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U3NCKBAHWA HA H30K
NPU U3OABAHE HA NMPOTOKONW 3A NPOBEXAOAHE HA NEYEHUE HA YMEPEH [10 TEXXbK
ATONMWYEH OEPMATUT

MpoTokonsT ce u3naea OT cneyManuivpaHa KOMUCKA B nevyebHW 3aBefeHUs 3a GONHUYHA MOMOLY, CKMKOYUNK
poroeop ¢ H30K 3a uznwnHeHne Ha AMGynaTtopHa npoueaypa Ne 38. CneuwanuiaupaHuTe KOMUCUM, BKNIOYBALLM
CNeuvanucTy ¢ KoJ Ha cneumanHocT 04 — KOXHU U BeHepuyeckn GonecTu, ce cb3aasaTt chC 3anoBes Ha AupekTopa Ha
cnepnute N13: YMBAI ,Anekcangposcka“ - rp. Codms, ,Amxknbagem Cutn Knunnk MBAJT Tokyga® - rp. Codus, BMA — rp.
Cocbus, YMBAN ,O-p I". CtpaHcku” - rp. Nnesen, YMBAT ,Mpod. a-p C1. Kupkoewy' - rp. Crapa 3aropa, YMBAI ,Munmen” -
rp. Mnosane, YMBAN ,Ceeta Mapuna“ - rp. Bapra, YMBAT ,Ceetu 'eopru’ — rp. lNnosaus, LIeHTLP 3@ KOXHO-BEHEPUYECKN
sabonseaHus — rp. MNnosams.

I. PEQ 3A YTBBPXOABAHE W 3ABEPABAHE HA MPOTOKONUTE

[MpoTokonw 3a 3ano4yBaHe Ha neveHue

* PelweHue Ha cneyManuiupaHa KOMUCHUS C ACHA MEAWLIMHCKA MOTUBALUA 33
cneuvanuaupaHa 3ano4yBaHe Ha TepannaTta
ot —| = MeauumHcKa AOKYMEHTAUWS, MOTBbPXAABALLA KpUTEPUWNTE NO NpUnoxeHue 1
1 BCUYKM HEODX0AUMU M3cneaBaHus, cbobpaszHo npunoxeHue 2
= “[MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawany ot H30K/P30K” - obp.
M3 -H30K
Komucus no un. 78, 1.2 ot 3aBepka Ha NPOTOKOnNa B
330 B LIY Ha H30K > P30K

MpoTokonu 3a npoAbLIMKEHUE Ha TepanuATa
MpoTokonu Npu NPOMAHA Ha A030BUSA PEXUM UM CMAHA Ha TepanuaTa (CMsiHa Ha nekapcTBeH npoaykT ¢ apyr INN)

cneunanuiuvpaHa 3aBepka Ha NpoToKona B
KOMMUCHUA P30K

h 4

. OBLM NMONOXEHWA

1. E-npoTokon ce u3faea oOT YfeHOBe Ha cneLuanu3upaHn KOMUCUKM B nevebHu 3aBeeHUnA, OKazBalm 6ONHWYHa MeAUUMHCKa NOMOLLY
(N3BMN) Ha ocHoBaHwe ,PeuwleHne Ha cneuwanuanpaHa komucua“ no AlMp Ne 38 ,OnpeaensHe Ha nnaH Ha NeyeHwe W nNpocnefsBaHe Ha
TepaneBTUYHWA OTTOBOP NPU NALMEHTMW, NONyYaBaLlM CKbNOCTPYBALUM IEKAPCTBEHN NPOAYKTA NO peaa Ha yn. 78, 7. 2 330" B cvoTBETCTBME C
HacToswuTe Nancksanua Ha H3OK, kaTto nbpBUAT NPOTOKON NPW 3anoYBaHe Ha nevyeHne ce uafasa 3a nepnod Ao 180 aHK, a Bcekn cneasaly
NPOTOKON MOXe Aa Ce U3 aBa 3a CPpok A0 365 AHu.

2. 300 ynocToBepsABa ¢ noanuca cu B PelleHue Ha cneyvanuaupana komucua® no Alp Ne 38: cnepgHoto: JKenas aa mu 6b4e ogobpeHo
NeYeHWe C NeKkapcTBEHUS MPOAYKT, Karo Aeknapupam, Ye CbM YBeAOMeH 3a AeWCTBWETO Ha Ha3zHayeHaTa nekapcTeBeHa Tepanus W gasam
MHOPMUPAHO cbrnacue cbilata ga mu 6vae npunarana”; ,CbrnaceH/a cbm 3a M3NON3BaHE Ha NUYHWUTE MU aHHK 33 LENUTE Ha ekcnepTuaara’;
Menan pa 6vaa yseaomer/a 3a peaynrara ot ekcneptuzarta ot P30OK no eguH 0T cneaHuTe HavuHu: no e-mail, TenecdoH unu Ha macto 8 P30OK";
.Paspelwiasam JOCTbN A0 €NEKTPOHHOTO MW 34paBHO gocue”.

