka no ractpoeHteponorus kM MBAJ
,CB. leopru” — rp. MNnosaus..

I. PEQ 3A 3ABEPABAHE HA MPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha TepanusaTa

L MonbnHeHo noanucaHo npunoxexHuwe 1A - nwuct 3a onpeaensiHe Ha
KkpuTepuuTe (No T.A) C BCUYKM HEOOXOAUMU U3CNEBaHUS.

CMNELUMANU3UPAHA N ETanHa enukpu3a, BkniouyBalla JaHHW OT aHamHesaTa, craTtyca U noapobed
KOoMUcusa chapmakonoruyeH MapLupyT 3a noHe 3 MeceueH nepuog,.

L EKCNepTHO CTaHOBMLWIE C SicCHA MeAULMHCKA MOTUBAaLWS (3aAbMmMKUTENHO ce
otbenassa nunca Ha U3KNKYBaLn Kputepuun (nadnucauo Oom 8CUYKU 4YneHoee Ha
creyuanusupaHama KoMucus).

“ MpoTokon 3a npeanuceBaHe Ha nekapcTsa, 3annawanvn ot H3O0K/P30K" —
06p. M3-H3OK (nodnucan om eécuyku 4YneHoee Ha crneyuanu3upaHama KOMUCUSsi).

MpoTokonu 3a NnpoAbMKaBaHe Ha TepanusTa

= [lonbnHeHOo W noanucaHo npunoxewue 1B — nuct 3a onpepensHe Ha
KpuTepuute (no T.B).

= EtanHa enuKpu3a, BKMiOYBaWl@ BCWYKM uW3CneapaHus no Tabnuuata 3a
npocneasiBaHe Ha NpUNoXeHue 2 (npunazam ce U Ha opuzuHanHa bnavka unu
3asepeHo Korue).

= AmbGynatopeH nMcT OT nperneaa Ha 12-ta cegmuua OT 3anoyBaHe Ha
fIeYeHNEeTO C OTpaseHn nokasatenu no tabnuuata 3a npocneassave (Tabn. 2,
npunoxenwue 2)

* EKcneptHO cTaHOBMIWE C siCHA MeAULMHCKA MOTUBALMA (3a4bMXuTErNHo ce

oTbensspa nunca Ha W3KNYBaLUM KpUTepum (1odnucaHo om 8CUYKU YieHoee Ha

crneyuanuauparama KoOMUcuUsi).

“MpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annawiadn ot H30OK/P3OK" — obp.

M3-H3O0K (nodnucan om 8cuyku YneHoee Ha cneuuanuaupaHama KOMUCUs).

CMELMATTM3UPAHA
KOMUCUS B4

Il. OBLUW NONOXEHUA
1. 330J1 nogasa nogroteeHute AokymeHTn B P30K, Ha TepuTopusiTa Ha KOSITO @ Hanpasuno u3bop Ha OMNJI. [lokymeHTuTe
BKIIOYBAT:

1.1 3asenenue Ao [upektopa Ha P3OK.

1.2 lMonbnHeHo u noanucaHo npunoxenue 1. Monbnea ce No cboTBETHATa TOYKa W Ce npunara oTpaseHata B UUpoB

WHAEKC MeaULMHCKa 4OKYMEHTaUus!, y40CTOBepsiBalla BCeKU eANH OT KputepunTe.

1.3 MNbAHWAT Habop nacneaBaHus (PU3NKaNHN, UHCTPyMEHTanHn u nabopaTopHu), OTpaseH B NpunoxeHue 2.

1.4 ‘NpoTokon 3a npeanucBaHe Ha rekapcTea, 3annawanu ot H30K/P30K" — obp. M3-H30K, nspnageH ot nekaps
cneuuanuct, pabotewy no poroeop ¢ H3OK. lMNpunara ce opuruHan Ha NpoTokona, a Npu KaHAAATCTBaHe 3a NpoAbrkasaHe Ha
TepanusTa ce NpeACTaBs OPUrMHan Ha NPeAXo/HNUs NPOTOKON C OTPA3eHN BCUYKN HAa3HAYEHWsA MO Hero.

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

2. P30K npuema gokymeHTUTE No T. 1 cnej cnpaBka OTHOCHO 3APaBHOOCUIypUTenHus ctatyc Ha 330/,
3. MbpBUAT U BCeku crieaBaly NPOTOKON ce u3aasaTt 3a nepuoA ot 6 meceua.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE HA TEXKA, AKTUBHA BONECT HA CROHN
C AHTULUMTOKWUHOBU NNEKAPCTBEHU NMPOAYKTU NPU NALUMEHTU HAL 18 TOAULIHA Bb3PACT
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3abenexka: MmeduyuHckama GoKymeHmauyusi, ydocmoeepsisalua 8CeKu Om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOeKC U 3adbIKUMenHo
npudpynaea HaCMOAWOMO NPUITOKEHUE.

