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M3UCKBAHUA HA H30K
NPU U3AABAHE HA NMPOTOKOJM 3A MPOBEXOAHE HA NIEYEHUE HA YMEPEH 00 TEXBK
ATOMNWYEH OEPMATUT

lpoToKONLT ce u3nasa OT cneuManUanpaHa KOMHUCHUA B neye6HN 3aBeaeHun 3a DONHUYHA MNOMOLL, CKMKOYUIK
Aoroeop ¢ H30K 3a uanwnHeHue Ha AmBynaTopHa npouenypa Ne 38. CneuuanusupaHuTe KOMMCHMK, BKMIOYBALLM
CrneLnanncTy ¢ Koj Ha cneyunanHocT 04 — KoxHM U BeHepuyecku BonecTu, ce Cb34aBaT ChC 3anoBe] Ha AupekTopa Ha
cnegHute J13: YMBAI ,Anekcangposcka® - rp. Codms, ,Amxubanem Cutn Knunnk MBATT Tokyaa® - rp. Cochusi, BMA — rp.
Codmsa, YMBAN [-p I". CTpaHeku” - rp. MneseH, YMBAT JT1podh. a-p C1. Kupkosuy® - rp. Crapa 3aropa, YMBAJT ,Mbnmes” -

rp. Mnoeaws, YMBAI ,Ceeta MapuHa“ — rp. BapHa, YMBAT ,Ceetn Feopru” — rp. Mnosavs, LieHTbp 3a KOXHO-BEHEPUYECKN
3abonasanus — rp. Mnosams.

I. PEQO 3A YTEBPXOABAHE W 3ABEPABAHE HA MPOTOKOMNUTE

[MpoTokonu 3a 3anoyYyBaHe Ha nevyeHue

T * PeleHue Ha cneyuanusMpaHa KOMUCHS C ACHa MeJULIMHCKA MOTUBALMS 3a
i —» | 3ano4vBaHe Ha TepanuaTa
®  MeaguuuMHCKa AOKYMEHTaLMS, NOTBLPXAABALLA KPUTEPUUTE NO NPUNoXKeHue 1
1 BCUYKM HEODX0AMMU M3CNeABaHMS, CbOBPa3HO NPUNOXeHUe 2
= ‘TpoTokon 3a npeanuceaHe Ha NekapcTea, 3annawanu oT H3OK/P30K” — o6p.
M3 -H30K
Komucus no un. 78, 1.2 ot 3aBepka Ha NnpoToKkona B
330 B LIY Ha H30K —| P30K

lMpoTokonu 3a NpoALMKEeHUe HA TepanuAaTa
lNpoTokonm nNpy NpoMsiHa Ha JO30BWS PEXUM UMK CMAHA HA TepanusiTa (cmana Ha nekapcTeeH npoaykT ¢ Apyr INN)

crieuuanusupaHa 3aBepKa Ha NpoToKona B
KOMUCUA > P30K
. OBELL NONOXEHWUA

1. E-npoTokon ce U3AaBa oT 4NeHOBe Ha Creunaniu3MpaHu KOMUCUM B NeYebHM 3aBedeHWS, OKka3BaLlM GOFIHMYHA MEOULMHCKA nomouy,
(N3BMN) Ha ocHoBaHue ,Pelenne Ha cneunanusupaqa kommcus® no Alp Ne 38 OnpenensiHe Ha MNaH HA fleYeHUe W NpocneasBaHe Ha
TepaneBTUYHUA OTTOBOP NPW NaUUeHTH, Nony4YaBalyy CKbNOCTPYBALLN NEeKapcTBEHU NPOAYKTM MO peaa Ha un. 78, T. 2 330" B cLOTBETCTBNE C
HacToswwTe WN3ncksanua Ha H3OK, kaTo NbpBUAT NPOTOKON MpU 3anc4BaHe Ha NeueHWe ce u3gasa 3a nepuos A0 180 AHW, a BCekW cnepeall
NPOTOKON MOXe Aa Ce U3faBa 3a CPoK 40 365 fHu.

2. 3011 ynoctoBepsiBa ¢ nognuca cv B ,PelleHue Ha cneyuanuaupasa komucnsa“ no Alp Ne 38: cniegnoTo: Jenasi aa mu 6bae onobpeHo
nedeHne C nekapcTBeHWA NMPOAYKT, Kato Aeknapwpam, Ye CbM YBEAOMEH 3a JelCTBUETO Ha Ha3HauyeHaTa NeKkapcTBEeHa Tepanus W gaBam
MHCDOPMUPaHO ChInacKe chllaTa 4a My 6bAe npunarana; ,Curnacen/a cbm 3a N3N0ONA3BaHe Ha MUYHITE MU JaHHK 33 LENUTe Ha ekcnepTusaTta“;
~Kenas na 6bja yBeg0oMeH/a 3a peaynTaTa oT ekcneptnaata oT P30K no efuH OT CNeqHITE HAYMHI: N0 e-mail, TenedoH unu Ha macto B P30OK";
.PaspeluaBam 40CTLN A0 ENEKTPOHHOTO MW 34PABHO AOCHE".