3. [lo nony4yaBaHe Ha WHGOPMAaLUA 3a 3anoyBaHe UnNu Npoab/mKkaBaHe Ha 3aneeHoTo nevenue, 30J1 npogbmkasa TepanusaTa ¢ NekapcTBEH/N
NPOAYKT/W, C KOWTO € NpoBeXaan NevyeKneTo 40 MOMEHTA.

4. Mpeaun ctapTupaHe Ha npoueca no u3gaeaHe Ha E-npotokon Ha 30J1, cneunanuaupaHaTa KOMWUCHA, CNef NONYYeHo paspeLlleHne 3a 40CTbN
oT 30J1 40 eNeKTPOHHOTO My 34 PaBHO AOCWE, NPaBK CNPABKa N0 eNeKTPOHEH NBT 3a UzAaaeHn Ha 3071 npeaxoaHr NPOTOKONK, NO ChWKA npodnn
Ha 3abonsBaHe. MNpoueckT no nagaeaHe Ha E-npoTokon ce peanusupa B MeaAnUMHCkN codTyep. B HacTORWMTE M3MCKBAHWUA Ca NOCOYEHU
HeobxoauMUTE AOKYMEHTH 3a u3fgaBaHe Ha E-npotokon Ha 30/

5. KbM BCeku E-npoTokon, ¢ KOWTO € HadHayeHa NekapcTBeHa Tepanus, ce npunarat HeoGxoaumMuTe A0KYMeHTW (amBynaTopHUTe NUCTOoBE,
enuKpWan, M3cneaBaHns M Ap.), Cnea KOeTo AOKYMEHTUTE Ce M3NpalyaT no enekTpoHeH nbT KbM uHopmauuoHHata cuctema Ha H3OK.
[okymeHTute, kouto cbwectsyeat B H3UC/uHtopmaumoHHaTa cuctema Ha H30K, ce pexnapupat 8 E-npoTokona ¢ TexHUTE yHUKanH1W Homepa
(HPH). WHopmauusTa, OTHOCUMA KbM M3aaBaHe Ha E-npoTokona, KOATO e B JOKYMEHT. KOWTO HAMAa enekTpoHeH OpMaT, ce nonwbnsa B
PelwweHneTo Ha cneyunanuavparda KoMucusa - OCHOBaHWe 3a n3pasaHe Ha E-npoTokona, unu ce AoKyMeHTa ce npunara kato CKaHMpaHo Konwe.

6. Mpu u3gasaHe Ha E-npoTokon no peaa Ha ekcnepTtuaaTa no 4n.78, 1.2 ot 330, oTnana HeobxoaumocTTa Aa ceé NPeAOCTaBAT U CbXpaHABaT
npunoxeHue Ne 1 n npunoxenune Ne 3 ot HacToswmTe Mauncksanusata Ha H3OK', npu cnegHnTe ycnoews

- 3a npunoxeHue Ne 1, npu oTpaseHo B cbOTBETHUA Yekboke B ,PelweHune Ha cneuvanuavnpana komucus” no Allp Ne 38 Jluncear usknodsaum
KpUTEPUM 33 3anoysaHe/npoAbmKaBaHe Ha nevenue ¢ JIM"

- 3a npunoxeHue Ne 3, Npu HanMuMeTo Ha TekcT B ,PelweHne Ha cneuynanuiupada komucus' no Allp Ne 38. JKenas ga mn 6bae oaoGpeHo
neyeHue ¢ NeKapcTBEHWUS NPOAYKT, KaTO Aeknapupam, Ye CbM yBEAOMEH 33 AelCTBMeTO Ha HasHauyeHaTa NekapcTBeHa Tepanus 1 fasam
MHopMMpaHo cbkrnacue cblyata ga mu 6bae npunaraHa”.
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NPUNOXEHWE 1A

JNIUCT 3A KPUTEPWUM NPU 3ATNNOYBAHE HA NEYEHWE HA YMEPEH 10 TEXXBK ATOMNMUYEH JEPMATUT

TepanestuyeH noaxon (cnopes KOHCEHCYC 3a auarHocTuka M neveHune Ha atonuyeH aepmaTtut Ha Bwnrapckoto
OepmaTonoruyHo fipyxecTBo unu apmakoTepaneBTUYHO pbkoBoAcTBO 2022 Ha eKCNepTHUSA ChBET N0 KOXHN U BEHEPUYECKK
Gonectn kbm M3

= JlokanHu cpeacTBa — EMOMMEHTH, aAHTUCENTUUM, TNOKaNHW KOPTUKOCTEpPOWAOM, IOKanHW KanuyMHeBpUHOBMU
MHXUBUTOPU, aHTUMUKPOBHU cpeacTBa