AHTULMTOKMHOBUTE JeKapCTBEHW MPOAYKTM Ce npunarat Kato BTOpPa JSIMHUA Ha rievyeHue, korato nbpeBarta MuHWS
(KOPTUKOCTEPOMAN U UMYHOCYNpecopy) e buna HeycnewHa, KOHTPaMHANLIMPaHa U NAUNEHTLT He A NoHacs.

A. KPUTEPUU 3A 3ANOYBAHE HA MbPBU KYPC (SAOBIMKUTENHU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

CurypHa auarHosa C OnpefeneHo pasnpocTpaHeHue — NoTBbpAEHO Ha basata Ha KnNMHW4HATa cuUMNToMaTvKa,
1 | napaknuHUYHU U3CNeABaHNA U KOMBMHALIMS OT EHAOCKOMCKN 1 PEHTIEeHOMOMNYHIN U3CneaBaHus - TotaneH ornej Ha MNT
Ypes eHA0CKoNUsI, peHTreHorpadus n/mnu komnioTbpHa (KT) unn MarHUTHO-pe3oHaHcHa (MPT) Tomorpacums !

Pe3ynTaT OT XMCTONOTWYHO M3CrieiBaHe Ha MaTepuan OT eHjocKoncka W/wnu nanapockoncka Guoncusi, w/vnu

2
MHTPaonepaTUBHO B3eT MaTepuan, CbBMECTUM C auarHosata bonect Ha Crohn .
Texka cpopma Ha 6onectra cbaniacHo NICE, 2010 u ECCO, 2010:
3 = TEXKO HapyleHo 0BLIO ChCTOSHUE U €AUH UNK NOBEYE OT CrieAHUTe cumnTomu: 3aryba Ha TenecHa maca Haj
10%, noBULIEHa TenecHa TemnepaTtypa, curnHa kopemHa Gonka, avapus (Hag 3 Aedekauuu AHEBHO), unu
Hanuuve Ha obcTpykums, unu abeuecu
4 Bucoko HMBO Ha CRP > 10 mg/l u/unu apyru o6ekTuBHU 6enesun 3a akTMBHOCT (NOBMLIEHU HUBA Ha KannpOTeKTUH

BBLB (heKauu UM eHAOCKONCKM U XMCTONIOMMYHM Genesun 3a akTUBHOCT) {

5 | CymapHa ouenka no Crohn’s Disease Ativity Index (CDAI) nag 300 To4ku E

HenoenusiBaHe OT KOPTUKOCTEPOMAM MMM UMYHOCNYNPECOpU B ONTUMANHN KypPCoBE W 1031 3a MOHe 3 MeceyeH nepuoa
(eanH mecel 3a pedpakTepHuTe * Ha neveHune cry4an)
6| +3a pechpakmepHu ce npuemam cilysaume ¢ nepcucmupawa akmueHa 6onecm, ebnpeku neyeHuemo ¢ prednisolone
do3a Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha uakno4Bawm KpuTepum no 1. 6 Y

i HeobxoauMUTE M3CneABaHUsi ca OTPa3eHu B Tabn. 2 Ha npunoxexve 2 - 3aAbIKUTENHO Ce NPEeACTaBAT Ha opwurnHanHa 6naHka ot
naﬁopaTopMﬁ WNn 3aBepeHo U NOANUCaHO Konue, Npu Hanuuue Ha xocnuTanusauyua ce npunara enukpusa c Homep W3 c aaBHocT A0 1 mec. npean
KaHAWAATCTBAHETO; 3aAbIKUTENHO Ce NPeACTaBAT AAaHHW 33 DBCT, Terno v BMI, kakTto v _pesynrar OT WHCTPYMEHTAnHWTe U XUCTONOru4Hu

W3CNeABaHVsA Ha OpUrMHanHa NOANUCcaHa v nognedarana 6nakka;
npunara ce oueHka no ckana CDAI - Heo6x0AUMO € ABYKPaTHO NOTBLPXAABAHE Ha U3rpaxaalluTe ro nokasaTenu 3a noHe 4-CeiMUYEH Nepnoa

OT NEeYeHNeTo, Npunarar ce u ABata (uLa, YA0CTOBEPABALLN NPOBEXAAHE Ha oueHkaTa;
aMGyNaTopHM NMCTOBE WNW ETanHa envKpM3a oT Mperneau Npu CNeunanucr, YA0CTOBEPABAILN HasHauaBaKe Ha NPeAXOAHa Tepanvs ¢
OTPA3eHU CPOKOBE Ha NPUMOKEHUE U PASBUTI CTPAHWYHI PEaKLMW, 3aN04HATa TEPANUA C APYTM NEKapCTBEHM NPOAYKTY, CPOKoBe, eeKTUBHOCT;
YAOCTOBEPSIBA CE C NOANUC Ha CNELMANUCTa B NPUNOKEHNE 1 Ha HACTOALYUTE NIUCKBAHUS.