3. lo nonyyasaHe Ha nHOpMaLMA 3a 3ano4BaHe UNU NPOALIKABAHE Ha 3a8BeHOTO neveHue, 301 NpolbmkaBa TEPANUATA C NeKapcTBEH/N
MPOAYKT/W, C KOWTO € NPOBEXKAAN JIEYEHNETO 4,0 MOMEHTA.

4. lMpeju cTapTupaHe Ha npoueca no nagasaHe Ha E-npotokon Ha 301, cneunanuanpaHaTta KOMUCHA, CNE/ NOMYYEHO PaspeLUeHe 3a 40CTBA
ot 30J1 0 ENeKTPOHHOTO MY 34PaBHO A0CKE, NPaBM CNPABKA MO ENEKTPOHEH NbT 3a MaaafeHn Ha 30J1 npeXoLHN NPOTOKONM, N0 ChLUMS npodun
Ha 3abongsaHne. MpoueckT no napaeaHe Ha E-npotokon ce peanuaupa B MepuLMHCKM codTyep. B HacTOSWMTE M3NCKBAHUSA Ca NOCOYEHH
HeobxoQuMUTE JOKYMEHTH 3a U3daBaHe Ha E-npotokon Ha 30J1.

5. Kem Bceku E-npoTokor, ¢ KOWTO € HasHayeHa nekapcTBeHa Tepanus, ce npunarat HeobxogumuTe AcKyMeHTW (amBynaTopHUTE NUCTOBRE,
eruKpu3n, W3CneABaHus U Ap.), Cnej KOeTO JOKYMEHTUTE Ce U3npawaT Nno enekTPOHEH MbT KbM UHGOpMauMoHHaTa cuctema Ha H3OK.
HokymeHTuTe, kouTo cuwecteysar B H3MC/mndopmaumonHaTa cuctema Ha H30OK, ce aeknapupat B E-npoTokona ¢ TEXHUTE YHUKAMHN Homepa
(HPH). WHdopmauuaTa, oTHOCUMa KbM M3faBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOWTO HAMAa enekTpoHeH (hOpMAT, Ce NOMbMBa B
PelLeHneTo Ha CrneumanuaupaHa KOMUCUS - OCHOBaHWe 3a u3aaBaHe Ha E-npoTokona, unu ce AoKyMeHTa ce npunara Kato CKaHUpaHo Komnue.

6. Mpu nsgasare Ha E-npoTokon no peaa Ha ekcnepTuaata no 4n.78, 7.2 ot 330, oTnasa HeoBX0AMMOCTTa Aa Ce NPeAOCTaBAT U ChXpaHaBaT
npunoxeHue Ne 1 u npunoxenue Ne 3 ot HacToswmTe  ManckeannaTa Ha H3OK, npw cnegHuTte ycnosus:

- 3a npunoxeHue Ne 1, npn 0TpaseHo B CLOTBETHUA YekBoKe B PelleHne Ha cneumanuanpasa komucua“ no Alp Ne 38: JunceaT M3KMoYBaLLM
KpUTEPUUK 32 3anouyBaHe/NpoALMKaBaHe Ha nededue c JMT"

WN3NCKBAHWA HA H3OK MPW NEYEHWE HA YMEPEH O TEXXbK ATONWYEH JEPMATUT B M3BLHEONHUYHATA MOMOLLL
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- 3a npunoxerue Ne 3, npn HaNMYUETO Ha TEKCT B ,PelleHue Ha cneuuannsmpasa komucua® no Alp Ne 38: Kenas ga mu 6vae ogobpeto
JIE4eHIe ¢ NekapcTBeHUA NPOAYKT, kaTo AEKNapupam, Ye CbM YBEAOMEH 33 JENCTBUETO Ha HasHauyeHaTa nekapcTeeHa Tepanua U gaeam
MH(OPMUPAHO ChrNacue CbLYaTa aa M 6vae npunaraxa®,

NPUNOXEHWUE 1A

NINCT 3A KPUTEPWUU NPU 3ANOYBAHE HA NEYEHUE HA YMEPEH A0 TEXXBK ATOMWUYEH OEPMATUT

TepanesTu4eH nogxop (crnopes KOHCEHCYC 3a AMarHoCTWMKAa M neueHue Ha atonuyeH Aepmatut Ha Bwnrapckoto
LepmaronoruyHo OpyxecTso unm dapmakoTepaneBTUYHO pLKOBOACTEO 2022 Ha €KCMepTHUA CLEET M0 KOXHU U BEeHEPUYECKM
bonectu kum M3

* JlokanHu cpeOcTBa — EMONMEHTH, AHTUCENTMUM, NOKaNHU KOPTUKOCTEpOWUAM, IFOKanHW KanuWHEeBPUMHOBH
MHXWBUTOPK, aHTUMUKPOGHM cpeacTBa