. ®doTtoTtepanust — TecHocnekTbpHa YBE choTtoTepanua n PUVA

= CWUCTEMHU CpefcTBa - CUCTEMHM aHTUOMOTULM WM/MNU AHTUMUKOTULIM, CUCTEMHU AHTUXMCTAMMUHWU, CUCTEMHU
KOPTUKOCTEPOUAOM, KanuWHEBPUHOBU MHXMOMTOPU, UMyHOMoAynaTopu, Guonornydm cpeactsa, AHYC-KMHa3a MHXWMBMTOPKM
(JAK-uHXunbuTopM)

A. KpuTepuu 3a 3anoyBaHe Ha neyvyeHue (3aABbINKUTENHU Ca BCUYKN KPUTEPUK):

MKB L20.8

1 CurypHa auarHosa = 6 mecela — NnoTebpAeHa Ha Basa KNUHWYHW JaHHW 1 KpuTepuuTe Ha XaHnuduH n Paika
1,2

2 TexecT Ha GonecTTa 3a nuua Hag 18 roguHK ¥ KHOLWW Ha 1 Hag 12 roguLlHa Bb3pacT, OLUeHeHa Ypes

= EASI (eczema area and severity score, a signs score) 2 20, PNS > 5 "2

Nunca Ha 3agoBoOnNUTENEH TepaneBTUYeH edekT Npu NpejLllecTBallo NPUNOKEHNe Ha NoHe efHO CPeacTBO
3@ CWCTEMHA WMYyHOcynpecupalla/umyHoMmodynupalya Tepanua  (KOPTUKOCTEpouz,  a3aTUonpuH,
3 | UMKNOCMNOPUH, METOTPEKCAT) B KOMOMHALMA C NOKanHa Tepanus Npu NPoALIMKUTENHOCT Ha NEYEHUETO, KaKTo
cnegea: ot 1 4o 2 cegMuUM NpY NPUIOXEHWE Ha KOPTUKOCTEpPOUA Wi LUMKNOCNOpWH; 0T 8 Ao 12 cegmuum
NpY NPUNOXEHUE HA METOTPEKCAT WUNW asaTnonpuK ' 2

4 | KNnMHMYHA OLIeHKA Ha aKTyarnHusa aepmarosnoruyed cratyc ?

INunca Ha TepaneBTUYHWM anTepPHaTUBMU NPU NauMeHTH Haa 65 roauHM M Oe3 cbpAevYHO-CbAOBM
3abonaBanus (CwobpasHo KXM) * 2

6 | llunca Ha uaxn‘ioql?saum KpUTepuu no Touka B

1 PelueHne Ha cneuvanuanpaHa komucus® no Allp Ne 38

2 MeauUMHCKa IOKYMEHTaLMs, NOTBLPXKAABALLA KPUTEPUNTE NO NPUNOXKEHUE 1 1 BCUYKM HEOBX0AVMN N3CNeaBaHmns, CbobpasHo
NPUNoOXeHWe 2, BKNIOYBALLM 3aAbIDKUTENHO: NpoBeXaaHa npeaxodHa cTaHAapTHa cMCTeMHa Tepanwusa C OTpas’eHu 03w,
NPOALMKUTENHOCT Ha NPUNOXEHWE U ehEKTUBHOCT; UL 3a KpuTepun Ha XanuduH u Paiika; cuwl ¢ oueHka no EASI: Heobxoaumo
e [BYKpaTHO MOTBbpXKAABaHe Ha nokasatenuTe 3a nepuod: oT 1 40 2 ceagmuuy npu NPUNOXKEHUEe Ha KOPTUKOCTepoua unu
LUMKNoCnopuH 6e3 NnpoMsaHa B NeYeHneTo; oT 8 Ao 12 ceamnumn Npu NPUNOXEHWE Ha MeTOTpeKkcaT unw azaTuonpuH 6es npomsaHa
B nNevyeHuneTo

N3NCKBAHWA HA H3OK NMPW NEYEHUE HA YMEPEH 10 TEXXBK ATONUYEH JEPMATUT B U3BBLHBONMHUYHATA NOMOLL



NPUNOXEHWE 1B

NAUCT 3A KPUTEPUM NMPU NPOOBIMKABAHE HA NEYEHUETO HA YMEPEH 10 TEXBK ATONUYEH
AOEPMATUT

BonHute cnegea Aa 6waar MOHWTOPUPAHW Ha 12-Ta cegMULA OT HA4anoToO Ha NeYeHneTo

B. KpuTepuu 3a npoabikaBaHe Ha nevyeHune (3aabMKUTeNnHU ca BCUYKU KPUTEPUM):

MKBE L20.8

MoBnuABaHe Ha noKasarenure:
1 | HamansABaHe Ha KNMHMYHATa CUMNTOMATUKa — NPypPUMyc, epumem, depmMamum — HamansBaHe
¢ noHe 50%