3abenexka: PasBUTMETO HA HEXENaHW NeKkapCTBEHN peakuuu CipsiMo Apyrute 60NecTonpOMEHALN aHTUPEBMATUYHI NPOAYKTA
ce NOTBLPXKAABA YPEe3 NpeACTaBsiHE Ha amOynaTopeH NUCT OT CbOTBETHUA MPErNeA UNu Konue oT yBeAOMNEHNETO KbM WAN no
peaa Ha un. 183 ot 3/IMXM.

B. U3KIIOYBALLU KPUTEPUM (MPU 3AMOYBAHE HA NNEYEHUETO)

1. BpemeHHOCT 1 nakrauus.

2. AKTMBHa unu nateHTHa Tybepkynosa (TyGepkynuHosa npoba); cencuc unu Apyra Texka WHekumns.
3.  HIV undekumns.

4. OCTbP VNV XPOHUYEH BUPYCEH XenaTuT (XenaTUTH Mapkepy Npu HEO6X0ANMOCT).

5. HeonnactniHn 3abonssaHus.

6. 3acToitHa cbpaeuHa HegoctatbuHocT (NYHA IHI-IV).

7. AnnacTuuHa aHemusi, U3paseHa rpaHyrnouuTonenns, mmenogubposa (MKK ¢ AKK, npu HeobxoAMMOCT KOHCynTaums ot
Xemarosnor), NuMgom.

MHoXecTBeHa cknepo3aa v Apyrv 6onectu ¢ AemuenuHnsaums.

ABTOMMYHHO 3abonsBaHe.
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OTroBaps Ha KpuTepuuTe 3a 3anoysaxe /
npoAbMKaBaHe Ha NeYeHNeTo ¢

B AHEeBHa Ao3a

noanuc Ha cneunanucra:.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NMPU NPOAB/HKABAHE HA NEYEHUE HA TEXKA, AKTUBHA BONECT HA
CROHN C AHTULIUTOKMHOBW NEKAPCTBEHU NPOAYKTU NPU NAUMEHTU HAQl 18 TOAULLHA Bb3PACT

B. KPUTEPUU 3A NPOABIMKABAHE HA NIEYEHUETO (BAOB/MKUTENHU CA BCUYKU KPUTEPUMN)

MKB K50.0, K50.1

MNoenusiBaHe Ha nokasartenure:

*  HamansiBaHe Ha KNUHWYHaTa cUMTOMaTHKa

= nwunca Ha cnag Ha BMI, nogobpsaBsaHe Ha OTKNoHeHUTe BUoOXMMUYHN NokasaTenu
= HamansiBaHe ¢ Haa 50% unu Hopmanuaupare Ha CRP '

2 | CymapHa oueHka Ha nokasaTenute — 3HaunTenHo noHmkexve Ha CDAI enpsiMo uaxoaHara :

3 | Nunca Ha HexenaHa nekapcTBEHa peakuysi M M3KIIouBaLM kputepuu no . I °

! eTanHa enuKpU3a C OTPa3eHa CTeNeH Ha NOBNUABAHE Ha NOKa3aTenuTe, 3a/AbIKUTEINHO Ce NPEACTaBs U aMBynaTopHUs NIUCT OT Nperneaa Ha
12-Ta ceAMMUA Criej 3anoyBaHe Ha NeYeHNeTo, HeoGXOAMMMUTE W3CNeABaHWA ca OTpaseHu B Tabn. 2 Ha NPUMoXeHne 2 - 3aAbL/DKUTENHO ce
NpeACTaBAT Ha opuriHanHa Gnaxka ot nabopaTopus unu 3aBepeHo U NOANNUCAHO Konue;

2 npunara ce oueHka no ckana CDAI;

* yAocToBepsBA Ce C MOANMC Ha CNeLMAnUCTa B NPUNOXEHUe 1 Ha HACTOALIMTE U3NCKBAHMA U ce nonbnsa Tabn. 1.

Tabn. 1 HexenaHu nekapcTBeHU peakummn
rageHe, rasobonue, CBETOBbPTEX
aneprus
noBUWAaBaHe Ha apTEpUanHoTo HansraHe
TeXKa MHekumus
XEMaTONOMYHMN WY BUOXMMUYHI OTKIIOHEHMS CboBPa3HO (hapMakoSIorMYHOTO A0CKUE Ha NPOAYKTA - XeMOrnobuH
noa 80g/l, neskountn noga 3 500, TpomGoumTi nog 90 000

. U3KMOYBALLM KPUTEPUU (MPU NPOABINKABAHE HA NEYEHUETO)
Jlunca Ha TepanesTuyeH eeKT Cnej 3anoysaHe Ha NeveHneTo.

TpaitHa knuHU4Ha pemucus Ha BonectTta — TpaeH cnaj Ha CDAI nog 150.
MpekbCcBaHe Ha TepanusTa Mo BUHa Ha GomnHus ca NepuoA noseve oT 2 meceua.