=  @orvorepanus — TecHocnekTbpHa YBE coroTtepanus u PUVA

= CucTeMHM cpeAcTBa - CUCTEMHW aHTMGMOTMUM W/MNM AHTUMMKOTWLM, CUCTEMHM aHTUXMCTAMUHW, CUCTEMHM
KOpTUKOCTEpOMAK, KANUWHEBPUHOBU MHXMOMTOPYW, UMYHOMOZYNaTopyu, GMONOrMYHM cpepacTea, AHyc-kMHaza MHXMGUTOPM
(JAK-uHxubuTopm)

A. Kputepuu 3a 3anoyBaHe Ha neyeHue (3afbIKUTENTHU Ca BCUYKM KpuTepuu):

MKB L20.8
1 CurypHa anarHosa = 6 Meceua — NOTBbPAEHA Ha 6a3a KITMHWYHI 0aHAN 1 KputepumnTe Ha XaHuduH u Paiika
1,2
5 Texect Ha 6GonecTra 3a NuUa Hag 18 rOAUHN U FOHOLLK Ha U Haj 12 rogvwHa Bb3pacT, oUeHeHa ypes
* EASI (eczema area and severity score, a signs score) 2 20, PNS > 5 1.2
3

Nvnca Ha 3agoBonuTEneH TepaneBTUYEH eEKT NPKU NPEALLECTBALLO MPUMOKEHUE HA MOHE eaHO CpPeacTBo
38 CHUCTEMHa  WMMyHOCynpecvpalla/MMyHOMOAyNvpawa Tepanus  (KOPTUKOCTEpOWs,  as3aTUOMpuH,
LMKIIOCMOPWH, METOTPEKCAT) B kKOMBWHALMA C NoKanHa Tepaniisi Npu NPOABLIHKUTENHOCT Ha JIEYEHNETO, KAKTO
cnepga: oT 1 A0 2 ceamMuLM NpY NPUITOKEHNE Ha KOPTUKOCTEPOMUL, UK LIMKNocnopuH; ot 8 oo 12 cegmuum
npu NPUMOXKEHUE Ha MeToTpekcaT Wunu aszatvonpuH ' 2

4 | KnmHnyHa oLeHKa Ha aKTyanHus aepmatornoru4eH craryc 2

Jiunca Ha TepaneBTHYHM anTepHaTMBM NMpPMU NauMeHTH Hag 65 roAMHM M Ge3 CHPAEYHO-CHLOOBM
3abonaBaHua (CvobpasHo KXIM) -2

6 | Jlunca Ha U3KNIOYBaLLX KPUTEPUU NO TouKa B

1 PelieHue Ha cneunanuarpaHa komucus“ no Allp Ne 38

2 MepuumHcKa ACKYMEHTaLusA, NOTBbpXKAaBaLla KpUTepUMUTe No npunoxexue 1 1 BCUYKKM HeobXoaMMIK U3cneaBaHus, CbobpasHo
NpUNoXeHue 2, BKIIOYBALUN 33[bIKUTENHO: MPOBEXjaHa NpeaXxoQHa CTAHJAPTHA CUMCTEMHA Tepanusl C OTPa3eHn Aoau,
MPOABIDKATENHOCT Ha NpUnoxeHrne U ehekTUBHOCT, vl 3a KpuTepWUK Ha XaHnduH u Paiika; v ¢ ouerka no EASI: HeoBxoaumo
€ [BYKpaTHO NOTBbPXKAABAHE Ha nokasatenute 3a Nepuod: oT 1 Ao 2 ceamuun Npu NPUITOXKEHWE Ha KOPTWKOCTEPOWA WIU
LmknocnopuH bes NpoMsiHa B NeveHneTo; oT 8 o 12 ceAMULIN NPY NPUNOXKEHNE HA METOTPEKCAT MM a3aTonpuH 6es npomsiHa

B NIEYEHNETO; 3a-RoHe-12-ceaMuleH-Repuos-563-RpoMaHa-B-AEMeHUeTo.

} B M3NCKBAHUA HA H3OK NMPU NEYEHWE HA YMEPEH [0 TEXKbK ATOMWYEH AEPMATWT B 3B bHEONHUYHATA MOMOLL



NPUNOXEHWE 15

JIACT 3A KPUTEPWW NPU NPOABINKABAHE HA NEYEHUETO HA YMEPEH 10 TEXXbK ATOMUYEH
OEPMATUT

bonnute cnegea aa Gupar MOHMTOPUPaHH Ha 12-Ta ceAMMLA OT HAYANOTO Ha NeueHneTo

B. Kputepum 3a npogbnxkasane ua nevenne (3agBmxuTenHmn ca Benuku KpUTEpUu):

MKE L20.8

MNoenuaBaHe Ha nokazatenuTe:
1 | HamanaBaHe Ha KNUHMYHATA cumnToMaTuka — npypumyc, epumem, depmamum — HaMansiBaHe
C noHe 50% *+2

2 CymapHa oueHka Ha nokasaTenure — 3HaYUTEeNHO NOoHWXeHue Ha EASI cnpaAmMo u3xogHarta
CTOMHOCT — nocTurave Ha EASI 50 u Peaykuusa Ha PNS ¢ 3 nyukra +2