CymapHa oueHKa Ha noKasaTenute - 3HaYMTeNnHo noHwkeHwe Ha EASI cnpsmo u3xoaHara
CTOWHOCT — nocTuraHe Ha EASI 50 u peaykuus Ha PNS ¢ 3 nyHkTa

3 | Jllunca Ha HeXXenaHWu NeKkapcTBeHU peakuMu U U3KNKYBaLWKM KPUTEPUU NO TOYKA B

Tabnuua 1. Hexenaxu nekapcTBeHn peakunn, MHOTO YeCcTH U YecTH (cbobpasHo hapMakonormyHoTo AOCUE Ha NPOAYKTE)

WHghekyuu Ha pecnupamopHus mpakm

AxHe, ghonukynumu

Fadene, enasobonue, 3amasHocm, kopemHa boska
AnepauyHu peakyuu, ypmukapusi, aHauoedem

AHemus, HeymponeHus, numgpoyumonerus, mpombouumonerus (He < 80 g/d-fjﬁ'&;/rvd)ouumu <05x10°
knemku/l, Heympogbunu < 1 x 10 ° knemku/l, mpamboyumu< 50 x 10 ° knemku/)
MosuweHu cmotiHocmu Ha CPK, ASAT, ALAT

Xunepxonecmeponemusi
Xepnec 3ocmep
Cwdosu mpombo3su

OmnensaHe Ha pemuHama

B. U3KNKOYBALLU KPUTEPUU

BpemMeHHOCT 1 nakTauus

AKTUBHa W naTeHTHa TyGepKynoaa, Cencuc unu Apyru TeXK1 MHgekLn

OcTbp UNK XpOHWYEH aKTUBEH BUPYCEH XenaTut

3nokavecTBeHu 3abonsaBaHus

Texka cTeneH Ha YepHoapobHo yepexaaxe (Child-Pugh C)

CbNbTCTBALLO NeYeHue ¢ Apyr BuonormyeH NpoaykT unu FAHyc-knHaseH nHxnbutop (JAK-uHxunbutop)
AnepruyeH KOHTaKTeH aepMmatvT

NoOORONS

WM3NUCKBAHWA HA H30OK NPU NEYEHWE HA YMEPEH 10 TEXKBK ATONUYEH AEPMATUT B U3BLHBONHUYHATA NOMOLL



I. NEYMEBHO-OAWATHOCTUYEH AJITTOPUTBM

1. NEKAPCTBEHW NPOOYKTHW, BkntoyeHu B Mpunoxenune 1 Ha MNMIJC, kouto H30K 3annauwa B CbOTBETCTBUE
€ NelCcTBaWMUTE HOPMATUBHU AOKYMEHTH.

NPUNOXEHUE 2

Tabnuua 1
INN MKB NO3A U HAYUH HA NPUNOXEHUE
oT 12 oo 17 roauuu ¢ Terno > 30 kg Hap 18 roauHn
* 15 mg AHeBHO e 15 mg unu 30 mg BeAHBLX JHEBHO®
* no3a 30 mg BeAHBX AHEBHO MOXe A3 e noaxoaawa
UPADACITINIB L20.8 3a nauveHTW C MO-ronNsma TexecT Ha 3abonssaHeTo
e aKO NAUNEHTHT HAMA aaekBaTeH oTroBop KeM 15 Mg | yau ¢ HeajeksaTeH OTroBOp KbM 15 Mg BeAHBX
BEAHBXK AHEBHO, f03aTa MOXe Aa Obae NOBULWIEHE A0 | nHeBHO
30 mg BeAHBX AHEBHO™
+ p¥M nauWeHTW Ha BB3pacT = 65 roguHn
npenopwvyvTenHaTa fo3a € 15 mg BeAHBXK JHEBHO
oT 12 po 17 roauHu ¢ Terno ot 25 kg go < 59 kg Hap 18 roavuHu
¢ 100 mg BegHBX AHEBHO NPWU NALWEHTH C NO-BUCOK
» HayanHa gosa 100 mg BeAHBX AHEBHO puck OT BeHoaHa TpomGoembonua (BTE), ronemm
HEXenaHu CbpAeyYHoCbAOBM Cchbutua (MACE) wu
anokayecTeeHo 3abonsBaHe, kakTo W Haj 65 roguwHa
e Npyu HE3a40BONUTENEH OTTOBOP kKbM 100 Mg BEAHBX | BL3pacT. AKO NpW  nNauueHTa He ce  Nnonyuun
AHEBHO, posata moxe Aa ce nmosuww ao 200 mg | zagosonutener oTrosop kbM 100 Mg BEAHBX AHEBHO,
BEIHBX AHEBHO* po3ata moxe aa ce nosvwm Ao 200 mg BeaHBLXK
HEBHO
ABROCITINIB | 120.8 4
3 + 200 mg BeAHBXK AHEBHO NPU NaUNWEHTU, KOUTO He ca
3 c no-eucok puck 3a BTE. MACE u 3nokauecTseHo
3abonsBaHe, npu nayueHTw ¢ BUCOK BonecteH Tosap
* NpW KHOLWK C Terno Han-manko 59 kg moxe fa e ?gg ”21" nzl;“if): L :Zaai?e?f'm:egzzg;‘;z:z K:’:
NOAXOAALA Hauanka 4o3a 100 mg unn 200 mg 9 BeA A - H A
o 3abonsBaneTo go3ata Tpsbea Aa Gbae NoHWXEHa Ao
BEAHDBXK AHEBHO
100 mg BeAHBX AHEBHO. AKO KOHTPONBLT BBLPXY
3ab0onaBaHETO He ce NoAABLPKA Crej NoHWKaBaHe Ha
nosata. moxe ga ce obMucnv NnOBTOPHO NEYEHME C
200 mg BeAHBLX AHEBHO"
or 12 no 17 roavHmn Hag 18 roaMHu
¢ nog 60 kg - HayanHa A03a 400 mg (aBe NHXEKLUW OT
DUPILUMAB | 1208 |200M9):nocneasau aoau - 200 mg Npes COAMULA |, yauanua gosa 600 mg (ase wHxexuun ot 300 mg).
: nocnegsaHa ot 300 mg npe3 ceamuua, npunarasu
» Haa 60 kg - Hauana 4o3a 600 mg (48e urxekuuy ot | KATO NOAKOKHE MHXEKLAA
300 mg); nocneaeaum o3y - 300 mg npes ceamuua