W=

H30K 3ANMNALLIA JOMALLIHO NEYEHUE C AHTULIMTOKUHOBM NEKAPCTBEHW NPOAYKTU A0 NOCTUTAHE HA TPAVWHA KIUHUYHA U
EHAOCKOMNCA PEMUCWUSA (O3APABABAHE HA NTUFABULIATA).

Onpepaenexuve 3a 03ApaBssiBaHe Ha nurasuuara — 6e3 KNMHUYHU, BUOXUMUYHN/NABGOPATOPHU, EHAOCKOMNCKM UM XUCTONOrMYHK Genean Ha
Bbananexue, skn. CDAI noa 150 Touku.

OTroBaps Ha KpUTEpUUTE 3a 3anoysaHe / B gHeBHa o3a
nNpoAbIMKaBaHe Ha NeYeHneTo ¢

-
@ W3UCKBAHUA HA H30K NPU NEYEHUE HA TEXKKA, AKTUBHA BONIECT HA CROHN C AHTULIMTOKUHOBU NNEKAPCTBEHW NPOAYKTU B
WN3BBbHBONHUYHATA NOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE HA TEXKA, AKTUBHA BOJIECT HA CROHN
C AHTULIMTOKWUHOBU NNEKAPCTBEHU NMPOAYKTU NPU NALMEHTU NOA 18 TOAULLHA BB3PACT
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3abenexka: meduyuHckama OoKyMeHmauusi, ydocmoeepsisalia 6CeKu om Kpumepuume e roco4YeHa ¢ yugpa 6 UHOKC U 3adb/HKumesHo
npudpyxaea HaCMOoAW0MO NPUSIOKEHUE.

AHTULUMTOKMHOBUTE NeKapcTBEHM MPOAYKTM Ce npunaraT KkaTo BTOpa IIMHMA Ha rievyeHue, Korato nbpBaTta NUHUA
(KOPTUKOCTEPOUAN U UMYHOCYNpecopu) e 6runa HeycnewHa, KOHTPaMHANUMPaHa UNu NauMeHTBLT He s noHacs.

A. KPUTEPUU 3A 3ANOYBAHE HA NbPBU KYPC (BAABIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB K50.0, K50.1

CurypHa guarHo3a C ONpeferieHo pasnpocTpaHeHue — noTBbpAEHO Ha 6asata Ha KWHWYHATa cUMNToMaTWKa,
1 | napaknuHU4HW U3CNeABaHNa U KOMBMHaUMS OT EHAOCKONCKU U PEHTTEHOMOTNYHU U3CNeaBaHNA - TOTaneH ornea Ha raT
ypes eHA0CKONMS, peHTreHorpadus u/mnu komnioTbpHa (KT) unu marHutHo-pesoHaxcHa (MPT) Tomorpacus i

Pezym’at OT XMCTONMOIMYHO MU3cneaBaHe Ha martepuwan OT eHAOoCKorncka w/vnn nanapockoncka 6uoncusa, w/vnn
WHTpaonepaTuBHO B3eT matepuarn, CbBMeCTUM C AnarHosara Bonecrt Ha Crohn !

Texka cpopma Ha 6onectra cwanacHo NICE, 2010 u ECCO, 2010:

3 | TEXKO HapyweHo 0610 CbCTOSHUE W eaWH UK NoBEeYe OT crieaHuTe cumnTomu: 3aryba Ha TenecHa maca Hag 10%,
noBuLIEHA TenecHa TemnepaTypa, CunHa kopemHa Gonka, Avapus (Hag 3 Aedekaunn AHEBHO), WNW Hanuuue Ha
o6CTpykuusi, unu abeuecn |

Bucoko HMBO Ha CRP > 5 mg/l n/wnu apyru o6ekTuBHM Genesu 3a aKTUBHOCT (MOBULWIEHM HUBA HA KannpoTeKTUH
BBLB (heKanum unn eHAOCKONCKM UM XUCTONOTUYHM 6enesn 3a akTMBHOCT)

5 | CymapHa ouenka no Paediatric Crohn’s Disease Ativity Index (PCDAI) Haa 30 Touku &

HenoenusiBaHe OT KOPTMKOCTEPOUAN MM MMYHOCMYNPECopu B ONTUMAnHU KypcoBe 1 403 3a noHe 3 MeceyeH nepuoa
(eavH mecel 3a pedpakTepHuTe * Ha nedveHne cryyam)
6« 3a peghpakmepHu ce npuemam ciyyaume ¢ nepcucmupawia akmueHa 6onecm, ebrpeku neyeHuemo c¢ prednisolone 6
do3a Had 0.75 mg/kg OHeeHo 3a nepuod Had 4 cedmuyu