3 | Nunca Ha HeXenaHu nekapcTBeHn peakuum u U3KIIOYBAWM KPUTEPUM NO TouKa B +2

Tabnuua 1. Hexenaxu NeKapcTBeHW peakLuKn, MHOFO YECcTHU U YecTH (cvobpasHo hapmakonoryHoTo Jocue Ha npogykTa)

WHeperuuu Ha pecriupamopHus mpaxm

Akre, ¢ghonukynumu

ladene, znasobonue, 3amMasaHoCcm, KopemHa Gorka
AnepzuuHu peakyuu, Ypmukapus, aHeuoedem
AHemus, HeymporneHus, fuMeoyumoneHus, mpoMéoyumonexus (He < 80 g/dl, numgpouumu < 0,5 x 109

knemku/l, Heympodpunu < 1 x 10 9 knemku/l, mpambouumu< 50 x 10 Kiremku/l)
lNosutuernu cmoiiHoemu Ha CPK, ASAT, ALAT

Xunepxonecmeponemus
Xepnec 3ocmep
Crdosu mpombosu

Omnensaxe Ha pemuHama

B. U3KINOYBALLW KPUTEPUU

bBpemeHHocT v nakrauus

AKTUBHa 1 NaTeHTHa TyBepKkynosa, cencuc unu APYTH TEXKM MHDEKLUN

OcTbp Mnu XpoHwyeH akTueeH BUPYCEH XenatuT

3nokavectBeHn sabonseaHus

Texka cTeneH Ha yepHoapo6HO yspexaaHe (Child-Pugh C)

CenbTeTBallo neveHne ¢ apyr GuororuyeH NPOAYKT v AHYC-KMHa3eH MHXMBUTOP (JAK-uHxmbuTOp)
AnepruyeH KoHTaKTeH Aepmartut

SheR LT BOl

M3NCKBAHUA HA H3OK MPW NEYEHWUE HA YMEPEH HO TEXXBK ATOMWYEH AEPMATUT B M3BLHEONHUUYHATA MOMOLL,

[

. an
-
-~



I. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHM NPOOYKTW, BKnioYeHU B Mpunoxexune 1 Ha MNIIC, kouto H30K 3annawa B cboTBEeTCTEMUE
C IEUCTBALIUTE HOPMATUBHU AOKYMEHTH.

NPUNOXEHWUE 2

Tabnuua 1
INN MKB LO3A W HAYMH HA NPUNOXEHUE
oT 12 go 178 roguHu c Terno > 30 kg Haa 18 roguHu
¢ 15 mg gHeBHO e 15 mg unw 30 mg BegHBLXK fHEBHO*
* fo3a 30 Mg BeAHBLXK JHEBHO MOXE fa & NOAXOAALA
UPADACITINIB L20.8 32 NauUMeHTU C NO-TONAMa TEXECT Ha 3abonasaHeTo
© @KO NauMeHTsT HAMA afeksaTeH OTroBop KbM 15 mg | ynu ¢ HeajeKsaTeH OTroBop kbM 15 mg BegHBX
BEJHDBX AHEBHO, f03aTa MOXe Aa 6b4e noBulleHa 40 LHEBHO
30 mg BEAHBX JHEBHO*
e MNpW nauueHT Ha BBb3PACT 2 65 roAuHM
npenopkyuTenHaTa gosa e 15 mg segHBX 4HEBHO
ot 12 go 17 roguHn ¢ Terno ot 25 kg fo < 59 kg Hap 18 roauHm
e 100 mg BeAHBLX AHEBHO NPN NALMEHTH C NO-BUCOK
* HavanHa f03a 100 mg BEAHLK AHEBHO pUCK OT BeHosHa TpomGoemGonua (BTE), ronemu
HeXenaHn CcbpAeyYHocbaoBM cwbutua (MACE) u
3noka4ecTeeHo 3abonaBaHe, KakTo 1 Hag, 65 rogulwHa
© npu HesagosonuTeneH oTroBop kKem 100 mg BegHBLX Bb3pacT. AKO nNpu nauueHta He ce nonyymn
AHEEHO, po3aTa mMoxe Aa ce noeuwun ao 200 Mg | saposonuTeneH oTrosop KM 100 Mg BEAHBX AHEBHO,
BEAHDBX AHEBHO Aozata Moxe ja ce noBuwm A0 200 mg BeaHBX
HEBHO
ABROCITINIB | 1208 4
= 200 mg BeAHBXK 4HEBHO NPV NaLMEHTH, KOMTO HE ca
€ no-Bucok puck 3a BTE, MACE u anokayecTtBeHo
3abonssaHe, NpuU MauneHTH c BUCOK BoNecTeH ToBap
° Npy IOHOLUW C TEFNo Hai-manko 59 kg moxe ga e ';gg nﬁq“ nzﬁuiir}: % :211‘%05%1?922;::(;2?‘2 K::
nogxopAlia Havanda gosa 100 mg unu 200 mg 9 ) A : TR A
RO AHEEHG" 3afonsBaHeTo goaaTa TpsbBa 4a GLAe NOHWNEHA 40
4 100 mg BeAHBXK AHEBHO. AKO KOHTPOMBT BLPXY
3abonABaHeTo He ce NoAAbPIKA Cles NOHWKABAHE Ha
A03aTa, MOXe Aa ce oOMUCNN MOBTOPHO fedeHue ¢
200 mg BEAHBX JHEBHO™
o1 12 Ao 17 roguHKU Hapa 18 roguHu
= nog 60 kg - HayanHa gosa 400 mg (4B NHXEKUMK OT
DUPILUMAB L20.8 [200mg): nocnessalum aoau - 200 mg npes ceammua |, oo A03a 600 mg (aBe uHXekUMK oT 300 mg).
nocneAasaHa ot 300 mg npes cegmuua, npunaraHu
= Hag 60 kg - HayanHa aosa 600 mg (aBe WHKekLun ot | KETO MOAKOKHA NHKekLns
300 mg); nocneaBaluu 403m - 300 mg npe3 cegmuua