3abenexka: * Tpsabea da ce uma npedeud Hal-Huckama echekmuaHa do3a 3a NOOOBLPXaHe Ha 0maoeopa.

Mpu 3anoyBaHe Ha Tepanua Ha HOBM GonHu (6e3 npegwecTBawWo neveHue ¢ noco4eHute B Tabnuua Ne 1 INN) ce HazHauaBa nekapcTBEHUA
NpoAyKT/TepaneBTUYHUA KYPC C HaW-ronsMa pas3xoAHa e)eKTMBHOCT (Han-40o0poTo CLOTHOUWEeHMEe Mexay NOCTUraHe Ha TepaneBTUYeH
pe3ynTaT OT npunaraHe Ha nekapcTBeH NpoAyKT/fMekapcTBeHa Tepanus U pa3sxofBaHe Ha cpedcTBa oT Grwomketa Ha H3O0K 3a cbuwua
npoaykKT/Tepanus, NpyU CbLNOCTAaBAHETO MY C APYr/U NekapcTBeH/U NPoayKT/W UMK NekapcTBeHW Tepanuuy, NpeacTaensasaly TepaneBTUYHA
anTepHaTMBM U 3aNNawaHn HanbLHO UNK YacTuyHo ot H30K), Ha ocHoBawue un. 23a oT Hapen6a Ned ot 2009r.
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2. NPOCNEAABAHE:

Tabnuua 2 S
W3CNEOBAHUA M3XOAHN "p:af.mﬁggff;:emo
e —_———— =
CymMapHa OLieHKa N0 UHAEKC Ha TEXECT Ha aTonuyeH -y v
fepmatut (EASIH) | N -
MKK ¢ KK v v
ASAT, ALAT v v
CYE.gmm -~ . . ° 1 v 2
TNvunuaex npodun v - v
Pemréﬁdrpacbm Ha Ban apob s - 7 o
Tyﬁebxyn'ﬁﬂosa npoba v T
Xenéfnma mapkepn (HBsAg, AntiHCV) | V! -

Il. OBLWX UBNCKBAHUA

1. Bb3pacToBaTa rpaHuua ce W34WCnABa B HABbPLUEHW FOAUHUN - T.€. BKMKYMTENHO KbM [JaTaTa Ha u3jaBaHe Ha
NPOTOKONa OT cneumanvanpaHara KOMUCKS.

2. Mpv HasHayaBaHe Ha Tepanua no NPOTOKON 3aAbINKWTENHO Ce CbobpassBaT BbL3PACTOBUTE OrPaHUYeHUs,
CbINacHO KpaTkaTa XapaKkTepucThka Ha CbOTBETHNA NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H3OK He 3annalla ne4veHvne U3BbLH YKasaHaTa Bb3pacToBa rpaHula B KpaTkata xapakTepucTiKa Ha npoaykTa.

4. H30K He 3annalya ne4yexHue c 403N HaA MakCUManHo paspelueHnTe No KpaTka xapakTepucTika Ha npogykTa.

5. B cnyyaii Ha HacTbNUNa Nogo3vpaHa HexenaHa nekapcTBeHa peakuuns, nekapsat ysegomssa WAJI no peaa Ha |n.
184 ot 3/INXM. Konve oT cbobljeHWeTo ce npunara/onuceBa kbM/B MeuUWHcKaTa gokymeHTauus Ha 301 npm
KaHauaaTcTBaHe 3a fneveHve.