7 | Nunca Ha uaknouBawWwm kputepuu no 1. B ¢

! HeoBxoauMMTE M3CNeABaHWsi Ca OTPa3eHM B Tabn. 2 Ha NpunoxeHue 2 - 3aABLIDKWTENHO Ce NPEACTaBAT Ha opuriHanHa 6navka ot
nabopaTopust UM 3aBEPEHO W NOANUCAHO KONUE, NPU Hanuyve Ha XOCNUTanU3auvs ce npunara envkpuaa ¢ Homep W3 c pasHoCT A0 1 Mec. npean
KaHAWAATCTBAHETO; 3aAbIDKUTENHO Ce NPeACTaBAT AaHHW 33 PbCT, Terno u BMI,_kakTo u pesynrar OT MHCTPYMEHTaNHWTE U XWUCTONOrM4Hu
nacneABaHus Ha OpUrMHanHa noanucaHa u noanevyarad naHka (aaBHocT 1 roanHa);

npunara ce oueHka no ckana PCDAI - HeoGX0avMO e ABYKpaTHO NOTBBPXAABAHE Ha MITPAXAALLMTE O NOKA3aTenu 3a noxe 4-cepmuieH
Nepu1oA OT NeYeHNeTo, NPUNArar ce v ABaTa (ua, yAOCTOBEPABALLM NPOBEXAAHE Ha oueHKaTa;

aM6ynaYopuu NUCTOBE WKW eTanHa enukpusa oT nperneau npu cneuunanucTt, ypoctoeepssaln Ha3HauyasaHe Ha npeaxoaHa Tepanus C
0Tpa3eHy CPOKOBE Ha NPUNOXEHME U PA3BUTV CTPAHUYHM peakLum, 3anoyHara Tepanus ¢ ApYr1 NekapcTeeHi NPOAYKTY, Cpokose, eheKTUBHOCT;

yAocTOBEpsiBa Ce C NoANWUC Ha cneunanucTa B NpunoxeHue 1 Ha HaCTOALMTE U3NCKBAHUSA.

3abenexka: PasBUTMETO Ha HEXENaHW NeKkapcTBeHW peakuuu CrpsiMo Apyrute 60MecTonpoMeHsILN aHTUPeBMaTUYHN NPOAYKTA
ce noTBbPXAABa Ypes NpeacTaBsiHE Ha ambynaTopeH NIUCT OT CbOTBETHUS NPEerne; Uu Konue OT YBEAOMNEHUETO KbM WAN no
pena Ha un. 183 ot 3MIMNXM.

B. U3KIMIOYBALLM KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)

1. BpeMeHHOCT 1 nakTauus.

2. AKTMBHa Wnu nateHTHa Tybepkynoaa (TyGepkynuHosa npoba); cencuc unu apyra Texka WHekums.
3. HIV undekums.

4. OCTbp UNK XPOHUYEH BUPYCEH XeNnaTuT (xenaTuTH1 Mapkepu npu HeobxoanMmocT).

5. HeonnactuiHu 3abonssaHus.

6. 3acToitHa cbpaedHa HegoctaTbuHocT (NYHA HII-1V).

7. AnnactuuHa aHemusi, u3paseHa rpaHynouutonenus, muenopubposa (MKK ¢ [KK, npy Heob6xoaMMOCT KOHCynTauus ot
xemarosnor), nuMdom.

MHOXeCTBEHa cknepo3sa v Apyrv 6onectn ¢ AemuesniuHusaums.

ABTOMMYHHO 3abonsBsaHe.
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OTroBaps Ha KpuTepuuTe 3a 3anouysaxe /

B AHEeBHa fo3a
npoabHKaBaHe Ha nevyeHneTo ¢ A A

noagnuc Ha cneuuanucta
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@ V3UCKBAHUS HA H30K MNPV NEYEHUE HA TEXKKA, AKTUBHA BONECT HA CROHN C AHTULMTOKUHOBW NNEKAPCTBEHW NMPOAYKTU B
WU3BBbHEONHUYHATA MOMOLLY
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NMPOABIMKABAHE HA NEYEHUE HA TEXKA, AKTUBHA BOJIECT
HA CROHN C AHTULIMTOKUHOBU NNEKAPCTBEHU NMPOOYKTU NPU NALUMEHTU NOA 18 ro4

B. KPUTEPUU 3A NPOABINKABAHE HA NIEYEHUETO (BAOB/MKUTENHU CA BCUYKU KPUTEPUMN)

MKB K50.0, K50.1

MNoBnusiBaHe Ha nokasartenure:

*  HamansiBaHe Ha KNUHWYHaTa cuMTOMaTuKa

=  nunca Ha cnag Ha BMI, nogobpsiBaHe Ha OTKIOHEHUTe BUOXUMNYHN nokasaTenu
= HamanseaHe ¢ Hag 50% unu Hopmanuanpare Ha CRP L

2 | CymapHa oueHka Ha nokasaTenute — 3HauuTenHo noHwkexue Ha (PCDAI) cnpsimo n3xoanata 2