3abenexxa: * Tpabea 0a ce uma npedsud Hall-HucKama eghekmueHa A088upH#atia-003a 3a NOOGbpXKaHe Ha 0Ma08opa.

lMpwu 3anousaHe Ha Tepanus Ha HOBW GonHKM (Ge3 NpeAlWecTBAWO NeYeHUe C NOCOYEHNTE B Tabnuua Ne 1 INN) ce Ha3Ha4aBa nekapcTBeHuUs
NpoayKT/TepaneBTUYHUS KyPC C Hal-ronsiMa pa3xonHa eekTUBHOCT (HaiW-0oBPOTO CLOTHOWeEHME Mexay NocTWraHe Ha TepaneBTUYeH
Pe3ynTaT OT npunaraHe Ha nekapcTBeH NpPoAyKT/MexapcTBeHa Tepanus M pa3xofBaHe Ha cpeacTsa oT Glomketa Ha H30K 3a cblyms
ApoAyKT/Tepanus, NPy CLNOCTAaBAHETO My C APYr/U NeKkapcTBeH/U NPoAY KT/ UMK NekapcTBeHu Tepanuu, NpeAcTaBnABallY TepaneBTUYHN
anTepHaTWBM U 3annawaiu HaN'sNHO UK 4YacTu4Ho oT H30K), Ha ocHoBaHuWe un. 23a ot Hapen6a Ned ot 2009r.
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2. NMPOCIEOABAHE:

Tabnuua 2
U3CNEABAHUS M3XOAHM "p:aﬁ;fd'gfgf:::em
Terno v il
CymapHa oleHKa Mo MHAEKC Ha TEXECT Ha aTonndeH ¥ v
Aepmartut (EASI)
MKK ¢ KK v v
ASAT, ALAT v v
Kpeansidoshorunaza(CRK) e e
CYE, CRP v v
TunuaeHx npodun v v
PeHTreHorpacus Ha 6an opo6 v
Ty6epkynuHoea npo6a v
XenatutHu mapkepu (HBsAg, Anti HCV) 2

Il. OBl UBUCKBAHUA

1. Bb3pacToBara rpaHMua ce U3YUCTISBA B HABBLPLUEHU FOAVHN - T.e. BKIOYUTENHO KbM harata Ha W3faBaHe Ha
NpoTOoKona oT crneunanuampaHaTa KOMUCKS.

2. Nlpn HasHa4YaBaHe Ha Tepanusi NO NPOTOKONM 3A4LIMKUTENHO Ce CboOpasABaT BL3PACTOBUTE OrpaHUYeHUs,
CBITIACHO KpaTkaTa XapakTepucTuka Ha CLOTBETHWUA NEeKapCTBEH NPOAYKT, yTBbPAEHA no peaa Ha 3MMXM.

3. H30K He 3annalla nevYeHne naBbH ykazaHara Bb3pacToBa rpaHuLia B KpaTkarta xapakTepucTuka Ha NpoAykTa.

4. H30K He 3annalya neyeHve ¢ 403 Hag MaKCUManHo paspeLueHnTe No KpaTka xapakTepucTuka Ha npoaykTa.

5. B criyyait Ha HacTeNUNa nofo3MpaHa HexenaHa NekapcTBeHa peakuus, nekapaT yseaomasa WAJ no pena Ha un.
184 ot 3IMNXM. Konue or chobijeHueTo ce npunara/onucea KbM/B MeAuUMHCKaTa foKymeHTauus Ha 30J1 npw
KaHOugaTCcTBaHe 3a nedeHue.