6. Bceku E-npoTtokon ce u3gaBa Bb3 OCHOBa Ha Pelwexune Ha cneunanuaupara komucusa B J1I3BIN Ha ocHoBaHue
AlMp Ne 38 ,OnpepensHe Ha nnaH Ha NeYeHWe W NpocrneasBaHe Ha TepaneBTUYHWA OTrOBOP MNPW NaUMEeHTW,
nonyyasally CKbNOCTPYBaLUM NeKapCTBEHW NPOAYKTW No pefa Ha un. 78, 1. 2 330"

Eksemnnap Ha xapTueHn Hocuten ot PeleruneTo no Allp Ne 38  OnpefensHe Ha nnaH Ha neyeHne u npocneansaHe
Ha TepaneBTUYHUS OTFOBOP NpW NAUMEHTH, NONyYaBaLUX CKbNOCTPYBALLM NEeKapCTBEHW NPOAYKTY MO pesa Ha un. 78,
T. 2 330", KOMTO € OCHOBaHWe 3a W3faBaHe Ha NPOTOKON, NoANKUCaH OT cneunanusnparnarta komucusa n 3001 (poauten,
HacTOMHUK/NPUEMEH poauTen), ce BOAK NO pes, onpeneneH ot ne4yebHOTO 3aBefleHne U ce ChxpaHsaea B kabuHeTa
Ha nekaps/koMUCUsTa.

7. Mpu n3gasaHe Ha E-npoTokon rno pena Ha ekcnepTtusarta no 4n.78, 1.2 ot 330, oTnaga HeobxoawmocTTa Aa ce
NPeaocTaBsAT U CbXpaHaBaT npunoxeHue Ne1 v npunoxenne Ne3 ot HacToswuTe ManckeaHua Ha H3OK".

8. M3naBaHeTo Ha E-npoToKOn ce 0ChLUECTBSABA B CbOTBETCTBUE ChC CbBMECTHU ,YkadaHus 3a paboTa c noaazgeH no
enekTpoHeH nuT npotokon IA/IB/IC (E-npoTokon)”, mexay HaunoHanHaTta agpaBHoocuryputenHa kaca u benrapcku
NeKapcku Cblo3 3a Npunarade Ha HauwuoHanHws paMmKoB 4OroBop 3a MefULWHCKUTE [eHOCTY.

Hacmoswume u3uckeaHus ca ymewpoeHu om ynpasumens Ha H3O0K cned Pewenue Ne P[-HC-04-38/22.05.20252. Ha
HadaopHus cbeem Ha H30K u npedeapumenHo cwenacyeaHe ¢ BJIC, Ha ocHosarue un.51, an. 10 eve epb3ka ¢ an.8 om
MpasunHuka 3a ycmpoticmeomo u deliHocmma Ha HauuoHanHama 30pasHoocuzypumenda kaca. Kauckeanusma enusam e cuna
om damama Ha obHapodsaHemo um 8 ,[bpxaseH secmHuk” “ u ommeHsim delicmeauuuime u3uckeaHus, @ cuna om 19.04.2024a.
Ha ocHosaHue peweHue Ne PJ-HC-04-34/22.03.2024z.
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NPUNOXEHWE 3

OEKNAPALWVA 3A MHOOPMUPAHO CBITNIACUE C M3UCKBAHUATA 3A 3AMOYBAHE/ NPOOBIDKABAHE
HA NEYEHUETO C NEKAPCTBEHWUA NPOOYKT

cnep KaTo ce 3anosHax ¢ uanarta My npeaocTaBeHa UHAopMaUvs U LenTa Ha NeYeHneTo ¢ NekapcTBeHUA NPoayKT
.................................................................................................. W cneg Kato nonyyux wusdepnarenHu OTroBopu Ha
NOCTaBEHUTE OT MEH BbMNPOCH, AeKnapupam Ye:
1. WMHdopmupaH/a cbM 3a 0TKa3 OT MalyMHCTBO/OALUMHCTBO NO BpEeMe Ha NpoBexAaHe Ha neveHune ¢
ropenocoYeHrus NekapcTBeH NPoAyKTH (CboOpasHo KpaTKUTe XapakTepuUCcTUKL Ha onpeaeneHn nekapcTBeHu

NpPOAYKTH).

OA HE

2. llle cnazeam npenopbyaHaTa M1 CXEMA Ha NEYEHNE U NEPUOAUHHOCT Ha KOHTPOMHWUTE Nperneau.

3. PefoBHO LLE Ce fABSIBaM Ha KOHTPOMHW Nperneamn 1 HaMa Aa NpoMeHsaM CamMmOBOSHO UMK NOA APYTo BHYLUEHWE
Ha3HaueHara Mu Tepanus.