3 | lunca Ha HexenaHa fnekapcTBeHa peakuus U U3KNYBalM KpuTepum no 1. oy

' eTanHa enuKpU3a C OTPa3eHa CTeneH Ha NOBNWABAHE Ha NoKasaTenuTe, 3aALIKUTEINHO Ce NPEACTaBs U aMBynaTopHUsA NIUCT OT Nperneaa Ha
12-Ta ceAMMUA Cnej 3anoyBaHe Ha NevyeHMeTo, HeoBXOAMMUTE M3CNeABaHUA Ca OTPA3eHW B Tabn. 2 Ha NPUNOXEHWE 2 - 3aABLIKUTENHO Ce
NPeACTaBAT Ha OpUrMHanHa Gnaxka ot nabopaTopus UK 3aBepPEHO U NOANMCAHO KoMue;

% npunara ce ouenka no ckana CDAI;

¥ yAocToBepsiBa Ce C NOANMC Ha CNEeLMAnuCcTa B NPUoXeHue 1 Ha HaCTOAIMTE U3UCKBAHMS U Ce Nonbnea Tabn. 1.

Tabn. 1 HexenaHu nekapcTBeHn peakummn
rageHe, rasobonue, CBeTOBbPTEX
aneprus
noBuWaBaHe Ha apTepUanHoTo HansraHe
TexKa uHgekuma
XEMaTONOMUHN WY BUOXMMUYHIA OTKITOHEHMS CboBPa3HO (hapMakosorMiHOTO A0CHe Ha NPOAYKTa - XeMOrnoGuH
noa 80g/l, neskouuty nog 3 500, TpomGoumTi noa 90 000

. U3KMIOYBALLM KPUTEPUM (NPU NPOABINKABAHE HA NNIEYEHUETO)
1. Jlunca Ha TepaneBTuyeH eeKT Cney 3arnoysaHe Ha neveHneTo.
2. TpaiiHa KNWHUYHA ¥ EHAOCKONCKa pemucus Ha 6onecTTa — 03ApaBsBaHe Ha nurasuLaTa, Bki. TpaeH cnaj Ha PCDAI

noa 10.
3. [pekbCBaHe Ha TepanusiTa No BUHa Ha GonHMA ca Nepuoa noseye oT 2 Meceua.

H30K 3AMNALLA [JOMALLIHO NEYEHVE C AHTULMTOKUHOBW NEKAPCTBEHW NPOAYKTA [10 NOCTUTAHE HA TPAUHA KNUHUYHA U
EHAOCKOMNCA PEMUCUS (O3APABABAHE HA NIUTABULIATA).

Onpepaenexue 3a 034passBaHe Ha nurasuuara — 6€e3 KNUHWUYHU, BUOXMMUYHU/NABoPaTOPHMU, EHAOCKONCKU UMW XUCTONOTUYHN 6eneaun Ha
sbananenue; skn. (PCDAI) noa 10 Toukm.

OTroBaps Ha KpUTEpUMTE 3a 3anousaHe / B ANoEHa Rosa
npoabIKaBaHe Ha ne4yeHuweTo c
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N3BbHBONHUYHATA NMOMOLL




[image: image7.jpg]NPUNOXEHWE 2

. NEYEBHO-AWATHOCTUYEH ANFOPUTHM

1. NEKAPCTBEHW NPOAYKTW, Bknioyewn B MNpunoxenuwe 1 wa MIIC, kouto H3OK 3annawa B cboTBeTCTBME C
nencTBalMUTE HOPMATMBHN AOKYMEHTH, NPY NauueHTU > 18 roanHK, KakTo M Npu Aeua ¢ Terno > 40 Kr. .

INN OO3A
WUHaykumoHHa Tepanus®:
. 80 mg npea ceamuua 0, nocneasanu ot 40 mg npes ceamuua 2 unu
ADALIMUMAB . 160 mg npe3 ceamuuya 0 (noa copmaTa Ha YETUPU UHXEKUWN B PaMKUTE HA €AHO AEHOHOLIME unu KaTo Ase

MHXXEKUUN AHEBHO B ABA NOCNEAOBATENHN AHN), cnea koeTo 80 mg npes ceamuua 2 **
Nopabpxalwa Tepanua™*:
. 40 mg npe3 ceamuua unm 40 mg Bcsika ceagmuua

* MHAYKUMOHHaTa Tepanus ¢ Adalimumab TpsGea Aa ce npoBexaa B KOMBUHALWA C KOPTUKOCTEPOUAW. MoHoTepanua ¢ Adalimumab e
BL3MOXHA NPY HENOHOCMMOCT KbM KOPTUKOCTEPOUAN UMW KOraTo NPOABLIKUTENHATA Tepanusi C KOPTUKOCTEPOUAV € HENOAXOARLA

** PUCKBT OT HeXenaxu edekTu e no-ronam

*** N0 BpEME Ha NoAAbPXaLyaTa Tepanus 4o3ara Ha KOpTUKOCTEPOUAUTE MOXE AA Ce Hamanu NocTeneHHo B CbOTBETCTBME C Npasunata Ha
KNUHWYHATA NpaKTuka

1.1. NEKAPCTBEHMW MPOAYKTW, Bkniouewn B Mpunoxenue 1 nHa MIC, kouto H3OK 3annawa B cboTBeTCTBME C
nencTBalMTe HOPMAaTUBHN AOKYMEHTU — Npu Aeua ¢ Terno < 40 kr.