6. Bcekn E-npoTokon ce uapaea Bb3 OCHOBA Ha PelueHne Ha cneuunanusnpaHa komucus B JNIBBI Ha ocHoBaHue
Alp Ne 38 ,OnpepmensHe Ha nnad Ha NeyeHWe W npocreaseaHe Ha TEpaneBTUYHWA OTIOBOP MPU MNauUWeHTw,
nomny4asalll CKeNOCTPYBaLLM NTEKAPCTBEHN NPOAYKTY NO pena Ha yn. 78, T. 2 330",

Ek3seMnnsip Ha xapTueH HocwTes oT PelleHueTo no Allp Ne 38 ,OnpegensiHe Ha NnaH Ha NevyeHue W npocneasBaHe
Ha TEpanesTU4HINA OTroBOP MPK NALMEHTH, NoMyyYaBalyy CKbNOCTPYBALLN NIEKAapCTBEHN NPOAYKTY NO peaa Ha un. 78,
T. 2 330" KOWTO € OCHOBaHME 3a U3fasaHe Ha NPOTOKON, MOAMUCaH OT cneyuanusupaHara komucua u 3011 (poguten,
HaCTOHWK/NpUeMeH poanTen), ce BOAW MO pes, onpeaeneH oT NeYebHOTO 3aBeaeHre U ce CbXpaHsiea B kabWHeTa
Ha nekaps/koMmucusaTa.

7. lNpwn n3pasade Ha E-npoTokon no pepa Ha ekcneptusarta no 4n.78, 1.2 ot 330, oTnaga HeobxoaumocTTa aa ce
MPEAOCTABAT U CbXpaHaBaT npunoxexnue No1 u npunoxeHve Ne3 ot HacToawumTe ,M3uckeannsa Ha HIOK".

8. Mi3naBaHeTo Ha E-NpoTokon Ce oCbLUECTBABA B CLOTBETCTBUE CbC CbBMECTHM , YKka3aHus 3a pabota c nogageH no
€neKkTpoHeH nbT npoTtokon IA/IB/IC (E-npoTokon)®, mexay HauvoHnanHaTta 3ApPaBHOOCUIYpUTENHA Kaca u Bbnrapcku
NeKapcku Cbio3 3a npunaraHe Ha HaunoHanHua pamkoB JOroBOP 38 MefULIMHCKUTE AeAHOCTH.

Hacmoswume uzuckeaHus ca ymewpdeHu om ynpasumens Ha H30K cned PeweHue Ne POHC-04-. ../ 20252.
Ha HaosopHusi creem Ha H3OK u npedeapumento cbenacysane ¢ BJIC, Ha ocHosaHue un.51, an.10 b8 8pw3ka ¢ an.8 om
lpasunHuka 3a yempolicmeomo u dellHocmma Ha HauuoxanHama 30pasHoocU2ypumesHa kaca. H3auckeaHusma enu3am € cuna
om damama Ha obHapodsaHemo uM 8 ,[bpxaseH 8eCmHUK" “ Ut OmMeHsm delicmeawjume usuckeaHus, e cuna om 19.04.2024z.
Ha ocHosaHue pewerue Ne PI-HC-04-34/22.03.2024z.

W3UCKBAHNA HA H3OK MPW NIEYEHWUE HA YMEPEH 10 TEXXBbK ATOMWYEH JEPMATUT B M3BLHEONHUYHATA nomoLy
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NPUNOXEHUE 3

AEKNAPALIMA 3A UHOOPMUPAHO CbIMACME C U3NCKBAHUSATA 3A 3AMOYBAHE/ NPOOBLIMKABAHE

HA NEYEHUETO C JIEKAPCTBEHUA MPOOYKT

crnefl Kato ce 3anosHax c usanara mMmu npenocraseHa HH(DOPMEL[MFI W LEnTa Ha NeYeHNeTo C NeKapcTBEHMSA npoaykr

...................................................................................... W Cheld Kkato nony4dmx wuadepnarenHu OTroBOpu Ha

NMOCTaBeHUTE OT MEH BBIMNPOCH, AeKnapupam 4e:

1=

¢

NHdopmupaH/a cbM 3a 0TKa3 OT MaliuMHCTEO/6ALUMHCTBO MO BPEME Ha NPOBEXOAHE HA fleuyeHue G
FOpEenocoyeHma NekapcTeeH NpoAyKkTY (CbOOPA3HO KpaTKUTE XapaKTepUCTUKM Ha ONpeAeneH NekapcTaeHy

npoayKTH).

OA HE

LLle cnassam npenopbyaHaTa M1 cxeMa Ha NeveHne U NEPUOANYHOCT Ha KOHTPOMHUTE Nperneau.

PenoBHo Le ce ABABaM Ha KOHTPOMHY NPernean U HAMa A2 NPOMEHSIM CAMOBOJTHO UMK NoA ApYro BHyLUeHue
HasHavyeHaTa My Tepanus.

MMpu npeycTaHoBABaHE HA MEYEHUETO MO MPUYMHK, HEMNPOU3TUYALLM OT pelweHneTo Ha Komucusta sa
exkcneptusu 8 P3OK n/wnu Komucusita no yn. 78, 7.2 ot 330, we yBeoMsi He3abaBHO NUYHWS CK NeKap.
Mpu HecnasBaHe Ha NOCOYEHUTE YCNOBWS NEYEHWETO MU C yNoMeHaTus nekapcTBeH NpoaykT We 6bae

NpekpaTteHo 1 HAMa Aa umam npeteHumm kem H30K.