4. Tpu NpeycTaHOBABaHE Ha NEYEHWETO MO MPWUYWHM, HENPOW3TWYALLM OT pelieHueTo Ha KomwucusTa 3a
ekcneptusu B P3OK v/unu Komucusta no 4n. 78, 7.2 ot 330, e yBeaomA He3abasHO NUYHUA CU nekap.

5. [lpu HecnassaHe Ha NOCOYEHUTE YCMOBUS NEYEHUETO MW C YNOMEeHaTUs nekapcTseH NPoAykT we 6bae

NPeKpaTeHo ¥ HAMa Aa UMaM NpeTeHLMn kbM H3O0K.
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NPUNOXEHWE 4

Kak na uanonssare EASI
Cuctemarta 3a oueHaeaHe EASI w3non3ea pedmHupaH npouec 3a OUEHsBaHe Ha TeXecTra Ha
NpU3HaLUTE Ha eKk3emMa 1 CTeneHTa Ha 3acsAraHe:

1. H30epere 061acT HA THJIOTO e [nasan wns

e Tope (BkmounTenHO 061aCTTa HA TEHHTAIHHTE)
Yerupu 001aCTH HA TAIOTO CE PA3TTICK]

e [opHM KpalHHLH

e Jlonnu KpaiHUUM (BKIOYHTENIHO CEAATHILETO)

6 OueHeTe CTENEHTA HA eK3eMa B TaiH 00J1aCT HA THJI0TO \

Besixa o651acT Ha TATOTO MOsKe MOTEHIMAIHO Ja Obiae 3acerdara jo 100%. Kato u3non3sare
TabaMiara mo-JoJ1y, HampaBeTe OleHKa Ha Beska o0iacT Ha Tsoto ot 0 10 6 Ha Ga3arta Ha
IIpOIIeHTa Ha 3acsaraHe. He ce H3uCKBaT Mpenn3HU n3MepBaHus.

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

Ouenka 3a obacrra 0 1 2 3 4 - 6

punoxenue 1.

\BHOMOH.I IpH OLUCHABAHETO Ha o01acTUTE Ha TAA0TO MOIKETE Jia U3I0JI3BaTe AHArPAMHTE B
0 el /

3. OueHere TexecTTa HA o )
BCEKH OT YeTHDHTe 2. Enema/manynauus Honvanumenu
—Lﬂpli!}llal(a g 3. EkckopHaums obscrenus na
06,12CT HA TSLIOTO: L1 e mesu mvp.l’mr.'u
Modce oa oOvoam

Hawvepen ¢
pazoeia ¢ U3B
OueHeTe TSHKECTTa Ha BCEKU Hpﬁ3[—[a]{ O CKa V' BseMeTe epetia CTofHOCT 3a 1eReCTTa B 1sara

tacet Hata ooact
0 : Hsima v Moske 14 ce H3nosBaT Meacnann ouenkn (1,5 u 2.5). Jla
1 ; Jleka crenen HE ce 10.3EA 0.5 ako IMa HajauucH nprsiak. oneHKara
2 Vmepeﬁa cTerneH TPAGRA 1 OhIC Noke eka crenen™ (1)
=
3 Texka crenen v MOIKE 21 ¢ OJNO/ B NTALNA NPH O1EHKATA Ha
CACMA/ TN AN, @ TAKA ChIo 1 Ha ANXCHI(HKIMs

B nomotir ripu olieHsBaHETO Ha TexecTTa € AaieH poTorpadcku aTaac Ha NpeUI0KEHUTE
kateropu# B [Ipuioxkenne 2

IMomuere: Brarousaiime camo ev3naieHume obaacmu ¢ oyenxama cu,; ne eKuodeaume |
Kcepo3a (cyxoma), uxmuo3d, Kepamo3sa nuiapuc. Ypmukapus, unpekyus (0c6en ako namd
ex3eMa 6 cougama 06aacm) Wi NPOMeHU 8 NUSMEHMAyUAMa cied 6b3naiene.
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Kak Zia 3anucBate CBOUTE OLEHKM

OueHeHWUTe NapameTpu ce NOCTaBAT B Tabnuua (NpUmepsT, NOKasaH no-4ony, e 3a Bb3pacT 2 8 roguHu). KpannHara
oueHka no EASI Bapupa ot 0-72.