INN NO3A
WUHAayKkumoHHa Tepanusi®:
. 40 mg npes ceamuua 0, nocneAsaHu ot 20 mg npes ceamuua 2 unu
ADALIMUMAB e 80 mg npes ceamuua O (NoA hopmaTa Ha YETUPU WHXEKUUM B PaMKUTE Ha €AHO AEHOHOLME MW KaTo ABe

WHXXEKLUN AHEBHO B ABa NOCNEAOBATENHN AHW), cnej koeTo 40 mg npes ceamuua 2 **
Mopabpxawa Tepanus™*:
. 20 mg npe3 ceamuua unu 20 mg BCAKa ceamuua

*WHAYKUMOHHaTa Tepanus ¢ Adalimumab TpsaGea aa ce npoBexaa B KOMOUHAUUs C KOPTMKOCTEpPOMAM. MoHoTepanus ¢ Adalimumab e
BB3MOXHA NPX HENOHOCUMOCT KbM KOPTMKOCTEPOUAM UM KOraTo NPOABIKUTENHATA TEPANUA C KOPTUKOCTEPOUAY € HENOAXOAsLIA

** PUCKBT OT HeXenaxu eekTn e No-ronsm

*** 0 BpEME Ha NoaAbpXKaLaTa Tepanus 403aTa Ha KOPTUKOCTEPOMAUTE MOXE Aa Ce Hamanu MocTeneHHo B CbOTBETCTBME C Npasunara Ha
KNWHUYHATA NpakTuka

2. NPOCNEAABAHE:
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W3cneasanus

[1m.[2m [3m [4am [5m. [6m*

=
@
x

XEMATONOrM4Hu

XEMOrnobuH

epUTpOLINTH

MCV

XEeMaTOKpUT

NEeBKOLMTH

TpomboumTu

ANENANANANANEAN
ANENANANAN AN
AW ENRIRNENE

SNANENENANEN AN
ANENENANENAN
R RN RN RN L

ANAYAYAYAY A AN

CRP

BUOXUMUYHU

ASAT

«

ALAT

<<
<«
<<
<
2

noHorpama

KpeaTUHUH

obuy 6enTbk

anbymMuH

ANENENENANEN
SJRISNSESES

CEPOJIOrMYHMU
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Anti HCV

HIV

ALY

WHCTPYMEHTAJITHU

eHA0CKoNUs v

XWUCTONOrMYHO u3cneaBaHe Ha matepuwan ot v
eHaocKoncka u/vnn nanapockoricka Guoncus, n/mnu
WHTpaonepaTuBHO B3eT marepuan

KOHTpacTHa peHTreHorpacdus, KAT, MPT — no npeuexka

v
abgomuHanHa exorpacus v v v
PenTreHorpacus Ha 6sn apob v

APYrv

BMI

v
CDAI / PCDAI ** v v v
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* npunarat ce W Npu BCEKM CrieABaly NpoToKon
** ABYKPATHO Npe3 NPEAXOAHIS Mecel Ha (oHa Ha npoBexjaHara Tepanvs

W3acneaBaHusiTa ce NPEACTABAT Ha OPUrMHanHu GnaHku UMW 3aBepeHn KONWA C MOANUC ¥ neyat Ha J13 (npu Hanuyue Ha xocnuTanusauwms
4aBHOCT A0 1 MEC. NPeAV KaHAMAATCTBAHETO Ce Npunara 3aBepeHo Konue oT enukpusa c Homep U3).

1l. OBLLUX U3UCKBAHUA

1. BbapacToBaTta rpaHuLa Ce W3YUCNABA B HaBLPWEHW FOAMHW - T.e. BKIIOYMTENHO KbM AaTaTa Ha W3jasaHe Ha npotokona ot
cneunanuanpaHaTa KOMUCHs.

2. Mpw Ha3Ha4aBaHe Ha Tepanus No NPOTOKOM 3aABLMKUTENHO Ce CboBPa3sBAT Bb3PACTOBUTE OrPAaHUYEHUs CbINAcHo KpaTkara xapakTepuctuka
Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBBPAEHA no peaa Ha 3JMXM.