W3NCKBAHWA HA H3OK MPU NEYEHWE HA YMEPEH [0 TEXKbK ATOMUYEH JEPMATUT B U3BLHEONHUYHATA NOoMOoLL



NPUNOXEHUE 4

Kak na uanonseate EASI

Cncremata 3a oueHsisave EAS| usnonssa AepUHUpaH npouec 3a oueHABaHe Ha TekecTra Ha
NPU3HaLMTE Ha SK3EMa N CTeNeHTa Ha 3acsiraHe:

1. HU306epere 06J1acT HA TSLIOTO e Tnaea u mus

L Tope BKJIHOUHTENHO 00nacTra Ha TEHHTAIUHUTE
YeTHpu 06.12¢TH Ha TAI0TO Ce PA3TIICHK)] B )

® [OpHH KpaliHHLK

e JlonHM KpaMHULH (BKITFOYHTENHO CENATHIIETO )

/; Ol.lEHeTe CTEINEeHTAa HA eK3eMa B Ta3H 00.1a¢T HA TAJIOTO \

Besika 001acT Ha TSUIOTO MOKe OTEHIIHAIHO A2 Ob1e 3acernara 10 100%. Kato usnonzeare
TabMuaTa no-10Iy, HalpaBeTe OlEHKa Ha BCsIKa 061acT HA TSIIOTO oT 0 a0 6 Ha Gazara Ha
NPOLEHTA Ha 3acsirade. He ce u3ucksar npennssu H3MEPBAHUL.

% Ha 3acArage 0 1-9% 10-29% | 30-49% | 50 -69% | 70 - 89% | 90 - 100%

Ounenka 3a o6/acTTa 0 1 2 3 4 5 6

Ilpunoxenne 1.

@MOHI IIpH OLCHABAHETO Ha 00IACTHTE HA TANOTO MOXKETE J1a M3MOJI3BATe AHATPAMHTE B j

1. Eputema
3. OueHeTe Te:kecTTa HA
BCEKH OT YeTHPHTE 2. Enema/nanynarus Honvanumennu
NPH3HAKA B Ta3H 3. EKcKOpHauus 00siCHenun Ha
00J1aCT HA TAJOTO: me3u mepmunu
e Modce da 6woam

HamepeHu 6
pasoera ¢ Y3B

OHGHGTC TEXKECTTa Ha BCEKH [MpHU3HAaK 11O CKa ¥ B3eMere cpesna ¢TOHHOCT 33 TEKECTTa B 1/14Ta
3aceruara oduact.

0 Hama v MosKe 1a €€ W3M0M3BaT MCHUIHHHH OLEHKH (1,5m2.5). lla
1 Jleka crenen He ce non3ea (.5 — ako HMa HallH4eH MPH3HAK, OLEHKATA
2 YMepeHa cTerneH TpabBa na 6be nowe . Jexa crenen” (1),

3 Texka crenen v MosKe 12 € NOAXOAAIA TATTALNA IPH OLEHKATA HA

e/ieMa/nanynauns, a Taka CeLIO U Ha THXeHH(HKaLMs.

B nomorn mpu ouensiBaneTo Ha TexecTTa ¢ HaneH GoTorpadekn aTaac Ha IPeIIOKEHHTE
kareropuu B llpuioxkenue 2

llomuere: Brrrousaiime camo evsnanenume o6aacmu 6 oyenkama cu. ne GRIoueaiime
Kceposa (cyxoma), uXmuo3sa, Kepamo3sa RUIAPUC, YPIMUKAPUS, zméi;em;zm (oceen ako nava
eK3eMa 6 Coujama oo1acm) UNU NPOMENU 6 RUZMEHMAYUAMA Cled 6b3NANeHE.

'L WN3NCKBAHWA HA H3OK NPU NEYEHWE HA YMEPEH [0 TEXXbK ATONMWYEH AEPMATUT B U3BLHEQNMHUYHATA nomouy
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KaK fia 3anvceaTe cBOUTE OLLEHKU

OueHennTe napameTpu ce noctasaT B TabauLa (npumepsbT, Nokasax no-gony,
oueHKa no EASI sapupa ot 0-72.

€ 33 Bb3pacT = 8 roguHum). KpaitHaTa

| 3
5
S g
«< = < © =
© §- e © M 5 g
= e m o = = s &
o g ) T x5 ¥ ¥
< S |Z 2 R p
X
O6nacT Ha TanoTo | & 8 g 5 = 3% s &
X
Fnasa u wua ( ¥ X AP
Tope ( + - X X0,3
= » —— - "'x' —
lFopHU KpaliHULM ( + * x0,2
2 X
[onHu KpaitHUUM ( §2 T §0a
KpaiiHata oueHka no EASI e c6opbT Ha oueHuTe 3a | —
4-te obnactu (0-72)

Hanununu ca asa popmynspa Ha cuctemara 3a oleHKa EAS| B 3aBMCMMOCT OT Bb3pPACTTa Ha NauMeHTUTe.