=x
S
;| A §- T X
B g 3 . 9 |
2 "o o 3 e E s e
¢3S b ! = g o g
O6nacr Ha TanoTo | & g8 o S S8 s 3
Tnasa v wua t # g | po )X | X0,1
EEOE N : N “Xo3
g 5 : —1 - o
FopHU KpaiHUUM ( + + | + ) X0,2
_ : X | xo04
[lonHu KpaiHuLM ( + * 3 ) X0,4
KpaiHara oueHka no EAS| e c6opbT Ha oleHuTe 32 —_—
4-1e obnactm (0-72)

HanuyHu ca aBa popmynsapa Ha cuctemara 3a oueHka EASI B 3aBMCMMOCT OT Bb3pacTTa Ha NAaUUEHTUTE.
MHoOXuUTENUTE 3a OLeHKaTa Ha obnacrra ce pa3/in4yaBaT BbB BEPCUATA 3a NAUUEHTU NOL 8 roguHU, 3a Aa ce OoTpa3um
OTHOCHUTE/IHaTa NPonNopuUMA Ha obnacTuTe Ha TANOTO npv mankuy geuda:

e [launeHTH Ha Bb3pacT 8 unmn noseye roguHM
e [lauMeHTH Ha Bb3pacT nog 8 rogmHu.

dopmynapuTe morat Aa 6baat HamepeHu B npunokenune 3.1 1 3.2, a cbwo M KaTo gokymeHTV B word dopmat Ha
yebcaitta HOME (www.homeforeczema.org)
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Npunoxkenue 4.1: UnAeKc 3a 06nacT n TexkecT Ha eksema (EASI) — CreneH Ha eksema no o6nact Ha

TANOTO

OueHete BcAKa obnact ot 0 go 100%
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MpunoxeHue 4.2: UHaeKc 3a obnacT u Texect Ha eksema (EASI) — atnac Ha TexecTTa Ha

nesuuTe

Eputema

Hama=0 Neka creneH =1

YmepeHa creneH = 2 Teka creneH = 3
berno A0N0BUMO, PO30BO AcHo pPa3nU4UMO MaToBO TbMHOHEpBEHO nnn
YepeeHo APKOYEPBEHO
Epema/nanynauus

Neka crenen =1 YmepeHa creneH = 2

Epnsa ponosBumo nogysaHe

Hama=0

He CUAHO M3Pa3eHo

ACHO A0N0BUMO NOAYBaHe, HO

Texka creneH = 3

CWIHO U3pa3eHo NoAYBaHe

Excropuaumn

i
4
!

NekacreneH =1

Hama =0
OCKbAHM, NOBBPXHOCTHM

YmepeHa creneH = 2
MHOro NOBbPXHOCTHW U/ UK

TekKa cteneH =3
PasnpbcHaT 06WMpPHK

EKCKOpHaLLMK HAKOM NO-AbABOKM NOBLPXHOCTHM UMK
EKCKOpMaLMK MHOMECTBO AbNBOKK
EKCKOPHALMK

NuxeHudurauyua

ﬂéna creneH =1

Hama =0

YmepeHa creneH = 2

Nexo yaebenasane Ha koxata ¢ ficHo yaebensBaHe Ha KOwaTa ¢
MWHWUMA/IHO NOAYEPTaHW Ceau  NOAYEPTAHU CAEAM MO KOKATA

no KoXaTa

6

TexKka cteneH =3

CwnHo m3paseHo yaebenssae
Ha KOXAaTa C NoAYepTaHn cneam
U/UAN HAKONKO NPYPUIO HOAYAKM N0 KOXATa, Cb34aBaly AbnBoku
6Bpazgy u/ManM MHOTO NPYPUro

HOAY MM

1
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NMpunoxkenue 4.3: KAMHWYHA KapTa Ha nayueHTa 3a MHAeKc 3a 061aCcTh 1 TeXeCT Ha eK3ema
(EASI) — Bb3pacT 2 8 roanHM

O6nacT Ha 3acaraHe: Bcaka 06nacT Ha TANOTO MOXe NoTeHuuanHo aa bbae 3acerHata go 100%. Ouenka o1 0 o 6 Ha

6asata Ha cneaHaTa Tabauua:

% Ha 3acAraHe

1-9%

10-29%

30-49%

50-69%

70 - 89% |

—

90 - 100%‘}

Ouenkasaobnacrra| O

1 ¢

2

4 5

Texect Ha npusHaumTe: OueHeTe TEXECTTa Ha BCEKM NpU3HakK no ckana ot 0 go 3:

Hama

Neka cTeneH

YmepeHa creneH

wi Nnir|lo

TexKa cteneH

Tabnuua 3a oueHABaHE:

[iie

v' Moxe aa ce U3non3saT MERANHHW OLeHKK, Hanp. 2,5.
v/ B3emeTe cpedHa CTOMHOCT 32 TEMECTTa 8 UANaTa 3acerHara obnact.

|

Epmema o4 Emma/ (Ekckopua- | Jluxenn- Ouexkasa | Muomwuten | Ouexka no
(0-3) l'n'ar‘:{uiéq'nﬂ' uus e L . obnactra obnacr Ha

O6nacr Ha - (03) (0-3) ©3)  (0-6) TAnoTO
rnaga ” m“ﬂ : . ; ( + -—-..-;" —— + S ) oui ’I x i v - ke * 0’1- - - e L S VST SR - i
qope o il | + + + ) X X0,3
TopHu kpaituum | > i i TRES X0,2
Donun kpaiinuum | ( + + + “) x X0,4
. (0-72)
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