3. H30K He 3annalLa neyeHne n3ebH ykasaHata Bb3pacToBa rpaHiLa 1 NokasaHns B kpaTkaTa xapakTepucTuka Ha NpoaykTa.

4. H30K He 3annalla neyexve C 4031 Haj MakCUManHO paspeLueHUTe No KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyyail Ha HacTbNUna NoAo3MpaHa Hexenaxa nekapcTeeHa peakuna, nekapsT ysejomasa WAI no peaa Ha un. 183 ot 3/IMXM. Konve ot
CLOBLLEHNETO Ce Npunara KbM MejuLmMHckaTa AokymeHTaums Ha 330J1 npu kaHAMAATCTBaHE 3a NnedeHve.

6. MPW CMELUMAIUCTA, cbrn. un. 152, B, 7. 1 ot HP[] 3a meauumMHckuTe AeiHocT 2012 r. (06H. B OB 6p. 3 ot 10.01.2012
r.), Ha 330J1, Ha KOMTO Ca M3AaBaHM NPOTOKONM MO PeAa Ha HaCTOSIUMTE M3UCKBAHMS, CrieABa Aa ce npunarar BCU4ku
Heob6XoAMMM AOKYMEHTU KaTo: ambynatopHuTe NUCTOBE OT M3BbPLUEHUTE MPErnean, BTOPUAT ek3emMnnap oT W3faaeHute
MNPOTOKOMK, KOMUsi OT enukpuan, eKCnepTHWU CTaHoBuLA WU ApPYrW [JOKYMEHTH, KOUTO ca OCHOBaHuWe 3a u3gaBaHe Ha npoToKon,
BCUYKU W3UCKBALLUWM Ce WU3CneaBaHusi, Konve OT NpurnoxeHue 1 Ha HACTOAIWMUTE M3UCKBAHUA MOMbLIIHEHO NO CHLOTBETHaTa
TOuKa, NoANMUCaHOo OT cneuvanucTa, udaan nportokona.

Hacmoswume uauckeaHus ca paspabomeHu Ha ocHogakue 4i. 55 om HP/] sa meduyurckume OeliHocmu 2012 200uHa (0bH. 8 []B
6p. 3/10.01.2012 2.) u enusam & cuna om 1 aszycm 2013 2., cbenacHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 e. 3a
yenosusima u peda 3a 3annawaqe Ha iekapcmeeHu npodykmu o un. 262, arn. 5, m. 1 om 3akoHa 3a nekapcmeeHume npooykmu
6 xymaHHama MeOuyuHa, Ha MeOUUUHCKU u30enusi U Ha duemuyHu xpaHu 3a creyuanHu MeduyuHcku yenu (06H. B, 6p. 31 om
2007 e.).

M W3UCKBAHUA HA H30K NPU NIEYEHWE HA TEXKKA, AKTBHA BONIECT HA CROHN C AHTULIMTOKUHOBU NEKAPCTBEHW NPOAYKTW B
WN3BbHBONHUYHATA NMOMOLL



[image: image9.jpg]cnea

NPUNOXEHWE 3

LEKNAPALUA 3A UHOOPMUPAHO CbIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOOBINKABAHE HA
NEYEHWETO C JIEKAPCTBEHUA NPOAYKT

KaTo ce 3ano3Hax C usnata Mu npejocTaBeHa WHGopmauus WU uenta Ha nevYeHueTo C JnekapcTBeHus

L 010 5 R ERRRRERREE e W cnej Kato nonyyux u3yepnartenHu OTroBopu Ha

noctaBeHUTe OT MEH BbNPOCH, AeKnapupam 4e:

11
2!

[fata:.

@ W3UCKBAHWS HA H3OK MPU NEYEHUE HA TEXKKA, AKTUBHA BONECT HA CROHN C AHTULUTOKUHOBW IEKAPCTBEHU NPOAYKTA B

LLle cnaseam npenopbyaHaTa M1 CXxema Ha NeYeHne 1 NepuoANYHOCT Ha KOHTPOTHUTE nperneau.

PefOBHO lie Ce ABABAM Ha KOHTPOMHU Npernean U HaMa 4a NPOMEHsIM CamOBOMHO WNU MOA APYro BHYLIEHWe
HasHa4yeHaTa Mu Tepanus.

MNpu npeycTaHoBsiBaHe Ha NEYEHNETO Mo NPUYUHU, HENPON3TUYALLM OT PELIEHNETO Ha Komucusta 3a ekcneptuan B P3OK
wiunu Komucumsta no un. 78, 7.2 ot 330, we yseaoms HesabaBHo nudHus cu nekap n P3OK n we BbpHa B P3OK
NOCNeAHUs NPOTOKOS, MO KOWTO CbM norlyyaBan/a nekapcTBeHNst NPOAYKT.

Mpu HecnassaHe Ha NMOCOYEHUTE YCOBUS NEYEHUETO MU C YNOMEHaTUs NekapcTBeH NPoAyKT e Gbae npekpaTeHo v
HSIMa Aa umam npeTteHunn kbm H30K.

Mputexasam/ He npuTexasam akTyanHo TEJIK pewenune BbB Bpb3Ka CbC 3abonsBaHeTo.

N3BbHBONHUYHATA NOMOLL