MHoxuTenuTe 3a oueHkaTa Ha 06/1acTTa Ce pasnMyaBaT BbB BEPCUATA 33 MALMEHTH nof, 8 roaguHu, 3a Aa ce oTpaszu
OTHOCMTEe/IHATa NPONoOpLMA Ha 061acTUTE Ha TANOTO NPU Ma/lKK1 Aeua:

®opmynsapuTe morat Aa 6bAaT HamepeHu B npunoxenue 3.1 1 3.2, a CbLUO W KaTo JokymeHTH B word popmart Ha

MaumeHT Ha Bb3pacT 8 AU NoBeYe roauHU
MaumeHTu Ha Bb3pacT nog 8 roauHM.

yebcaiita HOME (www.homeforeczema.org)

@

W3NCKBAHWA HA H3OK NMPWU NEYEHWE HA YMEPEH OO TEXXbK ATOMWYEH JEPMATUT B W3BBLHBONHUYHATA NMomoLL




MpunoxeHue 4.1: UHAEKC 3a 061aCT U TEIKECT Ha eK3ema (EASI) — CreneH Ha ek3ema no o6nacT Ha

TANOTO

OueHete Beaka o6aacr ot 0 1o 100%

Topc

-\

l@';

JonHu KpanHuumn

.
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MNpunoxenue 4.2: UHgeKc 3a 061aCT U TEXKECT Ha eK3ema (EASI) — atnac Ha TexecTTa Ha
nesuurte
Eputema

o SRR ..

Hama =0 Jlexa crenen = 1 YmepeHa creneH = 2 TexkKa cteneH = 3
Berno aonoeumo, pososo AICHO pasnn4Mmo MaToBo TbMHOUYEPBEHO UK
YEpBEeHO APKOYEPBEHO
Epema/nanynauua

T TR )
Jleka crenen =1 YmepeHa crenen = 2 Terka creneH = 3
Enga A0N0BUMO nogyBaHe fAlcHo gonosMMo nogysaxe, HO CuaHo u3paseHo noayeaHe

HE CU/IHO U3paseHo

Exckopmauua

Hama =0 lNeka crenen =1 YmepeHa creneH = 2 Temka crenen = 3
OCKbAHM, NOBBPXHOCTHM MHoOro nosbLPXHOCTHU M/man PasnpbcHaTi oBWKpHKM
éncmp_uau,mu HAKOM NO-AbA6OKK NOBBLPXHOCTHU U/1an
eKcKkopu1auum MHOKECTBO AbAB0KKU
EKCKopuauumn
NuxeHundukauyms

Hama =0 Neka crenen =1 YmepeHa cTeneH = 2 Texka creneH =3
Nlero yaebennsane Ha koxata ¢ AcHo yneGenssane Ha Kowatac  CAHO M3paseHo yaebenssane
MWHUMA/HO NOANEPTaHN CIBAM  NOAYEPTAHM C/IEAW NO KOKATA  Ha KOMKaTa C NoAYepTaHu cieam
no Komara /MM HAKO/IKO MPYPUTO HOAYAM MO KOMaTa, Ch34aBally AbAGOKM
6pasam u/uau mHoro npypuro
Hoay M

11
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MpunoxeHue 4.3: KnMHUuHa KapTa Ha nayueHTa 3a UHAeKc 3a 06nacTv 1 TexKecT Ha eK3ema
) (EASI) — Bb3pacT 2 8 roauHm

O6nact Ha 3acaraHe: Bcaka 061acT Ha TANOTO MOKe NoTeHUMANHO aa 6bae 3acerHaTa go 100%.

basaTta Ha cheaHara Tabnuua:

% Ha 3acAarade 0

10-29%

30-49%

50-69%

70 - 89%

90 - 100%

‘ OueHKa 3a obnacrra 0

Texecr Ha npuaHauuTe: OueHeTe

Hama

2 34[ 4

5

TeXeCTTa Ha BCEKMU NPU3HaK no ckana ot 0 go 3:

JNeka creneH

YmepeHa cteneH

TR

Texkka cTrenen

Tabnwua 3a oueHaABaHe:

2

v' MOXe [a ce W3M0A3BAT MEAMHHM OLIEHKM, Hamp. 2,5.
v' B3emeTe cpefHa CTOMHOCT 3a TeecTTa B uAnaTa sacerHara obnacr.

OueHka oT 0 g0 6 Ha

Eputema Enema/ EKckopua- JluxeHu- | Ouenkaza | Muoxuten OueHKa no
(0-3) nanynawus uma duKayma obnacrra obnact Ha
O6nacT Ha (0-3) (0-3) (0-3) (0-6) TANOTO
| Fnasa u wusa { + + + ) IR X_O,l
Topc ( + + + ) X X0,3
lopHu kpaithuum | ( + + + ) X X0,2
Honuu kpaitnuum | ( + + + ) X X0,4

Kpaiinama oyenka no EASI e c6opbm Ha oyeHume 3a 4-me obnacmu:

(0-72)

F ;.z.

L)
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